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DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 71 

[Docket No. FAA–2005–22746; Airspace 
Docket No. 05–ACE–32] 

Modification of Class E Airspace; 
Kennett, MO 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Direct final rule; request for 
comments. 

SUMMARY: This action amends Title 14 
Code of Federal Regulations, part 71 (14 
CFR 71) by modifying Class E airspace 
at Kennett, MO. The establishment of 
Non-Directional Beacon (NDB) 
Instrument Approach Procedures (IAP) 
to Runway 2 and Runway 20 has made 
this action necessary. Additional 
controlled airspace extending upward 
from 700 feet above the surface is 
needed to contain aircraft executing 
these IAPs. The intended effect of this 
rule is to provide adequate controlled 
airspace for Instrument Flight Rules 
operations at Kennett Memorial Airport, 
Kennett, MO. 
DATES: This direct final rule is effective 
on 0901 UTC, February 16, 2006. 
Comments for inclusion in the Rules 
Docket must be received on or before 
December 9, 2005. 
ADDRESSES: Send comments on this 
proposal to the Docket Management 
System, U.S. Department of 
Transportation, Room Plaza 401, 400 
Seventh Street, SW., Washington, DC 
20590–0001. You must identify the 
docket number FAA–2005–22746/ 
Airspace Docket No. 05–ACE–32, at the 
beginning of your comments. You may 
also submit comments on the Internet at 
http://dms.dot.gov. You may review the 
public docket containing the proposal, 
any comments received, and any final 
disposition in person in the Dockets 

Office between 9 a.m. and 5 p.m., 
Monday through Friday, except Federal 
holidays. The Docket Office (telephone 
1–800–647–5527) is on the plaza level 
of the Department of Transportation 
NASSIF Building at the above address. 
FOR FURTHER INFORMATION CONTACT: 
Brenda Mumper, Air Traffic Division, 
Airspace Branch, ACE–520A, DOT 
Regional Headquarters Building, Federal 
Aviation Administration, 901 Locust, 
Kansas City, MO 64106; telephone: 
(816) 329–2524. 
SUPPLEMENTARY INFORMATION: This 
amendment to 14 CFR Part 71 modifies 
the Class E airspace area extending 
upward from 700 feet above the surface 
at Kennett, MO. These modifications 
provide controlled airspace of 
appropriate dimensions to protect 
aircraft executing IAPs to Kennett 
Memorial Airport and bring the legal 
description of the Kennett, MO Class E 
airspace area into compliance with FAA 
Orders 7400.2E and 8260.19C. This area 
will be depicted on appropriate 
aeronautical charts. Class E airspace 
areas extending upward from 700 feet or 
more above the surface of the earth are 
published in paragraph 6005 of FAA 
order 7400.9N, Airspace Designations 
and Reporting Points, dated September 
1, 2005, and effective September 16, 
2005, which is incorporated by 
reference in 14 CFR 71.1. The Class E 
airspace designation listed in this 
document will be published 
subsequently in the Order. 

The Direct Final Rule Procedure 
The FAA anticipates that this 

regulation will not result in adverse or 
negative comment and, therefore, is 
issuing it as a direct final rule. Previous 
actions of this nature have not been 
controversial and have not resulted in 
adverse comments or objections. Unless 
a written adverse or negative comment 
or a written notice of intent to submit 
an adverse or negative comment is 
received within the comment period, 
the regulation will become effective on 
the date specified above. After the close 
of the comment period, the FAA will 
publish a document in the Federal 
Register indicating that no adverse or 
negative comments were received and 
confirming the date on which the final 
rule will become effective. If the FAA 
does receive, within the comment 
period, an adverse or negative comment, 
or written notice of intent to submit 

such a comment, a document 
withdrawing the direct final rule will be 
published in the Federal Register, and 
notice of proposed rulemaking may be 
published with a new comment period. 

Comments Invited 
Interested parties are invited to 

participate in this rulemaking by 
submitting such written data, views, or 
arguments, as they may desire. 
Comments that provide the factual basis 
supporting the views and suggestions 
presented are particularly helpful in 
developing reasoned regulatory 
decisions on the proposal. Comments 
are specifically invited on the overall 
regulatory, aeronautical, economic, 
environmental, and energy-related 
aspects of the proposal. 
Communications should identify both 
docket numbers and be submitted in 
triplicate to the address listed above. 
Commenters wishing the FAA to 
acknowledge receipt of their comments 
on this notice must submit with those 
comments a self-addressed, stamped 
postcard on which the following 
statement is made: ‘‘Comments to 
Docket No. FAA–2005–22746/Airspace 
Docket No. 05–ACE–32.’’ The postcard 
will be date/time stamped and returned 
to the commenter. 

Agency Findings 
The regulations adopted herein will 

not have a substantial direct effect on 
the States, on the relationship between 
the national Government and the States, 
or on the distribution of power and 
responsibilities among the various 
levels of government. Therefore, it is 
determined that this final rule does not 
have federalism implications under 
Executive Order 13132. 

The FAA has determined that this 
regulation only involves an established 
body of technical regulations for which 
frequent and routine amendments are 
necessary to keep them operationally 
current. Therefore, this regulation—(1) 
is not a ‘‘significant regulatory action’’ 
under Executive Order 12866; (2) is not 
a ‘‘significant rule’’ under DOT 
Regulatory Policies and Procedures (44 
FR 11034; February 26, 1979); and (3) 
does not warrant preparation of a 
Regulatory Evaluation as the anticipated 
impact is so minimal. Since this is a 
routine matter that will only affect air 
traffic procedures and air navigation, it 
is certified that this rule, when 
promulgated, will not have a significant 
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economic impact on a substantial 
number of small entities under the 
criteria of the Regulatory Flexibility Act. 

This rulemaking is promulgated 
under the authority described in 
Subtitle VII, Part A, Subpart I, Section 
40103. Under that section, the FAA is 
charged with prescribing regulations to 
assign the use of the airspace necessary 
to ensure the safety of aircraft and the 
efficient use of airspace. This regulation 
is within the scope of that authority 
since it contains aircraft executing 
instrument approach procedures to 
Kennett Memorial Airport, Kennett, 
MO. 

List of Subjects in 14 CFR Part 71 

Airspace, Incorporation by reference, 
Navigation (air). 

Adoption of the Amendment 

� Accordingly, the Federal Aviation 
Administration amends 14 CFR part 71 
as follows: 

PART 71—DESIGNATION OF CLASS A, 
CLASS B, CLASS C, CLASS D, AND 
CLASS E AIRSPACE AREAS; 
AIRWAYS; ROUTES; AND REPORTING 
POINTS 

� 1. The authority citation for part 71 
continues to read as follows: 

Authority: 49 U.S.C. 106(g), 40103, 40113, 
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959– 
1963 Comp., p. 389. 

§ 71.1 [Amended] 

� 2. The incorporation by reference in 
14 CFR 71.1 of Federal Aviation 
Administration Order 7400.9N, dated 
September 1, 2005, and effective 
September 16, 2005, is amended as 
follows: 

Paragraph 6005 Class E airspace areas 
extending upward from 700 feet or more 
above the surface of the earth. 

* * * * * 

ACE MO E5 Kennett, MO 

Kennett Memorial Airport, MO 
(Lat. 36°13′33″ N., long. 90°02′12″ W.) 

Kennett NDB 
(Lat. 36°13′43″ N., long. 90°02′21″ W.) 
That airspace extending upward from 700 

feet above the surface within a 6.6-mile 
radius of Kennett Memorial Airport and 
within 2.5 miles each side of the 003° bearing 
from the Kennett NDB extending from the 
6.6-mile radius of the airport to 7 miles north 
of the NDB and within 2.5 miles each side 
of the 030° bearing from the Kennett NDB 
extending from the 6.6-mile radius of the 
airport to 7 miles north of the NDB and 
within 2.5 miles each side of the 191° bearing 
from the Kennett NDB extending from the 
6.6-mile radius of the airport to 7 miles south 
of the NDB. 

* * * * * 

Issued in Kansas City, MO, on October 26, 
2005. 
Elizabeth S. Wallis, 
Acting Area Director, Western Flight Services 
Operations. 
[FR Doc. 05–22395 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–13–M 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 121 

[Docket No.: FAA–2005–22915; Amendment 
No. 121–317] 

RIN 2120–ai65 

Supplemental Oxygen 

AGENCY: Federal Aviation 
Administration, DOT. 
ACTION: Direct final rule; request for 
comments. 

SUMMARY: In this direct final rule, the 
FAA is amending its regulation on the 
use of pilot supplemental oxygen. The 
amendment changes the flight level at 
which the remaining pilot at the 
controls of the airplane must put on and 
use his oxygen mask if the other pilot 
at any time leaves his control station of 
the airplane. This amendment revises 
that altitude to ‘‘above flight level 350’’ 
from ‘‘above flight level 250.’’ It will 
also eliminate the needless use of 
oxygen that is not otherwise required to 
provide for safety in air carrier 
operations. This will reduce needless 
expenditures to replace oxygen 
equipment that is subject to excessive 
wear and tear. 
DATES: Effective January 9, 2006. 

Comments for inclusion in the Rules 
Docket must be received on or before 
December 27, 2005. 
ADDRESSES: You may send comments 
[identified by Docket Number [Insert 
docket number, for example, FAA– 
200X–XXXXX]] using any of the 
following methods: 

• DOT Docket Web site: Go to  
http://dms.dot.gov and follow the 
instructions for sending your comments 
electronically. 

• Government-wide rulemaking Web 
site: Go to http://www.regulations.gov 
and follow the instructions for sending 
your comments electronically. 

• Mail: Docket Management Facility; 
U.S. Department of Transportation, 400 
Seventh Street, SW., Nassif Building, 
Room PL–401, Washington, DC 20590– 
001. 

• Fax: 1–202–493–2251. 
• Hand Delivery: Room PL–401 on 

the plaza level of the Nassif Building, 

400 Seventh Street, SW., Washington, 
DC, between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 

For more information on the 
rulemaking process, see the 
SUPPLEMENTARY INFORMATION section of 
this document. 

Privacy: We will post all comments 
we receive, without change, to http:// 
dms.dot.gov, including any personal 
information you provide. For more 
information, see the Privacy Act 
discussion in the SUPPLEMENTARY 
INFORMATION section of this document. 

Docket: To read background 
documents or comments received, go to 
http://dms.dot.gov at any time or to 
Room PL–401 on the plaza level of the 
Nassif Building, 400 Seventh Street, 
SW., Washington, DC, between 9 a.m. 
and 5 p.m., Monday through Friday, 
except Federal holidays. 
FOR FURTHER INFORMATION CONTACT: 
Michael J. Coffey, Air Transportation 
Division (AFS–220), Flight Standards 
Service, Federal Aviation 
Administration, 800 Independence 
Avenue SW., Washington, DC 20591; 
Telephone No. (202) 267–3750. 
SUPPLEMENTARY INFORMATION: On 
February 25, 2004, the FAA published 
a notice in the Federal Register asking 
the public to tell us which regulations 
we should amend, remove, or simplify. 
See 69 FR 8575. In response to the 
February notice, we received four 
comments on the topic of supplemental 
oxygen. Additionally, the FAA has 
received numerous petitions for 
exemption from 14 CFR 121.333(c)(3). 
These petitions requested relief from the 
regulation so that if it is necessary for 
one pilot to leave his station at the 
controls of the airplane when the 
aircraft is above flight level (FL) 250, the 
remaining pilot at the controls must put 
on and use his oxygen mask until the 
other pilot has returned to his duty 
station. The petitioners sought relief up 
to FL 410. 

When flight operations above FL 250 
were first initiated, there was 
uncertainty of the ability of pilots to 
safely operate in that environment. 
Before the establishment of the FAA in 
1958, the Civil Aeronautics Board (CAB) 
was responsible for safety in air 
transportation. The CAB established 
requirements that both pilots must wear 
oxygen masks at all times when the 
airplane was operated above FL 250. 
The FAA carried forward this 
requirement without comment into its 
regulations. 

As airplanes, pressurization systems, 
engines, and other systems, became 
more reliable, the FAA amended the 
requirements concerning oxygen masks. 
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The regulations were amended to permit 
flights above FL 250 up to FL 410 for 
certain aircraft and up to FL 350 for all 
others with neither pilot being required 
to wear an oxygen mask if there were 
two pilots at the controls of the airplane 
and both pilots were equipped with 
approved ‘‘Quick Don’’ oxygen masks. 
In promulgating that amendment, the 
FAA required that when operating 
above FL 250, if one pilot is absent from 
his duty station, the other pilot must put 
on and use his oxygen mask until the 
other pilot has returned to his duty 
station. 

The FAA finds that the oxygen 
equipment in today’s modern aircraft 
has improved to the extent that a pilot 
can safely operate an airplane during 
and following a rapid decompression, 
up to certain flight levels, without 
requiring the pilots to wear the oxygen 
masks. This finding is predicated on the 
pilot being fully trained and qualified in 
accordance with approved training 
programs and having state of the art 
oxygen equipment available for use 
within easy reach. 

Research in the area of aviation 
physiology began in the 1950s and was 
significantly expanded during the 1960s 
and 1970s. In 1973, The National 
Aeronautics and Space Administration 
(NASA) published information in this 
area in order to compile the large body 
of research generated in recent years. 
The FAA evaluated the data and affirms 
the validity of it in promulgating this 
rule. 

In The Bioastronautics Data Book, 
published by NASA, in 1973, NASA 
states that the mean time of useful 
consciousness (TUC) at FL 410 is 16 to 
17 seconds. In addition to the mean 
TUC, NASA provides data that the 
minimum TUC at FL 410 observed was 
less than 10 seconds and was in the 
region of 8 to 9 seconds. Based on these 
TUCs, the FAA finds safety would be 
compromised if FAA permitted 
operations up to FL 410 in which the 
only pilot on the flight deck was not 
wearing an oxygen mask. However, in 
reviewing the data published by NASA, 
the FAA now finds that a FL above FL 
250 would still provide an acceptable 
level of safety, if a single pilot were at 
the flight controls and is not wearing 
and using an oxygen mask. The FAA 
analyzed the TUC at each FL between 
FL 250 and FL 410. The FAA finds that 
FL 250 could safely be raised but an 
increase to FL 410, as requested, would 
not provide an acceptable level of 
safety. After reviewing the different 
TUCs, the FAA finds that FL 350 is the 
highest FL that provides acceptable 
TUCs. The mean TUC at FL 350 is 34 

seconds and the minimum observed 
TUC is 17 seconds. 

In order to be approved for use under 
part 121, pilot oxygen masks must meet 
the requirements set forth under aircraft 
certification standards. These set forth, 
among other requirements, that the 
oxygen equipment must be designed 
and manufactured so that each pilot 
may don the oxygen equipment with 
one hand, not disturb reading glasses, 
and establish communications, all 
within 5 seconds. While there is no 
literal regulatory requirement that each 
pilot actually demonstrate proficiency 
in this maneuver under part 121, 
approved training programs require that 
pilots train to proficiency in rapid 
decompression procedures. Thus, there 
is the commonly acknowledged ‘‘5 
second criteria.’’ 

The FAA believes that in actual 
aircraft operations, the single pilot may 
be delayed, and take longer than 5 
seconds to start inhaling supplemental 
oxygen. Any such delay will take up 
part of the TUC. After considering the 
variables, the FAA finds the mean TUC 
at FL 350, 34 seconds, and the 
minimum observed TUC at FL 350, 17 
seconds, is the shortest TUC to which 
the FAA can safely revise the affected 
regulation. 

NASA provides these TUCs based on 
studies published by W.V. Blockley, and 
D.T. Hanifan, in An analysis of the 
oxygen protection problem at altitudes 
between 40,000 and 50,000 feet. Webb 
Associates, Santa Monica, California, 
California, 1961. 

This amendment will also bring the 
U.S. regulations in closer harmonization 
with Canadian Regulations on the use of 
oxygen. Section 605.32(3) of the 
Canadian Aviation Regulations states 
‘‘the pilot at the flight controls of an 
aircraft shall use an oxygen mask if (a) 
the aircraft is not equipped with quick- 
donning oxygen masks and is operated 
at or above flight level 250; or (b) the 
aircraft is equipped with quick-donning 
oxygen masks and is operated above 
flight level 410.’’ 

This rule only applies to 121 
operations. The FAA has not considered 
the appropriateness of the rule for 
operations other than those conducted 
under part 121 because of insufficient 
data. 

Authority for This Rulemaking 
The FAA’s authority to issue rules 

regarding aviation safety is found in 
Title 49 of the United States Code. 
Subtitle I, section 106, describes the 
authority of the FAA Administrator. 
Subtitle VII, Aviation Programs, 
describes in more detail the scope of the 
Agency’s authority. This rulemaking is 

promulgated under the authority 
described in subtitle VII, part A, subpart 
III, section 44701, ‘‘General 
requirements.’’ Under that section, the 
FAA is charged with promoting safe 
flight of civil aircraft in air commerce by 
prescribing: 

• Minimum standards required in the 
interest of safety for the design and 
performance of aircraft; 

• Regulations and minimum 
standards in the interest of safety for 
inspecting, servicing, and overhauling 
aircraft; and 

• Regulations for other practices, 
methods, and procedures the 
Administrator finds necessary for safety 
in air commerce. 

This regulation is within the scope of 
that authority because it prescribes a 
safe level of flight that a single pilot 
during decompression can safely don 
oxygen equipment and maneuver the 
airplane to an altitude not requiring 
supplemental oxygen. 

The Direct Final Rule Procedure 
In accordance with § 11.13, the FAA 

is issuing this rule as a direct final with 
request for comment because we do not 
expect to receive any adverse 
comments, and thus, an NPRM is 
unnecessary. However, to be certain that 
we are correct, we set the comment 
period to end before the effective date. 
If the FAA receives any adverse 
comment or notice, then the final rule 
is withdrawn before it becomes 
effective. The FAA may then issue an 
NPRM. 

The FAA anticipates that this 
regulation will not result in adverse or 
negative comment and therefore is 
issuing it as a direct final rule. This final 
rule reduces the restrictiveness of a 
requirement as it applies to air carriers 
conducting operations under part 121. 
The reduction in the requirement will 
not affect the safety of these operations 
because of the improvement of oxygen 
equipment. As a result, the FAA has 
determined that this amendment is a 
relieving change that has no adverse 
effect on public safety. 

Unless a written adverse or negative 
comment, or a written notice of intent 
to submit an adverse or negative 
comment is received within the 
comment period, the regulation will 
become effective on the date specified 
above. After the close of the comment 
period, the FAA will publish a 
document in the Federal Register 
indicating that no adverse or negative 
comments were received and 
confirming the date on which the final 
rule will become effective. If the FAA 
does receive, within the comment 
period, an adverse or negative comment, 
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or written notice of intent to submit 
such a comment, a document 
withdrawing the direct final rule will be 
published in the Federal Register, and 
a notice of proposed rulemaking may be 
published with a new comment period. 

Comments Invited 
The FAA invites interested persons to 

participate in this rulemaking by 
submitting written comments, data, or 
views. We also invite comments relating 
to the economic, environmental, energy, 
or federalism impacts that might result 
from adopting the proposals in this 
document. The most helpful comments 
reference a specific portion of the 
proposal, explain the reason for any 
recommended change, and include 
supporting data. We ask that you send 
us two copies of written comments. 

We will file in the docket all 
comments we receive, as well as a 
report summarizing each substantive 
public contact with FAA personnel 
concerning this proposed rulemaking. 
The docket is available for public 
inspection before and after the comment 
closing date. If you wish to review the 
docket in person, go to the address in 
the ADDRESSES section of this preamble 
between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 
You may also review the docket using 
the Internet at the Web address in the 
ADDRESSES section. 

Privacy Act: Using the search function 
of our docket web site, anyone can find 
and read the comments received into 
any of our dockets, including the name 
of the individual sending the comment 
(or signing the comment on behalf of an 
association, business, labor union, etc.). 
You may review DOT’s complete 
Privacy Act Statement in the Federal 
Register published on April 11, 2000 
(65 FR 19477–78) or you may visit 
http://dms.dot.gov. 

Before acting on this proposal, we 
will consider all comments we receive 
on or before the closing date for 
comments. We will consider comments 
filed late if it is possible to do so 
without incurring expense or delay. We 
may change this proposal in light of the 
comments we receive. 

If you want the FAA to acknowledge 
receipt of your comments on this 
proposal, include with your comments 
a pre-addressed, stamped postcard on 
which the docket number appears. We 
will stamp the date on the postcard and 
mail it to you. 

Availability of Rulemaking Documents 
You can get an electronic copy using 

the Internet by: 
(1) Searching the Department of 

Transportation’s electronic Docket 

Management System (DMS) Web page 
(http://dms.dot.gov/search); 

(2) Visiting the FAA’s Regulations and 
Policies Web page at http:// 
www.faa.gov/regulations_policies; or 

(3) Accessing the Government 
Printing Office’s Web page at http:// 
www.access.gpo.gov/su_docs/aces/ 
aces140.html. 

You can also get a copy by sending a 
request to the Federal Aviation 
Administration, Office of Rulemaking, 
ARM–1, 800 Independence Avenue 
SW., Washington, DC 20591, or by 
calling (202) 267–9680. Make sure to 
identify the docket number, notice 
number, or amendment number of this 
rulemaking. 

Small Business Regulatory Enforcement 
Fairness Act 

The Small Business Regulatory 
Enforcement Fairness Act (SBREFA) of 
1996 requires the FAA to comply with 
small entity requests for information or 
advice about compliance with statutes 
and regulations within its jurisdiction. 
Therefore, any small entity that has a 
question regarding this document may 
contact their local FAA official, or the 
person listed under FOR FURTHER 
INFORMATION CONTACT. You can find out 
more about SBREFA on the Internet at 
our site, http://www.faa.gov/avr/arm/ 
sbrefa.cfm. 

Paperwork Reduction Act 
The Paperwork Reduction Act of 1995 

(44 U.S.C. 3507(d)) requires that the 
FAA consider the impact of paperwork 
and other information collection 
burdens imposed on the public. We 
have determined that there are no 
requirements for information collection 
associated with this rule. 

International Compatibility 

In keeping with U.S. obligations 
under the Convention on International 
Civil Aviation, it is FAA policy to 
comply with International Civil 
Aviation Organization (ICAO) Standards 
and Recommended Practices to the 
maximum extent practicable. The FAA 
identified and discussed similarities 
and differences in these proposed 
amendments and foreign regulations. 

Economic Evaluation, Regulatory 
Flexibility Act, Trade Impact 
Assessment, and Unfunded Mandates 
Assessment 

Proposed changes to Federal 
regulations must undergo several 
economic analyses. First, Executive 
Order 12866 directs each Federal agency 
to propose or adopt a regulation only 
after upon a reasoned determination 
that the benefits of the intended 

regulation justify its costs. Second, the 
Regulatory Flexibility Act of 1980 
requires agencies to analyze the 
economic impact of regulatory changes 
on small entities. Third, the Trade 
Agreements Act (19 U.S.C. section 
2531–2533) prohibits agencies from 
setting standards that create 
unnecessary obstacles to the foreign 
commerce of the United States. In 
developing U.S. standards, this Trade 
Act also requires agencies to consider 
international standards and, where 
appropriate, use them as the basis of 
U.S. standards. And fourth, the 
Unfunded Mandates Reform Act of 1995 
requires agencies to prepare a written 
assessment of the costs, benefits and 
other effects of proposed or final rules 
that include a Federal mandate likely to 
result in the expenditure by State, local 
or tribal governments, in the aggregate, 
or by the private sector, of $100 million 
or more annually (adjusted for 
inflation.) 

The FAA has determined this rule (1) 
has benefits which do justify its costs, 
is not a ‘‘significant regulatory action’’ 
as defined in the Executive Order and 
is ‘‘not significant’’ as defined in DOT’s 
Regulatory Policies and Procedures; (2) 
will not have a significant impact on a 
substantial number of small entities; (3) 
does not impose any barriers to 
international trade; and (4) does not 
impose an unfunded mandate on state, 
local, or tribal governments, or on the 
private sector. 

The Department of Transportation 
Order DOT 2100.5 prescribes policies 
and procedures for simplification, 
analysis, and review of regulations. If it 
is determined that the expected cost 
impact is so minimal that a proposal 
does not warrant a full evaluation, this 
order permits a statement to that effect 
and the basis for it to be included in the 
preamble and a full regulatory 
evaluation cost benefit evaluation need 
not be prepared. Such a determination 
has been made for this rule. The 
reasoning for that determination 
follows. 

Since this final rule is relieving, the 
FAA has determined that the rule will 
have minimal impact. The FAA requests 
comment with supporting justification 
regarding the FAA determination of 
minimal impact. 

Regulatory Flexibility Act 
The Regulatory Flexibility Act of 1980 

(RFA) establishes ‘‘as a principle of 
regulatory issuance that agencies shall 
endeavor, consistent with the objective 
of the rule and of applicable statutes, to 
fit regulatory and informational 
requirements to the scale of the 
business, organizations, and 
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governmental jurisdictions subject to 
regulation.’’ To achieve that principle, 
the RFA requires agencies to solicit and 
consider flexible regulatory proposals 
and to explain the rationale for their 
actions. The RFA covers a wide-range of 
small entities, including small 
businesses, not-for-profit organizations 
and small governmental jurisdictions. 

Agencies must perform a review to 
determine whether a proposed or final 
rule will have a significant economic 
impact on a substantial number of small 
entities. If the agency determines that it 
will, the agency must prepare a 
regulatory flexibility analysis as 
described in the Act. 

This final rule will provide minor cost 
savings to small part 121 operators. 
Therefore, the FAA Administrator 
certifies this action will not have a 
significant economic impact on a 
substantial number of small entities. 

Trade Impact Assessment 
The Trade Agreements Act of 1979 

prohibits Federal agencies from 
engaging in any standards or related 
activities that create unnecessary 
obstacles to the foreign commerce of the 
United States. Legitimate domestic 
objectives, such as safety, are not 
considered unnecessary obstacles. The 
statute also requires consideration of 
international standards and where 
appropriate, that they be the basis for 
U.S. standards. The FAA has assessed 
the potential effect of this final rule and 
has determined that it will provide cost 
savings to domestic operators and will 
not impose any costs on international 
entities, and thus has a neutral trade 
impact. 

Unfunded Mandates Assessment 
The Unfunded Mandates Reform Act 

of 1995 (the Act), enacted as Pub. L. 
104–4 on March 22, 1995, is intended, 
among other things, to curb the practice 
of imposing unfunded Federal mandates 
on State, local, and tribal governments. 
Title II of the Act requires each Federal 
agency to prepare a written statement 
assessing the effects of any Federal 
mandate in a proposed or final agency 
rule that may result in a $100 million or 
more expenditure (adjusted annually for 
inflation). The FAA currently uses an 
inflation-adjusted value of $120.7 
million in lieu of $100 million. 

This final rule does not contain such 
a mandate. Therefore, the requirements 
of Title II of the Unfunded Mandates 
Reform Act of 1995 do not apply to this 
regulation. 

Executive Order 13132, Federalism 
The FAA has analyzed this final rule 

under the principles and criteria of 

Executive Order 13132, Federalism. We 
determined that this action will not 
have a substantial direct effect on the 
States, or the relationship between the 
National Government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government. Therefore, we 
determined that this final rule does not 
have federalism implications. 

Environmental Analysis 

FAA Order 1050.1E identifies FAA 
actions that are categorically excluded 
from preparation of an environmental 
assessment or environmental impact 
statement under the National 
Environmental Policy Act in the 
absence of extraordinary circumstances. 
The FAA has determined this 
rulemaking action qualifies for the 
categorical exclusion identified in 
paragraph 312d and involves no 
extraordinary circumstances. 

Regulations That Significantly Affect 
Energy Supply, Distribution, or Use 

The FAA has analyzed this final rule 
under Executive Order 13211, Actions 
Concerning Regulations that 
Significantly Affect Energy Supply, 
Distribution, or Use (66 FR 28355, May 
18, 2001). We have determined that it is 
not a ‘‘significant energy action’’ under 
the executive order because it is not a 
‘‘significant regulatory action’’ under 
Executive Order 12866, and it is not 
likely to have a significant adverse effect 
on the supply, distribution, or use of 
energy. 

List of Subjects in 14 CFR Part 121 

Air Carriers, Aircraft, Airmen, 
Aviation Safety, Charter Flight, Safety, 
Transportation. 

Adoption of the Amendment 

� Accordingly, the Federal Aviation 
Administration amends part 121 of the 
Federal Aviation Regulations (14 CFR 
part 121) as follows: 

PART 121—OPERATING 
REQUIREMENTS: DOMESTIC, FLAG, 
AND SUPPLEMENTAL OPERATIONS 

� 1. The authority citation for part 121 
continues to read as follows: 

Authority: 49 U.S.C. 106(g), 40113, 40119, 
41706, 44101, 44701–44702, 44705, 44709– 
44711, 44713, 44716–44717, 44722, 44901, 
44903–44904, 44912, 45101–45105, 46105, 
46301. 

§ 121.333 [Amended] 

� 2. Amend § 121.333 by: 
� a. Changing the word ‘‘shall’’ to 
‘‘must’’ wherever it appears in the 
section; and 

� b. By removing the reference in 
paragraph (c) to ‘‘flight level 250’’ 
wherever it appears and inserting the 
reference to ‘‘flight level 350’’ in its 
place. 

Issued in Washington, DC on November 4, 
2005. 
Marion C. Blakey, 
Administrator. 
[FR Doc. 05–22456 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–13–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

33 CFR Part 100 

[CGD07–05–116] 

RIN 1625–AA08 

Special Local Regulations: Offshore 
Super Series Boat Race, St. Petersburg 
Beach, FL 

AGENCY: Coast Guard, DHS. 
ACTION: Temporary final rule. 

SUMMARY: The Coast Guard is 
establishing a temporary special local 
regulation for the Offshore Super Series 
Boat Race in St. Petersburg Beach, 
Florida, in the vicinity of the Don Cesar 
Hotel. This event will be held November 
16th, 17th, 19th, and 20th, 2005 
between 11 a.m. and 5 p.m. EDT 
(Eastern Daylight Time). Historically, 
there have been approximately 400 
participant and spectator craft. The 
nature of high speed boats traveling at 
speeds in excess of 130 miles per hour 
creates an extra or unusual hazard in the 
navigable waters of the United States. 
This rule is necessary to ensure the 
safety of life for the participating 
vessels, spectators, and mariners in the 
area on the navigable waters of the 
United States. 
DATES: This rule is effective from 10:30 
a.m. on November 16, 2005 through 5:30 
p.m. on November 20, 2005. 
ADDRESSES: Documents indicated in this 
preamble as being available in the 
docket are part of docket [CGD07–05– 
116] and are available for inspection or 
copying at Coast Guard Sector St. 
Petersburg, Prevention Department, 155 
Columbia Drive, Tampa, Florida 33606– 
3598 between 7:30 a.m. and 4 p.m., 
Monday through Friday, except Federal 
holidays. 
FOR FURTHER INFORMATION CONTACT: 
Lieutenant Junior Grade Jennifer 
Andrew at Coast Guard Sector St. 
Petersburg, Prevention Department, 
(813) 228–2191, Ext. 8203. 
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SUPPLEMENTARY INFORMATION: 

Regulatory Information 
We did not publish a notice of 

proposed rulemaking (NPRM) for this 
regulation. Under 5 U.S.C. 553(b)(B), the 
Coast Guard finds that good cause exists 
for not publishing an NPRM. The details 
surrounding the final date and location 
of the Offshore Super Series Boat Race 
were not determined until recently due 
to the required consults with 
environmental partners and event 
sponsors. Therefore, we did not have 
sufficient time to publish an NPRM. 
Publishing an NPRM and delaying its 
effective date would be contrary to the 
public interest since immediate action is 
needed to minimize potential danger to 
the public and participants during the 
Offshore Super Series Boat Race. The 
Coast Guard will issue a broadcast 
notice to mariners to advise mariners of 
the regulation. Additionally, Coast 
Guard assets will be on scene and they 
will also provide notice of the 
regulation to mariners. 

For the same reasons, under 5 U.S.C. 
553(d)(3), the Coast Guard finds that 
good cause exists for making this rule 
effective less than 30 days after 
publication in the Federal Register. 

Background and Purpose 
Offshore Super Series Incorporated 

will sponsor an offshore powerboat race 
on the near-shore waters of St. 
Petersburg Beach, Florida, in the 
vicinity of the Don Cesar Hotel. The 
event is scheduled for November 16, 17, 
19, and 20, 2005 between 11 a.m. and 
5 p.m. EDT (Eastern Daylight Time). The 
event will host approximately 50 
participant vessels that travel at speeds 
in excess of 130 mph and approximately 
350 spectator craft. This regulation is 
needed to provide for the safety of life 
on the Navigable waters of the United 
States during the Offshore Super Series 
Boat Race on the near-shore waters of 
St. Petersburg Beach, Florida, in the 
vicinity of the Don Cesar Hotel. The 
anticipated concentration of spectator 
and participant vessels associated with 
the event poses a safety concern, which 
is addressed in this special local 
regulation. 

Discussion of Rule 
This rule includes a regulated area 

approximately 1,000 feet around the 
racecourse in all directions that 
prohibits all non-participant vessels and 
persons from entering the regulated area 
from 10:30 a.m. to 5:30 p.m. on 
November 16, 17, 19, and 20, 2005. This 
regulation is intended to provide for the 
safety of life on the navigable waters of 
the United States for event participants 

and for mariners traveling in the 
vicinity of the near-shore waters of St. 
Petersburg Beach, Florida, in the 
vicinity of the Don Cesar Hotel. 

Regulatory Evaluation 
This rule is not a ‘‘significant 

regulatory action’’ under section 3(f) of 
Executive Order 12866, Regulatory 
Planning and Review, and does not 
require an assessment of potential costs 
and benefits under section 6(a)(3) of that 
Order. The Office of Management and 
Budget has not reviewed it under that 
Order. It is not ‘‘significant’’ under the 
regulatory policies and procedures of 
the Department of Homeland Security 
(DHS). The Coast Guard expects the 
impact of this rule to be so minimal that 
a full Regulatory Evaluation under the 
regulatory policies and procedures of 
DHS is unnecessary because the safety 
zone will only be in effect for a limited 
period of time. Moreover, vessels may 
enter with the express permission of the 
Captain of the Port of St. Petersburg or 
his designated representative. 

Small Entities 
Under the Regulatory Flexibility Act 

(5 U.S.C. 601–612), we have considered 
whether this rule would have a 
significant economic impact on a 
substantial number of small entities. 
The term ‘‘small entities’’ comprises 
small businesses, not-for-profit 
organizations that are independently 
owned and operated and are not 
dominant in their fields, and 
governmental jurisdictions with 
populations of less than 50,000. 

The Coast Guard certifies under 5 
U.S.C. 605(b) that this rule will not have 
a significant economic impact on a 
substantial number of small entities. 
This rule may affect the following 
entities, some of which may be small 
entities: The owners or operators of 
vessels intending to transit the near- 
shore waters of St. Petersburg Beach, 
Florida, in the vicinity of the Don Cesar 
Hotel from 10:30 a.m. to 5:30 p.m. on 
November 16, 17, 19, and 20, 2005. This 
regulated area will not have a significant 
economic impact on a substantial 
number of small entities as this rule will 
be in effect for a limited period of time 
in an area where vessel traffic is 
extremely low. Additionally, vessel 
traffic may be allowed to enter the 
regulated area with the expressed 
permission of the Captain of the Port of 
St. Petersburg or his designated 
representative. 

Assistance for Small Entities 
Small businesses may send comments 

on the actions of Federal employees 
who enforce, or otherwise determine 

compliance with, Federal regulations to 
the Small Business and Agriculture 
Regulatory Enforcement Ombudsman 
and the Regional Small Business 
Regulatory Fairness Boards. The 
Ombudsman evaluates these actions 
annually and rates each agency’s 
responsiveness to small business. If you 
wish to comment on actions by 
employees of the Coast Guard, call 1– 
888–REG–FAIR (1–888–734–3247). 

Collection of Information 

This rule calls for no new collection 
of information under the Paperwork 
Reduction Act of 1995 (44 U.S.C. 3501– 
3520). 

Federalism 

A rule has implications for federalism 
under Executive Order 13132, 
Federalism, if it has a substantial direct 
effect on State or local governments and 
would either preempt State law or 
impose a substantial direct cost of 
compliance on them. We have analyzed 
this rule under that Order and have 
determined that it does not have 
implications for federalism. 

Unfunded Mandates Reform Act 

The Unfunded Mandates Reform Act 
of 1995 (2 U.S.C. 1531–1538) requires 
Federal agencies to assess the effects of 
their discretionary regulatory actions. In 
particular, the Act addresses actions 
that may result in the expenditure by a 
State, local, or tribal government, in the 
aggregate, or by the private sector of 
$100,000,000 or more in any one year. 
Though this rule will not result in such 
an expenditure, we do discuss the 
effects of this rule elsewhere in this 
preamble. 

Taking of Private Property 

This rule will not effect a taking of 
private property or otherwise have 
taking implications under Executive 
Order 12630, Governmental Actions and 
Interference with Constitutionally 
Protected Property Rights. 

Civil Justice Reform 

This rule meets applicable standards 
in sections 3(a) and 3(b)(2) of Executive 
Order 12988, Civil Justice Reform, to 
minimize litigation, eliminate 
ambiguity, and reduce burden. 

Protection of Children 

We have analyzed this rule under 
Executive Order 13045, Protection of 
Children from Environmental Health 
Risks and Safety Risks. This rule is not 
an economically significant rule and 
does not create an environmental risk to 
health or risk to safety that may 
disproportionately affect children. 
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Indian Tribal Governments 
This rule does not have tribal 

implications under Executive Order 
13175, Consultation and Coordination 
with Indian Tribal Governments, 
because it does not have a substantial 
direct effect on one or more Indian 
tribes, on the relationship between the 
Federal Government and Indian tribes, 
or on the distribution of power and 
responsibilities between the Federal 
Government and Indian tribes. 

Energy Effects 
We have analyzed this rule under 

Executive Order 13211, Actions 
Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use. We have 
determined that it is not a ‘‘significant 
energy action’’ under that order because 
it is not a ‘‘significant regulatory action’’ 
under Executive Order 12866 and is not 
likely to have a significant adverse effect 
on the supply, distribution, or use of 
energy. The Administrator of the Office 
of Information and Regulatory Affairs 
has not designated it as a significant 
energy action. Therefore, it does not 
require a Statement of Energy Effects 
under Executive Order 13211. 

Technical Standards 
The National Technology Transfer 

and Advancement Act (NTTAA) (15 
U.S.C. 272 note) directs agencies to use 
voluntary consensus standards in their 
regulatory activities unless the agency 
provides Congress, through the Office of 
Management and Budget, with an 
explanation of why using these 
standards would be inconsistent with 
applicable law or otherwise impractical. 
Voluntary consensus standards are 
technical standards (e.g., specifications 
of materials, performance, design, or 
operation; test methods; sampling 
procedures; and related management 
systems practices) that are developed or 
adopted by voluntary consensus 
standards bodies. 

This rule does not use technical 
standards. Therefore, we did not 
consider the use of voluntary consensus 
standards. 

Environment 
We have analyzed this rule under 

Commandant Instruction M16475.lD, 
which guides the Coast Guard in 
complying with the National 
Environmental Policy Act of 1969 
(NEPA)(42 U.S.C. 4321–4370f), and 
have concluded that there are no factors 
in this case that would limit the use of 
a categorical exclusion under section 
2.B.2 of the Instruction. Therefore, this 
rule is categorically excluded, under 
figure 2–1, paragraph (34)(h), of the 

Instruction, from further environmental 
documentation. An ‘‘Environmental 
Analysis Check List’’ and a ‘‘Categorical 
Exclusion Determination’’ are not 
required for this rule. 

List of Subjects in 33 CFR Part 100 

Marine safety, Navigation (water), 
Reporting and recordkeeping 
requirements, waterways. 

� For the reasons discussed in the 
preamble, the Coast Guard amends 33 
CFR part 100 as follows: 

PART 100—MARINE EVENTS & 
REGATTAS 

� 1. The authority citation for part 100 
continues to read as follows: 

Authority: 33 U.S.C. 1233; Department of 
Homeland Security Delegation No. 0170.1. 

� 2. A new temporary section 100.35T– 
07–116 is added to read as follows: 

§ 100.35T–07–116 Offshore Super Series 
Boat Race; St. Petersburg Beach, FL. 

(a) Regulated Area. The regulated area 
for the Offshore Super Series Boat Race 
encompasses all waters of St. Petersburg 
Beach, Florida in the vicinity of the Don 
Cesar Hotel, located within a line 
connecting the following points (NAD 
83): 
1: 27°43′26″ N, 82°44′35″ W; 
2: 27°43′37″ N, 82°46′03″ W; 
3: 27°43′12″ N, 82°46′12″ W; 
4: 27°41′27″ N, 82°45′32″ W. 
5: 27°41′14″ N, 82°44′20″ W; along the 

contour of the shore and returning 
to point 1. 

(b) Special local Regulations. Non- 
participant vessels and persons are 
prohibited from entering the Regulated 
Area as defined in paragraph (a) unless 
authorized by the Coast Guard Patrol 
Commander or their designated 
representative. 

(c) Enforcement Period. This rule will 
be enforced from 10:30 a.m. to 5:30 p.m. 
on November 16, 17, 19, and 20, 2005. 

(d) Effective Period. This rule is 
effective from 10:30 a.m. on November 
16, 2005 through 5:30 p.m. on 
November 20, 2005. 

Dated: October 28, 2005. 

D. B. Peterman, 
RADM, U.S. Coast Guard, Commander, 
Seventh Coast Guard District. 
[FR Doc. 05–22390 Filed 11–9–05; 8:45 am] 

BILLING CODE 4910–15–P 

DEPARTMENT OF HOMELAND 
SECURITY 

Coast Guard 

33 CFR Part 117 

[CGD05–05–049] 

RIN 1625–AA09 

Drawbridge Operation Regulations; 
Elizabeth River, Eastern Branch, VA 

AGENCY: Coast Guard, DHS. 
ACTION: Final rule. 

SUMMARY: The Coast Guard is changing 
the regulations that govern the operation 
of the Berkley Bridge across the Eastern 
Branch of the Elizabeth River, mile 0.4, 
in Norfolk, Virginia. The final rule will 
extend the morning and evening rush 
hour closure periods so that the 
morning rush hour period starts at 5 
a.m. and ends at 9 a.m., and the evening 
rush hour starts at 3 p.m. and ends at 
7 p.m., Monday through Friday, except 
Federal holidays. The rule will also 
reduce the deep-draft commercial vessel 
requirement to 18 feet and the advance 
notice period to 6 hours. This change 
will relieve vehicular traffic congestion 
during the weekday rush hours while 
still providing for the reasonable needs 
of navigation. 
DATES: This rule is effective December 
12, 2005. 
ADDRESSES: Comments and material 
received from the public, as well as 
documents indicated in this preamble as 
being available in the docket, are part of 
docket CGD05–05–049 and are available 
for inspection or copying at Commander 
(obr), Fifth Coast Guard District, Federal 
Building, 1st Floor, 431 Crawford Street, 
Portsmouth, VA 23704–5004 between 8 
a.m. and 4 p.m., Monday through 
Friday, except Federal holidays. The 
Fifth Coast Guard District maintains the 
public docket for this rulemaking. 
FOR FURTHER INFORMATION CONTACT: Gary 
S. Heyer, Bridge Management Specialist, 
Fifth Coast Guard District, at (757) 398– 
6629. 
SUPPLEMENTARY INFORMATION: 

Regulatory History 

On June 8, 2005, we published a 
notice of proposed rulemaking (NPRM) 
entitled ‘‘Drawbridge Operation 
Regulations; Elizabeth River, Eastern 
Branch, VA’’ in the Federal Register (70 
FR 33405). We received two comments 
on the proposed rule. No public meeting 
was requested, and none was held. 

Background and Purpose 

On behalf of the City of Norfolk, the 
Virginia Department of Transportation 
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(VDOT) who owns and operates this lift- 
type bridge, requested a change to the 
existing regulations for the Berkley 
Bridge. The current regulation, found at 
33 CFR 117.1007, allows the Berkley 
Bridge, at mile 0.4 in Norfolk, to remain 
closed one hour prior to the published 
start of a scheduled marine event 
regulated under § 100.501, and remain 
closed until one hour following the 
completion of the event unless the 
Patrol Commander designated under 
§ 100.501 allows the bridge to open for 
commercial vessel traffic. It also 
mandates that the bridge shall open on 
signal any time except from 5:30 a.m. to 
9 a.m. and from 3:30 p.m. to 6:30 p.m., 
Monday through Friday, except Federal 
holidays; shall open at any time for 
commercial vessels with a draft of 22 
feet or more, provided at least 12 hours 
advance notice has been given to the 
Berkley Bridge Traffic Control Room at 
(804) 494–2424, and open on signal at 
any time for a vessel in distress. 

This final rule changes the regulations 
by extending the rush hour closure 
periods, by reducing the advance notice 
requirement to 6 hours for deep-draft 
vessels, and by ‘‘cleaning up’’ the 
remaining regulatory text to remove 
redundancy. These changes will help to 
alleviate the current traffic congestion. 
The Berkley Bridge is a principle 
arterial route that serves as the major 
evacuation highway in the event of 
emergencies or evacuations. Weekday 
vehicular traffic counts submitted by 
VDOT revealed that in 2002 and 2003, 
the Berkley Bridge has experienced a six 
percent (or 78,898 car) increase in traffic 
flow during the morning and evening 
rush hours. 

Also on September 18, 2003, the 
Hampton Roads area experienced severe 
damage as a result of Hurricane Isabel. 
Due to a heavy storm surge along the 
entire coastal area, the Portsmouth 
Midtown Tunnel was flooded. While 
the tunnel was undergoing an 
evaluation and repairs, a significant 
amount of vehicular traffic that used the 
tunnel on a daily basis was shifted onto 
the Berkley Bridge. In its attempt to 
manage this increase in road traffic and 
associated safety concerns, VDOT 
requested an immediate expansion of 
the current authorized rush hour closure 
periods of the Berkley Bridge. Until the 
repairs were completed, the Coast Guard 
responded by issuing a temporary final 
rule that extended the morning and 
evening closure periods and suspended 
the provision allowing openings for 
deep-draft commercial vessels. The 
temporary final rulemaking 
implemented for the Berkley Bridge to 
stay open a little longer in the morning 

and evening was successful in easing 
the commute for thousands of motorists. 

Therefore, this final rule will help 
alleviate the growing vehicular traffic 
congestion and to increase public safety, 
while still balancing the needs of 
marine and vehicular traffic. 

Discussion of Comments and Changes 
The Coast Guard received one 

comment on the NPRM from the 
Hampton Roads Maritime Association 
and one from the C&P Tug and Barge 
Company. Both respondents opposed 
further restrictions to the Berkley Bridge 
presented in the NPRM and requested 
changes. The changes offered by the 
respondents would reduce the deep- 
draft commercial vessel requirement 
from 22 feet to 18 feet and the advance 
notice period from 12 hours to 6 hours. 
These changes would give deep-draft 
commercial vessel operators more 
flexibility to manage tide restrictions. 

The Coast Guard considered these 
changes to be safer to navigation and the 
final rule was changed to reflect these 
modifications. 

Regulatory Evaluation 
This final rule is not a ‘‘significant 

regulatory action’’ under section 3(f) of 
Executive Order 12866, Regulatory 
Planning and Review, and does not 
require an assessment of potential costs 
and benefits under section 6(a)(3) of that 
Order. The Office of Management and 
Budget has not reviewed it under that 
Order. It is not ‘‘significant’’ under the 
regulatory policies and procedures of 
the Department of Homeland Security 
(DHS). 

We expect the economic impact of 
this final rule to be so minimal that a 
full Regulatory Evaluation under the 
regulatory policies and procedures of 
DHS is unnecessary. We reached this 
conclusion based on the fact that this 
rule will have only a minimal impact on 
maritime traffic transiting the bridge. 
Mariners can plan their trips in 
accordance with the scheduled bridge 
openings, to minimize delays. 

Small Entities 
Under the Regulatory Flexibility Act 

(5 U.S.C. 601–612), we have considered 
whether this rule would have a 
significant economic impact on a 
substantial number of small entities. 
The term ‘‘small entities’’ comprises 
small businesses, not-for-profit 
organizations that are independently 
owned and operated and are not 
dominant in their fields, and 
governmental jurisdictions with 
populations of less than 50,000. 

For the reasons stated above, the 
Coast Guard certifies under 5 U.S.C. 

605(b) that this rule would not have a 
significant economic impact on a 
substantial number of small entities. 

Assistance for Small Entities 

Under section 213(a) of the Small 
Business Regulatory Enforcement 
Fairness Act of 1996 (Pub. L. 104–121), 
we want to assist small entities in 
understanding this rule so that they can 
better evaluate its effects on them and 
participate in the rulemaking process. 
No assistance was requested from any 
small entity. 

Collection of Information 

This rule calls for no new collection 
of information under the Paperwork 
Reduction Act of 1995 (44 U.S.C. 3501– 
3520.). 

Federalism 

A rule has implications for federalism 
under Executive Order 13132, 
Federalism, if it has a substantial direct 
effect on State or local governments and 
would either preempt State law or 
impose a substantial direct cost of 
compliance on them. We have analyzed 
this rule under that Order and have 
determined that it does not have 
implications for federalism. 

Unfunded Mandates Reform Act 

The Unfunded Mandates Reform Act 
of 1995 (2 U.S.C. 1531–1538) requires 
Federal agencies to assess the effects of 
their discretionary regulatory actions. In 
particular, the Act addresses actions 
that may result in the expenditure by a 
State, local, or tribal government, in the 
aggregate, or by the private sector of 
$100,000,000 or more in any one year. 
Though this rule will not result in such 
an expenditure, we do discuss the 
effects of this rule elsewhere in this 
preamble. 

Taking of Private Property 

This rule would not affect a taking of 
private property or otherwise have 
taking implications under Executive 
Order 12630, Governmental Actions and 
Interference with Constitutionally 
Protected Property Rights. 

Civil Justice Reform 

This rule meets applicable standards 
in sections 3(a) and 3(b)(2) of Executive 
Order 12988, Civil Justice Reform, to 
minimize litigation, eliminates 
ambiguity, and reduce burden. 

Protection of Children 

We have analyzed this rule under 
Executive Order 13045, Protection of 
Children from Environmental Health 
Risks and Safety Risks. This rule is not 
an economically significant rule and 
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would not create an environmental risk 
to health or risk to safety that might 
disproportionately affect children. 

Indian Tribal Governments 
This rule does not have tribal 

implications under Executive Order 
13175, Consultation and Coordination 
with Indian Tribal Governments, 
because it does not have a substantial 
direct effect on one or more Indian 
tribes, on the relationship between the 
Federal Government and Indian tribes, 
or on the distribution of power and 
responsibilities between the Federal 
Government and Indian tribes. 

Energy Effects 
We have analyzed this rule under 

Executive Order 13211, Actions 
Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use. We have 
determined that it is not a ‘‘significant 
energy action’’ under that order because 
it is not a ‘‘significant regulatory action’’ 
under Executive Order 12866 and is not 
likely to have a significant adverse effect 
on the supply, distribution, or use of 
energy. The Administrator of the Office 
of Information and Regulatory Affairs 
has not designated it as a significant 
energy action. Therefore, it does not 
require a Statement of Energy Effects 
under Executive Order 13211. 

Technical Standards 
The National Technology Transfer 

and Advancement Act (NTTAA) (15 
U.S.C. 272 note) directs agencies to use 
voluntary consensus standards in their 
regulatory activities unless the agency 
provides Congress, through the Office of 
Management and Budget, with an 
explanation of why using these 
standards would be inconsistent with 
applicable law or otherwise impractical. 
Voluntary consensus standards are 
technical standards (e.g., specifications 
of materials, performance, design, or 
operation; test methods; sampling 
procedures; and related management 
systems practices) that are developed or 
adopted by voluntary consensus 
standards bodies. 

This rule does not use technical 
standards. Therefore, we did not 
consider the use of voluntary consensus 
standards. 

Environment 
We have analyzed this rule under 

Commandant Instruction M16475.1D, 
which guides the Coast Guard in 
complying with the National 
Environmental Policy Act of 1969 
(NEPA) (42 U.S.C. 4321–4370f), and 
have concluded that there are no factors 
in this case that would limit the use of 

a categorical exclusion under section 
2.B.2 of the Instruction. Therefore, this 
rule is categorically excluded, under 
figure 2–1, paragraph (32)(e) of the 
Instruction, from further environmental 
documentation because it has been 
determined that the promulgation of 
operating regulations for drawbridges 
are categorically excluded. 

List of Subjects in 33 CFR Part 117 
Bridges. 

Regulations 

� For the reasons discussed in the 
preamble, the Coast Guard amends 33 
CFR part 117 as follows: 

PART 117—DRAWBRIDGE 
OPERATION REGULATIONS 

� 1. The authority citation for part 117 
continues to read as follows: 

Authority: 33 U.S.C. 499; Department of 
Homeland Security Delegation No. 0170.1; 33 
CFR 1.05–1(g); section 117.255 also issued 
under the authority of Pub. L. 102–587, 106 
Stat. 5039. 
� 2. In § 117.1007, remove paragraphs 
(c)(3) and (c)(4) and revise paragraphs 
(c)(1) and (c)(2) to read as follows: 

§ 117.1007 Elizabeth River—Eastern 
Branch. 
* * * * * 

(c) * * * 
(1) Shall open on signal at any time, 

except from 5 a.m. to 9 a.m. and from 
3 p.m. to 7 p.m., Monday through 
Friday, except Federal holidays. 

(2) From 5 a.m. to 9 a.m. and from 3 
p.m. to 7 p.m., Monday through Friday, 
except Federal holidays, shall open at 
any time for commercial vessels with a 
draft of 18 feet or more, provided that 
at least 6 hours advance notice has been 
given to the Berkley Bridge Traffic 
Control room at (757) 494–2490. 

Dated: November 2, 2005. 
L.L. Hereth, 
Rear Admiral, U.S. Coast Guard, Commander, 
Fifth Coast Guard District. 
[FR Doc. 05–22388 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–15–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[R09–OAR–2005–AZ–0007, FRL–7994–6] 

Interim Final Determination to Stay 
and/or Defer Sanctions, Pinal County 
Air Quality Control District 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Interim final rule. 

SUMMARY: EPA is making an interim 
final determination to stay and/or defer 
imposition of sanctions based on a 
proposed approval of a revision to the 
Pinal County Air Quality Control 
District (PCAQCD) portion of the 
Arizona State Implementation Plan (SIP) 
published elsewhere in today’s Federal 
Register. The revisions concern 
PCAQCD Rule 2–8–300. 
DATES: This interim final determination 
is effective on November 10, 2005. 
However, comments will be accepted 
until December 12, 2005. 
ADDRESSES: Submit comments, 
identified by docket number R09–OAR– 
2005–AZ–0007, by one of the following 
methods: 

• Agency Website: http:// 
docket.epa.gov/rmepub/. EPA prefers 
receiving comments through this 
electronic public docket and comment 
system. Follow the on-line instructions 
to submit comments. 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the on-line 
instructions. 

• E-mail: steckel.andrew@epa.gov. 
• Mail or deliver: Andrew Steckel 

(Air–4), U.S. Environmental Protection 
Agency Region IX, 75 Hawthorne Street, 
San Francisco, CA 94105. 

Instructions: All comments will be 
included in the public docket without 
change and may be made available 
online at 
http://docket.epa.gov/rmepub/, 
including any personal information 
provided, unless the comment includes 
Confidential Business Information (CBI) 
or other information whose disclosure is 
restricted by statute. Information that 
you consider CBI or otherwise protected 
should be clearly identified as such and 
should not be submitted through the 
agency website, eRulemaking portal, or 
e-mail. The agency website and 
eRulemaking portal are Aanonymous 
access’’ systems, and EPA will not know 
your identity or contact information 
unless you provide it in the body of 
your comment. If you send e-mail 
directly to EPA, your e-mail address 
will be automatically captured and 
included as part of the public comment. 
If EPA cannot read your comment due 
to technical difficulties and cannot 
contact you for clarification, EPA may 
not be able to consider your comment. 

Docket: The index to the docket for 
this action is available electronically at 
http://docket.epa.gov/rmepub and in 
hard copy at EPA Region IX, 75 
Hawthorne Street, San Francisco, 
California. While all documents in the 
docket are listed in the index, some 
information may be publicly available 
only at the hard copy location (e.g., 
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copyrighted material), and some may 
not be publicly available in either 
location (e.g., CBI). To inspect the hard 
copy materials, please schedule an 
appointment during normal business 
hours with the contact listed in the FOR 
FURTHER INFORMATION CONTACT section 
below. 

FOR FURTHER INFORMATION CONTACT: Al 
Petersen, EPA Region IX, (415) 947– 
4118, petersen.alfred@epa.gov. 
SUPPLEMENTARY INFORMATION: 
Throughout this document, ‘‘we,’’ ‘‘us’’ 
and ‘‘our’’ refer to EPA. 

I. Background 

On April 28, 2004 (69 FR 23103), we 
published a limited approval and 
limited disapproval of PCAQCD Rule 2– 
8–300 as adopted locally on June 29, 
1993 and submitted by the State on 
November 27, 1995. We based our 
limited disapproval action a deficiency 
in the submittal. This disapproval 
action started a sanctions clock for 
imposition of offset sanctions 18 months 
after May 28, 2005 and highway 
sanctions 6 months later, pursuant to 
section 179 of the Clean Air Act (CAA) 
and our regulations at 40 CFR 52.31. 

On May 18, 2005, PCAQCD adopted 
revisions to Rule 2–8–300 that were 
intended to correct the deficiency 
identified in our limited disapproval 
action. On September 12, 2005, the State 
submitted these revisions to EPA. In the 
Proposed Rules section of today’s 
Federal Register, we have proposed 
approval of this submittal because we 
believe it corrects the deficiency 
identified in our April 28, 2004 
disapproval action. Based on today’s 
proposed approval, we are taking this 
final rulemaking action, effective on 
publication, to stay and/or defer 
imposition of sanctions that were 
triggered by our April 28, 2004 limited 
disapproval. 

EPA is providing the public with an 
opportunity to comment on this stay/ 
deferral of sanctions. If comments are 
submitted that change our assessment 
described in this final determination 
and the proposed full approval of 
revised PCAQCD Rule 2–8–300, we 
intend to take subsequent final action to 
reimpose sanctions pursuant to 40 CFR 
51.31(d). If no comments are submitted 
that change our assessment, then all 
sanctions and sanction clocks will be 
permanently terminated on the effective 
date of a final rule approval. 

II. EPA Action 

We are making an interim final 
determination to stay and/or defer CAA 
section 179 sanctions associated with 
PCAQCD Rule 2–8–300 based on our 

concurrent proposal to approve the 
State’s SIP revision as correcting a 
deficiency that initiated sanctions. 

Because EPA has preliminarily 
determined that the State has corrected 
the deficiency identified in EPA’s 
limited disapproval action, relief from 
sanctions should be provided as quickly 
as possible. Therefore, EPA is invoking 
the good cause exception under the 
Administrative Procedure Act (APA) in 
not providing an opportunity for 
comment before this action takes effect 
(5 U.S.C. 553(b)(3)). However, by this 
action EPA is providing the public with 
a chance to comment on EPA’s 
determination after the effective date, 
and EPA will consider any comments 
received in determining whether to 
reverse such action. 

EPA believes that notice-and- 
comment rulemaking before the 
effective date of this action is 
impracticable and contrary to the public 
interest. EPA has reviewed the State’s 
submittal and, through its proposed 
action, is indicating that it is more likely 
than not that the State has corrected the 
deficiencies that started the sanctions 
clocks. Therefore, it is not in the public 
interest to initially impose sanctions or 
to keep applied sanctions in place when 
the State has most likely done all it can 
to correct the deficiencies that triggered 
the sanctions clocks. Moreover, it would 
be impracticable to go through notice- 
and-comment rulemaking on a finding 
that the State has corrected the 
deficiencies prior to the rulemaking 
approving the State’s submittal. 
Therefore, EPA believes that it is 
necessary to use the interim final 
rulemaking process to stay and/or defer 
sanctions while EPA completes its 
rulemaking process on the approvability 
of the State’s submittal. Moreover, with 
respect to the effective date of this 
action, EPA is invoking the good cause 
exception to the 30-day notice 
requirement of the APA because the 
purpose of this notice is to relieve a 
restriction (5 U.S.C. 553(d)(1)). 

III. Statutory and Executive Order 
Reviews 

This action stays and/or defers federal 
sanctions and imposes no additional 
requirements. 

Under Executive Order 12866 (58 FR 
51735, October 4, 1993), this action is 
not a ‘‘significant regulatory action’’ and 
therefore is not subject to review by the 
Office of Management and Budget. 

This action is not subject to Executive 
Order 13211, ‘‘Actions Concerning 
Regulations That Significantly Affect 
Energy Supply, Distribution, or Use’’ (66 
FR 28355, May 22, 2001) because it is 
not a significant regulatory action. 

The Administrator certifies that this 
action will not have a significant 
economic impact on a substantial 
number of small entities under the 
Regulatory Flexibility Act (5 U.S.C. 601 
et seq.). 

This rule does not contain any 
unfunded mandate or significantly or 
uniquely affect small governments, as 
described in the Unfunded Mandates 
Reform Act of 1995 (Pub. L. 104–4). 

This rule does not have tribal 
implications because it will not have a 
substantial direct effect on one or more 
Indian tribes, on the relationship 
between the Federal government and 
Indian tribes, or on the distribution of 
power and responsibilities between the 
Federal government and Indian tribes, 
as specified by Executive Order 13175 
(65 FR 67249, November 9, 2000). 

This action does not have Federalism 
implications because it does not have 
substantial direct effects on the States, 
on the relationship between the national 
government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government, as specified in 
Executive Order 13132 (64 FR 43255, 
August 10, 1999). 

This rule is not subject to Executive 
Order 13045, ‘‘Protection of Children 
from Environmental Health Risks and 
Safety Risks’’ (62 FR 19885, April 23, 
1997), because it is not economically 
significant. The requirements of section 
12(d) of the National Technology 
Transfer and Advancement Act of 1995 
(15 U.S.C. 272) do not apply to this rule 
because it imposes no standards. 

This rule does not impose an 
information collection burden under the 
provisions of the Paperwork Reduction 
Act of 1995 (44 U.S.C. 3501 et seq.). 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report to Congress and the 
Comptroller General. However, section 
808 provides that any rule for which the 
issuing agency for good cause finds that 
notice and public procedure thereon are 
impracticable, unnecessary, or contrary 
to the public interest, shall take effect at 
such time as the agency promulgating 
the rule determines. 5 U.S.C. 808(2). 
EPA has made such a good cause 
finding, including the reasons therefor, 
and established an effective date of 
November 10, 2005. EPA will submit a 
report containing this rule and other 
required information to the U.S. Senate, 
the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the rule in 
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the Federal Register. A major rule 
cannot take effect until 60 days after it 
is published in the Federal Register. 
This rule is not a ‘‘major rule’’ as 
defined by 5 U.S.C. 804(2). Under 
section 307(b)(1) of the CAA, petitions 
for judicial review of this action must be 
filed in the United States Court of 
Appeals for the appropriate circuit by 
January 9, 2006. Filing a petition for 
reconsideration by the Administrator of 
this final rule does not affect the finality 
of this rule for the purpose of judicial 
review nor does it extend the time 
within which petition for judicial 
review may be filed, and shall not 
postpone the effectiveness of such rule 
or action. This action may not be 
challenged later in proceedings to 
enforce its requirements. (See section 
307(b)(2)). 

List of Subjects in 40 CFR Part 52 
Environmental protection, Air 

pollution control, Intergovernmental 
regulations, Particulate matter, 
Reporting and recordkeeping 
requirements. 

Dated: October 19, 2005. 
Wayne Nastri, 
Regional Administrator, Region IX. 
[FR Doc. 05–22378 Filed 11–9–05; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 81 

[OAR–2005–0150a; FRL–7995–3] 

Designation of Areas for Air Quality 
Planning Purposes; Arizona; 
Correction of Boundary of Phoenix 
Metropolitan 1-Hour Ozone 
Nonattainment Area 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Direct final rule. 

SUMMARY: EPA is taking direct final 
action to correct the boundary of the 
Phoenix metropolitan 1-hour ozone 
nonattainment area to exclude the Gila 
River Indian Reservation. EPA is taking 
this action under the authority of 
section 110(k)(6) of the Clean Air Act 
and in light of the Federal trust 
responsibility to the Tribes. This action 
is intended to facilitate and support the 
Gila River Indian Community’s efforts to 
develop, adopt and implement a 
comprehensive Tribal Implementation 
Plan by removing unnecessary 
obligations that flow from the erroneous 
inclusion of a portion of the Reservation 
in the Phoenix metropolitan 1-hour 
ozone nonattainment area. 

DATES: This action will be effective on 
January 9, 2006, without further notice, 
unless EPA receives adverse comments 
by December 12, 2005. 

If we receive such comments, we will 
publish a timely withdrawal in the 
Federal Register to notify the public 
that this rule will not take effect and 
that we will respond to submitted 
comments and take subsequent final 
action. 

ADDRESSES: Submit comments, 
identified by docket number OAR– 
2005–0150, by one of the following 
methods: 

1. Agency Web site: http:// 
docket.epa.gov/rmepub/. EPA prefers 
receiving comments through this 
electronic public docket and comment 
system. Follow the on-line instructions 
to submit comments. 

2. Federal eRulemaking Portal: 
http://www.regulations.gov. Follow the 
on-line instructions. 

3. E-mail: tax.wienke@epa.gov. 
4. Mail or deliver: Wienke Tax, Office 

of Air Planning (AIR–2), U.S. 
Environmental Protection Agency, 
Region 9, 75 Hawthorne Street, San 
Francisco, CA 94105–3901. 

Instructions: All comments will be 
included in the public docket without 
change and may be made available 
online at 
http://docket.epa.gov/rmepub/, 
including any personal information 
provided, unless the comment includes 
Confidential Business Information (CBI) 
or other information whose disclosure is 
restricted by statute. Information that 
you consider CBI or otherwise protected 
should be clearly identified as such and 
should not be submitted through the 
agency Web site, eRulemaking portal, or 
e-mail. The agency Web site and 
eRulemaking portal are ‘‘anonymous 
access’’ systems, and EPA will not know 
your identify or contact information 
unless you provide it in the body of 
your comment. If you send e-mail 
directly to EPA, your e-mail address 
will be automatically captured and 
included as part of the public comment. 
If EPA cannot read your comment due 
to technical difficulties and cannot 
contact you for clarification, EPA may 
not be able to consider your comment. 

Docket: The index to the docket for 
this action is available electronically at 
http://docket.epa.gov/rmepub and in 
hard copy at EPA Region 9, 75 
Hawthorne Street, San Francisco, 
California. While all documents in the 
docket are listed in the index, some 
information may be publicly available 
only at the hard copy location (e.g., 
copyrighted material), and some may 
not be publicly available in either 

location (e.g., CBI). To inspect the hard 
copy materials, please schedule an 
appointment during normal business 
hours with the contact listed in the FOR 
FURTHER INFORMATION CONTACT section. 

FOR FURTHER INFORMATION CONTACT: 
Wienke Tax, Office of Air Planning, U.S. 
Environmental Protection Agency, 
Region 9, (520) 622–1622, e-mail: 
tax.wienke@epa.gov. 

SUPPLEMENTARY INFORMATION: 
Throughout this document, the terms 
‘‘we,’’ ‘‘us,’’ and ‘‘our’’ refer to EPA. 

Table of Contents 

I. Regulatory Context 
II. Gila River Indian Community’s Request for 

a Boundary Change 
III. EPA Review of the Gila River Indian 

Community’s Request 
A. CAA Authority to Correct Area 

Designations 
B. General Physical Description of the 

Phoenix Metropolitan Area and Environs 
C. Contribution by Emission Sources on 

the Reservation 
D. Oxidants/Ozone Air Quality Conditions 

on the Reservation 
E. Ozone Planning Issues 
F. Evaluation and Conclusion 

IV. Final Action 
V. Statutory and Executive Order Reviews 

A. Executive Order 12866: Regulatory 
Planning and Review 

B. Paperwork Reduction Act 
C. Regulatory Flexibility Act (RFA) 
D. Unfunded Mandates Reform Act 
E. Executive Order 13132: Federalism 
F. Executive Order 13175: Consultation 

and Coordination With Indian Tribal 
Governments 

G. Executive Order 13045: Protection of 
Children From Environmental Health 
and Safety Risks 

H. Executive Order 13211: Actions that 
Significantly Affect Energy Supply, 
Distribution, or Use 

I. National Technology Transfer 
Advancement Act 

J. Congressional Review Act 

I. Regulatory Context 

On April 30, 1971 (36 FR 8186), 
pursuant to section 109 of the Clean Air 
Act (CAA or Act), as amended in 1970, 
EPA promulgated national ambient air 
quality standards (NAAQS) for six 
criteria pollutants, including 
photochemical oxidants (‘‘oxidants’’). 
EPA set the NAAQS for oxidants 
(measured as ozone) at 0.08 parts per 
million (ppm), 1-hour average. Under 
section 110 of the Clean Air Act 
Amendments of 1970, States were 
required to adopt and submit plans that 
provide for implementation, 
maintenance, and enforcement of the 
NAAQS. These original plans, generally 
submitted and approved in the early 
1970’s, are known as State 
Implementation Plans (SIPs). 
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1 The Gila River Indian Reservation lies south of 
the urbanized portion of the Phoenix metropolitan 
area and straddles the boundary between Maricopa 
County and Pinal County. The Reservation 
encompasses approximately 580 square miles, of 
which approximately 140 square miles lie within 
Maricopa County and 440 square miles lie within 
Pinal County. 

2 MAG is a Council of Governments that serves as 
the regional agency for the Phoenix metropolitan 
area. MAG was formed in 1967. In 1978, the 
Governor of Arizona designated MAG as the lead 
air quality planning agency for Maricopa County. 
The Gila River Indian Community joined MAG in 
1989. 

3 The portion of the Reservation that was 
included in the Phoenix AQMA study area consists 
of a rectangular area traversed by Interstate 10 and 
defined by the Reservation boundaries to the north 
and east and by a southward extension of Priest 
Drive to the west and a westward extension of Hunt 
Highway to the south. This area is about 24 square 
miles, which represents approximately 17% of the 
Maricopa County portion of the Reservation. 

4 Aerovironment Inc., Air Quality Maintenance 
Analysis in Phoenix, Arizona, Final Report, July 
1977. 

Under EPA regulations promulgated 
under the 1970 amended Act, States 
were required to identify areas (referred 
to as ‘‘air quality maintenance areas’’ 
(AQMAs)) that were violating or that 
had the potential to violate the NAAQS 
by 1985, to submit detailed analyses of 
the impacts on air quality of projected 
growth in these areas, and, where the 
analysis indicates that the NAAQS will 
not be maintained, to submit SIP 
revisions containing measures to ensure 
maintenance during the ensuing period. 
In 1975, EPA approved Arizona’s 
identification of the Phoenix Standard 
Metropolitan Statistical Area (SMSA) as 
an AQMA for oxidants. See 40 FR 41942 
(September 9, 1975). The Phoenix 
SMSA includes all of Maricopa County, 
which encompasses an area of 
approximately 9,200 square miles in 
south-central Arizona, and includes the 
northern quarter of the Gila River Indian 
Reservation.1 

A task force consisting of 
representatives of Federal, State, and 
local government agencies as well as 
community groups (but no Tribal 
representatives) was created to guide the 
preparation of the detailed air quality 
maintenance analysis for the Phoenix 
AQMA as required under EPA 
regulations. The air quality maintenance 
analysis focused on a study area of 
approximately 1,700 square miles 
covering the urbanized portions of the 
Phoenix metropolitan area. The study 
area was based on the Maricopa 
Association of Governments 2 (MAG) 
primary planning area, which included 
only a small portion of the Maricopa 
County portion of the Reservation.3 The 
final air quality maintenance analysis 
report was published in July 1977.4 This 
maintenance analysis report identified 
and evaluated 11 specific control 

strategies for attaining and maintaining 
the oxidants standard within the study 
area, but was not submitted to EPA as 
a SIP revision in anticipation of 
different planning requirements and 
deadlines under amendments to the 
Clean Air Act then under active 
consideration by Congress. 

Congress did amend the Act in 1977, 
and the Clean Air Act Amendments of 
1977 replaced the AQMA approach with 
a new approach, under which all areas 
of the country were designated as 
attainment, nonattainment, or 
unclassifiable for each of the NAAQS. 
Under the 1977 amended Act, 
‘‘nonattainment area’’ meant an area 
which is shown by monitored data or 
which is calculated by air quality 
modeling (or other methods determined 
by EPA to be reliable) to exceed any 
NAAQS. On March 3, 1978 (43 FR 
8962), under section 107(d)(2) of the 
1977 Amended Act, EPA promulgated 
area designations for each State with 
respect to each of the NAAQS. The area 
designations are found in 40 CFR part 
81. The Clean Air Act Amendments of 
1977 required specific types of SIP 
revisions for designated nonattainment 
areas and other types of SIP revisions 
for unclassifiable/attainment areas. 

Within the State of Arizona, EPA 
designated Maricopa County as a 
nonattainment area for the oxidants 
NAAQS. See 43 FR 8962, at 8968 
(March 3, 1978). EPA designated the rest 
of the State, which included the Pinal 
County portion of the Gila River Indian 
Reservation, as unclassifiable/ 
attainment for the oxidants NAAQS. As 
such, the northern quarter of the 
Reservation was located in the Maricopa 
County nonattainment area and the 
southern three-quarters was located 
within the unclassifiable/attainment 
area. The following year, EPA approved 
a request by the State of Arizona to 
reduce the size of this county-wide 
nonattainment area to include only the 
MAG urban planning area (see 44 FR 
16388, March 19, 1979). The MAG 
urban planning area is approximately 
1,950 square miles and is 14 percent 
larger than the MAG primary planning 
area, which had been the study area for 
the purposes of the AQMA analysis. The 
MAG urban planning area also includes 
the Maricopa County portion (i.e., 
northern quarter) of the Gila River 
Indian Reservation. 

Also in 1979, we established a new 
ozone NAAQS to replace the oxidants 
NAAQS (see 44 FR 8202, February 8, 
1979). The new NAAQS was set at 0.12 
ppm, 1-hour average. In September 
1979, we replaced the Arizona table in 
40 CFR part 81 that listed areas and 
designations for the oxidants NAAQS 

with a table that listed areas and 
designations for the then-new 1-hour 
ozone NAAQS. See 44 FR 54294 
(September 19, 1979). In that final rule, 
we designated the Tucson area, which 
had been designated as nonattainment 
for the oxidants NAAQS, as 
unclassifiable/attainment for the ozone 
NAAQS, but we reaffirmed the previous 
status (nonattainment) and boundary 
(MAG urban planning area) designation 
for the Phoenix metropolitan area for 
the new 1-hour ozone NAAQS as had 
been established for the oxidants 
NAAQS. We also reaffirmed the 
unclassifiable/attainment designation 
for ‘‘rest of state.’’ 

Under the Clean Air Act Amendments 
of 1990, the concept of ‘‘nonattainment 
area’’ was expanded to include areas 
that contribute to ambient air quality in 
a nearby area that does not meet a 
NAAQS as well as the area that actually 
experiences NAAQS violations. See 
section 107(d)(1)(A) of the Act. Under 
the 1990 amended Act, the designation 
of ‘‘nonattainment’’ and boundary (i.e., 
the MAG urban planning area) for the 
Phoenix metropolitan 1-hour ozone 
nonattainment area was carried forward 
by operation of law. Further, under the 
1990 Act Amendments, the Phoenix 
metropolitan nonattainment area was 
classified as ‘‘moderate’’ ozone 
nonattainment. See 56 FR 56694, 56717 
(November 6, 1991). On November 6, 
1997, the Phoenix metropolitan 1-hour 
ozone nonattainment area was 
reclassified to ‘‘serious’’ due to a failure 
to attain the 1-hour ozone NAAQS by 
November 15, 1996. See 62 FR 60001 
(November 6, 1997). 

In 1997, we established a new 8-hour 
ozone NAAQS to replace the 1-hour 
ozone NAAQS that we had established 
in 1979 (see 62 FR 38856, July 18, 1997). 
The new NAAQS was set at 0.08 ppm, 
8-hour average. In 2004, we published 
final rules that designated all areas of 
the country with respect to the 8-hour 
ozone NAAQS, effective June 15, 2004, 
and that established June 15, 2005 as the 
date on which the 1-hour ozone NAAQS 
would be revoked. See 69 FR 23858 and 
69 FR 23951 (April 30, 2004). In 
consultation with the State of Arizona 
and the Gila River Indian Community, 
we designated the Phoenix-Mesa area as 
a nonattainment area for the 8-hour 
ozone NAAQS, but this 8-hour ozone 
nonattainment area does not include 
any portion of the Gila River Indian 
Reservation. See 69 FR 23858, at 23878– 
23879 (April 30, 2004). All of the Gila 
River Indian Reservation, i.e., both 
Maricopa and Pinal County portions, 
lies within the ‘‘rest of state’’ 
unclassifiable/attainment area for the 8- 
hour ozone NAAQS. Under the first 
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5 See 67 FR 46328, 46329 (July 12, 2002). 
6 As noted previously, the Phoenix metropolitan 

1-hour ozone nonattainment area includes the 
portion of the Reservation that lies within Maricopa 
County, approximately the northern 25 percent of 
the Reservation. 

7 Sources of information for this section of the 
notice include the Army Corps of Engineers’ 
Phoenix Urban Study, Background Information 
Appendix (February 1977) and the Arizona 
Department of Environmental Quality’s Final 
Serious Area Ozone State Implementation Plan for 
Maricopa County (December 2000). 

phase of the final rule implementing the 
8-hour ozone NAAQS, certain 
requirements apply to former 1-hour 
ozone nonattainment areas that are 
designated as attainment/unclassifiable 
for the 8-hour ozone NAAQS (such as 
the Maricopa County portion of the Gila 
River Indian Reservation), such as the 
preparation and submittal of a SIP 
revision consisting of a plan that 
provides for continued maintenance of 
the 8-hour ozone NAAQS for 10 years 
following designation and that includes 
contingency measures. See 40 CFR 
51.905(a)(3); 69 FR 23951, at 23999 
(April 30, 2004). 

On March 21, 2005 (70 FR 13425), we 
published a notice in the Federal 
Register proposing this same boundary 
change as part of a notice that also 
proposed approval of various submittals 
of revisions to the Arizona State 
Implementation Plan (SIP) and a request 
by the State of Arizona for redesignation 
of the Phoenix metropolitan 1-hour 
ozone nonattainment area to attainment. 
We received no comments related to the 
proposed boundary change, but we 
decided to withdraw the boundary 
change portion of the March 21, 2005 
proposal. See 70 FR 34362 (June 14, 
2005). We withdrew the proposed 
boundary change because we decided to 
review the action as a correction under 
section 110(k)(6) rather than as a 
redesignation under section 107(d)(3)(A) 
as had been proposed, based on our 
preliminary conclusion that we had 
incorrectly included the northern 
portion of the Gila River Indian 
Reservation in the nonattainment area 
boundary back in the late 1970’s. In our 
final rule approving the redesignation 
request for the Phoenix metropolitan 
1-hour ozone nonattainment area (70 FR 
34362, June 14, 2005), we indicated that 
we intended to address the boundary 
change issue in a separate rulemaking. 
This notice constitutes that separate 
rulemaking. 

II. Gila River Indian Community’s 
Request for a Boundary Change 

On March 2, 2005, the Gila River 
Indian Community, a federally- 
recognized tribal government,5 adopted 
and submitted a resolution requesting 
EPA to revise the boundary for the 
Phoenix metropolitan 1-hour ozone 
nonattainment area to exclude the Gila 
River Indian Reservation.6 The Gila 
River Indian Community’s request 
includes background information 

regarding the procedural history leading 
to the designation of the boundary of the 
Phoenix metropolitan 1-hour oxidants 
(then ozone) nonattainment area, an 
analysis of air quality monitoring data 
existing at the time of and subsequent 
to the original designation in 1978, and 
a description of population, 
employment, land use, and traffic 
associated with the Reservation. 

The Gila River Indian Community 
concludes that inclusion of the 
Maricopa County portion of the 
Reservation in the Phoenix metropolitan 
1-hour ozone nonattainment area was 
incorrect based on air quality 
considerations at the time of the original 
designation and that continued 
inclusion of the Reservation in the 
nonattainment area will frustrate their 
current efforts to regulate air quality on 
their own lands through preparation, 
adoption, and implementation of a 
comprehensive Tribal Implementation 
Plan (TIP). The Community’s request 
and supporting documentation are 
included in the docket for this action. 

III. EPA Review of the Gila River 
Indian Community’s Request 

A. CAA Authority To Correct Area 
Designations 

Section 110(k)(6) of the Clean Air Act 
provides, ‘‘Whenever the Administrator 
determines that the Administrator’s 
action approving, disapproving, or 
promulgating any plan or plan revision 
(or part thereof), area designation, 
redesignation, classification, or 
reclassification was in error, the 
Administrator may in the same manner 
as the approval, disapproval, or 
promulgation revise such action as 
appropriate without requiring any 
further submission from the State. Such 
determination and the basis thereof 
shall be provided to the State and 
public.’’ We interpret this provision to 
authorize the Agency to make 
corrections to a promulgated regulation 
when it is shown to our satisfaction that 
(1) we clearly erred in failing to 
consider or in inappropriately 
considering information made available 
to EPA at the time of the promulgation, 
or the information made available at the 
time of promulgation is subsequently 
demonstrated to have been clearly 
inadequate, and (2) other information 
persuasively supports a change in the 
regulation. See 57 FR 56762, at 56763 
(November 30, 1992). 

We have reviewed the documentation 
submitted by the Gila River Indian 
Community, and based on that review 
and an independent assessment of the 
air quality data and circumstances 
behind our actions designating, 

redesignating or affirming air quality 
planning areas for the oxidants and 
ozone NAAQS, we agree with the Gila 
River Indian Community that a 
correction of the boundary to exclude 
the Gila River Indian Reservation from 
the Phoenix metropolitan 1-hour ozone 
nonattainment area is warranted. Our 
rationale is provided in the following 
subsections. 

B. General Physical Description of the 
Phoenix Metropolitan Area and 
Environs 7 

The Phoenix metropolitan area is in 
south-central Arizona. The area 
occupies an almost-flat alluvial plain 
studded and surrounded by hills, buttes, 
and mountain ranges. The elevation of 
the valley floor is approximately 1,100 
feet. The dominating mountain ranges 
around the area include the Sierra 
Estrella Mountains to the southwest, the 
White Tank Mountains to the west; the 
Hieroglyphic and New River Mountains 
to the north; the Superstition and 
Goldfield and Mazatzal Mountains to 
the east; and the Santan and Sacaton 
Mountains to the southeast. Elevations 
range from 3,000 feet in the southeast, 
to 4,000 feet in the west and southwest, 
and to 5,000 to 7,000 feet in the north 
and east. The principal natural 
drainages are the Salt River, the Agua 
Fria River, and the Gila River. The Gila 
River carves a route between the South 
Mountains and the Sierra Estrella 
Mountains and is joined by the Salt 
River near the northwest corner of the 
Gila River Indian Reservation. The 
South Mountains rise to an elevation of 
approximately 2,700 feet and partially 
separate the urbanized portions of the 
Phoenix metropolitan area to the north 
from the Gila River Indian Reservation 
to the south. 

The climate of the area varies 
depending on the occurrence of the 
natural topographic features but is 
generally a warm, desert type climate 
with low annual rainfall and low 
relative humidity. Summers are usually 
long and hot, winters short and mild, 
with gradual temperature transitions in 
the spring and fall seasons. 

The most significant terrain, in term 
of influence on local wind flow, is 
located to the north and east of the 
Phoenix area. During the morning and 
afternoon, sunlight warms this terrain 
causing the air immediately above it to 
rise and pull air from the lower 
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8 The State of Arizona’s Nonattainment Area Plan 
for Carbon Monoxide and Photochemical Oxidants, 
Maricopa County, Urban Planning Area (revised 
February 16, 1979) was based in part on traffic 
assignments in the MAG primary planning area, 
which essentially excludes the Maricopa County 
portion of the Reservation (see footnote #3, above), 
rather than the larger urban planning area (that 
defines the nonattainment area and that includes all 
of the Maricopa County portion of the Reservation) 
but justified the use of traffic assignments from the 
smaller area by concluding that the additional long- 
range fringe development would contribute 
negligibly to the highest carbon monoxide and 
ozone concentrations measured in central Phoenix. 
EPA approved this plan in 1982. See 47 FR 19326 
(May 5, 1982). 

9 No oxidants/ozone dispersion modeling was 
conducted during this period; instead, the 
demonstrations of attainment in the various plans 
relied upon a linear rollback technique. 

elevations in the direction of the higher 
terrain to replace the rising air. In 
Phoenix, this ‘‘valley’’ breeze (up-valley 
flow) usually begins around noon with 
a west wind that persists until midnight. 
After sunset, under clear sky conditions, 
the surface undergoes radiative cooling, 
lowering the temperatures of the air 
above it and reversing the flow. The 
‘‘mountain’’ breeze (down-valley flow), 
which is out of the east for most of the 
Phoenix area, begins about midnight 
and lasts until noon, when the reversal 
to up-valley flow takes over. 

The systematic mountain-valley 
circulation over the Phoenix area directs 
the timing and geographic distribution 
of ozone and its precursors. Early 
morning commute emissions are slowly 
transported to the west by drainage 
winds. By afternoon, the flow is 
reversed and emissions are transported 
to the east, back over the urbanized area, 
entraining additional surface emissions. 
During this period of ample sunlight 
and precursor emissions, the conditions 
are conducive for ozone formation. As 
the day progresses into late afternoon, 
ozone continues to build and is further 
transported toward the higher terrain, 
resulting in the maximum ozone 
concentration typically monitored east 
or north of the urbanized area. 

C. Contribution by Emission Sources on 
the Reservation 

In general, ambient ozone 
concentrations are caused by on-road 
and nonroad mobile emissions sources, 
area sources, large stationary sources 
and biogenic sources that emit ozone 
precursors (i.e., volatile organic 
compounds, or VOC, and oxides of 
nitrogen oxides, or NOX). The level of 
mobile source emissions, often the 
largest part of the inventory in a major 
metropolitan area, can be generally 
correlated to population density and 
land use patterns. 

The Gila River Indian Community has 
historically been, and continues to be, 
primarily a rural, agricultural 
community with few industrial uses and 
no major population centers. The Gila 
River Indian Community has an on- 
Reservation population of 
approximately 11,300 people, of which 
approximately 2,700 people live in the 
Maricopa County portion of the 
Reservation. The on-Reservation 
population density is approximately 20 
persons per square mile. By comparison, 
the population living within the 
Phoenix metropolitan 1-hour ozone area 
as a whole is approximately 3 million 
people with a population density of 
approximately 1,500 persons per square 
mile, and there are at least six major 
population centers in the Phoenix 

nonattainment area, including Phoenix, 
Mesa, Scottsdale, Glendale, Tempe, and 
Chandler. Thus, emissions generated by 
uses on the Reservation can be assumed 
to have essentially no effect on ambient 
ozone concentrations in the urbanized 
portions of the Phoenix metropolitan 
area.8 Our assumption in this regard is 
supported by emissions inventory 
estimates prepared by the Gila River 
Indian Reservation from which we find 
that ozone precursor emissions 
associated with the Maricopa County 
portion of the Reservation represent less 
than 0.2% and 0.6% of VOC and NOX 
emissions, respectively, of total 
estimated ozone precursor emissions 
generated within the Phoenix 
metropolitan 1-hour ozone 
nonattainment area. 

D. Oxidants/Ozone Air Quality 
Conditions on the Reservation 

The oxidants/ozone designations for 
the MAG urban planning area in 1978 
and 1979 were based on ambient air 
quality data collected at a small number 
of monitoring stations located within 
the urbanized portions of Maricopa 
County.9 During the 1970’s, there was 
no monitoring station located on the 
Gila River Indian Reservation. During 
this period, the ozone monitoring 
station that was closest to the Gila River 
Indian Reservation was the ‘‘South 
Phoenix’’ station located at 4732 South 
Central Avenue. The South Phoenix 
station is located north of the South 
Mountains while the Reservation lies 
south of that range. The distance 
between the South Phoenix station and 
the closest Reservation boundary is 
approximately eight miles. We believe 
that the South Phoenix monitor 
provides data that is sufficiently 
representative of conditions in the 
Maricopa County portion of the 
Reservation to justify its use for the 
purposes of this correction notice 
although we recognize that ozone 
concentrations would generally be 

expected to decrease with increasing 
distance in a southerly direction from 
the Phoenix urbanized area given the 
prevailing mountain-valley (i.e., east- 
west) wind circulation characteristic of 
the area. 

A review of EPA’s Air Quality System 
(AQS) database and the Arizona 
Department of Environmental Quality’s 
Nonattainment Area Plan for Carbon 
Monoxide and Photochemical Oxidants, 
Maricopa County Urban Planning Area 
(revised February 16, 1979) reveals that 
(1) violations of the oxidants NAAQS 
(0.08 ppm, hourly average) were 
recorded at the South Phoenix station 
during the 1975–1978 period, (2) no 
violations of the 1-hour ozone NAAQS 
(0.12 ppm) were recorded at the South 
Phoenix station during this same period, 
(3) maximum ozone levels at the South 
Phoenix station were generally less than 
those at the four other stations that were 
operating continuously through this 
same period. Thus, the available data 
supports the conclusion that, during the 
mid-to late-1970’s, while the Maricopa 
County portion of the Reservation may 
well have experienced violations of the 
oxidants NAAQS, it did not experience 
violations of the less stringent 1-hour 
ozone NAAQS. From 1979 through 
2004, exceedances of the 1-hour ozone 
NAAQS were measured on only 5 days 
at the South Phoenix station: one day in 
1981, two days in 1983, one day in 1990 
and one day in 1995. 

Since mid-2002, the Gila River Indian 
Community has operated an ozone 
monitoring station within the Maricopa 
County portion of the Reservation (the 
St. Johns station) and another in the 
Pinal County portion of the Reservation 
(the Sacaton station). Data have been 
collected at these stations from mid- 
2002 through the end of the 2004 ozone 
season. No exceedances of the 1-hour 
ozone NAAQS have been recorded at 
either station. 

E. Ozone Planning Issues 
Ozone planning efforts for the 

Phoenix metropolitan area began in 
earnest in the mid-1970’s at the 
direction of the Phoenix AQMA Task 
Force, including the identification and 
evaluation of control strategies focused 
on the AQMA study area. The Phoenix 
AQMA Task Force included 
representatives from EPA and various 
State and local agencies as well as 
representatives from certain non- 
governmental entities such as the 
Phoenix Chamber of Commerce and the 
League of Women Voters. The Gila River 
Indian Community, however, was not a 
member of the AQMA Task Force nor is 
there any evidence that suggests that the 
community’s views or concerns were 
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10 The Gila River Indian Community became a 
member of MAG in November of 1989. 

taken into account in identification of 
the appropriate study area, the analysis 
of air quality conditions and projects, or 
in the identification and evaluation of 
possible control strategies, which is 
documented in a final report entitled, 
Air Quality Maintenance Analysis in 
Phoenix, Arizona (July 1977). 

Likewise, there is no evidence that 
suggests that the Gila River Indian 
Community was consulted by EPA, the 
State of Arizona, or MAG 10 in the 
decision-making process leading to the 
nonattainment designation first on a 
county-wide basis for oxidants under 
the Clean Air Act Amendments of 1977, 
then on a MAG urban planning area 
boundary basis for the oxidants NAAQS 
(and later affirmed for the 1-hour ozone 
NAAQS). Ever since this time, the Gila 
River Indian Reservation has been split 
into two air quality planning areas for 
the purposes of the 1-hour ozone 
NAAQS: a Maricopa County portion 
that is part of a nonattainment area and 
a Pinal County portion that is part of an 
‘‘unclassifiable/attainment’’ area. 

Since the late 1970’s, EPA has 
approved various State and local 
regulations and other control measures 
that have helped to attain the 1-hour 
ozone NAAQS in the Phoenix 
metropolitan nonattainment area and 
that provided the basis upon which EPA 
recently approved the State’s 
redesignation request for the area to 
‘‘attainment.’’ See 70 FR 34362 (June 14, 
2005). It is important to note that, under 
the CAA, the State and local air 
pollution control agencies do not have 
authority to administer air regulatory 
programs over the Reservation; 
consequently, the SIP rules that have 
been adopted and implemented within 
the non-Tribal portions of the Phoenix 
metropolitan area and that have 
provided for attainment of the 1-hour 
ozone NAAQS do not apply within the 
Gila River Indian Reservation. 
Furthermore, due to the Reservation’s 
lack of ozone precursor sources, it was 
never considered necessary to apply 
ozone precursor limits to sources on the 
Reservation. 

In 2004, we designated all areas of the 
country as nonattainment, attainment, 
or unclassifiable for the 8-hour ozone 
NAAQS. See 69 FR 23858 (April 30, 
2004). In contrast to the process 
undertaken in connection with the area 
designations established in the late 
1970’s, we made a significant effort to 
consult with the Tribes on the 
appropriate designations for their lands 
for the new (8-hour) ozone NAAQS. In 
our final rule establishing area 

designations for the 8-hour ozone 
NAAQS, we agreed with the Gila River 
Indian Community that the Reservation, 
including both Maricopa and Pinal 
County portions, should be included in 
the larger area designation of 
‘‘unclassifiable/ attainment.’’ Thus, in 
contrast to the status of the Reservation 
relative to the 1-hour ozone 
designations, the Gila River Indian 
Reservation is not split into different air 
quality planning areas for the 8-hour 
ozone NAAQS, and no part of the 
Reservation is included in the Phoenix 
metropolitan 8-hour ozone 
nonattainment area. 

Under phase 1 of our 8-hour ozone 
implementation rule, areas designated 
as ‘‘unclassifiable/attainment’’ for the 8- 
hour ozone NAAQS that were 
designated nonattainment for the 1-hour 
ozone NAAQS at the time of the initial 
8-hour ozone designation (i.e., mid- 
2004) are subject to certain requirements 
(such as a vehicle inspection and 
maintenance program, stage II vapor 
recovery, and a clean fuels fleet 
program) that applied by virtue of their 
1-hour ozone nonattainment status and 
that continue to apply even after 
revocation of the 1-hour ozone standard 
(which occurred on June 15, 2005). 
These areas are also subject to a 
requirement to prepare and submit a 
plan that provides for continued 
maintenance of the 8-hour ozone 
NAAQS for 10 years following 
designation and that includes 
contingency measures. See 40 CFR 
51.900(f), 40 CFR 51.905(a)(3), 69 FR 
23951, at 23979 (April 30, 2004) and 70 
FR 30592 (May 26, 2005). The Maricopa 
County portion of the Gila River Indian 
Reservation is one of the areas that was 
designated as unclassifiable/attainment 
for the 8-hour ozone NAAQS but, at the 
time of that designation, was designated 
‘‘nonattainment’’ for the 1-hour ozone 
NAAQS. 

On June 14, 2005, we redesignated the 
Phoenix ‘‘serious’’ 1-hour ozone 
nonattainment area (including the 
Maricopa County portion of the Gila 
River Indian Reservation) to attainment, 
and our redesignation was predicated 
on our finding that all applicable 
requirements for that nonattainment 
area had been met. See 70 FR 34362 
(June 14, 2005). However, because none 
of the State and local adopted control 
measures that were relied upon for 
redesignation apply within the Gila 
River Indian Reservation, the obligation 
to adopt (at least as contingency 
measures) the requirements listed in 40 
CFR 51.900(f) that apply within former 
‘‘serious’’ 1-hour ozone nonattainment 
areas (such as an enhanced inspection 
and maintenance program, stage II vapor 

recovery, and a clean fuels fleet 
program) remains in effect for the 
Maricopa County portion of the 
Reservation, notwithstanding the 
redesignation of the Phoenix 
metropolitan 1-hour nonattainment area 
to attainment, and notwithstanding the 
revocation of the 1-hour ozone NAAQS 
on June 15, 2005. In addition, the 
Maricopa County portion of the 
Reservation is subject to the 
requirement under 40 CFR 51.905(a)(3) 
to prepare and submit a plan that 
provides for continued maintenance of 
the 8-hour ozone NAAQS for 10 years 
following designation and that includes 
contingency measures. See EPA 
Memorandum dated May 20, 2005: 
‘‘Maintenance Plan Guidance for Certain 
8-Hour Ozone Areas Under Section 
110(a)(1) of the Clean Air Act.’’ 

Meanwhile, the Gila River Indian 
Community is in the final stages of 
preparing, adopting and submitting a 
Tribal Implementation Plan (TIP) to 
EPA for approval. The TIP contains 
several ordinances including permit 
requirements and fees; administrative 
appeals procedures; enforcement 
provisions (civil and criminal); and 
controls on non-metallic mineral 
mining; secondary aluminum 
processing operations; solvent metal 
cleaning; VOC usage, storage and 
handling; aerospace manufacturing and 
rework processes; and open burning and 
visible emissions. As such, the Gila 
River Indian Community is developing 
a comprehensive air quality regulatory 
program, but the Community is doing so 
with the view that their historic 
inclusion in the Phoenix metropolitan 
1-hour ozone nonattainment area was 
erroneous. EPA supports the 
Community’s efforts to manage its own 
air quality regulatory program through 
development, adoption and 
implementation of the TIP and 
recognizes that the control measure and 
planning antibacksliding obligations 
that apply to the Maricopa County 
portion of the Reservation under our 
phase 1 implementation rule for the 8- 
hour ozone NAAQS (by virtue of its 
inclusion within the Phoenix 
metropolitan 1-hour ozone 
nonattainment area) represent an 
obstacle to the Community’s objectives 
in this regard. 

F. Evaluation and Conclusion 
Based on the historic ambient 

monitoring data and prevailing wind 
patterns in the area, we conclude that 
we clearly erred in failing to consider 
data made available at the time of our 
September 1979 affirmation of the 
preexisting oxidants nonattainment area 
boundary (i.e., the MAG urban planning 
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11 With respect to our promulgation of a County- 
wide designation for the oxidants NAAQS (in the 
March 1978) and our approval of a reduction in the 
size of the oxidants nonattainment area to conform 
to the MAG urban planning area boundary (in 
March 1979), we find that our inclusion of the 
Maricopa County portion of the Gila River Indian 
Reservation in those areas, while questionable, was 
not clearly in error because of the violations of the 
oxidants NAAQS measured at the South Phoenix 
station. 

12 In so doing, we note the similarities between 
our action here and previous EPA actions in which 
we corrected 1-hour ozone nonattainment 
designations that had originally been established for 
the oxidants NAAQS and that were erroneously 
affirmed for the purposes of the 1-hour ozone 
NAAQS. See 62 FR 14641 (March 27, 1997) (direct 
final rule correcting ozone nonattainment 
designations in New Hampshire and Maine); and 61 
FR 5707 (February 14, 1996) (final rule correcting 
ozone nonattainment designations in Michigan). 

13 While no longer subject to the specific 
maintenance plan requirements under 40 CFR 
51.905(a)(3), the Gila River Indian Reservation, like 
other areas designated as unclassifiable/attainment 
for the 8-hour ozone NAAQS, remains subject to the 
general requirement to provide for implementation, 
maintenance, and enforcement of the 8-hour ozone 
NAAQS under section 110(a)(1) of the Act. 

area) as the geographic basis for the 
Phoenix metropolitan 1-hour ozone 
nonattainment area.11 Our September 
1979 action affirming the oxidants 
nonattainment area boundary for the 
purposes of the 1-hour ozone NAAQS 
had the effect of including a portion of 
the Gila River Indian Reservation (the 
Maricopa County portion) that was not 
experiencing violations of the 1-hour 
ozone NAAQS into the larger urbanized 
nonattainment area where violations of 
the 1-hour ozone NAAQS were 
relatively frequent and widespread and 
thereby unnecessarily splitting the 
Reservation into two different air 
quality planning areas. 

In support of this conclusion, we find 
that, had we considered the available 
data for the purpose of determining 
whether the Reservation should be 
included in the ozone nonattainment 
area (as opposed to the oxidants 
nonattainment area), we would have 
concluded based on data from the South 
Phoenix station and the prevailing 
mountain-valley (east-west) wind 
circulation in the area that no part of the 
Reservation was experiencing violations 
of the 1-hour ozone NAAQS, and that 
affirming the pre-existing oxidants 
nonattainment boundary for the 
purposes of the 1-hour ozone NAAQS 
and thereby continuing the split of the 
Reservation into two air quality 
planning areas with different 
designations would be inappropriate. 

We also find that other information 
persuasively supports a correction in 
the boundary to exclude the Gila River 
Indian Reservation at this time: Namely, 
(1) The Reservation is not a significant 
source area for ozone precursor 
emissions and thus has essentially no 
effect on ambient ozone concentrations 
in the urbanized portions of the Phoenix 
metropolitan area; (2) data from the 
South Phoenix station indicates that 
ambient ozone levels on the 
Reservation, with the possible exception 
of a period in the early 1980’s, have 
never violated the 1-hour ozone 
NAAQS; (3) available ambient ozone 
data collected at the two monitoring 
stations located on the Reservation 
indicate that the area currently is not 
experiencing violations of the 1-hour 
ozone NAAQS; and (4) the former 
nonattainment status of the Maricopa 

County portion of the Reservation for 
the 1-hour ozone NAAQS will 
unnecessarily complicate and frustrate 
the Gila River Indian Community’s 
development and implementation of a 
Tribal Implementation Plan. 

IV. Final Action 
Therefore, as authorized in section 

110(k)(6) of the CAA and at the request 
of the Gila River Indian Community, 
EPA is correcting the boundary of the 
Phoenix metropolitan 1-hour ozone 
nonattainment area to exclude the Gila 
River Indian Reservation.12 This action 
revises the description of the Phoenix 
metropolitan 1-hour ozone 
nonattainment area in the table entitled 
‘‘Arizona—Ozone (1-Hour Standard)’’ in 
40 CFR 81.303. 

We do not anticipate any objections to 
this action, so we are finalizing the 
correction action without proposing it 
in advance. However, in the Proposed 
Rules section of this Federal Register, 
we are simultaneously proposing this 
same action to correct the boundary. If 
we receive adverse comments by 
December 12, 2005, we will publish a 
timely withdrawal in the Federal 
Register to notify the public that the 
direct final approval will not take effect 
and we will address the comments in a 
subsequent final action based on the 
proposal. If we do not receive timely 
adverse comments, the direct final 
action will be effective without further 
notice on January 9, 2006. 

The effect of this action is to attach 
the Maricopa County portion of the Gila 
River Indian Reservation to the pre- 
existing ‘‘unclassifiable/attainment’’ 
area for the 1-hour ozone NAAQS that 
consists of all of those portions of the 
State of Arizona (including the rest of 
the Reservation that lies in Pinal 
County) that are not designated as a 
‘‘nonattainment’’ area or as an 
‘‘attainment’’ area subject to a 
maintenance plan. Also, this action 
relieves the Agency and the Gila River 
Indian Community from any specific 
obligations that flow from the former 
nonattainment status of the Maricopa 
County portion of the Gila River Indian 
Reservation under our phase 1 
implementation rule for the 8-hour 
ozone NAAQS, including the applicable 
requirements listed in 40 CFR 51.900(f) 

and the preparation and submittal of a 
plan under 40 CFR 51.905(a)(3) that 
provides for continued maintenance of 
the 8-hour ozone NAAQS for 10 years 
following designation and that includes 
contingency measures for that portion of 
the Reservation.13 

V. Statutory and Executive Order 
Reviews 

A. Executive Order 12866: Regulatory 
Planning and Review 

Under Executive Order 12866, [58 FR 
51735 (October 4, 1993)] the Agency 
must determine whether the regulatory 
action is ‘‘significant’’ and therefore 
subject to OMB review and the 
requirements of the Executive Order. 
The Order defines ‘‘significant 
regulatory action’’ as one that is likely 
to result in a rule that may: (1) Have an 
annual effect on the economy of $100 
million or more or adversely affect in a 
material way the economy, a sector of 
the economy, productivity, competition, 
jobs, the environment, public health or 
safety, or State, local, or tribal 
governments or communities; (2) create 
a serious inconsistency or otherwise 
interfere with an action taken or 
planned by another agency; (3) 
materially alter the budgetary impact of 
entitlements, grants, user fees, or loan 
programs or the rights and obligations of 
recipients thereof; or (4) raise novel 
legal or policy issues arising out of legal 
mandates, the President’s priorities, or 
the principles set forth in the Executive 
Order.’’ 

Under Executive Order 12866 (58 FR 
51735, October 4, 1993), this action is 
not a ‘‘significant regulatory action’’ and 
therefore is not subject to review by the 
Office of Management and Budget. For 
this reason, this action is also not 
subject to Executive Order 13211, 
‘‘Actions Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use’’ (66 FR 28355, May 
22, 2001). This action merely reduces 
the size of a nonattainment area for air 
quality planning purposes. 

B. Paperwork Reduction Act 
This action does not impose an 

information collection burden under the 
provisions of the Paperwork Reduction 
Act, 44 U.S.C. 3501 et seq. Burden 
means the total time, effort, or financial 
resources expended by persons to 
generate, maintain, retain, or disclose or 
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provide information to or for a Federal 
agency. This includes the time needed 
to review instructions; develop, acquire, 
install, and utilize technology and 
systems for the purposes of collecting, 
validating, and verifying information, 
processing and maintaining 
information, and disclosing and 
providing information; adjust the 
existing ways to comply with any 
previously applicable instructions and 
requirements; train personnel to be able 
to respond to a collection of 
information; search data sources; 
complete and review the collection of 
information; and transmit or otherwise 
disclose the information. 

This rule does not impose an 
information collection burden under the 
provisions of the Paperwork Reduction 
Act of 1995 (44 U.S.C. 3501 et seq.). An 
agency may not conduct or sponsor, and 
a person is not required to respond to 
a collection of information unless it 
displays a currently valid OMB control 
number. The OMB control numbers for 
EPA’s regulations in 40 CFR are listed 
in 40 CFR part 9. 

C. Regulatory Flexibility Act (RFA) 
The Regulatory Flexibility Act (RFA) 

generally requires an agency to prepare 
a regulatory flexibility analysis of any 
rule subject to notice and comment 
rulemaking requirements under the 
Administrative Procedure Act or any 
other statute unless the agency certifies 
that this rule will not have a significant 
economic impact on a substantial 
number of small entities. Small entities 
include small businesses, small 
organizations, and small governmental 
jurisdictions. 

For purposes of assessing the impacts 
of today’s rule on small entities, small 
entity is defined as: (1) A small business 
as defined by the Small Business 
Administration’s (SBA) regulations at 13 
CFR 121.201; (2) a small governmental 
jurisdiction that is a government of a 
city, county, town, school district or 
special district with a population of less 
than 50,000; and (3) a small 
organization that is any not-for-profit 
enterprise which is independently 
owned and operated and is not 
dominant in its field. 

After considering the economic 
impacts of today’s rule on small entities, 
I certify that this action will not have a 
significant economic impact on a 
substantial number of small entities. 
This rule will not impose any direct 
requirements on small entities. EPA is 
taking direct final action to correct the 
boundary of the Phoenix metropolitan 
1-hour ozone nonattainment area to 
exclude the Gila River Indian 
Reservation. This action is intended to 

facilitate and support the Gila River 
Indian Community’s efforts to develop, 
adopt and implement a comprehensive 
Tribal Implementation Plan by 
removing unnecessary obligations that 
flow from the erroneous inclusion of a 
portion of the Reservation in the 
Phoenix metropolitan 1-hour ozone 
nonattainment area. 

D. Unfunded Mandates Reform Act 
Title II of the Unfunded Mandates 

Reform Act of 1995 (UMRA), P.L. 104– 
4, establishes requirements for Federal 
agencies to assess the effects of their 
regulatory actions on State, local, and 
tribal governments and the private 
sector. Under section 202 of the UMRA, 
EPA generally must prepare a written 
statement, including a cost-benefit 
analysis, for proposed and final rules 
with ‘‘Federal mandates’’ that may 
result in expenditures to State, local, 
and tribal governments, in the aggregate, 
or to the private sector, of $100 million 
or more in any one year. 

Before promulgating an EPA rule for 
which a written statement is needed, 
section 205 of the UMRA generally 
requires EPA to identify and consider a 
reasonable number of regulatory 
alternatives and adopt the least costly, 
most cost-effective or least burdensome 
alternative that achieves the objectives 
of the rule. The provisions of section 
205 do not apply when they are 
inconsistent with applicable law. 
Moreover, section 205 allows EPA to 
adopt an alternative other than the least 
costly, most cost-effective or least 
burdensome alternative if the 
Administrator publishes with the final 
rule an explanation why that alternative 
was not adopted. 

Before EPA establishes any regulatory 
requirements that may significantly or 
uniquely affect small governments, 
including tribal governments, it must 
have developed under section 203 of the 
UMRA a small government agency plan. 
The plan must provide for notifying 
potentially affected small governments, 
enabling officials of affected small 
governments to have meaningful and 
timely input in the development of EPA 
regulatory proposals with significant 
Federal intergovernmental mandates, 
and informing, educating, and advising 
small governments on compliance with 
the regulatory requirements. 

Today’s rule contains no Federal 
mandates (under the regulatory 
provisions of Title II of the UMRA) for 
State, local, or tribal governments or the 
private sector. The rule imposes no 
enforceable duty on any State, local or 
tribal governments or the private sector. 
In any event, EPA has determined that 
this rule does not contain a Federal 

mandate that may result in expenditures 
of $100 million or more for State, local, 
and tribal governments, in the aggregate, 
or the private sector in any one year. 
Thus, today’s rule is not subject to the 
requirements of sections 202 and 205 of 
the UMRA. 

E. Executive Order 13132: Federalism 
Executive Order 13132, entitled 

‘‘Federalism’’ (64 FR 43255, August 10, 
1999), requires EPA to develop an 
accountable process to ensure 
‘‘meaningful and timely input by State 
and local officials in the development of 
regulatory policies that have federalism 
implications.’’ ‘‘Policies that have 
federalism implications’’ is defined in 
the Executive Order to include 
regulations that have ‘‘substantial direct 
effects on the States, on the relationship 
between the national government and 
the States, or on the distribution of 
power and responsibilities among the 
various levels of government.’’ 

This action also does not have 
Federalism implications because it does 
not have substantial direct effects on the 
States, on the relationship between the 
national government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government, as specified in 
Executive Order 13132 (64 FR 43255, 
August 10, 1999). This action merely 
reduces the size of a nonattainment area 
for air quality planning purposes and 
does not alter the relationship or the 
distribution of power and 
responsibilities established in the Clean 
Air Act. 

F. Executive Order 13175: Consultation 
and Coordination With Indian Tribal 
Governments 

Executive Order 13175, entitled 
‘‘Consultation and Coordination with 
Indian Tribal Governments’’ (65 FR 
67249, November 9, 2000), requires EPA 
to develop an accountable process to 
ensure ‘‘meaningful and timely input by 
tribal officials in the development of 
regulatory policies that have tribal 
implications.’’ ‘‘Policies that have tribal 
implications’’ are defined in the 
Executive Order to include regulations 
that have ‘‘substantial direct effects on 
one or more Indian tribes, on the 
relationship between the Federal 
government and the Indian tribes, or on 
the distribution of power and 
responsibilities between the Federal 
government and Indian tribes.’’ 

Under section 5(b) of Executive Order 
13175, EPA may not issue a regulation 
that has tribal implications, that 
imposes substantial direct compliance 
costs, and that is not required by statute, 
unless the Federal government provides 
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the funds necessary to pay the direct 
compliance costs incurred by tribal 
governments, or EPA consults with 
tribal officials early in the process of 
developing the proposed regulation. 
Under section 5(c) of Executive Order 
13175, EPA may not issue a regulation 
that has tribal implications and that 
preempts tribal law, unless the Agency 
consults with tribal officials early in the 
process of developing the proposed 
regulation. 

EPA has concluded that this action 
may have tribal implications. 
Representatives of the Gila River Indian 
Community approached EPA two years 
ago and requested that EPA make this 
boundary correction. Consistent with 
EPA policy, EPA consulted with 
representatives of the community early 
in the process of developing this action 
to permit them to have meaningful and 
timely input into its development. We 
agree with the technical and policy 
rationale that the community provided 
for this boundary correction, and 
believe that all tribal concerns have 
been met. EPA’s action corrects the 
boundary of the Phoenix metropolitan 
1-hour ozone area to exclude the Gila 
River Indian Reservation. As such, it 
will neither impose substantial direct 
compliance costs on tribal governments, 
nor preempt tribal law. Thus, the 
requirements of sections 5(b) and 5(c) of 
the Executive Order do not apply to this 
rule. 

G. Executive Order 13045: Protection of 
Children From Environmental Health 
and Safety Risks 

Executive Order 13045: ‘‘Protection of 
Children from Environmental health 
Risks and Safety Risks’’ (62 FR 19885, 
April 23, 1997) applies to any rule that: 
(1) is determined to be ‘‘economically 
significant’’ as defined under Executive 
Order 12866, and (2) concerns an 
environmental health or safety risk that 
EPA has reason to believe may have a 
disproportionate effect on children. If 
the regulatory action meets both criteria, 
the Agency must evaluate the 
environmental health or safety effects of 
the planned rule on children, and 
explain why the planned regulation is 
preferable to other potentially effective 
and reasonably feasible alternatives 
considered by the Agency. 

This rule is not subject to Executive 
Order 13045 ‘‘Protection of Children 
from Environmental Health Risks and 
Safety Risks’’ (62 FR 19885, April 23, 
1997), because it is not economically 
significant as defined in Executive 
Order 12866, and because the Agency 
does not have reason to believe the 
environmental health or safety risks 

addressed by this rule present a 
disproportionate risk to children. 

H. Executive Order 13211: Actions That 
Significantly Affect Energy Supply, 
Distribution, or Use 

Executive Order 13211, ‘‘Actions 
Concerning Regulations That 
Significantly Affect Energy Supply, 
Distribution, or Use’’ (66 FR 28355 (May 
22, 2001), requires EPA to prepare and 
submit a Statement of Energy Effects to 
the Administrator of the Office of 
Information and Regulatory Affairs, 
Office of Management and Budget, for 
certain actions identified as ‘‘significant 
energy actions.’’ Section 4(b) of 
Executive Order 13211 defines 
‘‘significant energy actions’’ as ‘‘any 
action by an agency (normally 
published in the Federal Register) that 
promulgates or is expected to lead to the 
promulgation of a final rule or 
regulation, including notices of inquiry, 
advance notices of proposed 
rulemaking, and notices of proposed 
rulemaking: (1)(i) that is a significant 
regulatory action under Executive Order 
12866 or any successor order, and (ii) is 
likely to have a significant adverse effect 
on the supply, distribution, or use of 
energy; or (2) that is designated by the 
Administrator of the Office of 
Information and Regulatory Affairs as a 
significant energy action.’’ 

This rule is not subject to Executive 
Order 13211, ‘‘Actions Concerning 
Regulations That Significantly Affect 
Energy Supply, Distribution, or Use’’ (66 
FR 28355 (May 22, 2001)) because it is 
not a significant regulatory action under 
Executive Order 12866. 

I. National Technology Transfer 
Advancement Act 

Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (‘‘NTTAA’’), Public Law No. 
104–113, 12(d) (15 U.S.C. 272 note) 
directs EPA to use voluntary consensus 
standards in its regulatory activities 
unless to do so would be inconsistent 
with applicable law or otherwise 
impractical. Voluntary consensus 
standards are technical standards (e.g., 
materials specifications, test methods, 
sampling procedures, and business 
practices) that are developed or adopted 
by voluntary consensus standards 
bodies. The NTTAA directs EPA to 
provide Congress, through OMB, 
explanations when the Agency decides 
not to use available and applicable 
voluntary consensus standards. 

This rule does not involve 
establishment of technical standards, 
and thus, the requirements of section 
12(d) of the National Technology 
Transfer and Advancement Act of 1995 

(15 U.S.C. 272 note) do not apply to this 
action. 

J. Congressional Review Act 

The Congressional Review Act, 5 
U.S.C. 801 et seq., as added by the Small 
Business Regulatory Enforcement 
Fairness Act of 1996, generally provides 
that before a rule may take effect, the 
agency promulgating the rule must 
submit a rule report, which includes a 
copy of the rule, to each House of the 
Congress and to the Comptroller General 
of the United States. EPA will submit a 
report containing this rule and other 
required information to the U.S. Senate, 
the U.S. House of Representatives, and 
the Comptroller General of the United 
States prior to publication of the rule in 
the Federal Register. A major rule 
cannot take effect until 60 days after it 
is published in the Federal Register. 
This action is not a ‘‘major rule’’ as 
defined by 5 U.S.C. section 804(2). 

Under section 307(b)(1) of the Clean 
Air Act, petitions for judicial review of 
this action must be filed in the United 
States Court of Appeals for the 
appropriate circuit by January 9, 2006. 
Filing a petition for reconsideration by 
the Administrator of this final rule does 
not affect the finality of this rule for the 
purposes of judicial review nor does it 
extend the time within which a petition 
for judicial review may be filed, and 
shall not postpone the effectiveness of 
such rule or action. This action may not 
be challenged later in proceedings to 
enforce its requirements. (See CAA 
section 307(b)(2).) 

List of Subjects in 40 CFR Part 81 

Environmental protection, Air 
pollution control, National parks, 
Wilderness areas. 

Authority: 42 U.S.C. 7401 et seq. 

Dated: November 3, 2005. 
Stephen L. Johnson, 
Administrator. 

� Part 81, chapter I, title 40 of the Code 
of Federal Regulations are amended as 
follows: 

PART 81—[AMENDED] 

� 1. The authority citation for part 81 
continues to read as follows: 

Authority: 42 U.S.C. 7401 et seq. 

Subpart C—[Amended] 

� 2. In § 81.303, the table entitled 
‘‘Arizona—Ozone (1-Hour Standard)’’ is 
amended by revising the entry for the 
Phoenix Area to read as follows: 

§ 81.303 Arizona. 

* * * * * 
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ARIZONA—OZONE 
[1-Hour Standard] 

Designated area 
Designation Classification 

Date 1 Type Date 1 Type 

Phoenix Area: Maricopa County (part) ................................... 6/14/05 Attainment.
Phoenix nonattainment Forest area boundary: 

1. Commencing at a point which is the intersection of 
the eastern line of Range 7 East, Gila and Salt River 
Baseline and Meridian, and the southern line of 
Township 2 South, said point is the southeastern cor-
ner of the Maricopa Association of Governments 
Urban Planning Area, which is the point of beginning; 

2. Thence, proceed northerly along the eastern line of 
Range 7 East which is the common boundary be-
tween Maricopa and Pinal Counties, as described in 
Arizona Revised Statutes Section 11–109, to a point 
where the eastern line of Range 7 East intersects the 
northern line of Township 1 North, said point is also 
the intersection of the Maricopa County Line and the 
Tonto National Forest Boundary, as established by 
Executive Order 869 dated July 1, 1908, as amended 
and shown on the U.S. Forest Service 1969 Plani-
metric Maps; 

3. Thence, westerly along the northern line of Township 
1 North to approximately the southwest corner of the 
southeast quarter of Section 35, Township 2 North, 
Range 7 East, said point being the boundary of the 
Tonto National Forest and Usery Mountain Semi-Re-
gional Park; 

4. Thence, northerly along the Tonto National Forest 
Boundary, which is generally the western line of the 
east half of Sections 26 and 35 of Township 2 North, 
Range 7 East, to a point which is where the quarter 
section line intersects with the northern line of Section 
26, Township 2 North, Range 7 East, said point also 
being the northeast corner of the Usery Mountain 
Semi-Regional Park; 

5. Thence, westerly along the Tonto National Forest 
Boundary, which is generally the south line of Sec-
tions 19, 20, 21 and 22 and the southern line of the 
west half of Section 23, Township 2 North, Range 7 
East, to a point which is the southwest corner of Sec-
tion 19, Township 2 North, Range 7 East; 

6. Thence, northerly along the Tonto National Forest 
Boundary to a point where the Tonto National Forest 
Boundary intersects with the eastern boundary of the 
Salt River Indian Reservation, generally described as 
the center line of the Salt River Channel; 

7. Thence, northeasterly and northerly along the com-
mon boundary of the Tonto National Forest and the 
Salt River Indian Reservation to a point which is the 
northeast corner of the Salt River Indian Reservation 
and the southeast corner of the Fort McDowell Indian 
Reservation, as shown on the plat dated July 22, 
1902, and recorded with the U.S. Government on 
June 15, 1902; 

8. Thence, northeasterly along the common boundary 
between the Tonto National Forest and the Fort 
McDowell Indian Reservation to a point which is the 
northeast corner of the Fort McDowell Indian Res-
ervation; 

9. Thence, southwesterly along the northern boundary 
of the Fort McDowell Indian Reservation, which line is 
a common boundary with the Tonto National Forest, 
to a point where the boundary intersects with the 
eastern line of Section 12, Township 4 North, Range 
6 East; 
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ARIZONA—OZONE—Continued 
[1-Hour Standard] 

Designated area 
Designation Classification 

Date 1 Type Date 1 Type 

10. Thence, northerly along the eastern line of Range 6 
East to a point where the eastern line of Range 6 
East intersects with the southern line of Township 5 
North, said line is the boundary between the Tonto 
National Forest and the east boundary of McDowell 
Mountain Regional Park; 

11. Thence, westerly along the southern line of Town-
ship 5 North to a point where the southern line inter-
sects with the eastern line of Range 5 East which line 
is the boundary of Tonto National Forest and the 
north boundary of McDowell Mountain Regional Park; 

12. Thence, northerly along the eastern line of Range 5 
East to a point where the eastern line of Range 5 
East intersects with the northern line of Township 5 
North, which line is the boundary of the Tonto Na-
tional Forest; 

13. Thence, westerly along the northern line of Town-
ship 5 North to a point where the northern line of 
Township 5 North intersects with the easterly line of 
Range 4 East, said line is the boundary of Tonto Na-
tional Forest; 

14. Thence, northerly along the eastern line of Range 4 
East to a point where the eastern line of Range 4 
East intersects with the northern line of Township 6 
North, which line is the boundary of the Tonto Na-
tional Forest; 

15. Thence, westerly along the northern line of Town-
ship 6 North to a point of intersection with the Mari-
copa-Yavapai County line, which is generally de-
scribed in Arizona Revised Statutes Section 11–109 
as the center line of the Aqua Fria River (Also the 
north end of Lake Pleasant); 

16. Thence, southwesterly and southerly along the Mari-
copa-Yavapai County line to a point which is de-
scribed by Arizona Revised Statutes Section 11–109 
as being on the center line of the Aqua Fria River, 
two miles southerly and below the mouth of Humbug 
Creek; 

17. Thence, southerly along the center line of Aqua Fria 
River to the intersection of the center line of the Aqua 
Fria River and the center line of Beardsley Canal, 
said point is generally in the northeast quarter of Sec-
tion 17, Township 5 North, Range 1 East, as shown 
on the U.S. Geological Survey’s Baldy Mountain, Ari-
zona Quadrangle Map, 7.5 Minute series (Topo-
graphic), dated 1964; 

18. Thence, southwesterly and southerly along the cen-
ter line of Beardsley Canal to a point which is the 
center line of Beardsley Canal where it intersects with 
the center line of Indian School Road; 

19. Thence, westerly along the center line of West In-
dian School Road to a point where the center line of 
West Indian School Road intersects with the center 
line of North Jackrabbit Trail; 

20. Thence, southerly along the center line of Jackrabbit 
Trail approximately nine and three-quarter miles to a 
point where the center line of Jackrabbit Trail inter-
sects with the Gila River, said point is generally on 
the north-south quarter section line of Section 8, 
Township 1 South, Range 2 West; 

21. Thence, northeasterly and easterly up the Gila River 
to a point where the Gila River intersects with the 
northern extension of the western boundary of 
Estrella Mountain Regional Park, which point is gen-
erally the quarter corner of the northern line of Sec-
tion 31, Township 1 North, Range 1 West; 
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ARIZONA—OZONE—Continued 
[1-Hour Standard] 

Designated area 
Designation Classification 

Date 1 Type Date 1 Type 

22. Thence, southerly along the extension of the west-
ern boundary and along the western boundary of 
Estrella Mountain Regional Park to a point where the 
southern extension of the western boundary of 
Estrella Mountain Regional Park intersects with the 
southern line of Township 1 South; 

23. Thence, easterly along the southern line of Town-
ship 1 South to a point where the south line of Town-
ship 1 South intersects with the western line of Range 
1 East, which line is generally the southern boundary 
of Estrella Mountain Regional Park; 

24. Thence, southerly along the western line of Range 1 
East to the southwest corner of Section 18, Township 
2 South, Range 1 East, said line is the western 
boundary of the Gila River Indian Reservation; 

25. Thence, easterly along the southern boundary of the 
Gila River Indian Reservation which is the southern 
line of Sections 13, 14, 15, 16, 17, and 18, Township 
2 South, Range 1 East, to the boundary between 
Maricopa and Pinal Counties as described in Arizona 
Revised Statutes Sections 11–109 and 11–113, which 
is the eastern line of Range 1 East; 

26. Thence, northerly along the eastern boundary of 
Range 1 East, which is the common boundary be-
tween Maricopa and Pinal Counties, to a point where 
the eastern line of Range 1 East intersects the Gila 
River; 

27. Thence, southerly up the Gila River to a point where 
the Gila River intersects with the southern line of 
Township 2 South; 

28. Thence, easterly along the southern line of Town-
ship 2 South to the point of beginning which is a point 
where the southern line of Township 2 South inter-
sects with the eastern line Range 7 East; 

29. Except that portion of the area defined by para-
graphs 1 through 28 above that lies within the Gila 
River Indian Reservation. 

* * * * * * * 

1 This date is October 18, 2000 unless otherwise noted. 

* * * * * 
[FR Doc. 05–22371 Filed 11–9–05; 8:45 am] 
BILLING CODE 6560–50–P 
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NUCLEAR REGULATORY 
COMMISSION 

10 CFR Part 20 

[RIN 3150–AE90] 

Disposal of Radioactive Material by 
Release Into Sanitary Sewer Systems; 
Withdrawal of Advance Notice of 
Proposed Rulemaking 

AGENCY: Nuclear Regulatory 
Commission. 
ACTION: Advance notice of proposed 
rulemaking: Withdrawal. 

SUMMARY: The Nuclear Regulatory 
Commission (NRC) is withdrawing an 
advance notice of proposed rulemaking 
(ANPR) that presented possible changes 
to the regulations governing the release 
of radionuclides from licensed nuclear 
facilities into sanitary sewer systems. 
Changes were proposed to account for 
the potential for radionuclide 
concentration during some types of 
wastewater treatment processes. NRC is 
withdrawing this advance notice of 
proposed rulemaking because it has 
determined that there are no widespread 
public health and safety concerns due to 
potential radiation exposures associated 
with the handling, beneficial use, and 
disposal of sewage sludge containing 
radioactive materials. This notice of 
withdrawal acknowledges public 
comments sent in response to the 
ANPR. 

FOR FURTHER INFORMATION CONTACT: A. 
Christianne Ridge, Office of Nuclear 
Material Safety and Safeguards, U.S. 
Nuclear Regulatory Commission, 
Washington, DC 20555–0001, telephone 
(301) 415–5673, e-mail acr1@nrc.gov. 
SUPPLEMENTARY INFORMATION: On 
February 25, 1994 (59 FR 9146), NRC 
published an ANPR to seek information 
to determine whether an amendment to 
its regulations governing the release of 
radionuclides from licensed nuclear 
facilities into sanitary sewer systems 
was needed. NRC was considering 
revising the approach to limiting these 
releases because of the potential effects 

of newly-developed sewage treatment 
technologies on radionuclide 
reconcentration during wastewater 
treatment. The Commission requested 
advice and recommendations on several 
proposals and asked related questions 
regarding whether and in what way the 
regulations governing the release of 
radionuclides from licensed nuclear 
facilities into sanitary sewer systems 
should be changed. NRC received 
seventy-four comment letters in 
response to the ANPR. The comment 
period expired on May 26, 1994. 

Because there were concerns raised 
on the broader issue of long-term effects 
of releases of radioactive materials into 
sanitary sewer systems, action on the 
ANPR was deferred until studies were 
conducted regarding potential 
radioactive contamination in sewage 
sludge. Since that time, NRC 
participated in the Interagency Steering 
Committee of Radiation Standards 
(ISCORS) and co-chaired, with the 
Environmental Protection Agency 
(EPA), the Sewage Sludge 
Subcommittee to facilitate a systematic 
and thorough study of the potential 
concerns related to radionuclides in 
sewage sludge and to obtain data to 
support a technical basis for a regulatory 
decision. 

Regulatory Framework Relevant to the 
Release of Radioactive Material Into 
Sanitary Sewers 

NRC regulations governing the release 
of licensed material into sanitary sewer 
systems can be found in 10 CFR 
20.2003. This regulation was published 
in the Federal Register (56 FR 23360; 
May 21, 1991) as part of an overall 
revision of NRC standards for protection 
against radiation. Licensees were 
required to implement this regulation by 
January 1, 1993. As part of the 1991 
revision of 10 CFR Part 20 regulations, 
NRC removed the broad provision that 
allowed the release of non-biological 
insoluble materials into sanitary sewers 
because of the potential for this material 
to reconcentrate in sewers, publicly 
owned treatment works (POTWs), and 
sewage sludge. The current NRC 
regulations require that any licensed 
material discharged into a sanitary 
sewer system must be readily soluble in 
water or be readily dispersible 
biological material. In addition, the 
concentration limits for radionuclides 
released into a sanitary sewer system, 

listed in Table 3 of the Appendix B to 
Part 20, were reduced by a factor of 10 
as part of an overall reduction in 
effluent release limits. In addition to the 
limits in 10 CFR 20.2003, NRC 
recommends that licensees should 
maintain doses as low as is reasonably 
achievable (ALARA) by setting goals for 
effluent concentrations and quantities to 
be only a modest fraction (10 to 20 
percent) of their allowable limits, as 
described in NRC Regulatory Guide 
8.37, ‘‘ALARA Levels for Effluents from 
Materials Facilities,’’ dated July 1993. 
NRC also conducts periodic inspections 
to ensure that licensees are in 
compliance with NRC regulations. 

Surveys, Studies, and Reports Relevant 
to the Release of Radioactive Material 
Into Sanitary Sewers 

In May 1992, NRC issued the results 
of a scoping study in NUREG/CR–5814, 
‘‘Evaluation of Exposure Pathways to 
Man from Disposal of Radioactive 
Materials into Sanitary Sewer Systems,’’ 
which evaluated the potential 
radiological doses to POTW workers 
and members of the public from 
exposure to radionuclides in sewage 
sludge. The first part of the analysis 
estimated the potential doses to workers 
for five cases in which radioactive 
materials were detected at POTWs 
(Tonawanda, NY; Grand Island, NY; 
Royersford, PA; Oak Ridge, TN; and 
Washington, DC). Doses from the case 
studies were estimated to range from 
less than 10 microsieverts per year (µSv/ 
yr) (1 millirem per year (mrem/yr)) to 
930 µSv/yr (93 mrem/yr) for members of 
the public, using a deterministic 
scenario analysis and the reported 
radionuclide concentrations and/or 
discharges. The second part of the study 
estimated the maximum radiation 
exposures to POTW workers and others 
who could be affected by low levels of 
man-made radioactivity in wastewater. 
The quantities of radionuclides released 
into the sewer systems were assumed to 
be the maximum allowed under NRC 
regulations at the time. Estimates of the 
hypothetical, maximum exposures to 
workers ranged from zero to a dose 
roughly equal to the dose individuals 
receive from natural background 
radiation. 

In May 1994, the U.S. General 
Accounting Office (GAO, now U.S. 
Government Accountability Office) 
issued a report, GAO/RCED–94–133, 
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‘‘Nuclear Regulation: Action Needed to 
Control Radioactive Contamination at 
Sewage Treatment Plants’’, that 
described nine cases where 
contamination was found in sewage 
sludge or ash or in wastewater 
collection systems. GAO concluded that 
the full extent of contamination 
nationwide was unknown. GAO also 
concluded that the ‘‘problem of 
radioactive contamination of sludge and 
ash in the reported cases was the result, 
in large part, of NRC’s regulation, which 
was incorrectly based on the 
assumption that radioactive materials 
would flow through treatment systems 
and not concentrate.’’ In June 1994, a 
joint U.S. House of Representatives and 
Senate hearing (June 21, 1994; S. Hrg. 
103–1034) was held to officially release 
and address questions raised in the 
GAO report. At the hearing, NRC and 
EPA agreed to cooperate to develop 
guidance for POTWs and to collect more 
data on the concentration of radioactive 
materials in samples of sewage sludge 
and ash from POTWs nationwide. 

Between 1994 and 1997, Federal, 
State, and industry studies were 
conducted to assess reconcentration of 
radioactive materials that are released 
into sanitary sewer systems. In 
December 1994, NRC published 
NUREG/CR–6289, ‘‘Reconcentration of 
Radioactive Material Released into 
Sanitary Sewers in Accordance with 10 
CFR Part 20.’’ A review of the literature 
demonstrated that some radioactive 
materials discharged into sanitary sewer 
systems reconcentrate in sewage sludge. 
However, the report concluded that the 
available data were not sufficient to 
assess the adequacy of the requirements 
in 10 CFR 20.2003 in preventing 
occurrences of radionuclide 
reconcentration in sewage sludge at 
levels which present significant risk to 
the public; nor is the available data 
sufficient to suggest strategies for 
changing the requirements. 

In 1996, the Association of 
Metropolitan Sewerage Agencies 
(AMSA) conducted a limited survey of 
reconcentration of radioactivity in 
sewage sludge and ash samples from 
some of its member POTWs. Samples 
were obtained from 55 wastewater 
treatment plants in 17 States. The most 
significant sources of radioactivity were 
potassium and radium isotopes, which 
are Naturally Occurring Radioactive 
Materials (NORM). In December 1997, 
the Washington State Department of 
Health issued a report WDOH/320–013, 
‘‘The Presence of Radionuclides in 
Sewage Sludge and Their Effect on 
Human Health,’’ that was based on 
sludge samples taken at six POTWs in 
the State. The report concluded that that 

there was no indication that radioactive 
material in sewage sludge in the State of 
Washington poses a health risk. 

The Interagency Steering Committee 
on Radiation Standards (ISCORS) was 
formed in 1995, to address 
inconsistencies, gaps, and overlaps in 
current radiation protection standards. 
In 1996, the Sewage Sludge 
Subcommittee of ISCORS was formed to 
coordinate efforts to address the 
recommendations in the 1994 GAO 
Report. Between 1998 and 2000, the 
EPA and NRC (through the ISCORS) 
jointly conducted a voluntary survey of 
POTW sewage sludge and ash to help 
assess the potential need for NRC and/ 
or EPA regulatory decisions. Sludge and 
ash samples were analyzed from 313 
POTWs, some of which had greater 
potential to receive releases of 
radionuclides from NRC and Agreement 
State licensees, and some of which were 
located in areas of the country with 
higher concentrations of NORM. In 
November 2003, the results of the 
survey were published in a final report, 
NUREG–1775, ‘‘ISCORS Assessment of 
Radioactivity in Sewage Sludge: 
Radiological Survey Results and 
Analysis.’’ No widespread or 
nationwide public health concern was 
identified by the survey and no 
excessive concentrations of radioactivity 
were observed in sludge or ash. The 
results indicated that the majority of 
samples with elevated radioactivity had 
elevated concentrations of NORM, such 
as radium, and did not have elevated 
concentrations of radionuclides from 
manmade sources. 

In February, 2005, the Sewage Sludge 
Subcommittee published a report, 
NUREG–1783, ‘‘ISCORS Assessment of 
Radioactivity in Sewage Sludge: 
Modeling to Assess Radiation Doses.’’ 
This report contains dose modeling 
results for seven different sewage sludge 
management scenarios for POTW 
workers and members of the public. 
Results of the dose models and survey 
results indicated that there is no 
widespread concern to public health 
and safety from potential radiation 
exposures associated with the handling, 
beneficial use, and disposal of sewage 
sludge containing radioactive materials, 
including NORM. 

In February, 2005, the Sewage Sludge 
Subcommittee also published a report, 
‘‘ISCORS Assessment of Radioactivity in 
Sewage Sludge: Recommendations on 
Management of Radioactive Materials in 
Sewage Sludge and Ash at Publicly 
Owned Treatment Works;’’ (EPA 832– 
R–03–002B; ISCORS Technical Report 
2004–04). This report provides guidance 
to: (1) Alert POTW operators, as well as 
State and Federal regulators, to the 

possibility that radioactive materials 
may concentrate in sewage sludge and 
incinerator ash; (2) inform POTW 
operators how to determine whether 
there are elevated levels of radioactive 
materials in the POTW’s sludge or ash; 
and (3) assist POTW operators in 
identifying actions for reducing 
potential radiation exposure from 
sewage and ash. 

Reasons for Withdrawing the ANPR 
The results of the survey and dose 

modeling work conducted by the 
ISCORS Sewage Sludge Subcommittee 
regarding radioactive materials in 
sewage sludge and ash provide a 
technical basis for withdrawing the 
ANPR. The survey demonstrated that 
the most significant levels of radioactive 
materials in POTWs are attributable to 
NORM. The dose modeling work 
indicated that, in general, the doses 
from licensed materials in sewage 
sludge present a sufficiently low health 
and safety risk to POTW workers and to 
the public under the current regulatory 
structure. Therefore, it is not necessary 
to modify the current restrictions 
regarding the release of radioactive 
materials into sanitary sewers (10 CFR 
20.2003) as discussed in the ANPR. In 
addition, public comments indicated 
that several of the options discussed in 
the ANPR would be costly to implement 
and may not be consistent with efforts 
to maintain doses ALARA. For these 
reasons, NRC is withdrawing the ANPR. 

Public Comments on the Potential 
Changes to 10 CFR Part 20 

In the ANPR, NRC invited comment 
on the following aspects of the 
regulation of release of radionuclides 
into sanitary sewers: The form of 
materials suitable for disposal, the 
limits on the total radioactivity of 
materials that can be released by a 
licensee into sanitary sewers in a year, 
also called the ‘‘total quantity limit,’’ the 
types of limits applied, and the 
exemption for medical patient excreta. 
The following is a summary of those 
comments and NRC responses. 

(1) Form of Material for Disposal 
The May 21, 1991, final rule (10 CFR 

20.2003) allows soluble and readily 
dispersible biological material to be 
released but prohibits the release of any 
non-biological insoluble material. 
Because NRC recognized that new 
technologies for wastewater treatment, 
such as ion-exchange and some types of 
biological treatment, can reconcentrate 
radionuclides, NRC invited comments 
regarding whether and how regulations 
should account for the effects of 
different wastewater treatment 
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technologies on radionuclide 
reconcentration. NRC also invited 
comments regarding the potential 
impacts that additional restrictions on 
the form of materials allowable for 
release into sanitary sewers would have 
on licensee operations. Public 
comments regarding the adequacy of the 
current restrictions also were received. 

Comment: Nine commenters, 
including representatives of the New 
York State Energy Office, New York 
State Department of Environmental 
Conservation, AMSA, and the 
Department of Energy (DOE), expressed 
the view that the regulations should be 
reevaluated because of new sewage 
treatment technologies or should 
account for the effects of new 
technologies used to treat sewage or 
sewage sludge. One commenter 
suggested that NRC limits should 
account for a variety of POTW-specific 
factors, including sludge handling 
processes, and sludge disposal methods, 
and restrictions on the POTW’s treated 
water discharge. Another commenter 
suggested NRC should take new sewage 
treatment technologies into account 
only if the results of NUREG/CR–6289, 
which was incomplete at the time the 
comment was made, indicated that new 
sewage treatment technologies had the 
potential to cause significant 
reconcentration of radionuclides in 
sewage sludge. Two commenters 
recommended NRC develop technology- 
specific reconcentration factors to help 
POTW operators to design appropriate 
pretreatment plans. A representative of 
DOE suggested NRC should expect that 
advances in the sewage treatment 
process would result in increasing 
concentration of radionuclides in 
sewage sludge. Two commenters 
recommended NRC regulations account 
for synergistic health effects of radiation 
and pollutants in wastewater, and one 
suggested NRC evaluate the synergistic 
effects of radiation and the chlorine and 
fluoride used in drinking water 
treatment. 

Response: NRC acknowledges the 
commenters’ support for regulations 
that would account for the 
reconcentration of radionuclides by 
wastewater treatment processes. 
However, the regulations will not be 
changed because the ANPR is being 
withdrawn for the reasons previously 
explained. 

Comment: Four commenters 
expressed the view that NRC regulations 
should not take sewage treatment 
technologies into account. Reasons 
included uncertainty that new 
technologies will be implemented and a 
lack of information about the effects of 
the new technologies on radionuclide 

reconcentration. A representative of the 
State of Illinois Department of Nuclear 
Safety suggested NRC should keep 
informed of technological 
developments, but should not 
implement additional restrictions 
without significant evidence that the 
current restrictions are not adequate. 
Two commenters suggested that, rather 
than revising § 20.2003 to account for 
new treatment technologies, NRC 
should consider placing additional 
restrictions on individual licensees to 
provide the necessary protection to the 
receiving POTWs in unusual cases 
where the number of licensees, size of 
the sewage treatment plant or nature of 
the technology used at the treatment 
plant may cause doses above 100 mrem/ 
yr. One commenter stated that it is 
unnecessary for NRC regulations to 
account for sewage sludge treatment 
technologies because local POTWs have 
the authority and mandate to account 
for these technologies by developing 
industrial water discharge permits 
pursuant to 40 CFR 403.5(c)(1). 

Response: NRC acknowledges the 
commenters’ opposition to the proposed 
rule change, which supports NRC’s 
decision to withdraw the ANPR. With 
respect to the comment that POTWs 
have the authority and mandate to 
impose limits on radioactive materials 
released into sanitary sewers, NRC notes 
that, as described in Section 4.7 of the 
ISCORS recommendations on 
management of radioactive materials in 
sewage sludge and ash (EPA 832–R–03– 
002B), POTWs may not have the same 
authority to regulate radioactive 
material as they do to regulate other 
materials released into sanitary sewers. 

Comment: Eight commenters 
expressed the view that NRC regulations 
should account for the fact that several 
licensees may discharge to the same 
POTW, and, of those, five expressed the 
view that the regulations should also 
take the capacity of the POTW into 
account. Five commenters stated that 
restrictions on the release of 
nonradioactive pollutants established 
under EPA’s National Pollutant 
Discharge Elimination System (NPDES) 
account for the capacity of the receiving 
POTW, the wastewater treatment 
systems used, and the number of 
industrial users discharging to a POTW, 
and suggested any new regulations 
governing the release of radioactive 
materials into sanitary sewers should 
take these factors into account. A 
representative of DOE expressed the 
view that changes to the regulations to 
account for multiple dischargers should 
be considered but may not be necessary 
because sanitary systems serving 
multiple licensees would probably be 

large systems in which the licensees’ 
effluent would be diluted by many other 
inputs to the sewer system. One 
commenter suggested that, if limits on 
the total amount of radioactivity 
individual POTWs could receive were 
developed, any cases in which the 
limits are being exceeded by licensees 
that were already discharging sewage 
into the sewer system before the limits 
were developed should be handled on a 
case-by-case basis. 

Response: NRC acknowledges the 
commenters’ support for regulations 
that would account for the capacity of 
individual POTWs and the number of 
licensees discharging to a single POTW. 
However, the proposed change will not 
be implemented for the reasons 
previously explained. 

Comment: Twenty-seven commenters 
were opposed to additional restrictions 
on the forms of material suitable for 
release into sanitary sewers. Twenty-one 
stated that the potential for significant 
reconcentration of radionuclides during 
wastewater treatment probably had been 
addressed by the May 21, 1991 changes 
to Part 20 (56 FR 23360) that restricted 
the forms of materials that could be 
released into sanitary sewers and 
lowered concentration limits. Another 
commenter expressed the view that it 
was unclear whether contamination 
described in the case studies discussed 
in the ANPR occurred because of 
violations of the existing regulations, 
and also that it would be inappropriate 
for NRC to respond to individual 
violations of regulatory requirements by 
making changes to the regulations for all 
licensees. Representatives of six 
licensees indicated that additional 
restrictions on the forms of material 
appropriate for disposal would impose 
a significant burden on their operations. 
Commenters listed the costs of building 
new storage facilities, analyzing samples 
of waste to determine whether insoluble 
radionuclides were present, and 
establishing new collection, handling, 
and disposal procedures as well as 
retraining of personnel as expenses that 
would be incurred if additional 
restrictions were imposed. In addition, 
three commenters expressed the 
concern that further restricting the 
forms of material appropriate for 
disposal in a sanitary sewer would not 
be consistent with NRC’s policy that 
doses should be maintained ALARA 
because the additional waste handling 
that would be required would cause 
doses to workers that would not be 
justified based on the minimal dose to 
members of the public or POTW 
workers that might be avoided. 

Response: NRC acknowledges the 
commenters’ remarks, which support 
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the withdrawal of the ANPR. However, 
the NRC staff notes the need to analyze 
samples of waste to determine if the 
waste contains insoluble radionuclides 
should not impose an additional burden 
because the restriction on releasing 
insoluble, non-biological wastes was 
already in place when the comment was 
made. 

Comment: Twenty-three commenters 
encouraged NRC to continue to allow 
release of readily soluble wastes that 
met the quantity and concentration 
release criteria in 10 CFR Part 20. 
Twenty-one of those commenters 
indicated that they were unaware of any 
significant problems caused by the 
disposal of soluble radioactive material 
in sewer systems. Three commenters 
stated that they were not aware of any 
mechanisms that would reconcentrate 
the wastes typical of biomedical 
research in sewage sludge, and two of 
these stated that the activity levels were 
sufficiently low that reconcentration, 
even if it did occur, would not cause a 
significant dose. 

Response: NRC acknowledges the 
commenters’ support for the 
continuation of the current regulations 
which allow certain concentration and 
quantities of readily soluble radioactive 
material into sanitary sewers. 

Comment: Two commenters suggested 
that NRC should change the regulation 
to re-establish disposal of dispersible 
non-biological materials. One 
commenter suggested disposal of non- 
biological dispersible materials should 
be allowed for materials that have half- 
lives of less than 100 days or are below 
the concentrations listed in 10 CFR Part 
20 Appendix C. 

Response: NRC acknowledges the 
commenters’ suggestion that release of 
non-biological dispersible material into 
sanitary sewers be allowed. NRC 
understands that reconcentration of a 
radionuclide in sewage sludge can be 
limited by its half life. However, NRC 
has chosen not to change the regulation 
governing the release of radioactive 
material into sanitary sewers for the 
reasons previously explained. 

Comment: Six commenters, including 
a representative of DOE, noted that the 
chemical form of materials released into 
the sewer can change, and that materials 
that are soluble when released may 
precipitate or sorb to solid particles in 
the sewer or treatment plant. A 
representative of the New York State 
Department of Environmental 
Conservation suggested NRC study not 
only the effect of new technologies on 
radionuclide solubilities, but also how 
the solubility of radioactive materials 
change in sanitary sewers. A 
representative of DOE noted that 

precipitation and sorption could cause 
risks to individuals who work in 
POTWs, work in close contact with 
sewers, or who incinerate or use 
wastewater treatment sludge. In 
addition, the commenter remarked that, 
while it appeared to be reasonable to 
limit sewer releases to soluble and 
dispersible biological materials, NRC 
should realize that licensees could 
release insoluble or nondispersible 
materials to sewer systems 
inadvertently. One commenter 
expressed the view that NRC regulations 
should account not only for the form of 
material when released, but the form it 
was likely to take after being discharged. 

Three commenters expressed the view 
that, because the form of a material 
discharged is likely to change when it 
reaches the sewer or POTW, the 
modification to 10 CFR 20 that 
eliminated disposal for non-biological 
‘‘readily-dispersible’’ materials may not 
have removed the chance that 
radionuclides could reconcentrate in 
wastewater treatment sludge. Two 
commenters remarked that 
reconcentration of radionuclides 
probably would continue, in part 
because POTWs are designed to remove 
dissolved contaminants from 
wastewater. However, both commenters 
expressed the opinion that 
reconcentration is not necessarily a 
problem if the dose any individual is 
expected to receive from exposure to 
sewers, sewage, or sludge is low. 

Response: NRC understands that 
materials that are released into the 
sewer in a soluble form can precipitate 
or sorb to solid materials in sewers or 
POTWs, as discussed in NUREG/CR– 
6289. Most of the commenters’ concerns 
about the potential risk to POTW 
workers are addressed in the ISCORS 
dose modeling report (NUREG–1783), as 
previously explained. Although the 
ISCORS dose analysis (NUREG–1783) 
does not include an analysis of doses to 
workers that come into contact with 
sewers, those doses are expected to be 
limited because of the limited amount of 
time a worker would spend in close 
contact with a sewer and because of the 
relatively low doses predicted for most 
scenarios that involve contact with 
sewage sludge. 

NRC acknowledges the concern that 
licensees may inadvertently dispose of 
insoluble non-biological material. NRC 
also acknowledges the suggestion that 
the regulations should account for 
changes in the form of materials that are 
likely to occur in sewers and POTWs 
and the concern about the efficacy of the 
1991 revisions. For the reasons 
previously explained, NRC has decided 
not to change the regulations governing 

the release of radioactive material into 
sanitary sewers. However, NRC staff 
notes that, in addition to restrictions on 
form, NRC also has imposed annual 
limits in 10 CFR 20.2003(a)(4) on the 
total amount of radioactivity that can be 
released into sanitary sewers to limit the 
potential for reconcentration of 
radioactive material in sanitary sewers, 
sewage sludge, and sludge ash. 

Comment: Five commenters 
supported additional restrictions on the 
form of materials that can be released 
into sanitary sewers. One commenter 
expressed the view that the practice, 
used by some medical research 
laboratories, of releasing pureed tissue 
samples to the sanitary sewer was 
distasteful. Another commenter 
expressed the opinion that NRC should 
impose any requirement that would 
minimize the amount of radioactivity in 
the environment. 

Response: NRC acknowledges the 
commenters’ support for additional 
restrictions on the forms of material 
suitable for release into sanitary sewers 
but is not changing the regulations 
because it believes the current approach 
is sufficiently protective, as previously 
explained. 

Comment: Three commenters 
requested clarification regarding the 
distinction between soluble and readily 
dispersible materials. One requested 
that an information notice be produced 
to address materials used in the biotech 
industry. Another commenter expressed 
the concern that it would be difficult to 
demonstrate compliance with the 
restriction that only soluble and readily- 
dispersible biological materials be 
released into sanitary sewers if colloids 
that flow through filters and resins are 
classified as non-biological dispersible 
material. The commenter proposed an 
operational procedure to distinguish 
between soluble and readily dispersible 
materials. A representative of the New 
York State Department of 
Environmental Conservation noted that 
traces of insoluble radioactive material 
could be released into sewers with 
soluble materials, and requested that 
NRC establish a lower limit of detection 
for insoluble material. 

Response: NRC acknowledges the 
commenters’ request for additional 
guidance on how licensees should 
demonstrate the solubility of radioactive 
material released to sanitary sewers. 
Although NRC does not have plans to 
provide additional guidance on this 
issue, the staff notes that, as discussed 
in NRC Information Notice 94–007, 
licensees are free to develop alternative 
methods of demonstrating the solubility 
of materials they wish to release into 
sanitary sewers and to submit these 
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procedures to NRC for evaluation on a 
case-by-case basis. 

(2) Total Quantity of Material 
In the May 21, 1991 final rule, NRC 

did not change the total quantity limits, 
which allow a licensee to release 185 
gigabecquerel (GBq) (5 curies (Ci)) of 
H-3, 37 GBq (1 Ci) of C-14, and 37 GBq 
(1Ci) of all other radioactive materials 
combined into sanitary sewers each 
year. The use of total quantity limits has 
been a long-standing requirement and 
was originally included in the rule (10 
CFR 20.2003(a)(4)) to address concerns 
regarding the possibility for 
reconcentration of radionuclides. In the 
ANPR, NRC invited comments about the 
alternative approach of limiting the 
annual release of each radionuclide 
individually. NRC also invited 
comments about the current total 
quantity limits and the potential 
impacts that additional restrictions on 
the annual releases into sanitary sewers 
would have on licensees. 

Prior to publishing the ANPR, NRC 
received a petition for rulemaking to 
amend 10 CFR 20.303 (superseded by 
§ 20.2003) and § 20.305 (superseded by 
§ 20.2004) from the Northeast Ohio 
Regional Sewer District (PRM–20–22). A 
notice of receipt of the petition was 
published in the Federal Register (58 
FR 54071; October 20, 1993). The 
petitioner requested that NRC amend its 
regulations to require that all licensees 
provide at least 24 hours advance notice 
to the appropriate POTW before 
releasing radioactive material to the 
sanitary sewer system. The petitioner 
also requested that NRC exempt 
materials that enter the sanitary waste 
stream from the requirements regarding 
Commission approval for incineration 
under NRC’s current regulations. NRC 
solicited comments on the petition in 
the ANPR. The denial of the petition 
was noticed in the Federal Register on 
January 27, 2005 (70 FR 3898). 

Comment: Six comments received in 
response to the ANPR supported annual 
total quantity limits. Two commenters, 
including a representative of DOE, 
suggested total quantity limits should be 
retained because they help prevent 
reconcentration of radionuclides in 
sewage sludge and two supported the 
total quantity limits because they are 
easy for licensees and regulators to 
understand and implement. Two 
commenters, including the 
representative of DOE, suggested it may 
be worthwhile for NRC to evaluate 
whether the regulation could be 
optimized by changing the annual 
release limits for some radionuclides. A 
representative of the Illinois Department 
of Nuclear Safety expressed the opinion 

that the relatively low doses calculated 
for the case studies described in the 
ANPR and predicted for other scenarios 
in NUREG/CR–5814 indicated that 
reconcentration of radionuclides in 
sewage sludge could be addressed on a 
case-by-case basis rather than by 
changing the total quantity limits in 
§ 20.2003. 

Response: NRC acknowledges support 
for the current approach of using annual 
limits on the total quantity of 
radioactive material that can be released 
into sanitary sewers by a licensee. In 
accord with the commenters’ 
suggestion, NRC performed a study to 
evaluate the reconcentration of various 
radiounuclides in POTWs, the results of 
which are discussed in NUREG/CR– 
6289. 

Comment: A representative of the City 
of Oak Ridge made positive and 
negative statements about NRC annual 
total quantity limits. The commenter 
stated that both concentration and total 
quantity limits were necessary to ensure 
protection of workers and to ensure that 
traditional methods of sludge disposal 
remain acceptable. However, the 
commenter also expressed the view that 
the current values of the total quantity 
limits are too high and stated that 
disposal of 37 GBq (1 Ci) of Co-60 
annually to the Oak Ridge POTW would 
result in unacceptably high 
concentrations of Co-60 in the POTW’s 
sludge, especially if the material was 
released during a relatively short time 
period. The commenter also expressed 
the opinion that the total quantity limits 
are inappropriate for low specific 
activity radionuclides because of the 
large mass of the radionuclide that 
could be discharged. As an example, the 
commenter stated that release of 37 GBq 
(1 Ci) of U-238 to the city’s POTW in a 
year would result in a mass 
concentration of uranium of more than 
0.05 percent in the POTW’s sludge, 
making the sludge licensable source 
material. In addition to these comments, 
the commenter suggested that, because 
the mean retention time of sludge at a 
POTW typically is one month or less, a 
monthly discharge limit would be more 
appropriate than an annual limit. 

Response: NRC acknowledges the 
commenter’s concern about the release 
of Co-60 to a POTW and the suggestion 
that quantity limits should be 
implemented on a monthly, rather than 
an annual, basis. The staff notes that the 
1991 revision to 10 CFR Part 20 that 
eliminated the discharge of insoluble 
non-dispersible radioactive material 
into sanitary sewers was implemented 
to reduce the possibility of significant 
contamination of sewage sludge with 
insoluble radionuclides, such as Co-60. 

NRC has decided not to change the 
regulations governing sewer release of 
radioactive material for the reasons 
previously explained. NRC 
acknowledges the commenter’s concern 
about the applicability of the total 
quantity limit to low specific activity 
radionuclides. However, NRC does not 
agree that the accumulation of large 
masses of low-specific activity 
radionuclides in POTWs is likely to be 
problematic. In addition POTWs have 
some authority to impose limits on the 
release of material into sanitary sewers 
when the purpose of the limits is not 
radiation protection, as discussed in 
Section 4.7 of the ISCORS 
recommendations on management of 
radioactive materials in sewage sludge 
and ash (EPA 832–R–03–002B). 

Comment: Twenty-three commenters 
described concerns about the current 
approach of limiting the total amount of 
radioactivity a licensee may release into 
a sanitary sewer system. Nineteen 
commenters expressed the opinion that 
it is not appropriate to apply the same 
total quantity limit to large and small 
facilities that discharge different 
amounts of sewage and therefore dilute 
radioactive materials to different 
extents. Another commenter stated that 
NRC should not attempt to impose total 
quantity limits on large facilities. 
Seventeen commenters expressed the 
view that NRC should consider relaxing 
the total quantity limits because of the 
new restriction on the form of material 
and lower release concentration limits 
implemented in the 1991 revision to 10 
CFR Part 20. The commenters expressed 
the opinion that adherence to the new 
form and concentration limits may 
eliminate the need for total quantity 
limits. Three commenters suggested 
that, instead of limiting the total 
quantity of radioactivity a licensee 
could dispose of into a sewer, NRC 
should focus on the radionuclides and 
chemical forms of radionuclides that 
reconcentrate in POTWs to a significant 
extent. One commenter expressed the 
concern that a person could dispose of 
37 GBq (1 Ci) of Cs-137 within a month 
while remaining in compliance with the 
current concentration and total quantity 
limits. Another commenter suggested 
concentration limits are sufficient and 
are superior to total quantity limits 
because concentration limits account for 
the total volume of water a licensee 
releases to the sanitary sewer system. 
The commenter noted that, although the 
nominal purpose of the total quantity 
limits is to eliminate reconcentration, 
the total quantity limits do not appear 
to prevent reconcentration, as evidenced 
by the case studies described in the 
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ANPR. The commenter suggested 
reconcentration could be avoided by 
reducing the allowable concentrations 
of those radionuclides that have shown 
a tendency to reconcentrate in sewage 
sludge. 

Response: NRC acknowledges the 
comment about the application of the 
same total quantity limit to large and 
small facilities, but believes that the 
system is appropriate. Because the total 
quantity limit is designed to reduce the 
potential for reconcentration of 
radionuclides at POTWs, an appropriate 
total quantity limit is more dependent 
on the volume of sewage received by a 
POTW than it is on the volume of a 
licensee’s effluent. 

NRC acknowledges the comment that 
total quantity limits should be relaxed 
or eliminated, but does not agree that 
the limits on form and concentration 
eliminate the need for annual quantity 
limits. As discussed in NUREG/CR– 
6289, the form of radionuclides can 
change upon entering a sewer or POTW 
because of sorption and precipitation. 
NRC also acknowledges the concern that 
total quantity limits did not prevent the 
cases of contamination discussed in the 
ANPR. NRC believes that limiting both 
the form and total quantity of material 
released into sanitary sewers is the best 
way to limit the potential for significant 
reconcentration of radionuclides 
released by licensees into sanitary 
sewers. 

NRC acknowledges the commenters’ 
suggestion that, instead of imposing 
total quantity limits, it should focus on 
those radionuclides that have been 
shown to reconcentrate in sewers or 
sewage sludge. NRC also acknowledges 
the commenter’s concern about the 
discharge of Cs-137 but believes the 
current approach to be sufficiently 
protective for the reasons previously 
explained. 

Comment: One commenter expressed 
the view that additional limitations on 
the release of H-3 and C-14 into sanitary 
sewers would not produce any public 
health benefit because any dose an 
individual received from sewer- 
disposed H-3 and C-14 would be 
negligible in comparison to the dose the 
individual would receive from 
naturally-produced H-3 and C-14. 

Response: NRC acknowledges the 
commenter’s view that additional 
restrictions on the quantities of H-3 and 
C-14 are unnecessary. The comment 
supports the withdrawal of the ANPR 
and the current total quantity limits 
which allow the annual release of 185 
GBq (5 Ci) of H-3 and 37 GBq (1 Ci) of 
C-14 in addition to the release of 37 GBq 
(1 Ci) of all other radionuclides 
combined. 

Comment: Eight licensees expressed 
the view that additional restrictions on 
the total quantity of radioactive material 
that could be released into sanitary 
sewers annually would have a severe 
negative impact on their facilities’ 
operations. Representatives of a 
biomedical company, a university, and 
the National Institutes of Health (NIH) 
noted that a reduction in the total 
quantity limits would impose a 
significant financial burden on 
organizations involved in biotechnical 
research, development, or medical 
practice, especially if the limits were 
reduced to a point that liquid wastes 
would need to be solidified and 
disposed of as low level waste (LLW). 
The representative of NIH estimated that 
solidification and disposal of liquid 
wastes as LLW would cost NIH 2.8 
million dollars annually, as of 1994. 
Two commenters remarked that 
companies would bear the additional 
expense of acquiring or building storage 
facilities or acquiring treatment 
technologies to remove radioactivity 
from liquid waste streams. One 
commenter noted that LLW disposal of 
many of the materials currently released 
into sanitary sewer systems would be a 
particularly unnecessary expense and 
inefficient use of LLW landfill space 
because, in many cases, the material 
would decay to negligible quantities 
before it reached the LLW landfill. 

Five commenters associated with 
medical research facilities or companies 
that produce radiopharmaceuticals 
suggested additional restrictions on the 
total quantity of radioactive material 
that could be released into sanitary 
sewers annually could harm public 
health and safety by causing companies 
to limit biomedical research and 
development efforts. One of these 
commenters stated that the amount of 
radioactivity released into sanitary 
sewers in association with medical 
research was insignificant as compared 
to the amount of radioactivity released 
to sewers in patient excreta and 
concluded that release of radioactive 
materials associated with biomedical 
research should be allowed as long as 
the exemption for patient excreta is 
continued. Two commenters expressed 
the opinion that additional restrictions 
on the total quantity of radioactivity a 
licensee could release into sanitary 
sewers annually would not be 
consistent with efforts to maintain doses 
ALARA because workers would be 
exposed to radioactive material while 
processing liquid waste to make it 
suitable for LLW disposal. 

A representative of a company that 
offers health physics services stated 
that, for most of its clients who want to 

release radioactive material into sanitary 
sewers, the most limiting factor is the 
annual total quantity limits. A 
representative of the University of 
California expressed concern that the 
numerical limits in 10 CFR 20.2003 
would be lowered, although the 
university typically releases only 11.1 
Gbq (0.2 Ci) of radioactivity into 
sanitary sewers each year. 

Response: NRC acknowledges the 
commenter’s concerns about the 
potential impacts of additional 
restrictions on the total quantity of 
radioactive material that a licensee can 
release to sewers annually. As 
previously explained, the additional 
restrictions discussed in the ANPR will 
not be implemented. 

Comment: A representative of AMSA 
stated that, although the organization 
understands that lowering total quantity 
limits could impose financial burdens 
on licensees, additional restrictions are 
appropriate if they are needed to 
prevent contamination of sewage 
sludge. 

Response: NRC acknowledges the 
commenter’s statement, but has decided 
not to change the total quantity limits 
because it believes the current approach 
is sufficiently protective for the reasons 
previously explained. 

Comment: Twenty-one letters 
received in response to the ANPR 
included comments on the Northeast 
Ohio Regional Sewer District’s request 
for NRC to amend its regulations to 
require that all licensees provide at least 
24 hours advance notice to the 
appropriate POTW before releasing 
radioactive material into a sanitary 
sewer system. Six of the twenty-one 
commenters supported a requirement 
for licensees to provide the sewage 
treatment plant with some type of 
reporting on the radioactive materials 
released into the sanitary sewer system. 
These commenters supported a wide 
range of reporting requirements, 
including the petitioner’s request for a 
24-hour advance notification before 
licensees release radioactive material, 
monthly or annual discharge reports, 
reports of releases that could be a threat 
to the POTW workers or the 
environment, or notification of large 
accidental releases. One commenter 
suggested licensees should analyze 
effluent samples and include the results 
in discharge reports. A representative of 
AMSA stated that advance notice of 
releases is necessary so that POTW 
operators can ensure worker health and 
safety and make appropriate decisions 
about sludge disposal and reuse. 

Fifteen of the twenty-one commenters 
did not support such a requirement for 
licensees to provide at least 24-hour 
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advance notice to the appropriate 
sewage treatment plant before releasing 
radioactive material into a sanitary 
sewer system. Several commenters said 
that a 24-hour advance notification 
would result in an unnecessary 
regulatory burden without providing 
additional protection against radiation 
or dose reduction. These commenters 
expressed the view that the existing 
regulations for discharges of licensed 
material maintain doses at or below the 
existing dose limits for members of the 
public and if licensees meet the ALARA 
goals, the 24-hour advance notification 
would be unnecessary. Several 
commenters noted that such notification 
would be impractical because most 
releases are continuous and involve 
very small quantities of radioactive 
material. For example, discharges from 
hospitals and medical facilities would 
change daily depending on the number 
of patients treated and types of 
treatment used. 

Several commenters also noted that 
there could be large cost implications 
and regulatory burdens associated with 
such notification. In addition, 
commenters were concerned that data 
about releases of radioactive material 
could be misinterpreted if release 
reports were received and interpreted by 
sewage treatment plant personnel rather 
than radiation safety specialists. Several 
commenters stated that such an NRC 
requirement for licensees to provide a 
24-hour advance notification was 
unnecessary because local 
municipalities have authority over their 
local sewer district, already have 
requirements to follow the Clean Water 
Act, and may establish a pretreatment 
program for wastewater acceptance. One 
commenter noted that the usefulness of 
a 24-hour advance notification should 
be assessed after the new limits for 
sewer discharges are in place. 

Response: NRC has determined that a 
requirement for advance notification of 
each release of radioactive material to a 
sanitary sewer would impose an 
unnecessary regulatory burden on 
licensees without a commensurate 
health and safety benefit. Additional 
reasons for the denial of the petition are 
discussed in the Federal Register notice 
published on January 27, 2005 (70 FR 
3898). 

Comment: Six comment letters 
received in response to the ANPR 
included comments on the Northeast 
Ohio Regional Sewer District’s request 
that NRC exempt materials that enter 
the sanitary waste stream from the 
requirement for NRC approval prior to 
treatment or disposal of licensed 
material by incineration. Four 
commenters supported such an 

amendment because, given the 
radioisotopes and activities involved, 
the pathways for human exposure from 
radioactive wastes seem no more or less 
significant if the wastes are dispersed 
into water or air. These commenters 
suggested that, if release into a sanitary 
sewer system is to be considered 
disposal, the limits should be set so that 
no further regulation of the radioactive 
material is needed after release. One 
commenter did not support such an 
amendment and expressed the view that 
it would only serve to provide an open- 
ended system for radioactive material to 
pass into the environment and to the 
public without limitation or 
characterization. 

Response: NRC approval to 
incinerating waste is required to ensure 
that NRC may evaluate the potential 
impact to the public health and safety 
and the environment on a case-by-case 
and site-specific basis. Hazards 
associated with incineration of sewage 
sludge will depend on the specific 
characteristic of the sludge and the 
radionuclides that may be present. 
Additional reasons for the denial of the 
petition are discussed in the Federal 
Register notice published on January 27, 
2005 (70 FR 3898). 

(3) Type of Limits 
The present approach to limiting 

releases of radioactive material into 
sanitary sewers is to specify limits on 
both the monthly average concentration 
of each radionuclide in a licensee’s 
sewage and the total quantity of 
radioactive matter that a licensee can 
release annually. Table 3, Appendix B, 
of 10 CFR Part 20 lists the allowable 
monthly average concentration of each 
radionuclide in a licensee’s release to 
sewers. Allowable concentrations are 
based upon a calculated dose of 5 mSv/ 
yr (500 mrem/yr) due to ingestion of 2 
liters per day of a licensee’s effluent into 
the sanitary sewer. 

In the ANPR, NRC invited comments 
on this regulatory approach. 
Specifically, NRC invited comment as to 
whether it should continue to base 
concentration limits on the assumption 
that an individual would drink 2 liters 
of the effluent from a licensee’s facility 
each day, and whether exposure at other 
locations, such as at a POTW, should be 
considered in developing release limits. 
In addition, NRC invited comments 
about how other exposure scenarios, 
such as exposure to radionuclides in 
contaminated sludge, should be 
accounted for. NRC also invited 
comments as to whether it should 
establish limits in terms of dose instead 
of limits on the quantity and 
concentrations of radioactive material 

discharged. Included with the responses 
to these inquiries were several 
comments about monitoring, 
enforcement actions, and regulatory 
authority to set limits on releases of 
radioactive material into sanitary sewers 
that have been addressed with the 
General Comments. 

Comment: Twenty-three commenters 
supported the current modeling 
approach of assuming that an individual 
ingests 2 liters of water taken from the 
licensee’s outfall to the sewer system 
each day. Nineteen of these 
commenters, representing hospitals, 
biomedical laboratories, and 
universities, noted that this assumption 
is conservative and easy for licensees to 
understand. A representative of DOE 
noted that the approach appears to be 
bounding, and has been ‘‘largely 
successful as a regulatory measure’’. The 
commenter also expressed the view that, 
because this type of consumption is not 
expected to be chronic, it is appropriate 
to base concentration limits on a 
calculated annual dose of 500 mrem 
instead of 100 mrem. One commenter 
did not specifically address the 
assumption that an individual would 
drink 2 liters of a licensee’s discharge 
each day, but did support the use of a 
licensee’s sewer outfall as an 
appropriate exposure location. Two 
commenters expressed the view that the 
modeling assumption was appropriate 
because individuals, including children, 
could drink or otherwise be exposed to 
water directly downstream of a sewer 
outfall. Another commenter that 
supported the current assumption 
expressed the view that modeling 
exposure at a licensee’s outfall to a 
sewer system is consistent with 
modeling exposure at a licensee’s fence 
line, as is done in other NRC 
assessments, and that considering a 
downstream location would be 
inconsistent with modeling exposure to 
the maximally exposed individual. 

Response: NRC acknowledges support 
for the current modeling assumption. 
The staff notes that several commenters 
appeared to believe that the 
concentration limits were based on the 
assumption that an individual would 
consume 2 liters of sewage from a 
POTW outfall, rather than 2 liters of a 
licensee’s effluent into the sewer 
system, each day. Staff notes that the 
assumption that an individual would 
consume a licensee’s effluent is more 
conservative than the assumption that 
an individual would consume POTW 
effluent because the concentration of 
radionuclides in POTW effluent will 
have been diluted with effluent from all 
of the other residential and industrial 
dischargers to the POTW. 
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Comment: Three commenters 
expressed concern that the 
concentration limits are based on an 
annual dose of 5 mSv (500 mrem) and 
stated that the concentration limits 
should be based on an annual dose of 
no more than 1 mSv (100 mrem), in 
accord with the 10 CFR 20.1301 limit on 
doses to members of the general public 
from licensed activities. One commenter 
expressed the view that the 1 mSv (100 
mrem) annual public dose limit should 
be lowered. Two commenters expressed 
the view that the dose from ingesting a 
licensee’s effluent should be included in 
the 1 mSv (100 mrem) TEDE annual 
public dose limit rather than being 
calculated separately and excluded from 
the 10 CFR 20.1301 limit. Another 
expressed the view that, if any activity 
were to be permitted to be discharged 
into sanitary sewers, the limiting dose 
for exposure to sewage sludge should be 
no greater than the dose limit for low 
level radioactive waste. 

Response: NRC acknowledges the 
commenters’ concern about the 
hypothetical dose used as the basis for 
the concentration limits. As discussed 
in the ANPR, the NRC staff believes the 
concentration limits based on an annual 
dose of 5 mSv (500 mrem) are 
reasonable because it is unlikely that an 
individual would have access to and 
would consume water at the point at 
which a licensee discharges water into 
the sanitary sewer and because dilution 
from additional discharges into the 
sewer is likely to reduce the expected 
dose to well below the 1 mSv (100 
mrem) annual dose limit. 

NRC also acknowledges the 
commenters’ suggestion that the dose 
from consuming effluent released into 
the sanitary sewer be included in the 
TEDE from other licensee operations. 
However, in the case of sewer discharge, 
the point of exposure is expected to be 
remote from the licensee’s facility. 
Because individuals that could be 
exposed to a facility’s effluent are 
different individuals than those that live 
closest to the facility, it would be 
unrealistic to include the dose from 
exposure to a licensed facility’s effluent 
in the total dose from all of the facility’s 
activities. The staff notes that comments 
regarding the appropriate value of the 
annual dose limit for members of the 
public from licensed activities specified 
in 10 CFR 20.1301 are beyond the scope 
of this rulemaking. 

Comment: Ten commenters did not 
support the use of the current modeling 
approach of assuming that an individual 
ingests 2 liters of water taken from a 
licensee’s sewer outfall each day. 
Almost all of these commenters 
expressed the view that the assumption 

is unrealistic. One commenter expressed 
the view that, while the assumption that 
an individual ingests 2 liters of water 
taken from a licensee’s sewer outfall 
each day is a reasonably conservative 
basis for concentration limits, the 
assumption may not be a basis for total 
quantity limits because it would over- 
emphasize the potential impact of short- 
lived radionuclides. 

Response: NRC acknowledges the 
commenters’ opposition to the current 
modeling approach. However, it will be 
retained because the ANPR is being 
withdrawn for the reasons previously 
explained. With respect to the comment 
about the basis for total quantity limits, 
the staff notes that the assumption that 
an individual would consume a 
licensee’s effluent is used as the basis of 
the concentration limits but is not used 
as the basis of the total quantity limits. 

Comment: Ten commenters suggested 
alternate locations that NRC should 
consider when developing restrictions 
on the release radioactive materials into 
sanitary sewer systems. Of these, five 
suggested NRC consider the dose to a 
person ingesting water once it has 
reached or is leaving a POTW rather 
than at the licensee’s sewer outfall. 
Three commenters suggested NRC 
consider locations downstream of a 
POTW that would be likely to be 
locations from which a municipality 
would extract drinking water, while one 
suggested doses in the nearest 
residential area should be considered. 
Another commenter suggested realistic 
models would incorporate a factor of at 
least one million between the point of 
discharge and a receptor locations, and 
suggested that, if NRC used a more 
realistic dose model, it would become 
clear that additional release restrictions 
are unnecessary. One commenter 
suggested that, in considering potential 
doses to members of the public, NRC 
should consider that sludge could be 
sent to a landfill, applied to agricultural 
land, or made into compost for sale to 
the public. 

Five commenters, including 
representatives of POTWs and DOE, 
recommended NRC consider doses to 
sanitation workers and two commenters 
suggested NRC consider doses to 
workers that come into contact with 
sewage collection systems as well as 
POTW workers. One commenter noted 
the importance of matching exposure 
locations to appropriate pathways and 
suggested external radiation by gamma 
emitters may be an important pathway 
for POTW workers, whereas ingestion of 
beta emitters would be expected to be 
more important at a downstream 
drinking water source. Five commenters 
suggested NRC consider that the careful 

treatment given to sewage and sludge 
because of the other hazards it presents 
should limit doses to sanitary system 
workers. One commenter added that 
NRC regulations also should prevent 
contamination of sewers, POTWs, 
receiving waters, and sludge and ash 
disposal sites. Another commenter 
suggested NRC consider potential 
exposures to all POTW residuals, 
including sludge, screenings, grit, and 
ash. The commenter also pointed out 
that sewer pipes may leak and suggested 
NRC consider the potential for 
groundwater contamination. 

Response: The alternate locations that 
the commenters suggested should be 
considered in dose models will not be 
used as a basis for a revision to the 
regulations because the ANPR is being 
withdrawn for the reasons previously 
explained. However, the NRC staff notes 
that several of the modeling scenarios 
suggested by the commenters, including 
sludge handling by POTW workers, 
sludge incineration, and exposure to 
land-applied sewage sludge, were 
considered in the ISCORS dose 
modeling project (NUREG–1783). 

Comment: Six commenters, including 
representatives of POTWs and the New 
York State Department of 
Environmental Conservation, suggested 
that, in addition to protecting the 
general public and sanitation workers, 
NRC regulations should ensure that 
POTWs can continue to use traditional 
forms of use or disposal of biosolids 
(sewage sludge). One commenter noted 
that events that have not resulted in 
significant worker exposure have 
prevented POTWs from using or 
disposing of sewage sludge. 

Response: Additional restrictions on 
the release of radioactive material into 
sanitary sewers will not be implemented 
for the reasons previously discussed. 
Section 7.2 of the ISCORS 
recommendations on management of 
radioactive materials in sewage sludge 
and ash (EPA 832–R–03–002B) provides 
guidance to assist POTW operators in 
reducing sources of radiation entering 
their treatment facilities. 

Comment: Four commenters made 
suggestions about ways to account for 
complex exposure scenarios, such as 
exposure to contaminated sewage 
sludge. One commenter suggested that a 
variety of scenarios should be evaluated 
and that the scenario resulting in the 
highest dose should be used to establish 
limits on releases of radionuclides to 
sewers. Another commenter expressed 
the opinion that dose models should 
reflect limitations on access that are 
imposed to protect individuals from 
other health risks associated with 
sewage and sewage sludge. One 
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commenter suggested no model could 
adequately represent complex exposure 
scenarios because dose modeling was 
not sufficiently well developed. 

Response: The approaches the 
commenters suggested will not be used 
as a basis for new restrictions on the 
release of radioactive material into 
sanitary sewers because the ANPR is 
being withdrawn for the reasons 
previously explained. NRC staff 
acknowledge the commenter’s statement 
about the capabilities of dose modeling. 

Comment: Of the fourteen 
commenters that addressed dose limits, 
seven supported implementation of 
dose limits. One commenter expressed 
the view that dose limits are preferable 
to limits on concentration and quantity 
alone because dose limits are easier to 
relate to risk. The commenter suggested 
the assumptions used to evaluate 
compliance with dose limits should be 
realistic. The commenter also suggested 
the use of a tiered approach, in which 
simple bounding assumptions are first 
used to evaluate compliance, and more 
complex models and more site-specific 
data are used only if the simple 
bounding model does not demonstrate 
compliance. Another commenter 
suggested that, if the appropriate models 
were developed, releases into sanitary 
sewers should be controlled under the 
requirements of 10 CFR 20.1302 and 
ALARA guidelines just as other facility 
effluents are. The commenter also noted 
that the potential doses calculated in 
NUREG/CR-5814 indicate that the 
current regulations governing the 
release of radionuclides into sanitary 
sewers are more restrictive than other 
NRC dose limits on facility effluents. 
Two commenters expressed the view 
that dose limits should be adopted only 
if the current limits were found not to 
be protective of the public or POTW 
workers. Four commenters agreed with 
the proposal in the ANPR that, if dose 
limits were adopted, NRC should 
publish a regulatory guide that included 
concentration and total quantity 
guidelines to facilitate compliance. One 
commenter asked if licensees would 
have a choice of complying with the 
dose limit or with the concentration and 
quantity guidelines published in a 
Regulatory Guide. Two commenters 
advocated dose limits, but expressed the 
view that the dose limits should be 
based on measured radionuclide 
concentrations from samples taken from 
sewer outfalls and intakes or on 
readings from dosimeters placed at 
POTWs rather than on concentrations 
calculated based on assumptions about 
releases to and dilution in sanitary 
sewers. 

Response: NRC acknowledges the 
commenters’ support for sewer release 
restrictions to be expressed as limits on 
dose rather than activity. NRC also 
acknowledges the commenters’ 
suggestion that compliance with dose 
limits be made based on sample 
measurements. However, these options 
will not be implemented because the 
ANPR is being withdrawn for the 
reasons previously explained. No 
response is required to the commenter’s 
question about compliance with dose 
limits because the ANPR is being 
withdrawn. 

Comment: Of the fourteen 
commenters that addressed dose limits, 
six commenters opposed dose limits, 
and a representative of the New York 
State Department of Environmental 
Conservation noted potential problems 
with implementing dose limits but 
suggested NRC study the option. Almost 
all of the commenters that opposed dose 
limits commented on the uncertainty of 
assumptions about exposure pathways 
and the relative complexity of 
implementing dose limits as compared 
to concentration and quantity limits. 
Three commenters predicted dose limits 
would require more regulatory oversight 
because NRC would need to review each 
licensee’s dose model. One commenter 
expressed the concern that dose limits 
could make it necessary for licensees to 
require prior approval for releases of 
radioactive material into sanitary 
sewers. One commenter supported the 
current limits but suggested that, if dose 
limits were adopted, the dose limit 
should be 500 mrem/yr, realistic 
modeling assumptions should be made, 
and the modeling assumptions to be 
used in compliance calculations should 
be clearly defined. Another commenter 
advocated the use of limits expressed in 
‘‘verifiable units of measure’’ rather than 
limits expressed as dose and expressed 
doubts about the capabilities of 
computer models used to calculate dose. 
Another commenter stated NRC should 
not limit the dose a patient could 
receive from a prescribed medical 
procedure. 

Response: NRC acknowledges the 
commenters’ opposition to dose limits, 
which will not be implemented because 
the ANPR is being withdrawn. 

With respect to the commenter’s 
concern that NRC should not limit the 
dose a patient could receive due to a 
medical procedure prescribed by his 
physician, the NRC staff notes the scope 
of the ANPR was limited to potential 
doses due to exposure to radioactive 
material in sewage or sludge. In general, 
NRC regulates the uses of radionuclides 
in medicine as necessary to provide for 
the radiation safety of workers and the 

general public and does not intrude into 
medical judgments affecting patients. 
Additional detail on this topic can be 
found in NRC’s Final Policy Statement 
on the Medical Use of Byproduct 
Material, which was published in the 
Federal Register on August 3, 2000 (70 
FR 3898). 

Comment: Two commenters 
expressed concern that NRC would 
consider setting any non-zero dose limit 
for POTW workers. Both commenters 
expressed the view that any dose 
received by a POTW worker because of 
exposure to radionuclides released into 
sanitary sewers by licensees would not 
be ALARA if the only reason such 
releases were allowed was to provide an 
inexpensive method of waste disposal to 
NRC licensees. 

Response: NRC acknowledges the 
commenters’ concern about sanitary 
system worker doses but disagrees with 
the view that only a dose of zero could 
be ALARA. The staff notes that the 
ISCORS dose modeling report (NUREG– 
1783) concludes that POTW worker 
doses typically are very low and are 
dominated by exposure to NORM. 
Additional restrictions on the release of 
radioactive material into sanitary sewers 
will not be implemented for the reasons 
previously discussed. 

Comment: Three commenters 
expressed views on the appropriate time 
period over which releases should be 
averaged. A representative of a 
municipality suggested monthly 
averages should not be used because the 
practice encourages the use of dilution 
as a means of meeting the regulations. 
A representative of AMSA suggested 
daily averages should be used because 
POTW workers could be exposed to 
sewage and sludge on a daily basis. In 
contrast, a representative of a public 
utility district supported the use of 
weekly or monthly averages. 

Response: NRC acknowledges the 
commenters’ suggestions about 
appropriate time periods over which 
releases should be averaged. NRC 
believes monthly averages are 
appropriate because the effects of small 
quantities of radioactivity released 
during a month are not expected to 
depend on the time period over which 
the radioactive material is discharged. 
Monthly limits will be retained because 
the ANPR is being withdrawn for the 
reasons previously explained. 

Comment: Ten commenters supported 
the development of annual release 
limits for individual radionuclides or 
groups of radionuclides. Eight 
commenters suggested limits for 
individual radionuclides should be 
based on the results of dose models. 
Specific factors that commenters 
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suggested should be included in a dose 
model included a radionuclide’s 
specific activity, half-life, and solubility, 
and factors affecting the radionuclide’s 
fate and transport in sewers, wastewater 
treatment process, and the environment. 
Two commenters recommended NRC 
consider imposing different discharge 
limits for those radionuclides and 
chemical forms that reconcentrate in 
POTWs to a significant extent and those 
that do not. Another commenter 
suggested NRC set limits for individual 
radionuclides based on whether they 
pose a risk primarily due to internal or 
external exposure and specifically 
suggested pathway modeling should 
include exposure to radionuclides that 
volatilize from sewage at a POTW, 
exposure to raw river water, and 
ingestion of treated river water. Another 
commenter suggested NRC consider the 
fate of radionuclides in engineered 
wetlands that are used by some POTWs 
as a final treatment step. One 
commenter predicted annual release 
limits for individual radionuclides 
would provide more flexibility to 
licensees and eliminate the need for 
special licensing exceptions to the 
current total quantity limits. A 
representative of DOE predicted that 
only a very few radionuclides would 
require reduced quantity limits even if 
the limits were conservative to bound 
variations in sewage plant designs and 
operating characteristics and to account 
for potential improvements in waste 
water treatment technology. 

Four commenters suggested that 
annual release limits should be based on 
radionuclide half-life. A representative 
of the Texas Department of Health 
predicted it may be difficult for 
licensees to keep track of the quantity of 
each radionuclide released and 
suggested NRC impose one quantity 
limit for short-lived radionuclides that 
would be unlikely to reconcentrate in 
sewage sludge and a lower limit for 
long-lived radionuclides that have a 
greater potential to reconcentrate in 
sewage sludge. 

A representative of the New York 
State Department of Environmental 
Conservation noted that it may not be 
appropriate to use Annual Limit of 
Intake (ALI) values as a basis for annual 
release limits for individual 
radionuclides, as suggested in the 
ANPR, because the ingestion pathway 
may not be the most significant 
exposure pathway and because the 
chemical form of a radionuclide may be 
significantly different when it is 
released from a POTW than it was when 
it was originally discharged to the 
sewer. One commenter suggested both 
the total quantity of all radionuclides as 

well as quantities of individual 
radionuclides released should be 
limited, and that quantity limits for 
individual radionuclides should be 
based on fractions, rather than 
multiples, of ALI values. The 
commenter also suggested annual limits 
should assure the lowest possible rather 
than the lowest ‘‘reasonably achievable’’ 
exposure of members of the public to 
radionuclides. 

Response: NRC acknowledges the 
commenters’ support for the 
development of annual release limits for 
individual radionuclides or groups of 
radiounuclides. However, the proposed 
change will not be made because the 
ANPR is being withdrawn for the 
reasons previously explained. 

Comment: Five commenters opposed 
the development of annual release 
limits for individual radionuclides. Two 
commenters suggested the low 
calculated doses received in the case 
studies discussed in the ANPR indicate 
the current regulations are adequate. 
Two commenters suggested that, if NRC 
were to change the annual quantity 
limits, it should focus on Co-60, Sr-90, 
Cs-137, Ir-192, and Am-241, because 
these radionuclides were identified in 
NUREG/CR–5814 as having the 
potential to result in a significant dose, 
based on the pre-1991 release limits. A 
representative of the State of Illinois 
Department of Nuclear Safety 
recommended NRC change the total 
quantity limits only if the releases of Co- 
60, Sr-90, Cs-137, Ir-192, and Am-241 
that were determined to be potentially 
problematic in NUREG/CR–5814 would 
still be permitted, given the restrictions 
on form and lower concentration limits 
introduced in the 1991 revision to 10 
CFR part 20. 

Another commenter noted that, 
although limiting the quantities of 
radionuclides released would not 
necessarily be difficult, the need to 
analyze batches of wastewater to 
determine the quantities of individual 
radionuclides being released would be a 
significant burden as compared to the 
current method the company uses, 
which is to base releases on DOT 
shipping papers that identify the most 
limiting radionuclide in a batch. 
However, the commenter also noted that 
using limits based on multiples of ALI 
would be ‘‘on the right track’’ and 
would be similar to methods used in 
Europe. 

One commenter expressed the view 
that the biokinetics of individual 
radionuclides could not be modeled 
well enough to provide a basis for limits 
on the quantity, concentration, or form 
in which a radionuclide could be 
discharged, especially because the 

models would not include the 
synergistic effects of radiation and other 
pollutants. The commenter also 
expressed the view that the exempt 
quantities published in 10 CFR Part 30 
represented quantities ‘‘below 
regulatory concern’’ (BRC) and 
suggested it would be inappropriate to 
use multiples of the exempt quantity 
values as annual quantity limits. 

Response: NRC acknowledges the 
commenters’ opposition to annual 
release limits for individual 
radionuclides, which supports 
withdrawal of the ANPR. 

(4) Exemption of Patient Excreta 
The fourth topic on which NRC 

invited comment was the exemption of 
patient excreta from the regulations 
governing releases of radioactive 
material into sanitary sewers. NRC 
received fifty-two letters that addressed 
the exemption for patient excreta. 

Comment: Forty-four commenters, 
including a representative of AMSA, 
recommended the exemption for patient 
excreta be continued and suggested it 
required no additional evaluation. 
Thirty-three of the commenters stated 
the exemption is necessary to maintain 
doses ALARA. Several commenters 
predicted that the radiological risks to 
health care workers, in the case of 
hospitalized patients, or family 
members, in the case of patients 
released from the hospital, associated 
with managing excreta would be far 
greater than any risk that the excreta 
would pose to POTW workers or 
members of the general public once 
released to the sewer system. Several 
commenters noted the possibility that 
excreta could be spilled or inadequately 
shielded, especially in the case of 
patients that had been released from the 
hospital. One commenter expressed 
concern about radioactive materials 
volatilizing from containers of urine. 
Another commenter noted that children 
or pregnant women could be subject to 
increased risk from excreta stored in the 
home if the exemption were withdrawn. 
Seven commenters noted that, in 
addition to the radiological risks, 
collection and storage of patient excreta 
also could pose biological hazards. 

Twenty-seven of the commenters that 
supported the exemption noted the 
short half life of most 
radiopharmaceuticals, and most of these 
commenters hypothesized that the risk 
that radiopharmaceuticals could pose to 
sanitary system workers or members of 
the general public would be limited by 
their short half lives. Representatives of 
two hospitals indicated that 
approximately 90 percent of the 
radioactivity used at their hospitals was 
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in the form of Tc-99m, which has a half 
life of 6 hours, and that most of the 
remaining radionuclides used have a 
half-life on the order of a few days. 
Twenty commenters noted the soluble 
or dispersible nature of patient excreta 
and five commenters suggested the 
dilution of patient excreta that occurs in 
the sewer system affords ample 
protection to the public and to the 
environment. 

Four commenters remarked that, if 
NRC believes the regulation is adequate, 
as stated in the ANPR, there should not 
be a need to modify the exemption for 
patient excreta. Two commenters 
predicted restrictions on the release of 
patient excreta into sanitary sewers 
would not provide a significant benefit 
to public health and eleven commenters 
suggested the current exemption creates 
no environmental or public health 
hazard. One commenter remarked that 
none of the six case studies presented in 
the ANPR indicated that patient excreta 
released into sanitary sewers had caused 
a significant dose to any individual. A 
representative of a large health care 
organization noted that no complaints 
had been made about the sewage from 
any of the organization’s hospitals, 
although the hospitals’ effluents were 
tested by sanitary system staff routinely. 
Another hospital representative 
expressed the opinion that hospitals 
should not be required to monitor 
patient excreta because the practice 
causes undue anxiety in the patients, 
creates additional burdens for nursing 
staff, and is unnecessary because survey 
readings generally are low. 

Response: NRC acknowledges the 
commenters’ support for the exemption 
for patient excreta, which supports the 
withdrawal of the ANPR. 

Comment: Fourteen commenters 
stated that elimination of the exemption 
would impose significant burdens on 
their facilities’ operations. Commenters 
expressed concern about the costs of 
building holding tanks for excreta, 
building separate plumbing systems, 
retraining workers, and employing 
additional workers to manage patient 
excreta. One commenter remarked that 
facilities would also incur the cost of 
hiring professionals to assess their 
current waste management practices 
and to recommend changes that would 
be needed to comply with new 
regulations. Three commenters 
remarked that medical facilities may 
also incur the costs of increased NRC 
licensing fees and inspections. Several 
commenters suggested any net health 
benefits associated with eliminating the 
exemption could not justify the costs of 
controlling the excreta, particularly for 

patients being treated on an out-patient 
basis. 

Seven commenters predicted the costs 
of compliance with restrictions on 
release of patient excreta into sanitary 
sewers would cause a significant 
increase in health care costs for patients. 
Three commenters predicted that health 
care costs would increase both because 
of the increased infrastructure and labor 
required to manage patient excreta and 
because patients’ hospital stays would 
be extended so that their excreta could 
be managed by hospital staff. A 
physician and member of the NRC’s 
Advisory Committee on the Medical 
Uses of Isotopes (ACMUI) estimated that 
the national increase in health care costs 
would be approximately 4.5 billion 
dollars for patients undergoing 
therapeutic procedures and 62 billion 
dollars for patients undergoing 
diagnostic procedures, as of 1994. The 
American College of Nuclear Physicians 
and the Society of Nuclear Medicine 
jointly estimated that elimination of the 
exemption would cause an increase in 
health care costs of 5.9 billion dollars 
annually. 

One commenter expressed the 
concern that medical facilities may stop 
offering nuclear medicine services to 
avoid the legal consequences that could 
result if patients did not comply with 
restrictions on the release of excreta to 
sewer systems. Five commenters 
predicted that it would be difficult to 
compel patients being treated on an out- 
patient basis to store their excreta for 
decay or return it to a licensed facility. 
One commenter expressed the concern 
that strict controls over patients could 
infringe upon a patient’s constitutional 
rights. 

Several commenters expressed the 
concern that elimination of the 
exemption would impact patient care. 
Four commenters expressed the opinion 
that, if the exemption were eliminated, 
the costs or logistical difficulties 
associated with managing patient 
excreta would cause many facilities to 
discontinue offering nuclear medicine 
services and could cause the end of 
nuclear medicine in the United States. 
Three commenters expressed the 
concern that elimination of the 
exemption for patient excreta would 
limit patient access to diagnostic and 
therapeutic nuclear medicine services 
and five commenters expressed the view 
that inaccessibility of nuclear medicine 
services would be far more detrimental 
to public health than any adverse health 
effects that could be averted by 
eliminating the exemption for patient 
excreta. One commenter noted that 
many facilities already have eliminated 
some clinical procedures because of the 

lack of access to low level radioactive 
waste disposal facilities. Two 
commenters expressed the concern that 
eliminating the exemption for patient 
excreta would diminish the quality of 
care that patients received if facilities 
limited patient doses to comply with 
restrictions on the radioactivity of 
patient excreta released into sanitary 
sewers. One commenter expressed the 
concern that patients may decline 
beneficial medical procedures because 
of an objection to collecting or having 
someone else collect their excreta. One 
commenter noted that patient well- 
being would be compromised if patients 
needed to remain in the hospital so that 
their excreta could be managed because 
it would prolong the time away from 
their families and jobs. Another 
commenter suggested the current 
exemption for patient excreta should be 
maintained until the impact on health 
care could be assessed. 

Response: NRC acknowledges the 
commenters’ concerns about the 
potential costs, legal implications, and 
impacts on patient care that may be 
caused by removing the exemption for 
patient excreta. The exemption will be 
maintained because the ANPR is being 
withdrawn for the reasons previously 
explained. 

Comment: Three commenters 
suggested the effects of the exemption 
should be studied to determine if the 
exemption should be eliminated or 
modified. A representative of DOE 
recommended NRC maintain the 
exemption for the excreta of patients 
undergoing diagnostic procedures, but 
consider placing restrictions on the 
excreta of patients undergoing 
therapeutic procedures because they 
typically receive higher doses of 
radiopharmaceuticals. Another 
commenter remarked that it would be 
inconsistent of NRC to impose strict 
restrictions on the release of excreta by 
hospitalized patients if the excreta of 
patients being treated on an out-patient 
basis contributed more radioactivity to 
sanitary sewer systems. A representative 
of an association of POTWs in 
Minnesota stated that the organization is 
prepared to rely on NRC judgement 
about the appropriateness of the 
exemption once NRC has evaluated the 
amounts and types of radioactive 
materials released into sanitary sewers 
through patient excreta, but expressed 
concern that the ANPR indicated that 
the effects of the exemption had not 
been studied and would not be included 
in planned modeling efforts. The 
commenter also expressed the opinion 
that the safety of the exemption should 
be evaluated irrespective of the origin of 
the waste in medical uses. A 
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representative of the New York State 
Department of Environmental 
Conservation suggested that a range of 
possibilities, including retaining the 
exemption, eliminating the exemption, 
and modifying the exemption, should be 
evaluated in an Environmental Impact 
Statement (EIS). The commenter stated 
an EIS would provide a ‘‘long-needed’’ 
record of the rationale for the decision 
to exempt patient excreta from the 
sewer release restrictions and the 
expected impacts of the exemption on 
the environment and public health. 

Response: NRC acknowledges the 
suggested modifications to the 
exemption of patient excreta and the 
suggestion that an EIS should be 
performed. However, those suggestions 
will not be implemented because the 
ANPR is being withdrawn for the 
reasons previously explained. 

Comment: Two commenters suggested 
releases of radioactive materials into 
sanitary sewers should be regulated 
uniformly, irrespective of the origin of 
the wastes. One of the commenters 
questioned why the ANPR specifically 
stated that doses from patient excreta 
were expected to be ‘‘far below the 
NRC’s dose limit’’ when this description 
was equally appropriate for the 
discharges from other licensees. 
Another commenter remarked that, 
although it may be difficult for medical 
institutions to meet restrictions on the 
release of patient excreta, the releases 
should be regulated because they have 
been shown to contaminate sewage 
sludge. Another commenter provided 
measurements of I–131 in sewage and 
sludge in one municipality’s POTW and 
expressed the concern that I–131 could 
be a source of radiation exposure to 
sanitary system workers. The 
commenter also expressed the concern 
that, although it has a short half life, Tc- 
99m could cause significant radiation 
doses to workers exposed to sewage 
collection systems directly downstream 
of hospitals. In addition, the commenter 
expressed the concern that, because I– 
131 is very soluble, most of the I–131 
that entered a POTW would be 
discharged in the treated effluent and 
that the POTW’s effluent may, therefore, 
exceed NRC limits on the allowable 
releases of radioactivity to unrestricted 
areas. The commenter also expressed 
concern that many municipalities are 
not aware that releases of patient excreta 
are exempt from NRC restrictions and 
can be a significant source of 
radioactivity in wastewater. 

Response: NRC acknowledges the 
commenters’ suggestion that the release 
of radioactive material should be 
regulated uniformly irrespective of its 
origin. However, NRC believes the 

exemption for patient excreta is 
appropriate because of the potential 
biological and radiological hazards 
associated with alternate methods of 
managing patient excreta. Additional 
limitations on the release of patient 
excreta into sanitary sewers are not 
being imposed for the reasons 
previously discussed. NRC appreciates 
the commenter’s concern that 
municipalities may be unaware of the 
potential for patient excreta to 
contribute to the radioactivity of 
wastewater and sewage sludge. Section 
3.2 of the ISCORS recommendations on 
managing radioactive material in sewage 
sludge and ash (EPA 832–R–03–002B) 
alerts POTW operators that a significant 
amount of the radioactivity discharged 
to POTWs that serve medical facilities 
can be discharged in the form of patient 
excreta. 

Comment: Two commenters suggested 
the exemption for patient excreta should 
be eliminated to minimize the release of 
man-made radioactivity to the 
environment. One commenter expressed 
concern about NRC’s policy on allowing 
patients who had received nuclear 
medicine treatments to leave the 
hospital (described in NRC Information 
Notice 94–009). The commenter also 
expressed concern about specific 
incidents in which, the commenter 
believed, patients had not been warned 
that high residual radioactivity would 
result from the medical procedures they 
had undergone or had been told that 
releasing excreta to a septic system 
would not cause adverse health effects. 
The commenter remarked that, although 
the radionuclides used in nuclear 
medicine procedures may be short- 
lived, each contribution of radioactivity 
to wastewater increased the potential 
dose to a member of the public. Another 
commenter noted that the contribution 
of radiopharmaceuticals to the 
radioactivity of wastewater increases as 
the number of procedures performed 
increases. The commenter also 
remarked that, if the half-lives of 
radioisotopes used in medical 
procedures typically are short, as NRC 
stated in the ANPR, the burden of 
storing the excreta until the 
radioactivity decays to background 
levels should not be large. 

Response: NRC acknowledges the 
commenters’ concerns about the 
potential effects of the release of patient 
excreta into sanitary sewers. However, 
NRC believes the current regulations are 
protective and has decided to retain the 
exemption and withdraw the ANPR for 
the reasons previously explained. The 
staff notes that comments about the 
regulations governing the release of 
nuclear medicine patients from the 

hospital are beyond the scope of this 
rulemaking. 

Comment: One commenter suggested 
patient ‘‘vomitus’’ should be included 
in the exemption for the release of 
patient excreta into sanitary sewers 
explicitly. Two additional commenters 
mentioned sweat, saliva, blood, tears, 
and nasal fluids, but did not make any 
specific suggestions about how those 
fluids should be addressed in NRC 
regulations. 

Response: The suggested change to 
the wording of the exemption will not 
be made because the ANPR is being 
withdrawn. However, NRC staff note 
that, in practice, the term ‘‘patient 
excreta’’ typically is understood to 
include situations when patients vomit. 

Comment: A representative of a 
company that manufactures equipment 
that removes radionuclides from 
hospital waste noted German law 
requires that radioactive materials be 
removed from hospital effluent before it 
is released into sanitary sewers. 

Response: NRC appreciates the 
information provided by the 
commenter. However, the exemption for 
patient excreta will be retained because 
the ANPR is being withdrawn for the 
reasons previously explained. 

Comment: Three commenters asked 
questions about the regulatory 
implications of potential modifications 
to the exemption of patient excreta from 
sewer release restrictions. Two 
commenters asked whether patients 
would be required to store their excreta 
at home until it decayed to background 
levels of radioactivity or if they would 
be required to return it to the medical 
facility at which they were treated. Two 
commenters asked whether the homes 
of nuclear medicine patients would 
need to be monitored to ensure that 
proper waste disposal procedures had 
been followed. One commenter asked if 
the elimination of the exemption would 
result in changes to 10 CFR 35.75. The 
commenter also asked whether 
restrictions would apply to all patients 
treated with radiopharmaceuticals, 
irrespective of the dose they had 
received. The commenter also asked 
how a licensee would calculate the 
radioactivity released by each patient 
and whether records of the releases 
would need to be maintained by the 
licensee. 

Response: NRC acknowledges the 
many questions on this issue, but is not 
responding to them because the ANPR 
is being withdrawn. 

Comment: One commenter suggested 
NRC should exempt the excreta of 
animals used in biomedical research 
from the restrictions governing the 
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release of radioactive material into 
sanitary sewers. 

Response: NRC notes that this 
comment is beyond the scope of this 
rulemaking. 

(5) General Comments 
In addition to comments on the topics 

discussed in the ANPR, NRC received a 
number of comments on other aspects of 
the release of radioactive material into 
sanitary sewers. These comments are 
addressed in this section. 

Comment: Sixteen commenters 
expressed the opinion that the current 
regulations governing the release of 
radioactive materials into sanitary 
sewers are adequate and should not be 
changed. To support this view, 
commenters remarked that the number 
of incidents of contamination is small 
compared to the number of POTWs 
receiving radioactive materials and that 
the doses received in those instances are 
believed to be low. Commenters also 
suggested the regulations should not be 
changed in response to a small number 
of cases of contamination, especially if 
some of those cases involved violations 
of the applicable regulations. One 
commenter noted that modeling results 
described in NUREG/CR–5814 indicate 
that releases of radionuclides used in 
biomedical research are expected to 
result in doses below the ALARA 
guidelines in NRC Regulatory Guide 
8.37. A representative of the Texas 
Department of Health suggested the 
regulations should not be changed 
unless modeling results demonstrated 
that exposures other than ingestion 
could cause an annual dose greater than 
5 mSv (500 mrem). Two commenters 
suggested the risk of adverse health 
effects associated with exposure to 
radioactive material released into 
sanitary sewers should be evaluated in 
comparison to the health risks 
associated with exposure to hazardous 
chemical and biological materials in 
sewage and sludge. One commenter 
suggested the current limits are 
appropriate because the quantities and 
concentrations of radionuclides at 
affected POTWs appear to be within 10 
CFR part 30 limits for general licensees. 

Response: NRC acknowledges the 
commenters’ support for the current 
regulations, which supports withdrawal 
of the ANPR. 

Comment: Nine commenters, 
including a representative of DOE, 
suggested the changes made to 10 CFR 
part 20 in 1991 may have significantly 
reduced the potential for 
reconcentration of radionuclides in 
POTWs, and that resources should not 
be expended to address a problem that 
may have already been solved. Of these, 

five commenters noted that the ANPR 
did not include any information about 
contamination problems that had 
occurred since the modification of 10 
CFR part 20 and two commenters noted 
that most of the contaminants in the 
case studies presented in the ANPR 
were insoluble non-biological materials 
and would not meet current release 
criteria. Several commenters 
recommended NRC evaluate the effects 
of the lower discharge concentration 
limits and prohibition against 
discharging insoluble, non-biological 
materials into sanitary sewers before 
making additional changes to 10 CFR 
part 20. One commenter expressed the 
opposite view and stated that the NRC 
should not assume that the changes 
made to 10 CFR part 20 in 1991 would 
eliminate contamination of POTWs with 
licensed radioactive materials. 

Response: NRC acknowledges the 
commenters’ recommendation that it 
study the effect of the changes made to 
10 CFR part 20 in 1991 on the amount 
of radioactive material at POTWs. The 
NRC staff notes that the ISCORS sewage 
sludge survey and dose modeling work 
were performed several years after the 
January 1, 1993, deadline for licensees 
to meet the revised requirements and 
should reflect the effects of the 1991 
revision of the regulation. 

Comment: Five commenters 
expressed the view that additional 
restrictions on the release of radioactive 
materials into sanitary sewers would not 
be consistent with efforts to keep doses 
ALARA. Several of the commenters 
predicted that doses to workers that 
were required to collect or prepare 
waste for disposal would be far greater 
than the collective dose that could be 
averted by more restrictive sewer release 
limits. 

Response: NRC acknowledges the 
commenters’ opposition to additional 
restrictions on the release of radioactive 
materials into sanitary sewers, which 
supports the withdrawal of the ANPR. 

Comment: Four commenters stated 
that any additional restrictions on the 
release of radioactive material into 
sanitary sewers would have a significant 
negative impact on the facilities they 
represented. One commenter expressed 
the view that banning the release of 
radioactive material into sewers would 
impose a large financial burden on all 
biological research facilities and 
estimated that, as of 1994, alternative 
disposal methods would cost his 
company $150,000 to $300,000 
annually. A representative of a nuclear 
laundry stated that additional 
restrictions on the release of radioactive 
material into sanitary sewers could have 
a serious detrimental effect on his 

company and its customers in nuclear 
laundries could no longer operate. 
Another commenter suggested new 
restrictions should be implemented 
gradually by adding new restrictions 
during license renewals. 

One commenter expressed concern 
that additional restrictions on the 
release of radioactive material to sewers 
would encumber facilities that perform 
medical research, and requested that 
educational and medical research 
institutions be exempted from the 
regulations because the long-lived 
radionuclides that had been detected in 
the cases described in the ANPR 
typically are not used by medical 
research facilities. The commenter also 
requested that, if medical research 
facilities were not exempted, more 
explicit guidance about the implications 
of the regulations on specific practices 
used in medical research facilities be 
provided by NRC. Another commenter 
proposed that the regulation should 
explicitly permit disposal of medical 
diagnostic products in aqueous mixtures 
that contain less than 370 kBq (10 
microcuries) of radioactivity and which 
are composed of isotopes with half-lives 
less than 61 days. 

Response: NRC acknowledges the 
commenters’ information about the 
burdens that could be caused by 
additional restrictions on the release of 
patient excreta into sanitary sewers, 
which supports the withdrawal of the 
ANPR. The staff notes that requests for 
exemptions of certain classes of 
facilities or types of waste are beyond 
the scope of this rulemaking. NRC 
acknowledges that guidance written 
specifically for medical research 
facilities would be helpful to some 
licensees, but does not have plans or 
resources to develop such guidance. 

Comment: A representative of DOE 
expressed the view that the current 
rules are protective of public heath and 
safety and the environment, and noted 
that, if the provision for release of 
radioactive materials into sanitary 
sewers was not available, risks to the 
public would result from other waste 
management options. As an example, 
the commenter predicted elimination of 
the release of radioactive material into 
sewers would cause an increase in 
traffic accidents because of the need to 
transport more waste to LLW disposal 
facilities. However, the commenter also 
recommended NRC increase inspections 
of licensees’ releases into sanitary 
sewers and perform additional analyses 
of potential doses to members of the 
public and sanitary system workers to 
ensure that adequate safety provisions 
are in place to preclude accidental 
discharge of large quantities of 

VerDate Aug<31>2005 15:31 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00013 Fmt 4702 Sfmt 4702 E:\FR\FM\10NOP1.SGM 10NOP1



68363 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Proposed Rules 

radioactive material. The commenter 
also recommended NRC contact AMSA 
and industry trade groups to obtain 
additional information about variations 
and trends in wastewater treatment 
technologies, practices, and regulations. 

Response: NRC acknowledges the 
commenter’s remarks regarding the risks 
that could result from additional 
restrictions on the release of radioactive 
material into sanitary sewers, which 
support the withdrawal of the ANPR. In 
accord with the commenter’s 
suggestions, NRC participated in the 
ISCORS sewage sludge survey (NUREG– 
1775) and dose modeling report 
(NUREG–1783), the results of which 
provide a technical basis for 
withdrawing the ANPR. The staff 
acknowledges the suggestion regarding 
NRC inspection activities but notes the 
topic is beyond the scope of this 
rulemaking. 

Comment: A representative of NIH 
stated that, although NIH is a large 
facility conducting both biomedical 
research and medical diagnosis and 
treatment, and its usage of some 
isotopes fluctuates considerably, NIH 
has been able to manage its radioactive 
liquid wastes in compliance with NRC 
regulations. The commenter also stated 
that NIH uses large, centrally-located 
tanks to hold short-lived radionuclides 
for decay, and that NIH has been 
granted an exception to the total 
quantity limits that allows it to 
discharge a total of 296 GBq (8 Ci) 
annually. 

Response: NRC acknowledges the 
commenter’s information regarding the 
adequacy of the current regulations 
governing the release of radioactive 
material into sanitary sewers. 

Comment: A commenter who was a 
member of ACMUI as well as a 
physician and professor of Radiological 
Sciences at the University of California, 
Los Angeles, expressed several concerns 
regarding the possible changes 
described in the ANPR. The commenter 
expressed the opinion that NRC 
resources would be better spent 
changing other parts of 10 CFR part 20 
than by making the changes proposed in 
the ANPR. The commenter also stated 
that Agreement States had been 
reluctant to adopt the changes made to 
10 CFR part 20 in 1991 because of 
unspecified problems with the revised 
rule. The commenter expressed concern 
that user fees were used to support a 
National Council on Radiation 
Protection study of the number of 
various types of nuclear medicine 
procedures performed annually as of 
1989. The commenter also expressed 
concern that any change in NRC 
regulations governing the release of 

radioactive materials into sewers would 
later be changed by an EPA rule, and 
that NRC licensees would, in effect, pay 
for a rule twice by paying both NRC user 
fees and paying taxes to support EPA. 

The commenter asked why the NRC 
had published the ANPR and expressed 
concern that NRC wasted licensees’ time 
by asking for data regarding various 
nuclear medicine procedures. The 
commenter stated that the data had been 
given to NRC in 1990 and asked why 
NRC did not use these data to derive 
concentrations of various radionuclides 
in sanitary sewage. The commenter also 
suggested NRC could request data 
regarding concentrations of radioactive 
materials in wastewater and sewage 
sludge from POTWs in Agreement 
States. In addition, the commenter 
suggested NRC review any proposed 
changes related to medical uses of 
isotopes with the ACMUI and expressed 
an unfavorable opinion about NRC’s 
program to regulate medical uses of 
radionuclides. 

Response: NRC acknowledges the 
commenter’s statements about the 1991 
revision to 10 CFR part 20 but notes that 
other parts of the regulation are beyond 
the scope of this rulemaking. A response 
to the commenter’s displeasure at 
paying licensing fees to support this 
rulemaking is not needed because the 
ANPR is being withdrawn. The same 
applies to the commenter’s concern that 
EPA would impact a change in NRC’s 
regulations. Because the ANPR is being 
withdrawn, that concern is no longer 
applicable to this issue. 

NRC published the ANPR to invite 
comments and recommendations from 
interested parties on potential changes 
in the regulations governing the release 
of radioactive materials into sanitary 
sewers. In response to the commenter’s 
concern about the time licensees may 
have spent responding to the ANPR, 
NRC notes that the ANPR invited 
comment but did not require a response. 
In addition, NRC notes that the ANPR 
invited comment on a variety of issues 
and was not limited to a request for 
information to support the derivation of 
concentrations of radionuclides in 
sewage. 

NRC acknowledges the commenter’s 
suggestion that potential changes to the 
rule be discussed with the ACMUI, and 
the commenter’s statements about 
NRC’s program to regulate medical uses 
of radionuclides. 

Comment: Three commenters 
expressed the view that cases of 
contamination at POTWs demonstrate 
that the current regulations governing 
the release of radioactive material into 
sanitary sewers is inadequate. All three 
commenters expressed the concern that 

the regulations did not adequately 
protect the health and safety of POTW 
workers. In addition, a representative of 
AMSA expressed the concern that the 
current regulations could jeopardize the 
ability of POTWs to fulfill their 
environmental objectives. The 
commenter also expressed concern 
about NRC’s involvement with existing 
cases of contamination and urged NRC 
to take a more active role in protecting 
POTWs from contamination with 
radionuclides. 

Each of the three commenters 
expressed the opinion that the current 
regulations also fail to protect POTWs 
from the legal and financial 
consequences of contamination of 
POTWs and POTW biosolids with 
radionuclides. Two commenters noted 
that the public ultimately bears the costs 
associated with contamination of 
POTWs and one estimated that billions 
of dollars of public funds could be 
required to dispose of contaminated 
sludge and decontaminate POTWs. A 
representative of the City of Oak Ridge 
outlined the history of contamination of 
the Oak Ridge POTW with Co-60, Cs- 
137, uranium isotopes, and I-131 from 
1984 to 1994. The commenter noted 
that, as of 1994, disposal of wastewater 
treatment sludge cost the City of Oak 
Ridge approximately $100,000 per year, 
primarily because of radioactive 
contamination. The commenter stated 
that, because of this expense, the city is 
in the process of implementing its own 
limits to control releases of radioactive 
materials into the sanitary sewers and 
provided a reference that describes the 
approach that has been taken to control 
radioactive materials through the 
municipality’s industrial pretreatment 
program. 

A representative of the Northeast 
Ohio Regional Sewer District noted that, 
although no significant health or safety 
problems had been found to result from 
the contamination at the district’s 
Southerly Facility, the district has had 
to manage difficult regulatory issues and 
concerns from the public and from 
workers that had cost the district, as of 
1994, $1.5 million to resolve. The 
commenter remarked that the sanitary 
district had over one hundred thousand 
cubic meters (4 million cubic feet) of 
Co-60 contaminated ash at its Southerly 
Facility and had recently discovered 
contamination at another one of its 
POTWs. The commenter expressed the 
view that the District’s problems were 
attributable to inadequate regulations or 
ineffective enforcement by NRC and 
suggested that major revisions to both 
10 CFR part 20 and to NRC’s 
enforcement program were overdue. 
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Response: NRC acknowledges the 
commenters’ concerns about cases of 
contamination and protection of POTW 
workers. However, NRC believes that 
the restrictions on the forms of material 
suitable for release and lower 
concentration limits established in the 
1991 revision to 10 CFR part 20 have 
reduced the potential for significant 
contamination of POTWs or sewage 
sludge with radionuclides. Although 
additional restrictions on the release of 
radioactive material into sanitary sewers 
will not be implemented, Section 7.2 of 
the ISCORS recommendations on 
management of radioactive materials in 
sewage sludge and ash (EPA 832–R–03– 
002B) provides guidance to assist POTW 
operators in reducing sources of 
radiation entering their treatment 
facilities. Comments about NRC’s 
enforcement program are beyond the 
scope of this rulemaking. 

NRC acknowledges the information 
provided by the City of Oak Ridge 
regarding the POTW’s industrial 
pretreatment program. Information 
about the program is summarized in 
Appendix F of the ISCORS 
recommendations on management of 
radioactive materials in sewage sludge 
and ash (EPA 832–R–03–002B). 

Comment: A representative of a 
sanitary district stated that, contrary to 
the position taken by NRC in the ANPR, 
many cases of contamination of POTWs 
are the result of relatively basic 
wastewater treatment technologies. In 
addition, the commenter expressed the 
view that NRC’s emphasis on the 
concept of ‘‘reconcentration’’ as the 
cause of contamination problems is 
misleading and noted that, at one POTW 
in the district, it appeared that particles 
of Co-60 were removed from the sewage 
through settling, as other solids are 
removed, rather than through 
reconcentration of dissolved cobalt or 
agglomeration of fine particles. The 
commenter expressed the view that the 
new restrictions on the forms of 
materials suitable for release into 
sanitary sewers may prevent many 
problems with insoluble materials such 
as Co-60 if the regulations are properly 
enforced. 

Response: NRC acknowledges the 
commenter’s concern that the term 
‘‘reconcentration’’ was used in the 
ANPR to describe all processes by 
which the concentration of 
radionuclides in sewage sludge or ash 
could be increased on volumetric basis. 
NRC understands that radioactive 
materials may be concentrated by 
common wastewater treatment 
processes, as discussed in NUREG/CR– 
6289. 

Comment: Seven commenters 
expressed the view that discharges of 
radioactive materials into sanitary 
sewers should be regulated locally. Two 
commenters suggested that, because 
relatively few cases of contamination 
had been observed, it appeared that the 
cases could be resolved without NRC 
involvement. One commenter expressed 
the view that local control would be 
easiest to implement if the problematic 
discharges involved other hazardous, 
nonradioactive materials. 

Five commenters, including a 
representative of AMSA, expressed the 
opinion that POTWs should have the 
legal authority to establish local limits 
for the release of radioactive material 
into sanitary sewers. Three of the 
commenters expressed the concern that, 
although municipalities are held 
responsible for the disposal or beneficial 
use of POTW sludge, the municipalities 
have no control over the radioactivity of 
materials discharged to the sewer 
system that affect sludge quality. One 
commenter expressed the concern that 
the existing regulatory framework is 
inadequate because NRC maintains that 
the party in possession of the 
radioactive material is responsible for 
remediation, offers no assistance to 
POTWs that have been contaminated by 
a licensee’s effluent, and states that the 
AEA indicates that its regulations 
preempt more restrictive local 
regulations. The commenter expressed 
concern that NRC has indicated that this 
position would not change even if NRC 
had proof that material was illegally 
discharged by a licensee and that a 
POTW’s only recourse to recover 
remediation costs is to take legal action 
against the discharger. One of the 
commenters suggested NRC should 
either assume responsibility for 
disposing of radioactive sludge 
generated in POTWs as a result of 
‘‘errant discharge’’ from NRC licensees 
or allow POTWs to regulate the 
discharge of radioactive materials into 
sewer systems. The other commenter 
suggested that, in cases in which the 
reuse or disposal of sludge is restricted 
because of its radiological 
contamination, NRC should cooperate 
with EPA to help affected POTWs 
establish local discharge limits to 
protect the traditional method of 
disposal or reuse of the biosolids. 

Another commenter stated that it was 
not necessary, feasible, or appropriate 
for NRC to develop new regulations that 
would limit the disposal of radioactive 
material into sanitary sewers because 
POTWs already had the legal authority 
and mandate to establish and enforce 
appropriate pretreatment standards that 
would prevent contamination of POTWs 

or sewage sludge, pursuant to the Clean 
Water Act (33 U.S.C. 1317(b) and (d) 
and 1319) and EPA Clean Water Act 
Standards (40 CFR Part 403). 

Response: NRC acknowledges the 
commenters’ concern about the power 
that local authorities have to regulate 
the release of radioactive material to 
their POTWs. The U.S. Supreme Court 
has held that, for certain activities 
covered by the AEA, Federal authority 
preempts other regulatory authorities 
whose purpose is radiation protection. It 
is difficult to predict whether unusual 
cost to the POTW caused by radioactive 
effluent discharges would be a sufficient 
reason to impose more restrictive 
discharge limits than those permitted 
under Federal law because there are no 
Federal cases in which the specific facts 
corresponded to the scenarios faced by 
local POTW authorities. More 
information on this issue is presented in 
Chapter 4 and Section 7.2 of the ISCORS 
recommendations on management of 
radioactive materials in sewage sludge 
and ash (EPA 832–R–03–002B). 

Comments regarding NRC’s 
responsibility for the disposal of 
contaminated sludge are beyond the 
scope of this rulemaking. As discussed 
in Chapter 7 of the ISCORS 
recommendations (EPA 832–R–03– 
002B), in individual cases of 
contamination, legal counsel should be 
consulted to determine if dischargers 
may be liable for portions of 
remediation costs. 

Comment: One commenter 
recommended NRC exempt POTWs 
from any regulations that would apply 
to material released into their systems 
because the potential benefits of 
regulating POTWs would not justify the 
costs. 

Response: This suggestion is beyond 
the scope of this rulemaking. 

Comment: Five commenters, 
including a representative of AMSA, 
expressed the view that POTWs should 
be able to apply the same type of 
pretreatment standards to radionuclides 
in licensees’ effluent that are applied to 
toxic materials discharged into sewer 
systems by industrial dischargers as part 
of EPA’s NPDES program. Commenters 
noted that local limits can account for 
the number of licensees discharging to 
a single POTW, the total flow into a 
POTW, and the effects of various 
treatment process on radionuclide 
reconcentration. Three commenters 
noted that, in general, local restrictions 
on discharges of pollutants to POTWs 
are established by determining an 
allowable load of a pollutant to a POTW 
that will not create a violation of the 
POTW’s effluent limit and not interfere 
with disposal or reuse of the POTW’s 
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biosolids, and then allocating that limit 
among industrial facilities that 
discharge effluent to the POTW. Two 
commenters expressed the view that the 
same process should be used to develop 
individual limits for each radionuclide, 
taking into account each radionuclide’s 
specific activity, half-life, and solubility. 
One commenter noted that this 
procedure cannot be followed with 
radioactive materials because no 
‘‘acceptable’’ levels of radionuclides in 
sludge have been established. Another 
commenter recommended NRC 
coordinate any future regulations 
affecting sanitary sewer discharges with 
EPA requirements for Clean Water Act 
discharges, including Categorical 
Standards, NPDES permits, and 
regulations pertaining to sewage 
sludges. 

Two commenters suggested that, 
because setting limits for radioactive 
materials will be new to many POTWs, 
NRC should provide guidance on 
establishing local limits on the release 
of radioactive materials into sanitary 
sewers. A representative of AMSA 
suggested a number of topics that the 
recommended guidance should address 
and recommended NRC consider two 
EPA resources used to develop limits on 
industrial discharges to POTWs. 

Response: This comment includes 
detailed recommendations about the 
creation of a program in which the 
release of radionuclides into sanitary 
sewers would be regulated by local, 
rather than Federal, authorities, and is 
beyond the scope of this rulemaking. 
Although guidelines for the 
development of local limits under such 
a program have not been developed, 
many of the topics the commenters 
requested be included in such guidance 
are included in the ISCORS 
recommendations on management of 
radioactive materials in sewage sludge 
and ash (EPA 832–R–03–002B), as is 
information about local pretreatment 
programs established in Albuquerque, 
NM, St. Louis, MO, and Oak Ridge, TN. 

Comment: One commenter was 
concerned that system-specific 
discharge limits could be difficult to 
implement if, as is done in the NPDES 
process, discharge limits are based on 
the ‘‘waste assimilative capacity’’ of the 
receiving waterway, which, the 
commenter stated, could be difficult to 
determine. The commenter also 
expressed concern that licensees would 
need to obtain prior approval for sewer 
discharges, and that regulatory agencies 
would need to keep track of separate 
discharge allotments for each licensee 
and any changes to each POTW’s 
treatment processes. The commenter 
noted that an alternative to establishing 

system-specific discharge limits would 
be to set activity limits so low that 
regulatory limits or ALARA goals for 
public doses would be met, irrespective 
of the wastewater treatment process 
used, the capacity of the receiving 
POTW, or the number of dischargers 
discharging to the POTW. The 
commenter noted that this approach 
would not require as much regulatory 
oversight and suggested these 
approaches should be evaluated in an 
EIS. 

Response: NRC acknowledges the 
commenter’s concerns about the 
difficulties involved with implementing 
system-specific discharge limits. An EIS 
that evaluates the alternatives will not 
be developed because the ANPR is being 
withdrawn for the reasons previously 
discussed. 

Comment: One commenter asked for 
clarification as to how the revised rule 
would relate to NRC decommissioning 
standards and various EPA rules and 
suggested NRC hold public hearings on 
the issue. 

Response: NRC is not responding to 
the request for clarification on the 
relationship between the proposed rule 
and EPA or NRC standards because the 
ANPR is being withdrawn. 

Comment: Ten commenters expressed 
the view that any change to the 
regulations governing the release of 
radioactive materials into sanitary 
sewers should have a solid technical 
basis. Three commenters recommended 
NRC delay decisions about the need for 
modifications to the regulation until 
NUREG/CR–6289, which was 
incomplete at the time, was made 
available to licensees. Two commenters 
expressed concern that the ANPR was 
offered without a significant risk 
assessment. Six commenters 
recommended that any proposed change 
in the regulation should be based on a 
realistic assessment of either the 
collective dose or the risks to members 
of the public and POTW workers that 
the new regulations would avert. Two 
commenters expressed the concern that 
changes to the regulations would be 
made for reasons other than technical 
reasons, including regulatory 
convenience, a perception of public 
opinion, or political pressure. 

A representative of the New York 
State Department of Labor remarked that 
some of the regulatory changes 
proposed in the ANPR would be 
complex for both licensees and 
regulatory agencies to implement and, 
therefore, should not be undertaken 
without a without a firm technical basis. 
The commenter expressed the view that, 
except for the exemption of patient 
excreta, all of the options discussed in 

the ANPR required more analysis before 
NRC would have sufficient information 
on which to base a decision. The 
commenter expressed the opinion that 
frequent changes in the same regulation 
are especially burdensome for licensees 
and urged NRC to perform the necessary 
analyses before changing the rule again. 
Representatives of the New York State 
Energy Office and New York State 
Department of Environmental 
Conservation encouraged NRC to 
develop an EIS to evaluate the options 
discussed in the ANPR. The 
representative of the New York State 
Department of Environmental 
Conservation remarked that the current 
regulations, including the revisions 
made in 1991, had never undergone a 
full environmental review. 

Two commenters expressed the 
concern that the current limits on the 
discharge of radioactive material to 
sewers do not reflect the hazards 
radioactive materials could pose in a 
POTW or after release to the 
environment. The commenters 
recommended NRC initiate a study that 
would include a POTW hazard 
identification and assessment, exposure 
and toxicity assessments, and a risk 
characterization. The two commenters 
also recommended NRC study the fate 
and transport of radionuclides in 
sewers, POTWs, and the environment. A 
representative of the City of Oak Ridge 
provided a reference that discussed the 
fate and transport of radionuclides in 
the municipality’s POTW. A 
representative of AMSA recommended 
NRC cooperate with EPA, POTWs, and 
affected industries to assess the 
exposure and contamination pathways 
of radionuclides, and the impact of 
radioactive materials on wastewater 
treatment processes. 

Response: NRC acknowledges the 
commenters’ view that the 1991 revision 
to the regulations governing the release 
of radioactive materials into sanitary 
sewers should have been based upon 
detailed risk analyses. As discussed 
previously, NRC cooperated with 
representatives of EPA and POTWs in 
developing the ISCORS survey and dose 
modeling project to assess the 
radioactive contamination in POTWs 
and pathways for exposure of POTW 
workers and members of the general 
public to radionuclides released into 
sanitary sewers. The results of these 
analyses served as the technical basis 
for the withdrawal of the ANPR. An EIS 
for the rulemaking will not be 
performed because the ANPR is being 
withdrawn for the reasons previously 
discussed. 

Comment: Three commenters, 
including a representative of AMSA, 
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recommended NRC study the extent of 
the use of sewer discharges and 
contamination of POTWs around the 
country. The representative of AMSA 
suggested that, because NRC had 
acknowledged that it did not know how 
many POTWs in the country were 
contaminated with radionuclides and 
because it would be inappropriate to 
develop national standards based on 
contamination in a few isolated cases, 
NRC should establish a task force 
composed of NRC and EPA staff as well 
as representatives of POTWs and 
licensees to study the nature and extent 
of radioactive contamination of POTWs 
nationally. Three commenters 
recommended NRC determine which 
licensees release radioactive material 
into sanitary sewers and two of these 
commenters recommended NRC make 
the information available in a national 
database. Of these commenters, one 
suggested the database should be similar 
to the EPA’s Toxic Release Inventory 
and the other suggested the database 
should include information about the 
mass of each radionuclide discharged 
per year by each licensee, the volume of 
the licensee’s discharge, and the 
licensee’s POTW service area. A 
representative of one utility district 
expressed concern that, as of 1994, the 
NRC had not been able to provide a list 
of the licensees discharging into the 
district’s sewer system and that the 
district had, therefore, been unable to 
initiate an appropriate monitoring 
program. 

Response: NRC acknowledges the 
commenters’ request for a national 
database, but notes that a database that 
contains information about releases of 
radioactive material into sanitary sewers 
by licensees is not being developed. As 
discussed in Section 5.1 of the ISCORS 
recommendations on management of 
radioactive materials in sewage sludge 
and ash (EPA 832–R–03–002B), POTW 
operators are encouraged to contact the 
applicable NRC Regional Office, 
appropriate State Radiation Safety 
Office, and any nearby DOE facilities if 
they have questions about the sewer 
releases of facilities in the POTW’s 
service area that use radioactive 
materials. 

Comment: One commenter requested 
that, because NRC had just begun to 
study the fate of radionuclides in 
POTWs and because NRC did not know 
which of its licensees discharged 
materials into sanitary sewers, a 
moratorium be imposed on the disposal 
of radioactive material into sanitary 
sewers until NRC had the information 
necessary to help POTWs develop 
protective limits. 

Response: NRC notes that this 
comment is beyond the scope of this 
rulemaking. 

Comment: One commenter expressed 
concern that the assumptions used in 10 
CFR part 20 ignored exposures to 
children, fetuses, elderly, people with 
existing body burdens of radioactive 
material, and individuals in other 
sensitive groups. The commenter 
expressed concern that the risk of birth 
defects from ionizing radiation had been 
limited to only two generations in NRC 
analyses and stated that the greatest 
number of birth defects will be seen in 
generations beyond the next two. The 
commenter also expressed the view that 
NRC should consider non-cancer and 
nonfatal cancer health effects in risk 
calculations and expressed concern that 
these effects were not considered in the 
promulgation of 10 CFR part 20. 

Response: The commenter’s remarks 
about NRC’s development of standards 
for the protection against radiation are 
beyond the scope of this rulemaking. 

Comment: Three commenters 
recommended NRC perform a cost/ 
benefit analysis of alternatives to the 
release of radioactive materials into 
sanitary sewers before proceeding with 
a rulemaking and two of those 
commenters expressed the view that the 
proposed changes could not be justified 
by either a risk analysis or cost/benefit 
analysis. One commenter urged NRC to 
apply the backfit provisions that apply 
to power reactors to a broader scope of 
rulemaking decisions, and expressed the 
view that the alternatives suggested in 
the ANPR could not be justified in a 
backfit analysis. 

Response: NRC is not performing a 
cost/benefit analysis or risk analysis 
because the ANPR is being withdrawn 
for the reasons previously discussed. 
The staff note that the commenter’s 
opinions about NRC’s backfit provisions 
are beyond the scope of this rulemaking. 

Comment: One commenter expressed 
the concern that limits based on overly- 
simplified dose models could be overly- 
restrictive and could cause unintended 
harm to the public by limiting beneficial 
uses of radioactive materials. The 
commenter suggested NRC consider the 
‘‘total societal impact’’ of its release 
limits, and expressed the view that NRC 
and other regulatory agencies typically 
perform inadequate assessments of the 
financial impacts of their rules. The 
commenter added that NRC should not 
avoid this responsibility by claiming 
that the AEA does not give it the 
responsibility to evaluate the total 
societal impact of its rules, because 
evaluation of cost, benefit, and total 
societal impact is inherently included in 

the concept of maintaining doses 
ALARA. 

Response: NRC acknowledges the 
commenter’s concern about the 
adequacy of financial impact analyses 
performed by NRC and other regulatory 
agencies. NRC staff agree that, as 
defined in 10 CFR 20.1003, the term 
‘‘ALARA’’ indicates consideration of 
societal and socioeconomic impacts. 

Comment: Five commenters 
expressed the opinion that, in general, 
any changes to the regulations should 
allow less radioactive material to be 
released into sanitary sewers. Reasons 
for this position included new 
information about the adverse effects of 
chronic exposure to low levels of 
ionizing radiation, information about 
the synergistic effects of radiation and 
chemical pollutants, and concern about 
the cumulative effects of multiple 
sources of radiation on public health 
and the environment. Two commenters 
suggested that all radioactive waste 
should be isolated in secure storage or 
disposal facilities. Another commenter 
stated that NRC should not allow 
environmental build-up of multiple 
sources of radiation even if each, 
individually, could be dismissed as 
being minimal. One commenter stated 
that his organization had commented on 
the revision of 10 CFR part 20 
repeatedly and that it remains 
concerned that the allowable 
concentrations of many radionuclides in 
air and water increase. 

Response: The ANPR is being 
withdrawn for the reasons previously 
explained. Comments about the basis for 
NRC’s standards for the protection 
against radiation are beyond the scope 
of this rulemaking. 

Comment: Four commenters 
expressed the opinion that the potential 
burden that additional restrictions on 
the release of radioactive material into 
sanitary sewers would impose on 
licensees is secondary to the primary 
goal of protecting public health and 
safety and should be given little weight 
in the evaluation of whether additional 
restrictions should be established. Two 
commenters expressed concern that, in 
the ANPR, NRC made several inquiries 
about the impacts of new restrictions on 
licensees without expressing a similar 
interest in the potential impacts of the 
release of radioactive material into 
sanitary sewers on other parties. One of 
the commenters expressed the view that 
the concern for licensees may be 
misplaced because it is municipalities, 
and not licensees, that ultimately bear 
the costs of disposal of contaminated 
sludge and POTW decontamination. 
The commenter also remarked that it 
appeared to be more appropriate for 
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licensees, rather than the public, to bear 
the expense of the disposal of 
radioactive materials used by licensees. 
The other commenter suggested NRC 
should have solicited comments 
regarding the potential impact of the 
regulations on public health, healthcare 
costs, contamination of agricultural 
land, restriction of land uses, and 
environmental degradation. Two 
commenters stated that it would be 
inappropriate for NRC to allow any risk 
to members of the public to lessen 
economic or regulatory burden on 
licensees. Another commenter noted 
that, in cases in which contamination of 
a POTW has been discovered, licensees 
must recognize that safety of the 
community is more important than the 
desire for a licensee to use its current 
disposal options. 

Response: NRC acknowledges the 
commenters’ concerns regarding the 
specific requests for comment in the 
ANPR. With regard to the consideration 
given to the potential effects of changes 
in the regulation on public health and 
the environment as compared to 
potential burdens on licensees, the NRC 
staff notes that a significant effort was 
made to study the potential effects of 
the release of radioactive material into 
sanitary sewers on the public and 
POTW workers in conjunction with the 
ISCORS reports that were described 
previously. Comments about the basis 
for NRC’s standards for the protection 
against radiation are beyond the scope 
of this rulemaking. 

Comment: Six commenters suggested 
that detection of radionuclides at a few 
POTWs is an insufficient reason to 
impose additional restrictions on the 
release of radioactive material to 
sanitary sewers. These commenters 
stated that radioactivity can be 
measured at very low levels that are not 
expected to cause a significant adverse 
health effect for any individual. One 
commenter stated that lowering release 
limits to values that are significantly 
lower than limits needed to protect the 
public makes it more difficult for 
licensees to assure compliance of 
medical research and clinical staff with 
radiation safety procedures and 
undermines the public’s confidence in 
realistic exposure or activity standards. 
Another commenter recommended NRC 
acknowledge that the risks caused by 
radioactivity in sewage sludge are small 
compared to the risks associated with 
the extra handling and transportation of 
waste that would occur if releases of 
radioactive material to sanitary sewers 
were eliminated. 

One commenter also suggested that, 
because radioactivity can exist in sewer 
systems and POTWs without causing a 

significant dose to any individual, and 
because there are beneficial uses of 
radioactive materials, that it might be 
better to attempt to build public 
acceptance of the current practices than 
it would be to lower release limits or 
eliminate sewer discharge. Another 
commenter suggested incidents of 
contamination should be handled in a 
consistent, routine way without undue 
alarm. A representative of DOE 
predicted that any discovery of 
radioactive contamination of sewage 
pipes or sewage treatment plants is 
likely to result in regulatory concern, 
even if the possible doses are tiny, 
because it may take time to determine 
whether the contamination poses a 
threat to public health and safety. 

Response: NRC acknowledges the 
commenters’ opinions, which support 
the withdrawal of the ANPR. The staff 
acknowledges the commenters’ 
recommendations about proper 
treatment of cases of contamination, but 
notes they are beyond the scope of this 
rulemaking. 

Comment: Three commenters 
addressed the potential for accidental 
releases of radioactive material into 
sanitary sewers. One commenter 
hypothesized that the case studies 
presented in the ANPR may have been 
the result of abnormal events and 
expressed the opinion that no amount of 
regulation, planning or notification can 
prevent inadvertent releases that result 
from system failures or other errors. 
Another commenter suggested NRC 
should realize that, irrespective of its 
regulations, an individual is likely to 
find a way to defeat ‘‘reasonable 
safeguards.’’ Another commenter 
expressed concern that the modeling 
results described in the ANPR did not 
account for the potential for accidental 
releases in excess of the 10 CFR part 20 
limits and suggested the reported 
calculated doses may be underestimates. 

Response: NRC acknowledges the 
commenters’ statements about the 
possibility of accidental releases. NRC 
staff note that its inspections are 
designed to ensure licensees’ operations 
are conducted safely and in accordance 
with good practices and license 
conditions. With respect to the 
commenter’s concern that the dose 
modeling results discussed in the ANPR 
do not include the effects of accidental 
releases, NRC staff note that the doses 
estimated in NUREG/CR–1548 did not 
include the potential effects of 
accidental releases; however, the doses 
reported in the ISCORS dose modeling 
report (NUREG–1783) were based on 
observed levels of radioactivity 
measured in conjunction with the 
ISCORS sewage sludge survey (NUREG– 

1775) and, therefore, reflect any 
accidental releases that may have been 
made to the 313 POTWs surveyed. 

Comment: Seven commenters 
addressed LLW disposal. Four 
commenters noted that additional 
restrictions on the release of radioactive 
materials to sewers would increase the 
amount of low level radioactive waste 
that would need to be disposed of in 
some other way. Two commenters 
recommended NRC evaluate the options 
proposed in the ANPR in the context of 
the risks associated with the disposal of 
low level nuclear waste and the limited 
capacity of LLW disposal facilities. Two 
commenters noted that many licensees 
had, as of 1994, very limited or no 
access to LLW disposal facilities and 
one of the commenters noted that 
licensees without access to a LLW 
disposal facility would need to store 
waste on site indefinitely. Three 
commenters noted that additional 
restrictions on the release of radioactive 
materials into sanitary sewers would be 
especially burdensome because the 
facilities they represented lacked access 
to LLW disposal sites. One commenter 
stated that sewer disposal is the primary 
way that many medical research and 
biotechnology laboratories minimize 
generation of LLW. 

One commenter expressed the 
concern that the use of sanitary sewer 
disposal of radioactive material would 
increase because of the high cost and 
limited availability of LLW disposal. 
The commenter noted that the release of 
radioactive material into sanitary sewers 
itself can lead to the creation of large 
volumes of LLW by contaminating 
sludge. Another commenter opposed the 
implication that sanitary sewer 
disposals would be used as a means of 
relief from the relative inaccessibility of 
LLW disposal and noted that most types 
of LLW do not meet the requirements 
for release into sanitary sewers. 

Response: NRC acknowledges the 
commenters’ concerns regarding the 
impact that the proposed changes would 
have because of some licensees’ lack of 
access to LLW disposal facilities. These 
comments support the withdrawal of 
the ANPR. 

NRC also acknowledges the 
commenter’s concern that limitations on 
LLW disposal could lead to an increase 
in the release of radioactive material to 
sanitary sewers. The NRC staff notes 
that the results of the ISCORS sewage 
sludge survey (NUREG/CR–1775) do not 
indicate that the frequency of POTW 
contamination incidents has increased 
since the commenters’ remarks were 
made in 1994. 

Comment: Five commenters 
expressed the opinion that licensees 
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should bear all costs associated with 
waste disposal. One commenter 
suggested NRC’s descriptions of case 
studies should include a description of 
the financial costs associated with the 
contamination and should indicate the 
party paying the remediation costs. Two 
commenters stated that NRC licensees 
should bear the costs of data collection, 
data reporting, and worker training 
needed to implement any new NRC 
studies or regulations needed to protect 
POTWs from contamination. Two 
commenters expressed the view that 
licensees should pay to have monitoring 
equipment installed at POTWs. 

Response: NRC acknowledges the 
commenter’s suggestion that NRC’s 
descriptions of case studies should 
include information about the economic 
aspects of the contamination and notes 
that some information about 
remediation costs is provided in Section 
1.2 of the ISCORS recommendations on 
management of radioactive materials in 
sewage sludge and ash (EPA 832–R–03– 
002B). Comments regarding the costs 
associated with implementation of new 
sewer release restrictions are moot 
because the ANPR is being withdrawn. 

Comment: Six commenters expressed 
opinions about NRC enforcement 
actions. A representative of DOE stated 
that it was unclear whether one or more 
of the incidents described in the ANPR 
involved violations of the regulations, 
and suggested enhanced inspections, 
and not additional rulemaking, would 
be the most appropriate way to 
eliminate contamination of POTWs. 
Three commenters suggested NRC or 
POTWs should verify licensee’s 
reported discharges into sanitary sewers 
and one commenter suggested 
compliance with NRC regulations 
should be demonstrated at the licensee’s 
outfall into the sanitary sewer system so 
that POTWs would not be impacted and 
would not need to implement special 
controls. Two representatives of POTWs 
noted that POTWs routinely sample the 
effluent of major industrial users as part 
of their industrial pretreatment 
programs. Another commenter 
suggested NRC should assist POTWs 
with monitoring of licensee’s effluents 
and enforcement of the discharge limits. 

Response: NRC notes that suggestions 
about inspection and enforcement 
activities are beyond the scope of this 
rulemaking. 

Comment: Six commenters made 
specific suggestions about monitoring. 
Two commenters suggested licensees’ 
outfalls and potable water intakes 
should be monitored, and three 
commenters suggested monitoring also 
should occur at POTWs. One of the 
commenters that advocated monitoring 

at POTWs expressed the view that 
monitoring would limit uncertainty in 
model results and would facilitate the 
study of the effects of influent 
radionuclide form and quantity on 
POTW worker doses. The commenter 
also suggested licensees should be 
encouraged to provide dosimetry and 
elementary radiation safety training to 
POTW workers. One commenter 
expressed the opinion that 
radionuclides in licensees’ effluents 
should be monitored to record the 
highest concentrations discharged and 
facilitate a regulator’s ability to link 
discharges with their sources. Three 
commenters suggested the radioactivity 
of sewage sludge should be monitored. 
One commenter expressed concern 
about the radioactivity of an engineered 
wetland used to treat wastewater in his 
town. 

Response: Recommendations 
regarding locations for monitoring a 
licensee’s effluent are beyond the scope 
of the proposed rulemaking. 

Comment: A representative of the 
New York State Department of 
Environmental Conservation 
recommended that the Notice of 
Proposed Rulemaking for any change to 
the regulation governing the release of 
radioactive material into sanitary sewers 
notice, for public comment, the 
compatibility category NRC intends to 
apply to each provision so that 
Agreement States and other interested 
parties can participate in decisions 
about compatibility requirements. The 
commenter stated that, as of 1994, 
Agreement States were required to 
develop regulations that were 
compatible with the revised 10 CFR part 
20 without NRC having determined 
compatibility requirements and stated 
that this type of situation must not 
recur. 

Response: NRC acknowledges the 
commenter’s recommendation that 
intended compatibility categories be 
included in Notices of Proposed 
Rulemaking. Compatibility categories 
for the options discussed in the ANPR 
are moot because the ANPR is being 
withdrawn. 

Comment: One commenter expressed 
a number of concerns about the case 
studies described in the ANPR. 
Concerns raised by the commenter 
included specific exposure pathways 
that may not have been included in the 
dose analyses, the appropriateness of 
NRC’s comparison of doses with 
background radiation, and the concern 
that calculated doses to individuals 
could have been higher if the sludge to 
which they were exposed included 
radiation from multiple sources. The 
commenter expressed the view that 

radioactivity in the environment may 
increase because of human activity, and 
that it would be inappropriate to 
consider manmade contributions of 
radioactivity to the environment in the 
calculation of ‘‘background’’ radiation, 
or to allow releases because they would 
be minimal in comparison to 
background radiation. The commenter 
also remarked that the cases of 
contamination that had occurred in 
Washington, DC, and Cleveland, OH, 
indicated the potential for 
contamination to be significant to large 
populations. In addition, the commenter 
asked specific questions about the 
assumptions used to calculate the doses 
resulting from the case studies 
discussed in the ANPR and what 
sources of radiation NRC included in its 
calculation of ‘‘background radiation.’’ 

Response: The commenter’s concerns 
about the doses calculated in the case 
studies are no longer applicable because 
more recent studies served as the 
technical basis for the withdrawal of the 
ANPR. NRC acknowledges the 
commenter’s concern regarding 
contamination at POTWs. The 
commenter’s specific questions about 
the modeling assumptions used to 
calculate doses for the case studies 
discussed in the ANPR are addressed in 
NUREG/CR–1548. NRC notes that its 
definition of ‘‘background radiation,’’ 
provided in 10 CFR 20.1003, excludes 
contributions of radioactivity from 
source, byproduct, or special nuclear 
materials regulated by NRC. 

For the reasons cited in this document, 
NRC withdraws this ANPR. 

Dated at Rockville, Maryland, this 11th day 
of October, 2005. 

For the Nuclear Regulatory Commission. 
Luis A. Reyes, 
Executive Director for Operations. 
[FR Doc. 05–22432 Filed 11–9–05; 8:45 am] 
BILLING CODE 7590–01–P 

SMALL BUSINESS ADMINISTRATION 

13 CFR Part 121 

RIN 3245–AF28 

Small Business Size Standards; 
Security Guards and Patrol Services 

AGENCY: U.S. Small Business 
Administration. 
ACTION: Proposed rule. 

SUMMARY: The U.S. Small Business 
Administration (SBA) proposes to 
increase the size standard for the 
Security Guards and Patrol Services 
Industry (North American Industry 
Classification System (NAICS) 561612) 
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from $10.5 million in average annual 
receipts to $15.5 million. The proposed 
revision is being made to better define 
the size of business in this industry 
based on a review of industry 
characteristics. 

DATES: Comments must be received by 
SBA on or before December 12, 2005. 
ADDRESSES: You may submit comments, 
identified by RIN 3245–AF28 by any of 
the following methods: (1) Federal 
eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments; 
(2) Fax: (202) 205–6390; or (3) Mail/ 
Hand Delivery/Courier: Gary M. 
Jackson, Assistant Administrator for 
Size Standards, 409 Third Street, SW., 
Mail Code 6530, Washington, DC 20416. 
FOR FURTHER INFORMATION CONTACT: Carl 
Jordan or Diane Heal, Office of Size 
Standards, (202) 205–6618 or 
sizestandards@sba.gov. 

SUPPLEMENTARY INFORMATION: The U.S. 
Small Business Administration (SBA) 
has received requests from firms in the 
Security Guards and Patrol Services 
Industry (referred to as the Security 
Guards Industry) to review the current 
$10.5 million size standard. This size 
standard was last revised in 2002 to 
incorporate an inflation adjustment to 
receipt-based size standards (67 FR 
3041, January 23, 2002). These firms 
believe that a size standard increase is 
warranted due to the increased costs of 
complying with Federal agency 
requirements for security guards, 
increased number of large security firms 
competing for Federal contracts, and the 
relative success by large firms in 
winning Federal contracts. These firms 
also believe that these industry trends 
would shrink the pool of eligible small 
businesses causing Federal agencies to 
scale back their use of small business 
preferences in Federal procurement. 
Below is a discussion of the 
methodology used by SBA to review its 
size standards, and the analysis leading 
to the proposal to increase the Security 
Guards Industry’s size standard to $15.5 
million. 

Size Standards Methodology: 
Congress granted SBA discretion to 
establish detailed size standards (15 
U.S.C. 632(a)(2)). SBA’s Standard 
Operating Procedure (SOP) 90 01 3, 
‘‘Size Determination Program’’ 
(available on SBA’s web site at  
http://www.sba.gov/library/ 
soproom.html) describes four factors for 
establishing and evaluating size 
standards: (1) The structure of the 
industry and its various economic 
characteristics; (2) SBA program 
objectives and the impact of different 

size standards on these programs; (3) 
whether a size standard successfully 
excludes those businesses which are 
dominant in the industry; and (4) other 
factors if applicable. Other factors, 
including the impact on other Federal 
agencies’ programs, may come to the 
attention of SBA during the public 
comment period or from SBA’s own 
research on the industry. No formula or 
weighting has been adopted so that the 
factors may be evaluated in the context 
of a specific industry. Below is a 
discussion of SBA’s analysis of the 
economic characteristics of an industry, 
the impact of a size standard on SBA 
programs, and the evaluation of whether 
a firm at or below a size standard could 
be considered dominant in the industry 
under review. 

Industry Analysis: Section 3(a)(3) of 
the Small Business Act (15 U.S.C. 632 
(a)(3)), requires that size standards vary 
by industry to the extent necessary to 
reflect differing industry characteristics. 
SBA has two ‘‘base’’ or ‘‘anchor’’ size 
standards that apply to most 
industries—500 employees for 
manufacturing industries and $6 million 
in average annual receipts for 
nonmanufacturing industries. SBA 
established 500 employees as the anchor 
size standard for the manufacturing 
industries at SBA’s inception in 1953 
and shortly thereafter established a $1 
million average annual receipts size 
standard for the nonmanufacturing 
industries. The receipts-based anchor 
size standard for the nonmanufacturing 
industries has been adjusted 
periodically for inflation so that, 
currently, the anchor size standard is $6 
million. Anchor size standards are 
presumed to be appropriate for an 
industry unless its characteristics 
indicate that larger firms have a much 
greater significance within that industry 
than the ‘‘typical industry.’’ 

When evaluating a size standard, the 
characteristics of the specific industry 
under review are compared to the 
characteristics of a group of industries, 
referred to as a ‘‘comparison group.’’ A 
comparison group is a large number of 
industries grouped together to represent 
the typical industry. It can be comprised 
of all industries, all manufacturing 
industries, all industries with receipt- 
based size standards, or some other 
logical grouping. 

If the characteristics of a specific 
industry are similar to the average 
characteristics of the comparison group, 
then the anchor size standard is 
considered appropriate for the industry. 
If the specific industry’s characteristics 
are significantly different from the 
characteristics of the comparison group, 
a size standard higher or, in rare cases, 

lower than the anchor size standard may 
be considered appropriate. The larger 
the differences between the specific 
industry’s characteristics and the 
comparison group’s characteristics, the 
larger the difference between the 
appropriate industry size standard and 
the anchor size standard. SBA will 
consider adopting a size standard below 
the anchor size standard only when (1) 
all or most of the industry 
characteristics are significantly smaller 
than the average characteristics of the 
comparison group, or (2) other industry 
considerations strongly suggest that the 
anchor size standard would be an 
unreasonably high size standard for the 
industry under review. 

The primary evaluation factors that 
SBA considers in analyzing the 
structural characteristics of an industry 
include average firm size, distribution of 
firms by size, start-up costs, and 
industry competition (13 CFR 
121.102(a) and (b)). SBA also examines 
the possible impact of a size standard 
revision on SBA’s programs as an 
evaluation factor. SBA generally 
considers these five factors to be the 
most important evaluation factors in 
establishing or revising a size standard 
for an industry. However, it will also 
consider and evaluate other information 
that it believes relevant to the decision 
on a size standard for a particular 
industry. Public comments submitted 
on proposed size standards are also an 
important source of additional 
information that SBA closely reviews 
before making a final decision on a size 
standard. Below is a brief description of 
each of the five evaluation factors. 

1. ‘‘Average firm size’’ is simply total 
industry receipts (or number of 
employees) divided by the number of 
firms in the industry. If the average firm 
size of an industry is significantly 
higher than the average firm size of a 
comparison industry group, this fact 
would be viewed as supporting a size 
standard higher than the anchor size 
standard. Conversely, if the industry’s 
average firm size is similar to or 
significantly lower than that of the 
comparison industry group, it would be 
a basis to adopt the anchor size standard 
or, in rare cases a lower size standard. 

2. ‘‘Distribution of firms by size’’ is 
the proportion of industry receipts, 
employment, or other economic activity 
accounted for by firms of different sizes 
in an industry. If the preponderance of 
an industry’s economic activity 
attributed by smaller firms, this tends to 
support adopting the anchor size 
standard. A size standard higher than 
the anchor size standard is supported 
for an industry in which the distribution 
of firms indicates that economic activity 
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is concentrated among the largest firms 
in an industry. 

In this proposed rule, SBA examines 
the percent of total industry sales 
cumulatively generated by firms up to a 
certain level of sales. For example, 
assume for the industry under review 
that 30 percent of total industry sales 
are generated by firms of less than $10 
million in sales. This statistic is 
compared to a comparison group. For 
the nonmanufacturer anchor 
comparison group (used in this 
proposed rule), firms of less than $10 
million in sales cumulatively generated 
49.4 percent of total industry sales. 
Viewed in isolation, the lower figure for 
the industry under review indicates the 
presence of larger-sized firms in this 
industry than firms in the industries in 
the nonmanufacturing anchor size 
standards comparison group and, 
therefore, a higher size standard may be 
warranted. 

3. ‘‘Start-up costs’’ affect a firm’s 
initial size because entrants into an 
industry must have sufficient capital to 
start and maintain a viable business. To 
the extent that firms entering into one 
industry have greater financial 
requirements than firms do in other 
industries, SBA is justified in 
considering a higher size standard. In 
lieu of direct data on start-up costs, SBA 
uses a proxy measure to assess the 
financial burden for entry-level firms. 
For this analysis, SBA has calculated 
average firm assets within an industry. 
Data from the Risk Management 
Association’s Annual Statement 
Studies, 2000–2001, provide average 
sales to total assets ratios. These were 
applied to the average receipts size of 
firm in an industry to estimate average 
firm assets. An industry with a 
significantly higher level of average firm 
assets than that of the comparison group 
is likely to have higher start-up costs, 
which would tend to support a size 
standard higher than the anchor size 
standard. Conversely, if the industry 
showed a significantly lower level of 
average firm assets when compared to 
the comparison group, the anchor size 
standard would be considered the 
appropriate size standard, or in rare 
cases a lower size standard. 

4. ‘‘Industry competition’’ is assessed 
by measuring the proportion or share of 

industry receipts obtained by firms that 
are among the largest firms in an 
industry. In this proposed rule, SBA 
compares the proportion of industry 
receipts generated by the four largest 
firms in the industry—generally referred 
to as the ‘‘four-firm concentration 
ratio’’—to the average four-firm 
concentration ratio for industries in the 
comparison groups. If a significant 
proportion of economic activity within 
the industry is concentrated among a 
few relatively large producers, SBA 
tends to set a size standard relatively 
higher than the anchor size standard in 
order to assist firms in a broader size 
range to compete with firms that are 
larger and more dominant in the 
industry. In general, however, SBA does 
not consider this to be an important 
factor in assessing a size standard if the 
four-firm concentration ratio falls below 
40 percent for an industry under review. 

5. ‘‘Impact of a size standard revision 
on SBA programs’’ refers to the possible 
impact a size standard change may have 
on the level of small business 
assistance. This assessment most often 
focuses on the proportion or share of 
Federal contract dollars awarded to 
small businesses in the industry in 
question. In general, the lower the share 
of Federal contract dollars awarded to 
small businesses in an industry which 
receives significant Federal contracting 
revenues, the greater is the justification 
for a size standard higher than the 
existing one. 

Another factor to evaluate the impact 
of a proposed size standard on SBA’s 
programs is the volume of guaranteed 
loans within an industry and the size of 
firms obtaining those loans. This factor 
is sometimes examined to assess 
whether the current size standard may 
be restricting the level of financial 
assistance to firms in that industry. If 
small businesses receive significant 
amounts of assistance through these 
programs, or if the financial assistance 
is provided mainly to small businesses 
much lower than the size standard, a 
change to the size standard (especially 
if it is already above the anchor size 
standard) may not be necessary. 

Evaluation of Industry Size Standard: 
The two tables below show the industry 
structure characteristics for the Security 
Guards Industry and for two comparison 

groups. The first comparison group is 
comprised of all industries with a $6 
million receipts-based size standard 
referred to as the nonmanufacturing 
anchor group. Since SBA’s size 
standards analysis is assessing whether 
the Security Guards Industry’s size 
standard should be moderately higher, 
or much higher than the 
nonmanufacturing anchor size standard, 
this is the most logical set of industries 
to group together for the industry 
analysis. In addition, this group 
includes a sufficient number of firms to 
afford a meaningful assessment and 
comparison of industry characteristics. 
The second comparison group consists 
of the nonmanufacturing industries with 
the highest receipt-based size standards 
established by SBA. SBA refers to this 
comparison group as the 
‘‘nonmanufacturing higher-level size 
standard group.’’ This group’s size 
standards range from $21 million to $30 
million. If an industry’s characteristics 
are significantly larger than those of the 
nonmanufacturing anchor group, SBA 
will compare them to the characteristics 
of the higher-level size standards group. 
By doing so, SBA can assess whether a 
size standard should be among the 
highest size standards or somewhere 
between the anchor size standard and 
the highest size standards. 

For its analysis, SBA examined 2002 
industry data prepared for SBA’s Office 
of Advocacy by the U.S. Bureau of the 
Census (http://www.sba.gov/advo/ 
research/us_rec02.txt), data from a U.S. 
Bureau of the Census report 
‘‘Investigation and Security Services: 
2002’’, (Report EC02–561–06), and data 
from the Risk Management 
Association’s Annual Statement 
Studies, 2000–2001. SBA also examined 
Federal contract award data for fiscal 
years 2002–2004 from the U.S. General 
Service Administration’s Federal 
Procurement Data Center, and SBA’s 
internal loan database on SBA 
guaranteed loans during fiscal year 
2004. 

Security Guards Industry Structure 
Considerations: Table 1 shows data on 
three evaluation factors for the Security 
Guards Industry and the two 
comparison groups. These factors are 
average firm size, average firm assets, 
and the four-firm concentration ratio. 

TABLE 1.—SELECTED INDUSTRY CHARACTERISTICS BY INDUSTRY CATEGORY 

Industry category 
Average firm 
size receipts 

(millions) 

Average firm 
assets 

(millions) 

Four-firm con-
centration ratio 

(percent) 

Security Guards and Patrol Services .......................................................................................... $2.81 $0.43 32.7 
Nonmanufacturing Anchor Group ................................................................................................ 1.29 0.60 14.4 
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TABLE 1.—SELECTED INDUSTRY CHARACTERISTICS BY INDUSTRY CATEGORY—Continued 

Industry category 
Average firm 
size receipts 

(millions) 

Average firm 
assets 

(millions) 

Four-firm con-
centration ratio 

(percent) 

Higher-level Size Standard Group ............................................................................................... 4.73 2.00 26.4 

For the Security Guards Industry, its 
average firm size in receipts is more 
than twice that of the average firm size 
in the nonmanufacturer anchor group, 
but significantly lower than the average 
firm size in the higher-level size 
standards group. This factor indicates a 
size standard within a range of $13 to 
$15 million may be appropriate, which 
is slightly more than double the $6 
million anchor size standard. The 
average firm assets factor is below the 
nonmanufacturing anchor group and 
does not provide a basis for increasing 
the current size standard. The four-firm 
concentration ratio provides some 

support for a change to the current size 
standard. While the factor is appreciably 
higher than the average industry in the 
two comparison groups, it is not at a 
sufficient level to suggest that larger 
firms in the industry could control the 
industry through pricing or other forms 
of collaboration nor that a very 
substantial increase to the size standard 
should be considered. In relation to the 
higher-level size standards group, the 
four-firm concentration ratio suggests a 
standard higher than $10.5 million is 
reasonable. The level of the size 
standard, however, should be based on 

the consideration of the other evaluation 
factors. 

Table 2 below examines the size 
distribution of firms. For this factor, 
SBA evaluates the percent of total sales 
cumulatively generated by firms at or 
below specific receipts sizes. For 
example, firms in the Security Guards 
Industry with $10 million or less in 
receipts cumulatively obtained 27.1 
percent of total industry sales. Within 
the nonmanufacturing anchor group, 
these size firms captured 49.4 percent of 
total industry sales while similar firms 
in the higher-level size standards group 
captured 21.1 percent. 

TABLE 2.—PERCENTAGE DISTRIBUTION OF FIRMS BY RECEIPTS SIZE 

Industry category 

Percent of industry sales by firm of 

< $1 
million 

< $5 
million 

< $10 
million 

< $50 
million 

Security Guards ............................................................................................. 7.0% 19.4% 27.1% 43.9% 
Nonmanufacturing Anchor Group .................................................................. 16.8% 39.9% 49.4% 63.7% 
Higher-level Size Standard Group ................................................................. 3.8% 13.3% 21.1% 40.4% 

The distribution of sales for the 
Security Guards Industry show the 
presence of larger-sized firms than in 
the nonmanufacturer anchor group, but 
not as large as those in the higher-level 
size standards group. The data for the 
less than $1 million and less than $5 
million size classes support a size 
standard well above the anchor size 
standard, but below the higher-level size 
standards ranges. The other two size 
classes, less than $10 million and less 
than $50 million, support a size 
standard at or near the higher-level size 
standards range. Considering the overall 
distributions across size classes, an 
appropriate size standard appears to be 
near, but below, the higher-level size 
standards group, such as between $18 
million to $20 million. 

SBA Program Considerations: SBA 
also considers the potential impact of 
changing a size standard on its 
programs. Because SBA’s review of the 
Security Guards Industry’s size standard 
was prompted by concerns about the 
application of the size standard to 
Federal contracting, SBA examines the 
pattern of Federal contract awards to 
small businesses as one of the factors in 
evaluating whether the size standard 
should be revised. The findings provide 

mixed support for a change to the 
current size standard. 

Small businesses in the Security 
Guards Industry received 37.2 percent 
of the total dollar value of Federal 
contracts awarded during fiscal years 
(FY) 2003 and 2004. This share is 
moderately higher than the 28 percent 
of sales cumulative generated by firms 
at or below the current $10.5 million 
size standard. This performance 
indicates that small businesses as 
currently defined have not encountered 
substantial difficulties in obtaining 
Federal contracts, and does not provide 
a basis for revising the size standard. 

SBA also evaluated specific contract 
data available for FY 2002 and 2003 to 
assess the concern that Federal contracts 
may be concentrated among a few firms. 
The data revealed some degree of 
concentration may exist. Between 400 
and 500 businesses received security 
guard contracts in those two years. In 
FY 2002, three businesses captured two- 
thirds of the dollar value of Federal 
security guard contracts. However, in 
FY 2003, the top three large businesses 
obtained only 38 percent. Only one 
large business was among the top three 
contractors in both years. These 
contracting patterns indicate that one 

large business is the top contractor for 
Federal security guard contracts, but 
both large and small businesses have 
many opportunities. As with the 
assessment of the factor of industry 
concentration discussed above, the 
distribution of Federal contracts 
suggests that a standard higher than 
$10.5 million is a reasonable change, 
but does not provide a basis to 
significantly depart from the level 
indicated by the analysis of the industry 
evaluation factors. 

SBA also reviewed data on its 
financial assistance to small businesses 
in this industry. In FY 2003 and 2004, 
SBA guaranteed an average of 75 loans 
for $10.8 million in the Security Guards 
Industry. Ninety percent of these loans 
were made to firms less than half the 
current size standard. It is unlikely that 
an increase to the size standard would 
have an appreciable impact on the 
financial programs, and therefore, this 
factor is not part of the assessment of 
this industry’s size standard. 

SBA Proposal: Based on the analysis 
of each evaluation factor, SBA is 
proposing a $15.5 million size 
standard—a $5 million increase (47 
percent) to the current size standard. 
Three of the five evaluation factors 
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support a size standard higher than the 
current $10.5 million size standard, 
while the other two factors support no 
change. SBA believes the presence of 
large-sized firms in the industry, as 
depicted by the factors of average size 
firm, the distribution of firms by size, 
and four-firm concentration ratio, is 
sufficiently strong to support a moderate 
change to the current size standard. The 
proposed size standard represents an 
average of the lower range of potential 
size standards indicated by the average 
firm size and size distribution factors. 

Dominant in Field of Operation: 
Section 3(a) of the Small Business Act 
defines a small concern as one that is (1) 
independently owned and operated, (2) 
not dominant in its field of operations 
and (3) within detailed definitions or 
size standards established by the SBA 
Administrator. SBA considers as part of 
its evaluation of a size standard whether 
a business concern at or below a size 
standard would be considered dominant 
in its field of operation. This assessment 
generally considers the market share of 
firms at the proposed or final size 
standard, or other factors that may show 
whether a firm can exercise a major 
controlling influence on a national basis 
in which significant numbers of 
business concerns are engaged. 

SBA has determined that no firm at or 
below the proposed size standard for the 
Security Guards Industry would be of a 
sufficient size to dominate its field of 
operation. The largest firm at the size 
standard level generates less than 0.11 
percent of total industry receipts. This 
level of market share effectively 
precludes any ability for a firm at or 
below the proposed size standard from 
exerting a controlling effect on this 
industry. 

Alternative Size Standards: SBA 
considered an alternative size standard 
based on average number of employees 
instead of average annual receipts. This 
approach was considered in a proposed 
rule of March 19, 2004 (69 FR 13130) as 
part of restructuring of size standards. 
Because of the large proportion of part- 
time employees in this industry, SBA 
has decided to retain average annual 
receipts as the size standard measure. A 
receipts-based size standard treats firms 
more equitably because firms vary on 
the use of part-time employees and 
subcontractors. An employee size 
standard could unintentionally 
influence decisions of some firms to 
alter the use of part-time employees and 
subcontractors to retain their status as 
small businesses. 

SBA welcomes public comments on 
its size standard for the Security Guards 
Industry. Comments on alternatives, 
including the option of retaining the 

size standard at $10.5 million or 
establishing an employee-based size 
standards as discussed above, should 
explain why the alternative would be 
preferable to the proposed size standard. 

Compliance With Executive Orders 
12866, 12988, and 13132, the 
Paperwork Reduction Act (44 U.S.C. 
Ch. 35), and the Regulatory Flexibility 
Act (5 U.S.C. 601–612) 

The Office of Management and Budget 
(OMB) has determined that this 
proposed rule is not a ‘‘significant’’ 
regulatory action for purposes of 
Executive Order 12866. For the purpose 
of the Paperwork Reduction Act, 44 
U.S.C. Ch. 35, SBA has determined that 
this rule would not impose new 
reporting or recordkeeping 
requirements, other than those required 
of SBA. For purposes of Executive Order 
13132, SBA has determined that this 
rule does not have any Federalism 
implications warranting the preparation 
of a federalism assessment. For 
purposes of Executive Order 12988, 
SBA has determined that this rule is 
drafted, to the extent practicable, in 
accordance with the standards set forth 
in that Order. 

Initial Regulatory Flexibility Analysis 
Under the Regulatory Flexibility Act 

(RFA), this rule, if finalized, may have 
a significant impact on a substantial 
number of small entities engaged in the 
Security Guards Industry. As described 
above, this rule may impact small 
entities seeking SBA (7a) and 504 
Guaranteed Loan Programs, its 
Economic Impact Disaster Loans, and 
SBA and other Federal small business 
procurement preference programs. 
Newly defined small businesses would 
benefit from SBA’s 7(a) and 504 
Guaranteed Loan Programs. SBA 
estimates that one or two additional 
loans totaling $1 million or less in new 
Federal loan guarantees could be made 
to these newly defined small businesses. 
Because of the size of the loan 
guarantees, most loans are made to 
small businesses well below the size 
standard. Thus, increasing the size 
standard will likely result in only a 
small increase in small business 
guaranteed loans to businesses in this 
industry, and the $1 million estimate 
may overstate the actual impact. These 
additional loan guarantees, because of 
their limited magnitude, will have 
virtually no impact on the overall 
availability of loans for SBA’s loan 
programs, which have averaged about 
88,000 loans totaling more than $17 
billion in fiscal year 2004. 

The size standard may also affect 
small businesses participating in 

programs of other agencies that use SBA 
size standards. As a practical matter, 
however, SBA cannot estimate the 
impact of a size standard change on 
each and every Federal program that 
uses its size standards. Immediately 
below, SBA sets forth an initial 
regulatory flexibility analysis (IRFA) of 
this proposed rule on the Security 
Guards Industry addressing the 
following questions: (1) What is the 
need for and objective of the rule, (2) 
what is SBA’s description and estimate 
of the number of small entities to which 
the rule will apply, (3) what is the 
projected reporting, recordkeeping, and 
other compliance requirements of the 
rule, (4) what are the relevant Federal 
rules which may duplicate, overlap or 
conflict with the rule and (5) what 
alternatives will allow the Agency to 
accomplish its regulatory objectives 
while minimizing the impact on small 
entities? 

(1) What is the need for and objective of 
the rule? 

The revision to the size standard for 
the Security Guards Industry more 
appropriately defines the size of 
businesses in this industry that SBA 
believes should be eligible for Federal 
small business assistance programs. 
SBA reviewed the structure of this 
industry using five factors that were 
compared with averages for two groups 
of industries. A review of the latest 
available data supports a change to the 
current size standard. 

(2) What is SBA’s description and 
estimate of the number of small entities 
to which the rule will apply? 

SBA estimates that 50 additional 
firms out of 4,853 firms in this industry 
would be considered small as a result of 
this rule, if adopted. The firms would be 
eligible to seek available SBA assistance 
provided that they meet other program 
requirements. Firms becoming eligible 
for SBA assistance as a result of this 
rule, if finalized, cumulatively generate 
$790 million in this industry out of a 
total of $13.6 billion in annual receipts. 
The small business coverage in this 
industry would increase by 5.8 percent 
of total receipts. Also, SBA estimates 
that approximately 100 small businesses 
that are within 20 percent of the existing 
size standard could grow and retain 
their small business status if this 
proposed rule were adopted. 
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(3) What are the projected reporting, 
recordkeeping, and other compliance 
requirements of the rule and an estimate 
of the classes of small entities which 
will be subject to the requirements? 

A new size standard does not impose 
any additional reporting, recordkeeping 
or compliance requirements on small 
entities. Increasing size standards 
expands access to SBA programs that 
assist small businesses, but does not 
impose a regulatory burden as they 
neither regulate nor control business 
behavior. 

(4) What are the relevant Federal rules 
which may duplicate, overlap or conflict 
with the rule? 

This proposed rule overlaps with 
other Federal rules that use SBA’s size 
standards to define a small business. 
Under § 3(a)(2)(C) of the Small Business 
Act, 15 U.S.C. 632(a)(2)(c), unless 
specifically authorized by statute, 
Federal agencies must use SBA’s size 
standards to define a small business. In 
1995, SBA published in the Federal 
Register a list of statutory and 
regulatory size standards that identified 
the application of SBA’s size standards 
as well as other size standards used by 
Federal agencies (60 FR 57988–57991, 
dated November 24, 1995). SBA is not 
aware of any Federal rule that would 
duplicate or conflict with establishing 
size standards. 

Other Federal agencies also may use 
SBA size standards for a variety of 

regulatory and program purposes. If 
such a case exists where an SBA size 
standard is not appropriate, an agency 
may establish its own size standards 
with the approval of the SBA 
Administrator (see 13 CFR 121.902– 
903). For purposes of a regulatory 
flexibility analysis, agencies must 
consult with SBA’s Office of Advocacy 
when developing different size 
standards for their programs (13 CFR 
121.902(b)(4)). 

(5) What alternatives will allow the 
Agency to accomplish its regulatory 
objectives while minimizing the impact 
on small entities? 

SBA considered an alternative size 
standard based on average number of 
employees instead of average annual 
receipts. It also considered a range of 
size standards as part of the assessment 
of each evaluations factor. Because of 
the large proportion of part-time 
employees in this industry, an employee 
size standard could unintentionally 
influence decisions of some firms to 
alter the use of part-time employees and 
subcontractors to remain as small 
businesses. SBA believes that a 
moderate increase to the size standard 
will assist businesses that should be 
included as small businesses and small 
businesses that are growing. In selecting 
the proposed size standard, currently 
defined small businesses will not be 
competitively disadvantaged as 
compared to a much higher size 
standard. 

SBA welcomes comments on other 
alternatives that minimize the impact of 
this rule on small businesses and 
achieve the objectives of this rule. These 
comments should describe the 
alternative and explain why it is 
preferable to this proposed rule. 

List of Subjects in 13 CFR Part 121 

Administrative practice and 
procedure, Government procurement, 
Government property, Grant programs— 
business, Individuals with disabilities, 
Loan programs—business, Reporting 
and recordkeeping requirements, Small 
businesses. 

For the reasons set forth in the 
preamble, SBA proposes to amend part 
13 CFR Part 121 as follows. 

PART 121—SMALL BUSINESS SIZE 
REGULATIONS 

1. The authority citation for part 121 
continues to read as follows: 

Authority: 15 U.S.C. 632(a), 634(b)(6), 
636(b), 637(a), 644(c), and 662(5); and Sec. 
304, Pub. L. 103–403, 108 Stat. 4175, 4188, 
Pub. L. 106–24, 113 Stat. 39. 

2. In § 121.201, in the table ‘‘Small 
Business Size Standards by NAICS 
Industry,’’ under the heading 
‘‘Subsector 561—Administrative and 
Support Services,’’ revise the entry for 
561612 to read as follows: 

§ 121.201 What size standards has SBA 
identified by North American Industry 
Classification System codes? 

SMALL BUSINESS SIZE STANDARDS BY NAICS INDUSTRY 

NAICS codes NAICS U.S. industry title 
Size standards 
in millions of 

dollars 

Size standards 
in number of 
employees 

* * * * * * * 

Subsector 561—Administrative and Support Services 

* * * * * * * 
561612 ............................................. Security Guards and Patrol Services ........................................................ $15.5 

* * * * * * * 
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Dated: November 3, 2005. 
Hector V. Barreto, 
Administrator. 
[FR Doc. 05–22430 Filed 11–9–05; 8:45 am] 
BILLING CODE 8025–01–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 21 

[Docket No. FAA–2003–14825; Notice No. 
05–13] 

RIN 2120–AH90 

Standard Airworthiness Certification of 
New Aircraft 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Supplemental notice of 
proposed rulemaking. 

SUMMARY: The FAA is proposing 
language to supplement a proposal 
published in the Federal Register on 
February 15, 2005. This action is 
necessary to include in the proposal a 
provision from the recently enacted 
Safe, Accountable, Flexible, and 
Efficient Transportation Equity Act: A 
Legacy for Users. The supplemental 
language allows a person to 
manufacture one new aircraft based on 
a type certificate without holding the 
type certificate or having a licensing 
agreement from the type certificate 
holder, provided the manufacturing 
began before August 5, 2004. 
DATE: Send your comments on or before 
December 12, 2005. 
ADDRESSES: You may send comments 
identified by Docket Number FAA– 
2003–14825 using any of the following 
methods: 

• DOT Docket Web site: Go to 
http://dms.dot.gov and follow the 
instructions for sending your comments 
electronically. 

• Government-wide rulemaking Web 
site: Go to http://www.regulations.gov 
and follow the instructions for sending 
your comments electronically. 

• Mail: Docket Management Facility; 
U.S. Department of Transportation, 400 
Seventh Street, SW., Nassif Building, 
Room PL–401, Washington, DC 20590– 
001. 

• Fax: 1–202–493–2251. 
• Hand Delivery: Room PL–401 on 

the plaza level of the Nassif Building, 
400 Seventh Street, SW., Washington, 
DC, between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 

For more information on the 
rulemaking process, see the 

SUPPLEMENTARY INFORMATION section of 
this document. 

Privacy: We will post all comments 
we receive, without change, to http:// 
dms.dot.gov, including any personal 
information you provide. For more 
information, see the Privacy Act 
discussion in the SUPPLEMENTARY 
INFORMATION section of this document. 

Docket: To read background 
documents or comments received, go to 
http://dms.dot.gov at any time or to 
Room PL–401 on the plaza level of the 
Nassif Building, 400 Seventh Street, 
SW., Washington, DC, between 9 a.m. 
and 5 p.m., Monday through Friday, 
except Federal holidays. 
FOR FURTHER INFORMATION CONTACT: Dan 
Hayworth, Airworthiness Certification 
Branch, AIR–230, Federal Aviation 
Administration, 800 Independence 
Avenue, SW., Washington, DC 20591, 
telephone (202) 267–8449. 
SUPPLEMENTARY INFORMATION: 

Comments Invited 

The FAA invites interested persons to 
participate in this rulemaking by 
submitting written comments, data, or 
views. We also invite comments relating 
to the economic, environmental, energy, 
or federalism impacts that might result 
from adopting the proposals in this 
document. The most helpful comments 
reference a specific portion of the 
proposal, explain the reason for any 
recommended change, and include 
supporting data. We ask that you send 
us two copies of written comments. 

We will file in the docket all 
comments we receive, as well as a 
report summarizing each substantive 
public contact with FAA personnel 
concerning this proposed rulemaking. 
The docket is available for public 
inspection before and after the comment 
closing date. If you wish to review the 
docket in person, go to the address in 
the ADDRESSES section of this preamble 
between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 
You may also review the docket using 
the Internet at the web address in the 
ADDRESSES section. 

Privacy Act: Using the search function 
of our docket Web site, anyone can find 
and read the comments received into 
any of our dockets, including the name 
of the individual sending the comment 
(or signing the comment on behalf of an 
association, business, labor union, etc.). 
You may review DOT’s complete 
Privacy Act Statement in the Federal 
Register published on April 11, 2000 
(65 FR 19477–78) or you may visit 
http://dms.dot.gov. 

Before acting on this proposal, we 
will consider all comments we receive 

on or before the closing date for 
comments. We will consider comments 
filed late if it is possible to do so 
without incurring expense or delay. We 
may change this proposal in light of the 
comments we receive. 

If you want the FAA to acknowledge 
receipt of your comments on this 
proposal, include with your comments 
a pre-addressed, stamped postcard on 
which the docket number appears. We 
will stamp the date on the postcard and 
mail it to you. 

Proprietary or Confidential Business 
Information 

Do not file in the docket information 
that you consider to be proprietary or 
confidential business information. Send 
or deliver this information directly to 
the person identified in the FOR FURTHER 
INFORMATION CONTACT section of this 
document. You must mark the 
information that you consider 
proprietary or confidential. If you send 
the information on a disk or CD ROM, 
mark the outside of the disk or CD ROM 
and also identify electronically within 
the disk or CD ROM the specific 
information that is proprietary or 
confidential. 

Under 14 CFR 11.35(b), when we are 
aware of proprietary information filed 
with a comment, we do not place it in 
the docket. We hold it in a separate file 
to which the public does not have 
access, and place a note in the docket 
that we have received it. If we receive 
a request to examine or copy this 
information, we treat it as any other 
request under the Freedom of 
Information Act (5 U.S.C. 552). We 
process such a request under the DOT 
procedures found in 49 CFR part 7. 

Availability of Rulemaking Documents 

You can get an electronic copy using 
the Internet by: 

(1) Searching the Department of 
Transportation’s electronic Docket 
Management System (DMS) Web page 
(http://dms.dot.gov/search); 

(2) Visiting the FAA’s Regulations and 
Policies Web page at http:// 
www.faa.gov/regulations_policies/; or 

(3) Accessing the Government 
Printing Office’s Web page at http:// 
www.gpoaccess.gov/fr/index.html. 

You can also get a copy by sending a 
request to the Federal Aviation 
Administration, Office of Rulemaking, 
ARM–1, 800 Independence Avenue 
SW., Washington, DC 20591, or by 
calling (202) 267–9680. Make sure to 
identify the docket number, notice 
number, or amendment number of this 
rulemaking. 
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Authority for This Rulemaking 

The FAA’s authority to issue rules 
regarding aviation safety is found in 
Title 49 of the United States Code. 
Subtitle I, section 106 describes the 
authority of the FAA Administrator. 
Subtitle VII, Aviation Programs, 
describes in more detail the agency’s 
authority. This rulemaking is 
promulgated under the authority 
described in subtitle VII, part A, subpart 
III, section 44701(a)(5). Under that 
section the FAA is charged to promote 
safe flight of civil aircraft in air 
commerce by prescribing regulations 
and minimum standards for practices, 
methods, and procedures that the 
Administrator finds necessary for safety 
in air commerce. Additionally, 
§ 44704(a)(3) specifically mandates that 
a ‘‘person may manufacture a new 
aircraft, aircraft engine, propeller, or 
appliance based on a type certificate 
(TC) only if such other person is the 
holder of the type certificate or has 
permission from the holder.’’ Paragraph 
(a)(4) of that section includes a 
limitation for aircraft manufactured 
before August 5, 2004 and states that 
‘‘paragraph (3) shall not apply to a 
person who began the manufacture of an 
aircraft before August 5, 2004, and who 
demonstrates to the satisfaction of the 
Administrator that such manufacture 
began before August 5, 2004.’’ That 
paragraph further states that ‘‘a person 
is permitted to invoke this exception 
with regard to the manufacture of one 
aircraft.’’ By prescribing requirements 
for manufacturers of new aircraft, this 
proposed regulation is within the scope 
of the Administrator’s general authority 
and fulfills the statutory mandate set 
forth in § 44704(a). 

Background 

On February 15, 2005, the FAA 
published in the Federal Register a 
proposal that, among other things, 
would incorporate into our regulations 
requirements contained in laws recently 
passed by Congress. See 70 FR 7829. 
One portion of the proposal would 
incorporate a provision enacted as part 
of Vision 100—Century of Aviation 
Reauthorization Act of 2003 (Pub. L. 
108–176, 117 Stat. 2490). Section 811 of 
that Act states that ‘‘a person may 
manufacture a new aircraft, aircraft 
engine, propeller, or appliance based on 
a type certificate (TC) only if such other 
person is the holder of the type 
certificate or has permission from the 
holder.’’ Accordingly, our proposal was 
to add a new section to our regulations, 
14 CFR 21.6, which would prohibit 
manufacture of a new aircraft, aircraft 
engine, or propeller based on a TC 

unless the manufacturer is the holder of 
the TC or has a licensing agreement 
from the holder to manufacture the 
product. The comment period on the 
proposal closed on April 18, 2005. 

The New Proposal 
The Safe, Accountable, Flexible, and 

Efficient Transportation Equity Act: A 
Legacy for Users (SAFETEA–LU), Public 
Law 109–59, which was signed into law 
on August 10, 2005, contains an 
exception from the requirement that the 
manufacturer of a new aircraft based on 
a TC be the holder of the TC or have the 
permission of the TC holder. This 
exception is available with regard to the 
manufacture of only one aircraft, which 
the person seeking the exception must 
have begun manufacturing before 
August 5, 2004. 

In light of this development, we are 
requesting public comment on the 
corresponding language we are 
proposing as a supplement to the 
original proposal (discussed below). We 
are not requesting comment on other 
portions of the original proposal at this 
time. The comments we received in 
response to the original proposal are 
posted in the electronic docket for 
public information purposes. We plan to 
respond to the issues raised by the 
commenters on the original proposal in 
the final rule document. We will also 
respond to any comments we receive in 
response to this supplementary proposal 
at that time. 

Section 21.6 Manufacture of New 
Aircraft, Aircraft Engines, and 
Propellers 

The FAA proposes adding new 
§ 21.6(a) that would prohibit a person 
from manufacturing a new aircraft, 
aircraft engine, or propeller based on a 
type certificate unless the person: 

• Is the holder of the type certificate, 
or has a licensing agreement from the 
holder of the type certificate to 
manufacture the product; and 

• Meets the requirements of subpart F 
or G of part 21. 

The reference to subparts F and G 
means that the person would have to 
comply with our regulations governing 
production under a type certificate only 
or a production certificate, respectively, 
when manufacturing a new aircraft, 
aircraft engine, or propeller based on a 
type certificate. Proposed paragraph (a) 
is identical in content to § 21.6 in the 
original proposal. 

Proposed § 21.6(b) would allow a 
person to manufacture one aircraft 
without meeting the requirements of 
paragraph (a), provided that person can 
provide evidence acceptable to the 
Administrator that he or she began 

manufacturing the aircraft before August 
5, 2004. 

The exception for a person who began 
to manufacture an aircraft before August 
5, 2004 would apply only to aircraft, not 
to aircraft engines or propellers. This is 
based on the specific language of 
SAFETEA–LU, which specifically refers 
to aircraft, but not aircraft engines or 
propellers. The person seeking to 
manufacture a new aircraft under this 
exception would have to demonstrate to 
FAA’s satisfaction that manufacturing 
began before August 5, 2004. 
Documentation that could be used to 
demonstrate manufacture of the aircraft 
prior to that date would include items 
such as: Receipts for purchase of parts 
or materials; dated photographs; and 
dated information received from the 
FAA related to the manufacturing or 
certification process for the specific 
aircraft. 

Paperwork Reduction Act 

Information collection requirements 
in proposed § 21.6 have previously been 
approved by the Office of Management 
and Budget (OMB) under the provisions 
of the Paperwork Reduction Act of 1995 
(44 U.S.C. 3507(d)), and have been 
assigned OMB Control Number 2120– 
0005. 

International Compatibility 

The FAA has determined that a 
review of the Convention on 
International Civil Aviation (ICAO) 
Standards and Recommended Practices 
is not warranted because there are no 
Standards and Recommended Practices 
that correspond to these proposed 
regulations. 

Executive Order 12866 and DOT 
Regulatory Policies and Procedures 

Executive Order 12866, Regulatory 
Planning and Review, directs the FAA 
to assess both the costs and benefits of 
a regulatory change. We are not allowed 
to propose or adopt a regulation unless 
we make a reasoned determination that 
the benefits of the intended regulation 
justify the costs. Our assessment of this 
proposal indicates that its economic 
impact is minimal. Since its costs and 
benefits do not make it a ‘‘significant 
regulatory action’’ as defined in the 
Order, we have not prepared a 
‘‘regulatory evaluation,’’ which is the 
written cost/benefit analysis ordinarily 
required for rulemaking proposals under 
the DOT Regulatory Policies and 
Procedures. We do not need to do the 
latter analysis where the economic 
impact of a proposal is minimal. 
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Regulatory Flexibility Act 

The Regulatory Flexibility Act (RFA) 
of 1980, (5 U.S.C. 601 et seq.) directs the 
FAA to fit regulatory requirements to 
the scale of the business, organizations, 
and governmental jurisdictions subject 
to the regulation. We are required to 
perform a review when a proposed or 
final action will have a significant 
impact on a substantial number of 
‘‘small entities’’ as defined by the Act. 
If we find that the action will have a 
significant impact, we must do a 
‘‘regulatory flexibility analysis.’’ 

This proposed rule implements a one- 
aircraft exception to the requirement to 
obtain the TC holder’s permission for a 
person building a new aircraft based on 
a TC when that person’s manufacture of 
the aircraft began before August 5, 2004. 
Its economic impact is minimal. 
Therefore, we certify that this proposed 
action would not have a significant 
economic impact on a substantial 
number of small entities. 

Trade Impact Assessment 

The Trade Agreement Act of 1979 
prohibits Federal agencies from 
engaging in any standards or related 
activities that create unnecessary 
obstacles to the foreign commerce of the 
United States. Legitimate domestic 
objectives, such as safety, are not 
considered unnecessary obstacles. The 
statute also requires consideration of 
international standards and where 
appropriate, that they be the basis for 
U.S. standards. The FAA has assessed 
the potential effect of this proposed rule 
and has determined that it will impose 
the same costs on domestic and 
international entities and thus has a 
neutral trade impact. 

Unfunded Mandates Assessment 

The Unfunded Mandates Reform Act 
of 1995 (the Act), enacted as Public Law 
104–4 on March 22, 1995, is intended, 
among other things, to curb the practice 
of imposing unfunded Federal mandates 
on State, local, and tribal governments. 
Title II of the Act requires each Federal 
agency to prepare a written statement 
assessing the effects of any Federal 
mandate in a proposed or final agency 
rule that may result in a $100 million or 
more expenditure (adjusted annually for 
inflation) in any one year by State, local, 
and tribal governments, in the aggregate, 
or by the private sector. Such a mandate 
is deemed to be a ‘‘significant regulatory 
action.’’ The FAA currently uses an 
inflation-adjusted value of $120.7 
million in lieu of $100 million. 

The proposed rule does not contain 
such a mandate. Therefore, the 
requirements of Title II of the Unfunded 

Mandates Reform Act of 1995 do not 
apply. 

Regulations Affecting Intrastate 
Aviation in Alaska 

Section 1205 of the FAA 
Reauthorization Act of 1996 (110 Stat. 
3213) requires the Administrator, when 
modifying regulations in Title 14 of the 
CFR in a manner affecting intrastate 
aviation in Alaska, to consider the 
extent to which Alaska is not served by 
transportation modes other than 
aviation, and to establish such 
regulatory distinctions as he or she 
considers appropriate. Because this 
proposed rule would apply to the 
certification of aircraft built by 
individuals or small businesses and 
their subsequent operation, it could, if 
adopted, affect intrastate aviation in 
Alaska. The FAA therefore specifically 
requests comments on whether there is 
justification for applying the proposed 
rule differently in intrastate operations 
in Alaska. 

Executive Order 13132, Federalism 

The FAA has analyzed this proposed 
rule under the principles and criteria of 
Executive Order 13132, Federalism. We 
determined that this action would not 
have a substantial direct effect on the 
States, on the relationship between the 
national Government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government. Therefore, we 
determined that this proposed rule does 
not have federalism implications. 

Environmental Analysis 

FAA Order 1050.1E identifies FAA 
actions that are categorically excluded 
from preparation of an environmental 
assessment or environmental impact 
statement under the National 
Environmental Policy Act in the 
absence of extraordinary circumstances. 
The FAA has determined this proposed 
rulemaking action qualifies for the 
categorical exclusion identified in 
paragraph 308(c)(1) and involves no 
extraordinary circumstances. 

Regulations That Significantly Affect 
Energy Supply, Distribution, or Use 

The FAA has analyzed this SNPRM 
under Executive Order 13211, Actions 
Concerning Regulations that 
Significantly Affect Energy Supply, 
Distribution, or Use (66 FR 28355, May 
18, 2001). We have determined that it is 
not a ‘‘significant energy action’’ under 
the executive order because it is not a 
‘‘significant regulatory action’’ under 
Executive Order 12866, and it is not 
likely to have a significant adverse effect 

on the supply, distribution, or use of 
energy. 

List of Subjects in 14 CFR Part 21 

Aircraft, Aviation safety, Exports, 
Imports, Reporting and recordkeeping 
requirements. 

The Proposed Amendment 

For the reasons stated above, the FAA 
proposes to amend part 21 of Title 14, 
Code of Federal Regulations as follows: 

PART 21—CERTIFICATION 
PROCEDURES FOR PRODUCTS AND 
PARTS 

1. The authority citation for part 21 
continues to read as follows: 

Authority: 42 U.S.C. 7572; 49 U.S.C. 
106(g), 40105, 40113, 44701–44702, 44704, 
44707, 44709, 44711, 44713, 44715, 45303. 

2. Add new § 21.6 to read as follows: 

§ 21.6 Manufacture of new aircraft, aircraft 
engines, and propellers. 

(a) Except as specified in paragraph 
(b) of this section, no person may 
manufacture a new aircraft, aircraft 
engine, or propeller based on a type 
certificate unless the person: 

(1) Is the holder of the type certificate 
or has a licensing agreement from the 
holder of the type certificate to 
manufacture the product; and 

(2) Meets the requirements of subpart 
F or G of this part. 

(b) A person may manufacture one 
new aircraft based on a type certificate 
without meeting the requirements of 
paragraph (a) of this section if that 
person can provide evidence acceptable 
to the Administrator that the 
manufacture of the aircraft by that 
person began before August 5, 2004. 

Issued in Washington, DC, on November 4, 
2005. 

John J. Hickey, 
Director, Aircraft Certification Service. 
[FR Doc. 05–22457 Filed 11–9–05; 8:45 am] 

BILLING CODE 4910–13–P 
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DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 39 

[Docket No. FAA–2005–22917; Directorate 
Identifier 2005–NM–157–AD] 

RIN 2120–AA64 

Airworthiness Directives; Bombardier 
Model CL–600–1A11 (CL–600), CL– 
600–2A12 (CL–601), and CL–600–2B16 
(CL–601–3A, CL–601–3R, and CL–604) 
Airplanes 

AGENCY: Federal Aviation 
Administration (FAA), Department of 
Transportation (DOT). 
ACTION: Notice of proposed rulemaking 
(NPRM). 

SUMMARY: The FAA proposes to adopt a 
new airworthiness directive (AD) for 
certain Bombardier Model CL–600– 
1A11 (CL–600), CL–600–2A12 (CL–601), 
and CL–600–2B16 (CL–601–3A, CL– 
601–3R, & CL–604) airplanes. This 
proposed AD would require modifying 
the rudder balance spring assembly by 
installing a new adjustable balance 
spring, and rigging the assembly to suit 
the rudder of each airplane. This 
proposed AD results from production 
inspections that showed that the spring 
assembly that controls rudder balance 
may not have the correct pre-load on 
some airplanes. We are proposing this 
AD to prevent uncommanded yaw 
movements and consequent reduced 
controllability of the airplane. 
DATES: We must receive comments on 
this proposed AD by December 12, 
2005. 

ADDRESSES: Use one of the following 
addresses to submit comments on this 
proposed AD. 

• DOT Docket Web site: Go to 
http://dms.dot.gov and follow the 
instructions for sending your comments 
electronically. 

• Government-wide rulemaking Web 
site: Go to http://www.regulations.gov 
and follow the instructions for sending 
your comments electronically. 

• Mail: Docket Management Facility, 
U.S. Department of Transportation, 400 

Seventh Street SW., Nassif Building, 
room PL–401, Washington, DC 20590. 

• Fax: (202) 493–2251. 
• Hand Delivery: Room PL–401 on 

the plaza level of the Nassif Building, 
400 Seventh Street SW., Washington, 
DC, between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 

Contact Bombardier, Inc., Canadair, 
Aerospace Group, P.O. Box 6087, 
Station Centre-ville, Montreal, Quebec 
H3C 3G9, Canada, for service 
information identified in this proposed 
AD. 
FOR FURTHER INFORMATION CONTACT: 
Daniel Parrillo, Aerospace Engineer, 
Systems and Flight Test Branch, ANE– 
172, FAA, New York Aircraft 
Certification Office, 1600 Stewart 
Avenue, Suite 410, Westbury, New York 
11590; telephone (516) 228–7305; fax 
(516) 794–5531. 
SUPPLEMENTARY INFORMATION: 

Comments Invited 
We invite you to submit any relevant 

written data, views, or arguments 
regarding this proposed AD. Send your 
comments to an address listed in the 
ADDRESSES section. Include the docket 
number ‘‘FAA–2005–22917; Directorate 
Identifier 2005-NM–157-AD’’ at the 
beginning of your comments. We 
specifically invite comments on the 
overall regulatory, economic, 
environmental, and energy aspects of 
the proposed AD. We will consider all 
comments received by the closing date 
and may amend the proposed AD in 
light of those comments. 

We will post all comments we 
receive, without change, to http:// 
dms.dot.gov, including any personal 
information you provide. We will also 
post a report summarizing each 
substantive verbal contact with FAA 
personnel concerning this proposed AD. 
Using the search function of that Web 
site, anyone can find and read the 
comments in any of our dockets, 
including the name of the individual 
who sent the comment (or signed the 
comment on behalf of an association, 
business, labor union, etc.). You may 
review the DOT’s complete Privacy Act 
Statement in the Federal Register 
published on April 11, 2000 (65 FR 

19477–78), or you may visit http:// 
dms.dot.gov. 

Examining the Docket 

You may examine the AD docket on 
the Internet at http://dms.dot.gov, or in 
person at the Docket Management 
Facility office between 9:00 a.m. and 
5:00 p.m., Monday through Friday, 
except Federal holidays. The Docket 
Management Facility office (telephone 
(800) 647–5227) is located on the plaza 
level of the Nassif Building at the DOT 
street address stated in the ADDRESSES 
section. Comments will be available in 
the AD docket shortly after the Docket 
Management System receives them. 

Discussion 

Transport Canada Civil Aviation 
(TCCA), which is the airworthiness 
authority for Canada, notified us that an 
unsafe condition may exist on certain 
Bombardier Model CL–600–1A11 (CL– 
600), CL–600–2A12 (CL–601), and CL– 
600–2B16 (CL–601–3A, CL–601–3R, & 
CL–604) airplanes. TCCA advises that 
production inspections showed that the 
spring assembly that controls rudder 
balance may not have the correct pre- 
load on some airplanes. The spring 
assembly must be pre-loaded correctly 
so it can position the rudder close to its 
neutral position in case one of several 
linked components in the aft section of 
the rudder assembly disconnects during 
flight. If the rudder is not positioned 
close to neutral in this instance, 
excessive rudder deflections (side-to- 
side movements) may occur. In order to 
ensure that the rudder moves to neutral 
position and rudder deflections remain 
within acceptable limits, the balance 
spring assembly must be modified and 
rigged to suit the rudder of each 
airplane. No linked components in the 
aft section of the rudder assembly have 
disconnected in service; however, this 
condition, if not corrected, could result 
in uncommanded yaw movement and 
reduced controllability of the airplane. 

Relevant Service Information 

Bombardier has issued the service 
bulletins in the following table. 

SERVICE BULLETINS 

Bombardier service bulletin— For Bombardier airplane model(s)— 

600–0714, including Appendixes 1 and 2, dated April 4, 2003 ............... CL–600–1A11 (CL–600). 
601–0549, including Appendixes 1 and 2, dated April 4, 2003 ............... CL–600–2A12 (CL–601) and CL–600–2B16 (CL–601–3A and CL–601– 

3R). 
604–27–013, including Appendixes 1 and 2, dated April 4, 2003 ........... CL–600–2B16 (CL–604). 
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The service bulletins describe 
procedures for modifying the rudder 
balance spring assembly by installing a 
new adjustable balance spring; and 
rigging the adjustable rudder balance 
spring assembly by measuring, 
adjusting, and testing the deflection to 
be within the limits specified in the 
applicable service bulletin. If the 
deflection cannot be adjusted to be 
within acceptable limits defined in the 
service bulletins, the service bulletins 
specify that operators contact the 
manufacturer for further instructions. 

Accomplishing the actions specified 
in the service information is intended to 
adequately address the unsafe 
condition. TCCA mandated the service 
information and issued Canadian 
airworthiness directive CF–2005–21, 
dated June 23, 2005, to ensure the 
continued airworthiness of these 
airplanes in Canada. 

FAA’s Determination and Requirements 
of the Proposed AD 

These airplane models are 
manufactured in Canada and are type 
certificated for operation in the United 
States under the provisions of section 
21.29 of the Federal Aviation 
Regulations (14 CFR 21.29) and the 
applicable bilateral airworthiness 
agreement. Pursuant to this bilateral 
airworthiness agreement, TCCA has 
kept the FAA informed of the situation 
described above. We have examined 
TCCA’s findings, evaluated all pertinent 
information, and determined that we 
need to issue an AD for airplanes of this 
type design that are certificated for 
operation in the United States. 

Therefore, we are proposing this AD, 
which would require accomplishing the 
actions specified in the service 
information described previously, 
except as discussed under ‘‘Difference 
Between Proposed AD, Service Bulletin 
604–27–013, and Canadian 
Airworthiness Directive.’’ 

Difference Between Proposed AD and 
Service Bulletins 

The service bulletins specify that you 
contact the manufacturer for 
instructions on how to make certain 
adjustments, but this proposed AD 
would require you to make the 
adjustments using a method that we or 
TCCA approve. 

Difference Among Proposed AD, 
Service Bulletin 604–27–013, and 
Canadian Airworthiness Directive 

Although the Canadian airworthiness 
directive and Bombardier Service 
Bulletin 604–27–013 indicate that the 
actions proposed in this AD would 
apply to Model CL–600–2B16 (CL–604) 

airplanes, serial numbers (S/Ns) 5301 
through 5584, this proposed AD would 
apply to S/Ns 5301 through 5564. 
Service Bulletin Information Sheet 604– 
27–013, dated January 30, 2004, 
indicates that Model CL–600–2B16 (CL– 
604) airplanes, S/Ns 5565 and 
subsequent, are scheduled to have this 
modification in production. Therefore, 
this proposed AD would not apply to 
Model CL–600–2B16 (CL–604) 
airplanes, S/Ns 5565 and subsequent. 

The manufacturer is aware of this 
discrepancy, and concurs with the 
change. This difference has also been 
coordinated with TCCA. 

Costs of Compliance 
This proposed AD would affect about 

501 airplanes of U.S. registry. The 
proposed actions would take about 12 
work hours per airplane, at an average 
labor rate of $65 per work hour. 
Required parts would cost about $1,749 
per airplane. Based on these figures, the 
estimated cost of the proposed AD for 
U.S. operators is $1,267,029, or $2,529 
per airplane. 

Authority for This Rulemaking 
Title 49 of the United States Code 

specifies the FAA’s authority to issue 
rules on aviation safety. Subtitle I, 
Section 106, describes the authority of 
the FAA Administrator. Subtitle VII, 
Aviation Programs, describes in more 
detail the scope of the Agency’s 
authority. 

We are issuing this rulemaking under 
the authority described in Subtitle VII, 
Part A, Subpart III, Section 44701, 
‘‘General requirements.’’ Under that 
section, Congress charges the FAA with 
promoting safe flight of civil aircraft in 
air commerce by prescribing regulations 
for practices, methods, and procedures 
the Administrator finds necessary for 
safety in air commerce. This regulation 
is within the scope of that authority 
because it addresses an unsafe condition 
that is likely to exist or develop on 
products identified in this rulemaking 
action. 

Regulatory Findings 
We have determined that this 

proposed AD would not have federalism 
implications under Executive Order 
13132. This proposed AD would not 
have a substantial direct effect on the 
States, on the relationship between the 
national Government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government. 

For the reasons discussed above, I 
certify that the proposed regulation: 

1. Is not a ‘‘significant regulatory 
action’’ under Executive Order 12866; 

2. Is not a ‘‘significant rule’’ under the 
DOT Regulatory Policies and Procedures 
(44 FR 11034, February 26, 1979); and 

3. Will not have a significant 
economic impact, positive or negative, 
on a substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

We prepared a regulatory evaluation 
of the estimated costs to comply with 
this proposed AD and placed it in the 
AD docket. See the ADDRESSES section 
for a location to examine the regulatory 
evaluation. 

List of Subjects in 14 CFR Part 39 

Air transportation, Aircraft, Aviation 
safety, Safety. 

The Proposed Amendment 

Accordingly, under the authority 
delegated to me by the Administrator, 
the FAA proposes to amend 14 CFR part 
39 as follows: 

PART 39—AIRWORTHINESS 
DIRECTIVES 

1. The authority citation for part 39 
continues to read as follows: 

Authority: 49 U.S.C. 106(g), 40113, 44701. 

§ 39.13 [Amended] 

2. The Federal Aviation 
Administration (FAA) amends § 39.13 
by adding the following new 
airworthiness directive (AD): 

Bombardier, Inc. (Formerly Canadair): 
Docket No. FAA–2005–22917; 
Directorate Identifier 2005-NM–157-AD. 

Comments Due Date 

(a) The FAA must receive comments on 
this AD action by December 12, 2005. 

Affected ADs 

(b) None. 

Applicability 

(c) This AD applies to Bombardier Model 
CL–600–1A11 (CL–600), CL–600–2A12 (CL– 
601), and CL–600–2B16 (CL–601–3A, CL– 
601–3R, & CL–604) airplanes, certificated in 
any category; as identified in Table 1 of this 
AD. 

TABLE 1.—AFFECTED AIRPLANES BY 
SERIAL NUMBER 

Bombardier airplane 
model 

Affected serial 
numbers 

CL–600–1A11 (CL–600) .. 1004 through 
1085 inclusive. 

CL–600–2A12 (CL–601) .. 3001 through 
3066 inclusive. 

CL–600–2B16 (CL–601– 
3A and CL–601–3R).

5001 through 
5194 inclusive 

CL–600–2B16 (CL–604) .. 5301 through 
5564 inclusive. 
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Unsafe Condition 

(d) This AD results from production 
inspections that showed that the spring 
assembly that controls rudder balance may 
not have the correct pre-load on some 
airplanes. We are issuing this AD to prevent 
uncommanded yaw movements and 

consequent reduced controllability of the 
airplane. 

Compliance 
(e) You are responsible for having the 

actions required by this AD performed within 
the compliance times specified, unless the 
actions have already been done. 

Service Bulletin Reference 

(f) The term ‘‘service bulletin,’’ as used in 
this AD, means the Accomplishment 
Instructions of the applicable service bulletin 
in Table 2 of this AD. 

TABLE 2.—SERVICE BULLETINS 

Bombardier airplane model Bombardier service bulletin 

CL–600–1A11 (CL–600) ........................................................................... 600–0714, including Appendix 1 and excluding Appendix 2, dated April 
4, 2003. 

CL–600–2A12 (CL–601), and CL–600–2B16 (CL–601–3A and CL– 
601–3R).

601–0549, including Appendix 1 and excluding Appendix 2, dated April 
4, 2003. 

CL–600–2B16 (CL–604) ........................................................................... 604–27–013, including Appendix 1 and excluding Appendix 2, dated 
April 4, 2003. 

Modification and Rigging 

(g) Within 12 months after the effective 
date of this AD: Modify and rig the adjustable 
rudder balance spring assembly for the 
rudder control surface, in accordance with 
the Accomplishment Instructions of the 
applicable service bulletin in Table 2 of this 
AD. Where the service bulletin specifies 
contacting Bombardier for instructions on 
making certain adjustments: Before further 
flight, adjust according to a method approved 
by the Manager, New York Aircraft 
Certification Office (ACO), FAA; or Transport 
Canada Civil Aviation (TCCA) (or its 
delegated agent). 

No Reporting Required 

(h) Although the service bulletins 
referenced in this AD specify to submit 
certain information to the manufacturer, this 
AD does not include that requirement. 

Parts Installation 

(i) After the effective date of this AD, no 
person may install on any airplane a rudder 
balance spring assembly unless it has been 
modified and rigged in accordance with 
paragraph (g) of this AD. 

Alternative Methods of Compliance 
(AMOCs) 

(j)(1) The Manager, New York ACO, has the 
authority to approve AMOCs for this AD, if 
requested in accordance with the procedures 
found in 14 CFR 39.19. 

(2) Before using any AMOC approved in 
accordance with § 39.19 on any airplane to 
which the AMOC applies, notify the 
appropriate principal inspector in the FAA 
Flight Standards Certificate Holding District 
Office. 

Related Information 

(k) Canadian airworthiness directive CF– 
2005–21, dated June 23, 2005, also addresses 
the subject of this AD. 

Issued in Renton, Washington, on October 
31, 2005. 
Ali Bahrami, 
Manager, Transport Airplane Directorate, 
Aircraft Certification Service. 
[FR Doc. 05–22445 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 39 

[Docket No. FAA–2005–22918; Directorate 
Identifier 2005–NM–172–AD] 

RIN 2120–AA64 

Airworthiness Directives; Airbus Model 
A319–100 and A320–200 Series 
Airplanes 

AGENCY: Federal Aviation 
Administration (FAA), Department of 
Transportation (DOT). 
ACTION: Notice of proposed rulemaking 
(NPRM). 

SUMMARY: The FAA proposes to adopt a 
new airworthiness directive (AD) for 
certain Airbus Model A319–100 and 
A320–200 series airplanes. This 
proposed AD would require repetitive 
inspections of the wing-tank fuel 
pumps, canisters, and wing fuel tanks 
for detached identification labels, and 
corrective action if necessary. This 
proposed AD results from several 
incidents of detached plastic 
identification labels found floating in 
the wing fuel tanks. We are proposing 
this AD to prevent plastic identification 
labels being ingested into the fuel 
pumps and consequently entering the 
engine fuel feed system, which could 
result in an engine shutdown. 
DATES: We must receive comments on 
this proposed AD by December 12, 
2005. 
ADDRESSES: Use one of the following 
addresses to submit comments on this 
proposed AD. 

• DOT Docket Web site: Go to 
http://dms.dot.gov and follow the 
instructions for sending your comments 
electronically. 

• Government-wide rulemaking Web 
site: Go to http://www.regulations.gov 

and follow the instructions for sending 
your comments electronically. 

• Mail: Docket Management Facility, 
U.S. Department of Transportation, 400 
Seventh Street SW., Nassif Building, 
room PL–401, Washington, DC 20590. 

• Fax: (202) 493–2251. 
• Hand Delivery: Room PL–401 on 

the plaza level of the Nassif Building, 
400 Seventh Street SW., Washington, 
DC, between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 

Contact Airbus, 1 Rond Point Maurice 
Bellonte, 31707 Blagnac Cedex, France, 
for service information identified in this 
proposed AD. 
FOR FURTHER INFORMATION CONTACT: Tim 
Dulin, Aerospace Engineer, 
International Branch, ANM–116, FAA, 
Transport Airplane Directorate, 1601 
Lind Avenue, SW., Renton, Washington 
98055–4056; telephone (425) 227–2141; 
fax (425) 227–1149. 
SUPPLEMENTARY INFORMATION:

Comments Invited 

We invite you to submit any relevant 
written data, views, or arguments 
regarding this proposed AD. Send your 
comments to an address listed in the 
ADDRESSES section. Include the docket 
number ‘‘FAA–2005–22918; Directorate 
Identifier 2005–NM–172–AD’’ at the 
beginning of your comments. We 
specifically invite comments on the 
overall regulatory, economic, 
environmental, and energy aspects of 
the proposed AD. We will consider all 
comments received by the closing date 
and may amend the proposed AD in 
light of those comments. 

We will post all comments we 
receive, without change, to http:// 
dms.dot.gov, including any personal 
information you provide. We will also 
post a report summarizing each 
substantive verbal contact with FAA 
personnel concerning this proposed AD. 
Using the search function of that Web 
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site, anyone can find and read the 
comments in any of our dockets, 
including the name of the individual 
who sent the comment (or signed the 
comment on behalf of an association, 
business, labor union, etc.). You may 
review the DOT’s complete Privacy Act 
Statement in the Federal Register 
published on April 11, 2000 (65 FR 
19477–78), or you may visit http:// 
dms.dot.gov. 

Examining the Docket 
You may examine the AD docket on 

the Internet at http://dms.dot.gov, or in 
person at the Docket Management 
Facility office between 9 a.m. and 5 
p.m., Monday through Friday, except 
Federal holidays. The Docket 
Management Facility office (telephone 
(800) 647–5227) is located on the plaza 
level of the Nassif Building at the DOT 
street address stated in the ADDRESSES 
section. Comments will be available in 
the AD docket shortly after the Docket 
Management System receives them. 

Discussion 
The Direction Générale de l’Aviation 

Civile (DGAC), which is the 
airworthiness authority for France, 
notified us that an unsafe condition may 
exist on certain Airbus Model A319–100 
and A320–200 series airplanes. The 
DGAC advises that, in several incidents, 
plastic identification labels have been 
found floating in the fuel tanks. There 
are two types of labels and the 
information on the labels identifies each 
rib number in the vent box and the 
manhole door fasteners in the wing fuel 
tank, for inspection purposes. 
Inspection of the airplanes revealed that 
the varnish coating and adhesive on the 
labels had deteriorated and the labels 
detached from the wing structure. 
Detached labels floating in the fuel tank 
could be ingested into the fuel pumps 
and consequently enter into the engine 
fuel feed system. These conditions, if 
not corrected, could result in an engine 
shutdown. 

Relevant Service Information 
Airbus has issued Service Bulletin 

A320–28–1102, Revision 01, dated 
February 11, 2005. The service bulletin 
describes procedures for repetitive 
detailed visual inspections of the four 
wing-tank fuel pumps and canisters for 
detached identification labels, and 
corrective action if necessary. The 
corrective action involves removing any 
label debris that is found, performing a 
detailed visual inspection for debris of 
the fuel filters and replacing the filters 
if necessary, and replacing the fuel 
pump if the inlet and outlet ports are 
blocked. The service bulletin also 

recommends sending an inspection 
report to Airbus. 

Airbus has also issued Service 
Bulletin A320–57–1117, dated July 16, 
2002. The service bulletin describes 
procedures for repetitive detailed visual 
inspections for detached identification 
labels in the collector cells between ribs 
1 and 2, the surge tank between ribs 22 
and 26, and the wing fuel tank and vent 
box, and corrective action if necessary. 
The corrective action involves removing 
any label debris that is found, removing 
any partially detached labels, and re- 
identifying certain fasteners and ribs. 

The DGAC mandated the service 
information and issued French 
airworthiness directive F–2005–121, 
dated July 20, 2005, to ensure the 
continued airworthiness of these 
airplanes in France. 

FAA’s Determination and Requirements 
of the Proposed AD 

These airplane models are 
manufactured in France and are type 
certificated for operation in the United 
States under the provisions of section 
21.29 of the Federal Aviation 
Regulations (14 CFR 21.29) and the 
applicable bilateral airworthiness 
agreement. Pursuant to this bilateral 
airworthiness agreement, the DGAC has 
kept the FAA informed of the situation 
described above. We have examined the 
DGAC’s findings, evaluated all pertinent 
information, and determined that we 
need to issue an AD for airplanes of this 
type design that are certificated for 
operation in the United States. 

Therefore, we are proposing this AD, 
which would require accomplishing the 
actions specified in the service 
information described previously. For 
any wing-tank fuel pump failure that 
occurs, this proposed AD would also 
require performing a detailed inspection 
of the failed pump, the pump located in 
the same half wing, and the associated 
canister, and accomplishing any 
applicable corrective action, including 
replacing the pump. 

Difference Between the Proposed AD 
and French Airworthiness Directive 

The French airworthiness directive 
mandates changes to the master 
minimum equipment list (MMEL). This 
proposed AD will not mandate those 
MMEL changes because the limits 
imposed by the FAA-approved MMEL 
meet or exceed those mandated by the 
French airworthiness directive. We have 
coordinated this issue with the DGAC. 

Clarification of Inspection Terminology 
In this proposed AD, the ‘‘detailed 

visual inspections’’ specified in the 
service bulletins are referred to as 

‘‘detailed inspections.’’ We have 
included the definition for a detailed 
inspection in a note in the proposed AD. 

Costs of Compliance 
This proposed AD would affect about 

74 airplanes of U.S. registry. 
The inspection specified in Service 

Bulletin A320–28–1102 would take 
about 3 work hours (including an 
operational test) per airplane, at an 
average labor rate of $65 per work hour. 
Based on these figures, the estimated 
cost of this proposed inspection for U.S. 
operators is $14,430, or $195 per 
airplane, per inspection cycle. 

The inspection specified in Service 
Bulletin A320–57–1117 would take 
about 6 work hours (including an 
operational test) per airplane, at an 
average labor rate of $65 per work hour. 
Based on these figures, the estimated 
cost of this proposed inspection for U.S. 
operators is $28,860, or $390 per 
airplane, per inspection cycle. 

Authority for This Rulemaking 
Title 49 of the United States Code 

specifies the FAA’s authority to issue 
rules on aviation safety. Subtitle I, 
Section 106, describes the authority of 
the FAA Administrator. Subtitle VII, 
Aviation Programs, describes in more 
detail the scope of the Agency’s 
authority. 

We are issuing this rulemaking under 
the authority described in Subtitle VII, 
Part A, Subpart III, Section 44701, 
‘‘General requirements.’’ Under that 
section, Congress charges the FAA with 
promoting safe flight of civil aircraft in 
air commerce by prescribing regulations 
for practices, methods, and procedures 
the Administrator finds necessary for 
safety in air commerce. This regulation 
is within the scope of that authority 
because it addresses an unsafe condition 
that is likely to exist or develop on 
products identified in this rulemaking 
action. 

Regulatory Findings 

We have determined that this 
proposed AD would not have federalism 
implications under Executive Order 
13132. This proposed AD would not 
have a substantial direct effect on the 
States, on the relationship between the 
national Government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government. 

For the reasons discussed above, I 
certify that the proposed regulation: 

1. Is not a ‘‘significant regulatory 
action’’ under Executive Order 12866; 

2. Is not a ‘‘significant rule’’ under the 
DOT Regulatory Policies and Procedures 
(44 FR 11034, February 26, 1979); and 
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3. Will not have a significant 
economic impact, positive or negative, 
on a substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

We prepared a regulatory evaluation 
of the estimated costs to comply with 
this proposed AD and placed it in the 
AD docket. See the ADDRESSES section 
for a location to examine the regulatory 
evaluation. 

List of Subjects in 14 CFR Part 39 
Air transportation, Aircraft, Aviation 

safety, Safety. 

The Proposed Amendment 
Accordingly, under the authority 

delegated to me by the Administrator, 
the FAA proposes to amend 14 CFR part 
39 as follows: 

PART 39—AIRWORTHINESS 
DIRECTIVES 

1. The authority citation for part 39 
continues to read as follows: 

Authority: 49 U.S.C. 106(g), 40113, 44701. 

§ 39.13 [Amended] 
2. The Federal Aviation 

Administration (FAA) amends § 39.13 
by adding the following new 
airworthiness directive (AD): 
Airbus: Docket No. FAA–2005–22918; 

Directorate Identifier 2005–NM–172–AD. 

Comments Due Date 
(a) The FAA must receive comments on 

this AD action by December 12, 2005. 

Affected ADs 
(b) None. 

Applicability 
(c) This AD applies to Airbus Model A319– 

111, –112, –113, –114, –115, –131, –132, and 
–133, and Model A320–211, –212, –214, 
–231, –232, and –233 airplanes; certificated 
in any category; as identified in Airbus 
Service Bulletins A320–57–1117, dated July 
16, 2002, and A320–28–1102, Revision 01, 
dated February 11, 2005. 

Unsafe Condition 
(d) This AD results from several incidents 

of detached plastic identification labels 
found floating in the wing fuel tanks. We are 
issuing this AD to prevent plastic 
identification labels being ingested into the 
fuel pumps and consequently entering the 
engine fuel feed system, which could result 
in an engine shutdown. 

Compliance 
(e) You are responsible for having the 

actions required by this AD performed within 
the compliance times specified, unless the 
actions have already been done. 

Repetitive Inspections/Corrective Actions of 
Four Wing-Tank Fuel Pumps and Canisters 

(f) Within 600 flight hours after the 
effective date of this AD: Perform a detailed 

inspection for detached identification labels 
in the four wing-tank fuel pumps and 
canisters, and do any applicable corrective 
actions, by doing all the actions in 
accordance with the Accomplishment 
Instructions of Airbus Service Bulletin A320– 
28–1102, Revision 01, dated February 11, 
2005; except as provided by paragraph (j) of 
this AD. Do any applicable corrective action 
before further flight. Repeat the inspection 
thereafter at intervals not to exceed 600 flight 
hours. 

(g) For any wing-tank fuel pump failure 
that occurs after the effective date of this AD: 
Before further flight, perform a detailed 
inspection of the failed pump, the pump 
located in the same half wing, and the 
associated canister, in accordance with the 
Accomplishment Instructions of Airbus 
Service Bulletin A320–28–1102, Revision 01, 
dated February 11, 2005. Do any applicable 
corrective action, including replacing the 
failed pump, before further flight. 

Note 1: For the purposes of this AD, a 
detailed inspection is: ‘‘An intensive 
examination of a specific item, installation, 
or assembly to detect damage, failure, or 
irregularity. Available lighting is normally 
supplemented with a direct source of good 
lighting at an intensity deemed appropriate. 
Inspection aids such as mirror, magnifying 
lenses, etc., may be necessary. Surface 
cleaning and elaborate procedures may be 
required.’’ 

Inspections and Corrective Actions 
Accomplished According to Previous Issue 
of Service Bulletin 

(h) Inspections and corrective actions 
accomplished before the effective date of this 
AD according to Airbus Service Bulletin 
A320–28–1102, dated August 20, 2002; are 
considered acceptable for compliance with 
the corresponding actions specified in 
paragraph (f) of this AD. 

Repetitive Inspections/Corrective Actions of 
the Collector Cells, Wing Fuel Tank and 
Vent Box 

(i) Within 72 months after the effective 
date of this AD: Perform a detailed inspection 
for detached identification labels in the 
collector cells between ribs 1 and 2, the surge 
tank between ribs 22 and 26, and the wing 
fuel tank and vent box, and do any applicable 
corrective actions, by doing all the applicable 
actions in accordance with the 
Accomplishment Instructions of Airbus 
Service Bulletin A320–57–1117, dated July 
16, 2002. Do any applicable corrective action 
before further flight. Repeat the inspection 
thereafter at intervals not to exceed 72 
months. 

No Reporting Required 

(j) Although Airbus Service Bulletin A320– 
28–1102, Revision 01, dated February 11, 
2005, specifies submitting an inspection 
report to the manufacturer, this AD does not 
include that requirement. 

Alternative Methods of Compliance 
(AMOCs) 

(k)(1) The Manager, International Branch, 
ANM–116, Transport Airplane Directorate, 
FAA, has the authority to approve AMOCs 

for this AD, if requested in accordance with 
the procedures found in 14 CFR 39.19. 

(2) Before using any AMOC approved in 
accordance with § 39.19 on any airplane to 
which the AMOC applies, notify the 
appropriate principal inspector in the FAA 
Flight Standards Certificate Holding District 
Office. 

Related Information 

(l) French airworthiness directive F–2005– 
121, dated July 20, 2005, also addresses the 
subject of this AD. 

Issued in Renton, Washington, on October 
31, 2005. 
Ali Bahrami, 
Manager, Transport Airplane Directorate, 
Aircraft Certification Service. 
[FR Doc. 05–22444 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 39 

[Docket No. FAA–2005–22594; Directorate 
Identifier 2005–NE–28–AD] 

RIN 2120–AA64 

Airworthiness Directives; Rolls-Royce 
Corporation (formerly Allison Engine 
Company, Allison Gas Turbine 
Division, and Detroit Diesel Allison) 
250–B and 250–C Series Turboprop 
and Turboshaft Engines 

AGENCY: Federal Aviation 
Administration (FAA), Department of 
Transportation (DOT). 
ACTION: Notice of proposed rulemaking 
(NPRM). 

SUMMARY: The FAA proposes to adopt a 
new airworthiness directive (AD) for 
Rolls-Royce Corporation 250–B and 
250–C series turboprop and turboshaft 
engines with certain part numbers 
(P/Ns) of gas producer rotor assembly tie 
bolts manufactured by EXTEX Ltd., 
Pacific Sky Supply Inc., Rolls-Royce 
Corporation (RRC), and Superior Air 
Parts Inc. This proposed AD would 
require operators to remove from service 
affected gas producer rotor assembly tie 
bolts. This proposed AD results from 
eleven reports of RRC tie bolt failure 
due to high cycle fatigue. We are 
proposing this AD to prevent tie bolt 
failure that could cause loss of engine 
power, resulting in a first stage turbine 
wheel overspeed and an uncontained 
engine failure. 
DATES: We must receive any comments 
on this proposed AD by January 9, 2006. 
ADDRESSES: Use one of the following 
addresses to comment on this proposed 
AD. 
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• DOT Docket Web site: Go to 
http://dms.dot.gov and follow the 
instructions for sending your comments 
electronically. 

• Government-wide rulemaking Web 
site: Go to http://www.regulations.gov 
and follow the instructions for sending 
your comments electronically. 

• Mail: Docket Management Facility; 
U.S. Department of Transportation, 400 
Seventh Street, SW., Nassif Building, 
Room PL–401, Washington, DC 20590– 
0001. 

• Fax: (202) 493–2251. 
• Hand Delivery: Room PL–401 on 

the plaza level of the Nassif Building, 
400 Seventh Street, SW., Washington, 
DC, between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 

You may examine the comments on 
this proposed AD in the AD docket on 
the Internet at http://dms.dot.gov. 
FOR FURTHER INFORMATION CONTACT: 

• Robert Baitoo, Aerospace Engineer, 
Los Angeles Aircraft Certification 
Office, FAA, Transport Airplane 
Directorate, 3960 Paramount Blvd., 
Lakewood, CA 90712–4137; telephone: 
(562) 627–5245, fax: (562) 627–5210, for 
questions about, EXTEX Ltd., or Pacific 
Sky Supply Inc. gas producer rotor 
assembly tie bolts. 

• John Tallarovic, Aerospace 
Engineer, Chicago Aircraft Certification 
Office, FAA, 2300 East Devon Avenue, 
Des Plaines, IL 60018–4696; telephone 
(847) 294–8180; fax (847) 294–7834, for 
questions about RRC gas producer rotor 
assembly tie bolts. 

• Jurgen Priester, Aerospace Engineer, 
Rotorcraft Directorate, FAA, 2601 
Meacham Blvd., Fort Worth, Texas, 
76137–4298, telephone (817) 222–5159, 
fax (817) 222–5785, for questions about 
Superior Air Part Inc. gas producer rotor 
assembly tie bolts. 
SUPPLEMENTARY INFORMATION: 

Comments Invited 

We invite you to send us any written 
relevant data, views, or arguments 
regarding this proposal. Send your 
comments to an address listed under 
ADDRESSES. Include ‘‘Docket No. FAA– 
2005–22594; Directorate Identifier 
2005–NE–28–AD’’ in the subject line of 
your comments. We specifically invite 
comments on the overall regulatory, 
economic, environmental, and energy 
aspects of the proposed AD. We will 
consider all comments received by the 
closing date and may amend the 
proposed AD in light of those 
comments. 

We will post all comments we 
receive, without change, to http:// 
dms.dot.gov, including any personal 
information you provide. We will also 

post a report summarizing each 
substantive verbal contact with FAA 
personnel concerning this proposed AD. 
Using the search function of the DOT 
Web site, anyone can find and read the 
comments in any of our dockets, 
including the name of the individual 
who sent the comment (or signed the 
comment on behalf of an association, 
business, labor union, etc.). You may 
review the DOT’s complete Privacy Act 
Statement in the Federal Register 
published on April 11, 2000 (65 FR 
19477–78) or you may visit http:// 
dms.dot.gov. 

Examining the AD Docket 
You may examine the docket that 

contains the proposal, any comments 
received and, any final disposition in 
person at the DOT Docket Offices 
between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 
The Docket Office (telephone (800) 647– 
5227) is located on the plaza level of the 
Department of Transportation Nassif 
Building at the street address stated in 
ADDRESSES. Comments will be available 
in the AD docket shortly after the 
Docket Management Facility receives 
them. 

Discussion 
The FAA has received eleven reports 

of failures of RRC manufactured tie bolts 
due to high cycle fatigue. The FAA 
believes that all of these failures are due 
to the inherent design of the part, which 
is also common to all of the PMA parts. 
Therefore, this AD requires removal of 
all RR and PMA tie-bolts. RRC has 
redesigned the tie bolt to minimize the 
risk of failure by high cycle fatigue. RRC 
manufactured these tie bolts under type 
and production certificate authority. 
EXTEX Ltd., Pacific Sky Supply Inc., 
and Superior Air Parts Inc. each 
independently manufactured 
replacement gas producer rotor 
assembly tie bolts under Parts 
Manufacturer Approval (PMA) 
authority. There have been no reported 
failures of PMA parts. The engines are 
installed in single-engine helicopters, 
along with several turboprop airplanes. 
This condition, if not corrected, could 
cause loss of engine power, resulting in 
a first stage turbine wheel overspeed 
and an uncontained engine failure. 

FAA’s Determination and Requirements 
of the Proposed AD 

We have evaluated all pertinent 
information from the four 
manufacturers’ safety assessments and 
have identified an unsafe condition that 
is likely to exist or develop in other RRC 
250–B17, –B17B, –B17C, –B17D, –B17E, 
–B17F, –B17F/1, –B17F/2, 250–C18, 

–C20, –C20B, –C20F, –C20J, –C20R, 
–C20R/1, –C20R/2, –C20R/4, –C20S, 
and –C20W series turboprop and 
turboshaft engines that have any of the 
following gas producer rotor assembly 
tie bolts installed: 

• EXTEX Ltd.: P/N A23008020, and 
E23008020 

• Pacific Sky Supply Inc.: P/N 
23008020P 

• Rolls-Royce Corporation: P/Ns 
23008020, 6843388 and 6876991 

• Superior Air Parts Inc.: P/N 
A23008020 

We are proposing this AD, which 
would remove these P/N gas producer 
rotor assembly tie bolts as specified in 
the compliance section of this proposed 
AD. 

Costs of Compliance 

About 4,000 RRC 250–B and 250–C 
Series turboprop and turboshaft engines 
with affected P/Ns of gas producer rotor 
assembly tie bolts manufactured by 
EXTEX Ltd., Pacific Sky Supply Inc., 
Rolls-Royce Corporation (RRC), and 
Superior Air Parts Inc. are in the 
worldwide fleet. We estimate that 700 
engines installed on aircraft of U.S. 
registry would be affected by this 
proposed AD. We also estimate that it 
would take about 20 work hours per 
engine to perform the proposed actions, 
and that the average labor rate is $65 per 
work hour. Required parts would cost 
about $421 per engine. Based on these 
figures, we estimate the total cost of the 
proposed AD to U.S. operators to be 
$1,204,700. 

Authority for This Rulemaking 

Title 49 of the United States Code 
specifies the FAA’s authority to issue 
rules on aviation safety. Subtitle I, 
section 106, describes the authority of 
the FAA Administrator. Subtitle VII, 
Aviation Programs, describes in more 
detail the scope of the Agency’s 
authority. 

We are issuing this rulemaking under 
the authority described in subtitle VII, 
part A, subpart III, section 44701, 
‘‘General requirements.’’ Under that 
section, Congress charges the FAA with 
promoting safe flight of civil aircraft in 
air commerce by prescribing regulations 
for practices, methods, and procedures 
the Administrator finds necessary for 
safety in air commerce. This regulation 
is within the scope of that authority 
because it addresses an unsafe condition 
that is likely to exist or develop on 
products identified in this rulemaking 
action. 

Regulatory Findings 

We have determined that this 
proposed AD would not have federalism 
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implications under Executive Order 
13132. This proposed AD would not 
have a substantial direct effect on the 
States, on the relationship between the 
national Government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government. 

For the reasons discussed above, I 
certify that the proposed regulation: 

1. Is not a ‘‘significant regulatory 
action’’ under Executive Order 12866; 

2. Is not a ‘‘significant rule’’ under the 
DOT Regulatory Policies and Procedures 
(44 FR 11034, February 26, 1979); and 

3. Would not have a significant 
economic impact, positive or negative, 
on a substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

We prepared a regulatory evaluation 
of the estimated costs to comply with 
this proposed AD. See the ADDRESSES 

section for a location to examine the 
regulatory evaluation. 

List of Subjects in 14 CFR Part 39 

Air transportation, Aircraft, Aviation 
safety, Safety. 

The Proposed Amendment 

Under the authority delegated to me 
by the Administrator, the Federal 
Aviation Administration proposes to 
amend 14 CFR part 39 as follows: 

PART 39—AIRWORTHINESS 
DIRECTIVES 

1. The authority citation for part 39 
continues to read as follows: 

Authority: 49 U.S.C. 106(g), 40113, 44701. 

§ 39.13 [Amended] 

2. The FAA amends § 39.13 by adding 
the following new airworthiness 
directive: 

Rolls-Royce Corporation (formerly Allison 
Engine Company, Allison Gas Turbine 
Division, and Detroit Diesel Allison): 
Docket No. FAA–2005–22594; 
Directorate Identifier 2005–NE–28–AD. 

Comments Due Date 

(a) The Federal Aviation Administration 
(FAA) must receive comments on this 
airworthiness directive (AD) action by 
January 9, 2006. 

Affected ADs 

(b) None. 

Applicability 

(c) This AD applies to Rolls-Royce 
Corporation (formerly Allison Engine 
Company, Allison Gas Turbine Division, and 
Detroit Diesel Allison) 250–B17, –B17B, 
–B17C, –B17D, –B17E, –B17F, –B17F/1, 
–B17F/2, 250–C18, –C20, –C20B, –C20F, 
–C20J, –C20R, –C20R/1, –C20R/2, –C20R/4, 
–C20S, and –C20W series turboprop and 
turboshaft engines with the gas producer 
rotor assembly tie bolt part numbers (P/Ns) 
listed in the following Table 1, installed: 

TABLE 1.—AFFECTED GAS PRODUCER ROTOR ASSEMBLY TIE BOLTS 

Manufacturer Affected part Nos. 

EXTEX Ltd. (EXTEX) ............................................................................... A23008020 and E23008020. 
Rolls-Royce Corporation (RRC) ............................................................... 23008020, 6843388 and 6876991. 
Superior Air Parts Inc. (SAP) ................................................................... A23008020. 
Pacific Sky Supply Inc .............................................................................. 23008020P. 

These engines are installed on, but not 
limited to, aircraft in the following Table 2: 

TABLE 2.—APPLICABLE AIRCRAFT 

Helicopter Models 

Agusta ....................................................................................................... A109, A109A, A109A II, A109C. 
Arrow Falcon Exporters ............................................................................ OH–58A+ and OH–58C. 
Bell Textron .............................................................................................. 206A, 206B, 206L. 
Enstrom .................................................................................................... TH–28, 480, 480B. 
Eurocopter France .................................................................................... AS355E, AS355F, AS355F1, AS355F2. 
Eurocopter Deutschland ........................................................................... BO–105A, BO–105C, BO–105S. 
FH–1100 Manufacturing Corp .................................................................. FH–1100. 
Garlick ....................................................................................................... OH–58A+ and OH–58C. 
McDonnell Douglas Company .................................................................. 369D, 369E, 369F, 369H, 369HM, 369HS, 369HE, 500N. 
San Joaquin .............................................................................................. OH–58A+ and OH–58C. 
Schweizer ................................................................................................. 269D. 

Aircraft Models 

B–N Group Ltd ......................................................................................... BN–2T and BN–2T–4R. 
SIAI Marchetti s.r.l .................................................................................... SF600, SF600A. 

Unsafe Condition 

(d) This AD results from eleven reports of 
RRC tie bolt failure due to high cycle fatigue. 
We are issuing this AD to prevent tie bolt 
failure that could cause loss of engine power, 
resulting in a first stage turbine wheel 
overspeed and an uncontained engine failure. 

Compliance 

(e) You are responsible for having the 
actions required by this AD performed within 

the compliance times specified unless the 
actions have already been done. 

Remove Gas Producer Rotor Assembly Tie 
Bolts 

(f) Remove the P/N gas producer rotor 
assembly tie bolts listed in Table 1 of this AD 
from service the next time they are 
disassembled for any reason, or by October 
31, 2011, whichever occurs first. 

(g) After the effective date of this AD, do 
not install any gas producer rotor assembly 

tie bolt P/Ns listed in Table 1 of this AD in 
any RRC 250–B and 250–C Series turboprop 
and turboshaft engines. 

Alternative Methods of Compliance 

(h) The Manager, Los Angeles Aircraft 
Certification Office, has the authority to 
approve alternative methods of compliance 
for EXTEX, and Pacific Sky Supply Inc. gas 
producer rotor assembly tie bolts addressed 
in this AD, if requested, using the procedures 
found in 14 CFR 39.19. The Manager, 
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Chicago Aircraft Certification Office, has the 
authority to approve alternative methods of 
compliance for RRC gas producer rotor 
assembly tie bolts addressed in this AD, if 
requested, using the procedures found in 14 
CFR 39.19. The Manager, Southwest Special 
Certification Office, has the authority to 
approve alternative methods of compliance 
for SAP gas producer rotor assembly tie bolts 
addressed in this AD, if requested, using the 
procedures found in 14 CFR 39.19. 

Material Incorporated by Reference 
(i) None. 

Related Information 
(j) RRC Commercial Engine Bulletin (CEB) 

CEB A–304, CEB A–1371, CEB A–72–4076, 
TP CEB A–176, TP CEB A–1319, TP CEB A– 
72–2027, Revision N/C dated May 23, 2005, 
and EXTEX Service Bulletin T–090, Revision 
N/C, dated May 23, 2005, pertain to the 
subject of this AD. 

Issued in Burlington, Massachusetts, on 
November 4, 2005. 
Peter A. White, 
Acting Manager, Engine and Propeller 
Directorate, Aircraft Certification Service. 
[FR Doc. 05–22437 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 39 

[Docket No. FAA–2005–22919; Directorate 
Identifier 2005–NM–087–AD] 

RIN 2120–AA64 

Airworthiness Directives; Airbus Model 
A319–100, A320–200, A321–100, and 
A321–200 Series Airplanes 

AGENCY: Federal Aviation 
Administration (FAA), Department of 
Transportation (DOT). 
ACTION: Notice of proposed rulemaking 
(NPRM). 

SUMMARY: The FAA proposes to adopt a 
new airworthiness directive (AD) for 
certain Airbus Model A319–100, A320– 
200, A321–100, and A321–200 series 
airplanes. This proposed AD would 
require repetitive inspections for 
corrosion in the inside and outside 
lower walls of each type A, D, E, and F 
lavatory wall that has at least one wall- 
mounted cabin attendant seat, and 
related investigative and corrective 
actions if necessary. The repetitive 
inspections may be terminated by 
repairing the wall with composite 
material, or replacing the entire wall 
with a new wall made of composite 
material. This proposed AD results from 
reports of corrosion in the lower part of 
the lavatory walls due to water ingress. 
We are proposing this AD to detect and 

correct corrosion and damage on the 
lower part of the lavatory walls, which 
could compromise the structural 
integrity of the cabin attendant seat 
attachments, and cause injury to the 
cabin attendants during a crash landing. 
DATES: We must receive comments on 
this proposed AD by December 12, 
2005. 

ADDRESSES: Use one of the following 
addresses to submit comments on this 
proposed AD. 

• DOT Docket Web site: Go to 
http://dms.dot.gov and follow the 
instructions for sending your comments 
electronically. 

• Government-wide rulemaking Web 
site: Go to http://www.regulations.gov 
and follow the instructions for sending 
your comments electronically. 

• Mail: Docket Management Facility, 
U.S. Department of Transportation, 400 
Seventh Street, SW., Nassif Building, 
Room PL–401, Washington, DC 20590. 

• By fax: (202) 493–2251. 
• Hand Delivery: Room PL–401 on 

the plaza level of the Nassif Building, 
400 Seventh Street, SW., Washington, 
DC, between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 

For service information identified in 
this proposed AD, contact Airbus, 1 
Rond Point Maurice Bellonte, 31707 
Blagnac Cedex, France. 

You can examine the contents of this 
AD docket on the Internet at http:// 
dms.dot.gov, or in person at the Docket 
Management Facility, U.S. Department 
of Transportation, 400 Seventh Street, 
SW., room PL–401, on the plaza level of 
the Nassif Building, Washington, DC. 
This docket number is FAA–2005– 
22919; the directorate identifier for this 
docket is 2005–NM–087–AD. 
FOR FURTHER INFORMATION CONTACT: Tim 
Dulin, Aerospace Engineer, 
International Branch, ANM–116, FAA, 
Transport Airplane Directorate, 1601 
Lind Avenue, SW., Renton, Washington 
98055–4056; telephone (425) 227–2141; 
fax (425) 227–1149. 
SUPPLEMENTARY INFORMATION: 

Comments Invited 

We invite you to submit any relevant 
written data, views, or arguments 
regarding this proposed AD. Send your 
comments to an address listed under 
ADDRESSES. Include ‘‘Docket No. FAA– 
2005–22919; Directorate Identifier 
2005–NM–087–AD’’ at the beginning of 
your comments. We specifically invite 
comments on the overall regulatory, 
economic, environmental, and energy 
aspects of the proposed AD. We will 
consider all comments submitted by the 
closing date and may amend the 

proposed AD in light of those 
comments. 

We will post all comments we 
receive, without change, to http:// 
dms.dot.gov, including any personal 
information you provide. We will also 
post a report summarizing each 
substantive verbal contact with FAA 
personnel concerning this proposed AD. 
Using the search function of our docket 
Web site, anyone can find and read the 
comments in any of our dockets, 
including the name of the individual 
who sent the comment (or signed the 
comment on behalf of an association, 
business, labor union, etc.). You can 
review the DOT’s complete Privacy Act 
Statement in the Federal Register 
published on April 11, 2000 (65 FR 
19477–78), or you can visit http:// 
dms.dot.gov. 

Examining the Docket 
You can examine the AD docket on 

the Internet at http://dms.dot.gov, or in 
person at the Docket Management 
Facility office between 9 a.m. and 5 
p.m., Monday through Friday, except 
Federal holidays. The Docket 
Management Facility office (telephone 
(800) 647–5227) is located on the plaza 
level of the Nassif Building at the DOT 
street address stated in the ADDRESSES 
section. Comments will be available in 
the AD docket shortly after the Docket 
Management System (DMS) receives 
them. 

Discussion 
The Direction Générale de l’Aviation 

Civile (DGAC), which is the 
airworthiness authority for France, 
notified us that an unsafe condition may 
exist on certain Airbus Model A319– 
100, A320–200, A321–100, and A321– 
200 series airplanes. The DGAC advises 
that an operator reported cracks in the 
lavatory floor pans of the affected 
airplanes in its fleet. Further 
investigation showed that the cracks 
resulted from corrosion in the lower 
part of the lavatory wall, possibly 
caused by liquid that entered during 
cleaning and operation, and by rain 
entering through the main entry door. 
Extensive corrosion of the lower part of 
the lavatory wall could compromise the 
structural integrity of the cabin 
attendant seat (CAS) attachments. This 
condition, if not corrected, could result 
in injury to the cabin attendants during 
a crash landing. 

Relevant Service Information 
Airbus has issued Service Bulletin 

A320–25–1365, dated February 18, 
2005. The service bulletin describes 
procedures for doing a repetitive 
detailed visual inspection for corrosion 
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and damage in the inside and outside 
lower walls of each type A, D, E, and F 
lavatory wall that has at least one wall- 
mounted CAS. The service bulletin also 
describes procedures for related 
investigative and corrective actions if 
necessary, including any supporting 
non-destructive testing. The related 
investigative and corrective actions are 
as follows: 

If no corrosion is detected, the service 
bulletin describes procedures for 
repeating the inspection. If any 
corrosion or damage is detected during 
any inspection that does not exceed the 
allowable limits specified in the service 
bulletin, the service bulletin gives 
procedures for cleaning the area with 
cleaning agent, protecting against 
further corrosion, operating the CAS 
within specified limits, repeating the 
inspection, and, within a specified 
amount of time, repairing the corroded 
wall. 

If any corrosion or damage is detected 
during any inspection that does exceed 
the allowable limits specified in the 
service bulletin, the service bulletin 
gives procedures for repairing the wall 
within a specified amount of time, and 
specifies not to use the affected CAS 
until the wall is repaired. 

The repair depends on the extent of 
damage and includes doing one of the 
following, as applicable: 

• Installing a temporary aluminum 
repair for the existing aluminum 
lavatory wall in accordance with 
procedures in the service bulletin; 

• Repairing the lower attachments of 
the existing aluminum lavatory walls in 
accordance with the lavatory 
component maintenance manual 
(CMM); 

• Repairing the existing aluminum 
lavatory wall with composite material in 
accordance with the lavatory CMM (the 
service bulletin specifies that no further 
action is necessary after this repair); or 

• Replacing the existing aluminum 
lavatory wall with a composite wall in 
accordance with the lavatory CMM, or 
in accordance with additional Airbus 
service bulletins described below, as 
applicable. (The service bulletin 
specifies that no further action is 
necessary after this repair). 

Doing the temporary aluminum repair 
in accordance with the service bulletin 
ends the repetitive inspections in the 
service bulletin. However, the service 
bulletin specifies that operators who do 
the temporary aluminum repair should, 
within 18 months, repair the wall with 
composite material, or permanently 
replace the aluminum wall with a new 
wall made of composite material. For 
lavatories that have the repair to the 
lower attachments of the aluminum 

lavatory wall in accordance with the 
lavatory CMM, the service bulletin 
specifies that operators repeat the 
detailed visual inspection until the 
aluminum wall has the temporary 
aluminum repair, or until it is repaired 
with composite material, or until it is 
permanently replaced with a new wall 
made of composite material. 

The service bulletin notes that the 
temporary aluminum repair and the 
repair to the lower attachments of the 
aluminum lavatory walls can each be 
done only one time. If any inspection 
shows corrosion damage after the lower 
attachments are repaired, the service 
bulletin states that the wall must have 
the temporary aluminum repair, or the 
composite repair, or be replaced with a 
new wall made of composite material; 
as applicable to the extent of damage. 

Airbus has also issued Service 
Bulletin A320–25–1289, Revision 01, 
dated October 29, 2003 (for lavatory A); 
and Service Bulletin A320–25–1357, 
dated July 19, 2004 (for lavatory F). 
These service bulletins describe 
procedures for replacing the existing 
aluminum lavatory wall for lavatory 
types A and F respectively, with a wall 
made of composite material. 

The compliance times for doing the 
inspections and related investigative 
and corrective actions described above 
are summarized in Figure 1 Sheet 1 of 
Airbus Service Bulletin A320–25–1365, 
dated February 18, 2005. The intervals 
for repeating the detailed inspection are 
from 15 months to 18 months 
depending on previous repairs. The 
compliance time specified for doing 
applicable repairs ranges from 600 flight 
hours to 18 months, depending on the 
extent of the damage. 

We have determined that 
accomplishment of the actions specified 
in the service information will 
adequately address the unsafe 
condition. The DGAC mandated the 
service information and issued French 
airworthiness directive F–2005–046, 
dated March 16, 2005, to ensure the 
continued airworthiness of these 
airplanes in France. 

FAA’s Determination and Requirements 
of the Proposed AD 

These airplane models are 
manufactured in France and are type 
certificated for operation in the United 
States under the provisions of section 
21.29 of the Federal Aviation 
Regulations (14 CFR 21.29) and the 
applicable bilateral airworthiness 
agreement. Pursuant to this bilateral 
airworthiness agreement, the DGAC has 
kept the FAA informed of the situation 
described above. We have examined the 
DGAC’s findings, evaluated all pertinent 

information, and determined that we 
need to issue an AD for products of this 
type design that are certificated for 
operation in the United States. 

Therefore, we are proposing this AD, 
which would require accomplishing the 
actions specified in the service 
information described previously. 

Clarification of Inspection Terminology 

In this proposed AD, the ‘‘detailed 
visual inspection’’ specified in the 
Airbus service bulletin is referred to as 
a ‘‘detailed inspection.’’ We have 
included the definition for a detailed 
inspection in a note in the proposed AD. 

Costs of Compliance 

This proposed AD would affect about 
393 airplanes of U.S. registry. The 
proposed inspection would take about 2 
work hours per lavatory, at an average 
labor rate of $65 per work hour. Based 
on these figures, the estimated cost of 
the proposed AD for U.S. operators is 
$51,090, or $130 per lavatory, per 
inspection cycle. 

Authority for This Rulemaking 

Title 49 of the United States Code 
specifies the FAA’s authority to issue 
rules on aviation safety. Subtitle I, 
section 106, describes the authority of 
the FAA Administrator. Subtitle VII, 
Aviation Programs, describes in more 
detail the scope of the Agency’s 
authority. 

We are issuing this rulemaking under 
the authority described in subtitle VII, 
part A, subpart III, section 44701, 
‘‘General requirements.’’ Under that 
section, Congress charges the FAA with 
promoting safe flight of civil aircraft in 
air commerce by prescribing regulations 
for practices, methods, and procedures 
the Administrator finds necessary for 
safety in air commerce. This regulation 
is within the scope of that authority 
because it addresses an unsafe condition 
that is likely to exist or develop on 
products identified in this rulemaking 
action. 

Regulatory Findings 

We have determined that this 
proposed AD would not have federalism 
implications under Executive Order 
13132. This proposed AD would not 
have a substantial direct effect on the 
States, on the relationship between the 
National Government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government. 

For the reasons discussed above, I 
certify that the proposed regulation: 

1. Is not a ‘‘significant regulatory 
action’’ under Executive Order 12866; 
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2. Is not a ‘‘significant rule’’ under the 
DOT Regulatory Policies and Procedures 
(44 FR 11034, February 26, 1979); and 

3. Will not have a significant 
economic impact, positive or negative, 
on a substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

We prepared a regulatory evaluation 
of the estimated costs to comply with 
this proposed AD. See the ADDRESSES 
section for a location to examine the 
regulatory evaluation. 

List of Subjects in 14 CFR Part 39 

Air transportation, Aircraft, Aviation 
safety, Safety. 

The Proposed Amendment 

Accordingly, under the authority 
delegated to me by the Administrator, 
the FAA proposes to amend 14 CFR part 
39 as follows: 

PART 39—AIRWORTHINESS 
DIRECTIVES 

1. The authority citation for part 39 
continues to read as follows: 

Authority: 49 U.S.C. 106(g), 40113, 44701. 

§ 39.13 [Amended] 

2. The FAA amends § 39.13 by adding 
the following new airworthiness 
directive (AD): 
Airbus: Docket No. FAA–2005–22919; 

Directorate Identifier 2005–NM–087–AD. 

Comments Due Date 

(a) The Federal Aviation Administration 
must receive comments on this AD action by 
December 12, 2005. 

Affected ADs 

(b) None. 

Applicability 

(c) This AD applies to Airbus Model A319– 
111, –112, –113, –114, –115, –131, –132, and 
–133 airplanes; Model A320–211, –212, –214, 
–231, –232, and –233 airplanes; Model 
A321–111, –112, and –131 airplanes; and 
Model A321–211 and –231 airplanes; 
certificated in any category; equipped with 
the lavatories in Table 1 of this AD, onto 
which at least one cabin attendant seat (CAS) 
is attached; except those airplanes with 
lavatory walls that have not been modified 
since the application of Airbus Modification 
31574 in production. 

TABLE 1.—LAVATORY INSTALLATIONS 
AFFECTED BY THIS AD 

Lavatory— Installed by Airbus 
modification— 

Type A DASELL ............. 23125 
Type D DASELL ............. 22815 
Type E DASELL ............. 22819 
Type F DASELL ............. 23695 

Unsafe Condition 
(d) This AD results from reports of 

corrosion in the lower part of the lavatory 
walls due to water ingress. We are issuing 
this AD to detect and correct corrosion and 
damage on the lower part of the lavatory 
walls, which could compromise the 
structural integrity of the CAS attachments, 
and cause injury to the cabin attendants 
during a crash landing. 

Compliance 
(e) You are responsible for having the 

actions required by this AD performed within 
the compliance times specified, unless the 
actions have already been done. 

Service Bulletin Reference 
(f) For the purposes of this AD, unless 

otherwise specified, the term ‘‘service 
bulletin’’ means the Accomplishment 
Instructions of Airbus Service Bulletin A320– 
25–1365, dated February 18, 2005. 

Repetitive Inspections and Corrective 
Actions 

(g) Within 2,400 flight hours or 15 months 
after the effective date of this AD, whichever 
occurs earlier: Do a detailed inspection for 
corrosion and damage in the inside and 
outside lower walls of each type A, D, E, and 
F lavatory wall that has at least one wall- 
mounted CAS, and do all applicable related 
investigative and corrective actions if 
necessary, including any supporting non- 
destructive testing and related investigative 
actions. Do all actions in accordance with the 
procedures and time-frames defined in the 
Accomplishment Instructions of the service 
bulletin. Repeat the inspection at the 
applicable time specified in Figure 1 Sheet 1 
of the service bulletin. 

Note 1: For the purposes of this AD, a 
detailed inspection is: ‘‘An intensive 
examination of a specific item, installation, 
or assembly to detect damage, failure, or 
irregularity. Available lighting is normally 
supplemented with a direct source of good 
lighting at an intensity deemed appropriate. 
Inspection aids such as mirror, magnifying 
lenses, etc., may be necessary. Surface 
cleaning and elaborate procedures may be 
required.’’ 

Optional Terminating Action 
(h) Doing the permanent repair in 

paragraph (h)(1) or (h)(2) of this AD 
terminates the repetitive inspection 
requirements of this AD. 

(1) Repair the aluminum wall with 
composite material in accordance with the 
lavatory component maintenance manual 
(CMM). 

(2) Replace the aluminum wall with a new 
wall made of composite material in 
accordance with the Accomplishment 
Instructions of the applicable service bulletin 
in paragraph (h)(2)(i), (h)(2)(ii), or (h)(2)(iii) 
of this AD. 

(i) For lavatory A: Airbus Service Bulletin 
A320–25–1289, Revision 01, dated October 
29, 2003. 

(ii) For lavatories D and E: Airbus Service 
Bulletin A320–25–1365, dated February 18, 
2005, which references the lavatory CMM as 
an additional source of service information 
for doing the replacement. 

(iii) For lavatory F: Airbus Service Bulletin 
A320–25–1357, dated July 19, 2004. 

Actions Accomplished in Accordance With 
Previous Issue of a Service Bulletin 

(i) Replacement of the lavatory A wall done 
before the effective date of this AD in 
accordance with Airbus Service Bulletin 
A320–25–1289, dated October 11, 2002, is 
acceptable for compliance with the 
requirements of paragraph (h)(2)(i) of this 
AD. 

Alternative Methods of Compliance 
(AMOCs) 

(j)(1) The Manager, International Branch, 
ANM–116, Transport Airplane Directorate, 
FAA, has the authority to approve AMOCs 
for this AD, if requested in accordance with 
the procedures found in 14 CFR 39.19. 

(2) Before using any AMOC approved in 
accordance with § 39.19 on any airplane to 
which the AMOC applies, notify the 
appropriate principal inspector in the FAA 
Flight Standards Certificate Holding District 
Office. 

Related Information 

(k) French airworthiness directive F–2005– 
046, dated March 16, 2005, also addresses the 
subject of this AD. 

Issued in Renton, Washington, on October 
31, 2005. 
Ali Bahrami, 
Manager, Transport Airplane Directorate, 
Aircraft Certification Service. 
[FR Doc. 05–22443 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–13–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

14 CFR Part 71 

[Docket No. FAA–2005–22745; Airspace 
Docket No. 05–ACE–31] 

Proposed Establishment of Class E5 
Airspace; Hill City, KS 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Notice of proposed rulemaking. 

SUMMARY: This notice proposes to 
establish Class E5 airspace at Hill City, 
KS. 
DATES: Comments for inclusion in the 
Rules Docket must be received on or 
before November 30, 2005. 
ADDRESSES: Send comments on this 
proposal to the Docket Management 
System, U.S. Department of 
Transportation, Room Plaza 401, 400 
Seventh Street, SW., Washington, DC 
20590–0001. You must identify the 
docket number FAA–2005–22745/ 
Airspace Docket No. 05–ACE–31, at the 
beginning of your comments. You may 
also submit comments on the Internet at 
http://dms.dot.gov. You may review the 
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public docket containing the proposal, 
any comments received, and any final 
disposition in person in the Dockets 
Office between 9 a.m. and 5 p.m., 
Monday through Friday, except Federal 
holidays. The Docket Office (telephone 
1–800–647–5527) is on the plaza level 
of the Department of Transportation 
NASSIF Building at the above address. 
FOR FURTHER INFORMATION CONTACT: 
Brenda Mumper, Air Traffic Division, 
Airspace Branch, ACE–520A, DOT 
Regional Headquarters Building, Federal 
Aviation Administration, 901 Locust, 
Kansas City, MO 64106; telephone: 
(816) 329–2524. 
SUPPLEMENTARY INFORMATION: 

Comments Invited 

Interested parties are invited to 
participate in this proposed rulemaking 
by submitting such written data, views, 
or arguments, as they may desire. 
Comments that provide the factual basis 
supporting the views and suggestions 
presented are particularly helpful in 
developing reasoned regulatory 
decisions on the proposal. Comments 
are specifically invited on the overall 
regulatory, aeronautical, economic, 
environmental, and energy-related 
aspects of the proposal. 
Communications should identify both 
docket numbers and be submitted in 
triplicate to the address listed above. 
Commenters wishing the FAA to 
acknowledge receipt of their comments 
on this notice must submit with those 
comments a self-addressed, stamped 
postcard on which the following 
statement is made: ‘‘Comments to 
Docket No. FAA–2005–22745/Airspace 
Docket No. 05–ACE–31.’’ The postcard 
will be date/time stamped and returned 
to the commenter. 

Availability of NPRM’s 

An electronic copy of this document 
may be downloaded through the 
Internet at http://dms.dot.gov. Recently 
published rulemaking documents can 
also be accessed through the FAA’s web 
page at http://www.faa.gov or the 
Superintendent of Document’s Web 
page at http://www.access.gpo.gov/nara. 

Additionally, any person may obtain 
a copy of this notice by submitting a 
request to the Federal Aviation 
Administration (FAA), Office of Air 
Traffic Airspace Management, ATA– 
400, 800 Independence Avenue, SW., 
Washington, DC 20591, or by calling 
(202) 267–8783. Communications must 
identify both docket numbers for this 
notice. Persons interested in being 
placed on a mailing list for future 
NPRM’s should contact the FAA’s 
Office of Rulemaking (202) 267–9677, to 

request a copy of Advisory Circular No. 
11–2A, Notice of Proposed Rulemaking 
Distribution System, which describes 
the application procedure. 

The Proposal 

This notice proposes to amend Part 71 
of the Federal Aviation Regulations (14 
CFR part 71) by establishing a Class E 
airspace area extending upward from 
700 feet above the surface at Hill City 
Municipal Airport, KS. The 
establishment of Area Navigation 
(RNAV) Global Positioning System 
(GPS) Instrument Approach Procedures 
(IAP) to Runways (RWY) 17 and 35 has 
made this action necessary. The 
intended effect of this proposal is to 
provide adequate controlled airspace for 
Instrument Flight Rules operations at 
Hill City Municipal Airport, KS. The 
area would be depicted on appropriate 
aeronautical charts. 

Class E airspace areas extending 
upward from 700 feet or more above the 
surface of the earth are published in 
Paragraph 6005 of FAA Order 7400.9N, 
dated September 1, 2005, and effective 
September 16, 2005, which is 
incorporated by reference in 14 CFR 
71.1. The Class E airspace designations 
listed in this document would be 
published subsequently in the Order. 

The FAA has determined that this 
proposed regulation only involves an 
established body of technical 
regulations for which frequent and 
routine amendments are necessary to 
keep them operationally current. It, 
therefore, (1) is not a ‘‘significant 
regulatory action’’ under Executive 
Order 12866; (2) is not a ‘‘significant 
rule’’ under DOT Regulatory Policies 
and Procedures (44 FR 11034; February 
26, 1979); and (3) does not warrant 
preparation of a Regulatory Evaluation 
as the anticipated impact is so minimal. 
Since this is a routine matter that will 
only affect air traffic procedures and air 
navigation, it is certified that this rule, 
when promulgated, will not have a 
significant economic impact on a 
substantial number of small entities 
under the criteria of the Regulatory 
Flexibility Act. 

This proposed rulemaking is 
promulgated under the authority 
described in Subtitle VII, Part A, 
Subpart I, Section 40103. Under that 
section, the FAA is charged with 
prescribing regulations to assign the use 
of the airspace necessary to ensure the 
safety of aircraft and the efficient use of 
airspace. This proposed regulation is 
within the scope of that authority since 
it would contain aircraft executing 
instrument approach procedures to Hill 
City Municipal Airport. 

List of Subjects in 14 CFR Part 71 

Airspace, Incorporation by reference, 
Navigation (Air). 

The Proposed Amendment 

In consideration of the foregoing, the 
Federal Aviation Administration 
proposes to amend 14 CFR part 71 as 
follows: 

PART 71—DESIGNATION OF CLASS A, 
CLASS B, CLASS C, CLASS D, AND 
CLASS E AIRSPACE AREAS; 
AIRWAYS; ROUTES; AND REPORTING 
POINTS 

1. The authority citation for part 71 
continues to read as follows: 

Authority: 49 U.S.C. 106(g); 40103, 40113, 
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959– 
1963 Comp., p. 389. 

§ 71.1 [Amended] 

2. The incorporation by reference in 
14 CFR 71.1 of Federal Aviation 
Administration Order 7400.9N, 
Airspace Designations and Reporting 
Points, dated September 1, 2005, and 
effective September 16, 2005, is 
amended as follows: 

Paragraph 6005 Class E airspace areas 
extending upward from 700 feet or more 
above the surface of the earth. 

* * * * * 

ACE KS E5 Hill City, KS 

Hill City Municipal Airport, KS 
(Lat. 39°22′44″ N., long. 99°49′53″ W.) 

That airspace extending upward from 700 
feet above the surface within a 7.8-mile 
radius of Hill City Municipal Airport and 
within 2 miles each side of the 001° bearing 
from the airport extending from the 7.8-mile 
radius to 11.4 miles north of the airport, and 
within 2 miles each side of the 181° bearing 
from the airport extending from the 7.8-mile 
radius to 12.5 miles south of the airport. 

* * * * * 

Issued in Kansas City, MO, on October 26, 
2005. 

Elizabeth S. Wallis, 
Acting Area Director, Western Flight Services 
Operations. 
[FR Doc. 05–22396 Filed 11–9–05; 8:45 am] 

BILLING CODE 4910–13–M 
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DEPARTMENT OF TRANSPORTATION 

Office of the Secretary 

14 CFR Part 389 

[Docket No. OST–99–5003] 

RIN 2105–AC47 

Withdrawal of Proposed Rulemaking 
Action; Fees and Charges for Special 
Services 

AGENCY: Office of the Secretary, DOT. 
ACTION: Withdrawal of proposed 
rulemaking. 

SUMMARY: This document withdraws an 
Office of the Secretary (OST) notice of 
proposed rulemaking that proposed to 
update the fees and charges paid by 
recipients of certain aviation licensing 
and related services provided by the 
Department. The proposal was 
predicated on specific labor and 
overhead cost studies and data that, 
with the passage of time and 
organizational changes within OST, 
have been rendered stale, greatly 
reducing their utility as bases for cost- 
based fees and charges. 
ADDRESSES: You may obtain a copy of 
this document from the DOT public 
docket through the Internet at http:// 
dms.dot.gov, docket number OST–99– 
5003. If you do not have access to the 
Internet, you may obtain a copy of the 
notice by United States mail from the 
Docket Management System, U.S. 
Department of Transportation, Room 
PL–401, 400 Seventh Street, SW., 
Washington, DC 20590. You must 
identify docket number OST–99–5003 
and request a copy of the document 
entitled ‘‘Withdrawal of Proposed 
Rulemaking.’’ 

You may also review the public 
docket in person in the Docket office 
between 9 a.m. and 5 p.m., Monday 
through Friday, except Federal holidays. 
The Docket office is on the plaza level 
of the Department of Transportation. 
Additionally, you can also get a copy of 
this document from the Federal Register 
Web site at http://www.gpo.gov. 
FOR FURTHER INFORMATION CONTACT: John 
D. Miller, Office of Aviation Analysis 
(X–50), Office of the Assistant Secretary 
for Aviation and International Affairs, 
400 Seventh Street, SW., Washington, 
DC 20590; (202) 366–4834; fax: (202) 
366–7035; e-mail: John.Miller@dot.gov. 
SUPPLEMENTARY INFORMATION: 

Background 

Part 389 of Title 14 of the Code of 
Federal Regulations—Fees and Charges 
for Special Services—describes certain 
special services related to aviation 

economic proceedings, such as 
certification of new air carriers, 
licensing of air taxi operators, and 
award of international route authority to 
U.S. airlines, that the Department 
provides to the public, and sets forth the 
fees and charges applicable to those 
services. 

In January 1999, we issued a Notice 
of Proposed Rulemaking (NPRM), 64 FR 
3229, to obtain comments on proposed 
revisions to the filing fee schedule and 
related provisions of Part 389. In the 
main, the NPRM proposed (1) To 
eliminate, except in the case of a treaty 
or agreement, the waiver of processing 
fees for those foreign air carriers whose 
home countries waive processing fees 
for U.S. air carriers, as set forth in 
existing section 389.24; (2) to revise and 
update the individual services and 
related fee amounts included on the 
schedule contained in existing section 
389.25(a), including significant fee 
increases for several existing services 
and new fees for several services not 
previously covered; and (3) to 
implement certain procedural changes 
to facilitate processing of licensing 
applications. 

Our proposed fee amounts were based 
on work-process analysis of more than 
600 service applications, including (1) 
the direct labor costs incurred to process 
individual applications and (2) the 
office space, utilities and related 
overhead costs allocable to individual 
applications based on the organizational 
structure of the Office of the Assistant 
Secretary for Avaition and International 
Affairs. 

Comments 
We received comments on the NPRM 

from the British Government, the Air 
Transport Association of America, the 
International Air Carrier Association, 
and representatives of 20 foreign air 
carriers. All commenters objected to our 
proposal to eliminate the waiver of 
foreign air carrier processing fees as 
contrary to U.S. law and provisions of 
bilateral agreements, or as 
counterproductive for U.S. air carriers. 
Similarly, all contested the rationale for, 
or proposed amount of, one or more of 
our individual fee items as 
unreasonable, unwarranted or excessive. 
No party objected to our proposed 
changes to facilitate applications 
processing. 

Withdrawal 
Following our receipt and review of 

comments on the NPRM, unanticipated 
events interrupted the rulemaking 
process. In particular, the horrific events 
of September 11, 2001, and their 
aftermath required us to redirect 

resources to more immediate priorities. 
Under the Air Transportation Safety and 
Stabilization Act (Pub. L. 107–42), for 
example, we were charged with 
dispensing up to $5 billion in direct 
payments to assist air carriers that had 
suffered losses as a result of the 
September 11 attacks. The delays 
experienced since September 11 have 
greatly reduced the utility of the labor 
cost data underlying our 1999 fee 
proposal. That proposal has been further 
compromised by outdated overhead 
allocations due to numerous 
organizational changes which have 
occurred within the Office of the 
Assistant Secretary for Aviation and 
International Affairs since the NPRM 
was issued. For these reasons, the 
Department believes that the labor and 
overhead cost estimates used to develop 
its proposed fees are no longer timely 
and do not support finalization of the 
proposed rule. We are, therefore, 
withdrawing the 1999 NPRM. 

Issued in Washington, DC, on November 4, 
2005. 
Michael W. Reynolds, 
Acting Assistant Secretary for Aviation and 
International Affairs. 
[FR Doc. 05–22451 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–62–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 52 

[R09–OAR–2005–AZ–0007, FRL–7994–7] 

Revisions to the Arizona State 
Implementation Plan, Pinal County Air 
Quality Control District 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Proposed rule. 

SUMMARY: EPA is proposing to approve 
a revision to the Pinal County Air 
Quality Control District (PCAQCD) 
portion of the Arizona State 
Implementation Plan (SIP). Under 
authority of the Clean Air Act as 
amended in 1990 (CAA or the Act), we 
are proposing to approve a local rule 
that addresses opacity standards. 
DATES: Any comments must arrive by 
December 12, 2005. 
ADDRESSES: Submit comments, 
identified by docket number R09–OAR– 
2005–AZ–0007, by one of the following 
methods: 

• Agency Web site: http:// 
docket.epa.gov/rmepub/. EPA prefers 
receiving comments through this 
electronic public docket and comment 
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system. Follow the on-line instructions 
to submit comments. 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the on-line 
instructions. 

• E-mail: steckel.andrew@epa.gov. 
• Mail or deliver: Andrew Steckel 

(Air-4), U.S. Environmental Protection 
Agency Region IX, 75 Hawthorne Street, 
San Francisco, CA 94105. 

Instructions: All comments will be 
included in the public docket without 
change and may be made available 
online at http://docket.epa.gov/ 
rmepub/, including any personal 
information provided, unless the 
comment includes Confidential 
Business Information (CBI) or other 
information whose disclosure is 
restricted by statute. Information that 
you consider CBI or otherwise protected 
should be clearly identified as such and 
should not be submitted through the 
agency Web site, eRulemaking portal, or 
e-mail. The agency Web site and 
eRulemaking portal are ‘‘anonymous 
access’’ systems, and EPA will not know 

your identity or contact information 
unless you provide it in the body of 
your comment. If you send e-mail 
directly to EPA, your e-mail address 
will be automatically captured and 
included as part of the public comment. 
If EPA cannot read your comment due 
to technical difficulties and cannot 
contact you for clarification, EPA may 
not be able to consider your comment. 

Docket: The index to the docket for 
this action is available electronically at 
http://docket.epa.gov/rmepub and in 
hard copy at EPA Region IX, 75 
Hawthorne Street, San Francisco, 
California. While all documents in the 
docket are listed in the index, some 
information may be publicly available 
only at the hard copy location (e.g., 
copyrighted material), and some may 
not be publicly available in either 
location (e.g., CBI). To inspect the hard 
copy materials, please schedule an 
appointment during normal business 
hours with the contact listed in the FOR 
FURTHER INFORMATION CONTACT section 
below. 

FOR FURTHER INFORMATION CONTACT: Al 
Petersen, EPA Region IX, (415) 947– 
4118, petersen.alfred@epa.gov. 

SUPPLEMENTARY INFORMATION: 
Throughout this document, ‘‘we,’’ ‘‘us’’ 
and ‘‘our’’ refer to EPA. 

Table of Contents 

I. The State’s Submittal 
A. What rule did the State submit? 
B. Are there other versions of this rule? 
C. What are the purposes of the submitted 

rule revisions? 
II. EPA’s Evaluation and Action 

A. How is EPA evaluating the rule? 
B. Does the rule meet the evaluation 

criteria? 
C. Public comment and final action 

III. Statutory and Executive Order Reviews 

I. The State’s Submittal 

A. What rule did the State submit? 

Table 1 lists the rule we are proposing 
to approve with the date that it was 
adopted by the local air agency and 
submitted by the Arizona Department of 
Environmental Quality (ADEQ). 

TABLE 1.—SUBMITTED RULE 

Local Agency Rule No. Rule Title Revised Submitted 

PCAQCD .................................... 2–8–300 Performance standards ................................................................... 05/18/05 09/12/05 

On September 28, 2005, the rule 
submittal was found to meet the 
completeness criteria in 40 CFR part 51, 
appendix V, which must be met before 
formal EPA review. 

B. Are there other versions of this rule? 

On April 28, 2004 (69 FR 23103), EPA 
finalized a limited approval and limited 
disapproval of a version of Rule 2–8– 
300. 

C. What are the purposes of the 
submitted rule revisions? 

Section 110(a) of the CAA requires 
states to submit regulations that control 
volatile organic compounds, oxides of 
nitrogen, particulate matter, and other 
air pollutants which harm human health 
and the environment. This rule was 
developed as part of the local agency’s 
program to control particulate matter. 

The purposes of the rule revisions 
relative to the SIP rule are as follows: 

• The clarification is added that 
provisions of the rule apply to an 
‘‘existing source,’’ a ‘‘point source,’’ and 
a ‘‘stationary source,’’ which are 
appropriately defined. 

• The opacity standard is decreased 
from 40% in all areas to (a) 20% in 
nonattainment or maintenance 
attainment areas after June 2, 2005 and 

(b) 20% in attainment or unclassified 
areas after April 23, 2006. 

• A provision is added to allow 
submittal of a petition to the Control 
Officer (CO) by September 15, 2005 for 
an alternative opacity standard (AOS), if 
the source complies with the applicable 
particulate matter (PM) mass rate 
standard, but cannot comply with the 
20% opacity standard. Requirements for 
the petition contents are listed. If an 
AOS is approved by the CO, he shall 
submit the AOS to the EPA 
Administrator for approval as a SIP 
revision. If an AOS is not approved, the 
source shall comply with the 20% 
opacity standard or submit a 
compliance plan before April 23, 2006. 

• A definition of ‘‘process weight 
rate’’ is added to clarify its applicability 
to continuous processes and batch 
processes. 

The TSD has more information about 
this rule. 

II. EPA’s Evaluation and Action 

A. How is EPA evaluating the rule? 

Generally, SIP rules must be 
enforceable (see section 110(a) of the 
CAA), must require reasonably available 
control measures (RACM), including 
reasonably available control technology 
(RACT) in moderate PM–10 

nonattaiment areas (see section 189(a)), 
must require best available control 
measures (BACM), including best 
available control technology (BACT) in 
serious PM–10 nonattaiment areas (see 
section 189(b)), and must not relax 
existing requirements (see sections 
110(l) and 193). A portion of PCAQCD 
is designated attainment, a portion is 
designated moderate nonattainment, 
and a portion is designated serious 
nonattainment for PM–10. 

The following guidance documents 
were used for reference: 

• Requirements for Preparation, 
Adoption, and Submittal of 
Implementation Plans, U.S. EPA, 40 
CFR part 51. 

• PM–10 Guideline Document (EPA– 
452/R–93–008). 

B. Does the rule meet the evaluation 
criteria? 

The deficiency cited in the previous 
limited approval/limited disapproval 
action of PCAQCD Rule 2–8–300 is as 
follows: The 40% opacity standard does 
not meet the requirements of BACM/ 
BACT. Analogous generic 20% opacity 
standards meet the requirements of 
RACM/RACT in other parts of the 
country, and we believe BACM/BACT in 
PCAQCD should be at least as stringent. 
See 69 FR 23103 (April 28, 2004). 
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The revision to a 20% opacity 
standard in the submitted rule corrects 
the cited deficiency for unclassified, 
attainment, maintenance, and moderate 
nonattainment areas to a level 
comparable to RACM/RACT in other 
parts of the country. We believe that 
BACM/BACT, as required for the 
serious nonattainment area in PCAQCD, 
should be at least as stringent as RACM/ 
RACT. We do not have justification for 
an opacity standard more stringent than 
20% to fulfill BACM/BACT for general 
PM–10 sources in the serious 
nonattainment area. Therefore, we 
believe that the 20% opacity standard 
fulfills RACM/RACT and BACM/BACT 
for the general PM–10 sources to which 
the rule is applicable, even though some 
specific PM–10 sources might achieve a 
more stringent opacity standard in 
fulfilling BACM/BACT. 

We believe this rule is consistent with 
the relevant policy and guidance 
regarding enforceability, SIP relaxations, 
and fulfilling the requirements of 
RACM/RACT and BACM/BACT and 
should be given full approval. 

C. Public comment and final action 
Because EPA believes the submitted 

rule fulfills all relevant requirements, 
we are proposing to fully approve it as 
described in section 110(k)(3) of the 
CAA. We will accept comments from 
the public on this proposal for the next 
30 days. Unless we receive convincing 
new information during the comment 
period, we intend to publish a final 
approval action that will incorporate the 
rule into the federally enforceable SIP. 

III. Statutory and Executive Order 
Reviews 

Under Executive Order 12866 (58 FR 
51735, October 4, 1993), this proposed 
action is not a ‘‘significant regulatory 
action’’ and therefore is not subject to 
review by the Office of Management and 
Budget. For this reason, this action is 
also not subject to Executive Order 
13211, ‘‘Actions Concerning Regulations 
That Significantly Affect Energy Supply, 
Distribution, or Use’’ (66 FR 28355, May 
22, 2001). This proposed action merely 
proposes to approve state law as 
meeting Federal requirements and 
imposes no additional requirements 
beyond those imposed by state law. 
Accordingly, the Administrator certifies 
that this proposed rule will not have a 
significant economic impact on a 
substantial number of small entities 
under the Regulatory Flexibility Act (5 
U.S.C. 601 et seq.). Because this rule 
proposes to approve pre-existing 
requirements under state law and does 
not impose any additional enforceable 
duty beyond that required by state law, 

it does not contain any unfunded 
mandate or significantly or uniquely 
affect small governments, as described 
in the Unfunded Mandates Reform Act 
of 1995 (Public Law 104–4). 

This proposed rule also does not have 
tribal implications because it will not 
have a substantial direct effect on one or 
more Indian tribes, on the relationship 
between the Federal Government and 
Indian tribes, or on the distribution of 
power and responsibilities between the 
Federal Government and Indian tribes, 
as specified by Executive Order 13175 
(65 FR 67249, November 9, 2000). This 
action also does not have Federalism 
implications because it does not have 
substantial direct effects on the States, 
on the relationship between the national 
government and the States, or on the 
distribution of power and 
responsibilities among the various 
levels of government, as specified in 
Executive Order 13132 (64 FR 43255, 
August 10, 1999). This action merely 
proposes to approve a state rule 
implementing a Federal standard, and 
does not alter the relationship or the 
distribution of power and 
responsibilities established in the Clean 
Air Act. This proposed rule also is not 
subject to Executive Order 13045 
‘‘Protection of Children from 
Environmental Health Risks and Safety 
Risks’’ (62 FR 19885, April 23, 1997), 
because it is not economically 
significant. 

In reviewing SIP submissions, EPA’s 
role is to approve state choices, 
provided that they meet the criteria of 
the Clean Air Act. In this context, in the 
absence of a prior existing requirement 
for the State to use voluntary consensus 
standards (VCS), EPA has no authority 
to disapprove a SIP submission for 
failure to use VCS. It would thus be 
inconsistent with applicable law for 
EPA, when it reviews a SIP submission, 
to use VCS in place of a SIP submission 
that otherwise satisfies the provisions of 
the Clean Air Act. Thus, the 
requirements of section 12(d) of the 
National Technology Transfer and 
Advancement Act of 1995 (15 U.S.C. 
272 note) do not apply. This proposed 
rule does not impose an information 
collection burden under the provisions 
of the Paperwork Reduction Act of 1995 
(44 U.S.C. 3501 et seq.). 

List of Subjects in 40 CFR Part 52 

Environmental protection, Air 
pollution control, Incorporation by 
reference, Intergovernmental relations, 
Particulate matter, Reporting and 
recordkeeping requirements. 

Dated: October 19, 2005. 
Wayne Nastri, 
Regional Administrator, Region IX. 
[FR Doc. 05–22377 Filed 11–9–05; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

40 CFR Part 81 

[OAR–2005–0150b; FRL–7995–2] 

Designation of Areas for Air Quality 
Planning Purposes; Arizona; 
Correction of Boundary of Phoenix 
Metropolitan 1-Hour Ozone 
Nonattainment Area 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Proposed rule. 

SUMMARY: EPA is proposing to correct 
the boundary of the Phoenix 
metropolitan 1-hour ozone 
nonattainment area to exclude the Gila 
River Indian Reservation. EPA is 
proposing this action under the 
authority of section 110(k)(6) of the 
Clean Air Act and in light of the Federal 
trust responsibility to the Tribes. This 
action is intended to facilitate and 
support the Gila River Indian 
Community’s efforts to develop, adopt 
and implement a comprehensive Tribal 
Implementation Plan by removing 
unnecessary obligations that flow from 
the erroneous inclusion of a portion of 
the Reservation in the Phoenix 
metropolitan 1-hour ozone 
nonattainment area. 
DATES: Any comments on this proposal 
must arrive by December 12, 2005. 
ADDRESSES: Submit comments, 
identified by docket number R09–OAR– 
2005–150, by one of the following 
methods: 

1. Agency Web site: http:// 
docket.epa.gov/rmepub/. EPA prefers 
receiving comments through this 
electronic public docket and comment 
system. Follow the on-line instructions 
to submit comments. 

2. Federal eRulemaking Portal: 
http://www.regulations.gov. Follow the 
on-line instructions. 

3. E-mail: tax.wienke@epa.gov. 
4. Mail or deliver: Wienke Tax, Office 

of Air Planning (AIR–2), U.S. 
Environmental Protection Agency, 
Region 9, 75 Hawthorne Street, San 
Francisco, CA 94105–3901. 

Instructions: All comments will be 
included in the public docket without 
change and may be made available 
online at http://docket.epa.gov/ 
rmepub/, including any personal 
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information provided, unless the 
comment includes Confidential 
Business Information (CBI) or other 
information whose disclosure is 
restricted by statute. Information that 
you consider CBI or otherwise protected 
should be clearly identified as such and 
should not be submitted through the 
agency Web site, eRulemaking portal, or 
e-mail. The agency Web site and 
eRulemaking portal are ‘‘anonymous 
access’’ systems, and EPA will not know 
your identify or contact information 
unless you provide it in the body of 
your comment. If you send e-mail 
directly to EPA, your e-mail address 
will be automatically captured and 
included as part of the public comment. 
If EPA cannot read your comment due 
to technical difficulties and cannot 
contact you for clarification, EPA may 
not be able to consider your comment. 

Docket: The index to the docket for 
this action is available electronically at 
http://docket.epa.gov/rmepub and in 
hard copy at EPA Region IX, 75 
Hawthorne Street, San Francisco, 

California. While all documents in the 
docket are listed in the index, some 
information may be publicly available 
only at the hard copy location (e.g., 
copyrighted material), and some may 
not be publicly available in either 
location (e.g., CBI). To inspect the hard 
copy materials, please schedule an 
appointment during normal business 
hours with the contact listed in the FOR 
FURTHER INFORMATION CONTACT section. 
FOR FURTHER INFORMATION CONTACT: 
Wienke Tax, Office of Air Planning, U.S. 
Environmental Protection Agency, 
Region 9, (520) 622–1622, e-mail: 
tax.wienke@epa.gov. 

SUPPLEMENTARY INFORMATION: This 
proposal addresses the correction of the 
boundary of the Phoenix metropolitan 
1-hour ozone nonattainment area under 
section 110(k)(6) of the Clean Air Act to 
exclude the Gila River Indian 
Reservation. In the Rules and 
Regulations section of this Federal 
Register, we are taking direct final 
action to correct the boundary without 

prior proposal because we believe this 
correction action is not controversial. If 
we receive adverse comments, however, 
we will publish a timely withdrawal of 
the direct final rule and address the 
comments in subsequent action based 
on this proposed rule. We do not plan 
to open a second comment period, so 
anyone interested in commenting 
should do so at this time. If we do not 
receive comments, no further activity is 
planned. For all the reasons explained 
in the parallel direct final notice, we 
propose to correct the boundary of the 
Phoenix metropolitan 1-hour ozone 
nonattainment area to exclude the Gila 
River Indian Reservation. For further 
information on this proposal and the 
rationale underlying our proposed 
action, please see the direct final action. 

Dated: November 3, 2005. 

Stephen L. Johnson, 
Administrator. 
[FR Doc. 05–22372 Filed 11–9–05; 8:45 am] 

BILLING CODE 6560–50–P 
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AGENCY FOR INTERNATIONAL 
DEVELOPMENT 

Notice of Public Information 
Collections Being Reviewed by the 
U.S. Agency for International 
Development; Comments Requested 

SUMMARY: U.S. Agency for International 
Development (USAID) is making efforts 
to reduce the paperwork burden. USAID 
invites the general public and other 
Federal agencies to take this 
opportunity to comment on the 
following proposed and/or continuing 
information collections, as required by 
the Paperwork Reduction Act for 1995. 
Comments are requested concerning: (a) 
Whether the proposed or continuing 
collections of information are necessary 
for the proper performance of the 
functions of the agency, including 
whether the information shall have 
practical utility; (b) the accuracy of the 
burden estimates; (c) ways to enhance 
the quality, utility, and clarity of the 
information collected; and (d) ways to 
minimize the burden of the collection of 
information on the respondents, 
including the use of automated 
collection techniques or other forms of 
information technology. 
DATES: Submit comments on or before 
January 9, 2006. 
FOR FURTHER INFORMATION CONTACT: 
Beverly Johnson, Bureau for 
Management, Office of Administrative 
Services, Information and Records 
Division, U.S. Agency for International 
Development, Room 2.07–106, RRB, 
Washington, DC 20523, (202) 712–1365 
or via e-mail bjohnson@usaid.gov. 
SUPPLEMENTARY INFORMATION: 

OMB No.: OMB 0412–NEW. 
Form No.: N/A. 
Title: Minority Serving Institution 

Database. 
Type of Review: New Information 

Collection. 
Purpose: The U.S. Agency for 

International Development (USAID) 

requests comment on its proposal to 
expand its existing automated Extranet 
database to include voluntary 
registration of U.S. Minority Serving 
Institutions (MSIs). The existing 
application, the Small Business 
Resource Database (SBRD) was placed 
into production at the beginning of 
Fiscal year 2004. Small and Small and 
Disadvantaged Business interested in 
pursuing contracts with USAID may 
register with the Agency on a voluntary 
basis. These data are then made 
available via a secure Extranet conduit 
to Agency Program, Technical and 
Contract Officers worldwide. The 
Agency experienced a significant 
improvement in the amount of 
contracting with these entities in Fiscal 
Year 2004, versus USAID’s performance 
in 2003, and in comparison to the 
averages for the Executive Branch of the 
Federal government. The Agency’s 
performance in this regard is published 
at the following URL: http:// 
www.sba.gov/GC/goads/Goaling-Report- 
08-21-2005.pdf. 

USAID proposes to capture the 
voluntary registration of Minority 
Serving Institutions (MSIs), who may be 
interested in pursuing contracts, grants 
and cooperative agreements with USAID 
in furtherance of the Agency’s 
international development initiatives. 
The existing SBRD application, and the 
Extranet conduit for disseminating these 
data within USAID would be utilized 
for this purpose. This action would 
further the grant-making process and 
potentially benefit several of the three 
hundred and fifty-one U.S. MSIs. 
Additional information regarding the 
SBRD, which is presently in production, 
without the proposed expanded 
registration capability, may be reviewed 
at the following URL: http:// 
www.usaid.gov/business/ 
small_business/vendordb.html. 

Annual Reporting Burden: 
Respondents: 351. 
Total annual responses: 351. 
Total annual hours requested: 87.75 

hours. 
Dated: November 2, 2005. 

Joanne Paskar, 
Chief, Information and Records Division, 
Office of Administrative Services Bureau for 
Management. 
[FR Doc. 05–22429 Filed 11–9–05; 8:45 am] 
BILLING CODE 6116–01–M 

DEPARTMENT OF AGRICULTURE 

Submission for OMB Review; 
Comment Request 

November 4, 2005. 

The Department of Agriculture has 
submitted the following information 
collection requirement(s) to OMB for 
review and clearance under the 
Paperwork Reduction Act of 1995, 
Public Law 104–13. Comments 
regarding (a) whether the collection of 
information is necessary for the proper 
performance of the functions of the 
agency, including whether the 
information will have practical utility; 
(b) the accuracy of the agency’s estimate 
of burden including the validity of the 
methodology and assumptions used; (c) 
ways to enhance the quality, utility and 
clarity of the information to be 
collected; (d) ways to minimize the 
burden of the collection of information 
on those who are to respond, including 
through the use of appropriate 
automated, electronic, mechanical, or 
other technological collection 
techniques or other forms of information 
technology should be addressed to: Desk 
Officer for Agriculture, Office of 
Information and Regulatory Affairs, 
Office of Management and Budget 
(OMB), 
OIRA_Submission@OMB.EOP.GOV or 
fax (202) 395–5806 and to Departmental 
Clearance Office, USDA, OCIO, Mail 
Stop 7602, Washington, DC 20250– 
7602. Comments regarding these 
information collections are best assured 
of having their full effect if received 
within 30 days of this notification. 
Copies of the submission(s) may be 
obtained by calling (202) 720–8958. 

An agency may not conduct or 
sponsor a collection of information 
unless the collection of information 
displays a currently valid OMB control 
number and the agency informs 
potential persons who are to respond to 
the collection of information that such 
persons are not required to respond to 
the collection of information unless it 
displays a currently valid OMB control 
number. 

Animal and Plant Health Inspection 
Service 

Title: Health Certificate for the Export 
of Live Crustaceans, Finfish, Mollusks, 
and Related Products. 

OMB Control Number: 0579–NEW. 
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Summary of Collection: The export of 
agricultural commodities, including 
animals and animal products, is a major 
business in the United States and 
contributes to a favorable balance of 
trade. The Animal and Plant Health 
Inspection Service (APHIS) maintains 
information regarding the import health 
requirements of other countries for 
animals and animal products exported 
from the United States. The regulations 
governing the export of animals and 
products from the United States are 
contained in 9 CFR parts 91, subchapter 
D. ‘‘Exportation and Importation of 
Animals (including Poultry) and Animal 
Products,’’ and apply to farm-raised 
aquatic animals and products, as well as 
other livestock and products. These 
regulations are authorized by the 
Animal Health Protection Act (7 U.S.C. 
8301–8317). The National Marine 
Fisheries Service (NMFS), National 
Oceanic and Atmospheric 
Administration (NOAA), U.S. 
Department of Commerce, and the Fish 
and Wildlife Service (FWS), U.S. 
Department of Interior, as well as 
APHIS, have legal authorities and 
responsibilities related to aquatic 
animal health in the United States. All 
three agencies have therefore entered 
into a Memorandum of Understanding 
delineating their respective 
responsibilities in the issuance of the 
health certificate for the export of live 
aquatic animals and animal products. A 
new health certificate has been 
developed that will bear the logo of all 
three agencies, and can be used by all 
three when issuing a health certificate 
for the export of live crustaceans, 
finfish, mollusks, and their related 
products from the U.S. 

Need and Use of the Information: The 
health certificate will require the names 
of the species being exported from the 
U.S., their age and weights, and whether 
they are cultured stock or wild stock; 
their place of origin, their country of 
destination and the date and method of 
transport. The certificate will be 
completed by an accredited inspector 
with assistance from the producer and 
must be signed by both the accredited 
inspector as well as the appropriate 
Federal official from APHIS, NOAA, or 
FWS who certifies the health status of 
the shipment being exported. The use of 
the certificate will lend consistency to a 
public service delivered by three 
separate agencies, and should make the 
aquatic export certification process less 
confusing for those who require this 
important service. Failing to use this 
form could result in less efficient 
service to the exporting public. 

Description of Respondents: Farms; 
Individuals or households; Federal 
Government. 

Number of Respondents: 100. 
Frequency of Responses: Reporting: 

On occasion. 
Total Burden Hours: 1,500. 

Ruth Brown, 
Departmental Information Collection 
Clearance Officer. 
[FR Doc. 05–22404 Filed 11–9–05; 8:45 am] 
BILLING CODE 3410–34–P 

DEPARTMENT OF AGRICULTURE 

Forest Service 

Plumas National Forest; California; 
Diamond Vegetation Management 
Project 

AGENCY: Forest Service, USDA. 
ACTION: Notice of intent to prepare an 
Environmental Impact Statement. 

SUMMARY: The USDA Forest Service 
Plumas National Forest will prepare an 
Environmental Impact Statement (EIS) 
on a proposal implement hazardous fuel 
reduction and construction of 
Defensible Fuel Profile Zones, 
implement thinning, group selection 
harvest, road system improvements, and 
stream channel restoration. Also, 
treatments of noxious weeds are 
proposed using mechanical, fire, and 
chemical methods. These actions are 
proposed to occur in forested areas of 
public land northeast of Quincy, 
California. 

DATES: Comments concerning the scope 
of the analysis must be received within 
30 days of the date of publication of this 
Notice of Intent in the Federal Register. 
The draft EIS is expected in April 2006 
and the final EIS is expected in August 
2006. 
ADDRESSES: Send written comments to 
James M. Peña, Plumas National Forest, 
P.O. Box 11500, Quincy, CA 95971. Fax: 
(530) 283–7746. Electronic comments 
should be sent to: comments- 
pacificsouthwest-plumas@fs.fed.us. 
FOR FURTHER INFORMATION CONTACT: 
Emily Moghaddas, Interdisciplinary 
Team Leader, Mt. Hough Ranger 
District, telephone (530) 283–7652. 
SUPPLEMENTARY INFORMATION: 

Tentative or Preliminary Issues and 
Possible Alternatives 

Alternatives being considered at this 
time include: (A) the Proposed Action 
and (B) No Action. 

The proposed action is designed to 
meet the standards and guidelines for 
land management activities in the 

Plumas National Forest Land and 
Resource Management Plan (1988) 
(LRMP) as amended by the Record of 
Decision for the Herger-Feinstein 
Quincy Library Group Forest Recovery 
Act (1999) (HFQLG), and as amended by 
the Record of Decision for the Sierra 
Nevada Forest Plan Amendment (2004). 

The proposed action is located in 
Plumas County, California, within the 
Mt. Hough Ranger District of the Plumas 
National Forest in all or portions of 
Sections 1 and 2 T26N R11E; Sections 
2–6, 8–11, 14–23, 26–29, 32, and 33 
T26N R12E. Sections 1, 2, 10–14, 24, 
and 25 T27N R10E; Sections 2–28, 30, 
35, 36 T27N R11E; Sections 1–12, 14– 
17, 19–21, 26–35 T27N R12E; Section 6 
T27N R13E; Sections 13, 14, 23, 24, 25, 
26, 35, 36 T28N R10E; Sections 1–5, 7– 
20, 23–26, 29–36 T28N R11E; Sections 
5–9, 14–36 T28N R12E; and Section 31 
T28N R13E MDM. Section 1, T23N, 
R9E; Section 6, T23N, R10E; Sections 4 
& 8, T23N, R11E; Sections 1–6, 8–12, 
13–16, 22–26, 31, and 32, T24N, R10E; 
Sections 5–8, 15, 17, 21–28, and 33–35, 
T24N, R11E; Sections 1, 10–12, 13, 14, 
21–28, 33–34, and 26, T25N, R9E; 
Sections 6–8 and 14–35, T25N, R10E; 
and Sections 19, 29, 30, 31, and 32, 
T25N, R11E, MDM. 

Purpose and Need for Action 
The purpose and need for this 

proposal is to shift the existing 
conditions toward the desired 
conditions. In the context of an 
integrated management approach there 
are several primary needs for this 
proposal. They include: 

(1) Modifying fire behavior to protect 
communities, fire fighters, and 
biological resources; (2) Modifying 
forest structure and species composition 
to promote the development of an 
uneven-aged, multistoried, fire resilient 
forest; (3) Restoring aquatic and riparian 
habitat and improve watershed 
conditions; (4) Contributing to the 
economic stability of rural communities; 
(5) Controlling spread and introduction 
of noxious weeds; and (6) Providing 
access to integrated resource treatments 
and improving the road system. 

Proposed Action 
The project area for the proposed 

action is about 100,000 acres. The 
proposal is composed of eight actions: 
(1) Reduce hazardous fuels; (2) 
implement group selection timber 
harvest; (3) implement thinning timber 
harvest and biomass removal; (4) 
improve transportation system; (5) 
improve riparian and watershed 
conditions, (6) thin conifers trees to 
release aspen stands; (7) thin conifers 
and reduce fuels in Baker cypress 
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habitat, and (8) remove and abate 
noxious weeds. Fuel treatments would 
consist of construction of about 5,700 
acres of defensible fuel profile zones 
and prescribed burning on about 900 
acres, totalling about 6, 600 acres. Group 
selection timber harvest as part of the 
HFQLG pilot project would be 
conducted on about 1,200 acres. 
Thinning and biomass removal are 
proposed on about 4,255 acres. Also, 
thinning is proposed in plantations 
(about 800 acres) riparian habitat 
conservation areas (about 1,256 acres), 
aspen stands (about 820 acres), Baker 
cypress stands (about 140 acres). Six 
areas of stream channel restoration is 
proposed. And about two miles of new 
system roads would be constructed; ten 
miles of temporary roads would be 
constructed and decommissioned after 
use; twelve miles of existing roads 
would be permanently 
decommissioned; 107 miles of 
reconstruction fo existing roads, and 
seven culverts would be replaced or 
installed for fish passage. About 400 
locations of Canada thistle (Cirsium 
avense) would be treated with either 
clopyralid or glyphopsate on about 120 
acres. the remaining 2 acres of noxious 
weed locations would be treated with 
mechanical, hand, or burning methods. 

Lead Agency 
The USDA Forest Service is the lead 

agency for this proposal. 

Responsible Official 
Plumas National Forest Supervisor 

James M. Peña is the responsible 
official. Plumas National Forest, P.O. 
Box 11500, Quincy, CA 95971. 

Nature of Decision To Be Made 
Forest Supervisor James M. Peña will 

decide whether to implement the 
Diamond Project as proposed and 
described above, implement the project 
based on an alternative to this proposal 
that is formulated to resolve identified 
conflicts, or not implement this project 
at this time. 

Scoping Process 
Public questions and comments 

regarding this proposal are an integral 
part of this environmental analysis 
process. Comments will be used to 
identify issues and develop alternatives 
to the proposed action. To assist the 
Forest Service in identifying and 
considering issues and concerns on the 
proposed action, comments should be as 
specific as possible. 

A copy of the Proposed Action will be 
mailed to adjacent landowners, as well 
as those people and organizations that 
have indicated a specific interest in the 

Diamond project, interested individuals 
who attended the open house held prior 
to the development of a landscape 
assessment for the watersheds 
encompassing the project, to Native 
American Tribes, Federal, State, and 
local agencies. The public will be 
notified of any meetings regarding this 
proposal by mailings and press releases 
sent to the local newspaper and media. 

Permits or Licenses Required 
An Air Pollution Permit and a Smoke 

Management Plan are required by local 
agencies. 

Comment 
This notice of intent initiates the 

scoping process which guides the 
development of the environmental 
impact statement under NEPA, which 
will guide development of the EIS. Our 
desire is to receive substantive 
comments on the merits of the Proposed 
Action, as well as comments that 
address errors, misinformation, or 
information that has been omitted. 
Substantive comments are defined as 
comments within the scope of the 
proposal, that have a direct relationship 
to the proposal, and that include 
supporting reasons for the Responsible 
Official’s consideration. 

Early Notice of Importance of Public 
Participation in Subsequent 
Environmental Review 

A draft environmental impact 
statement will be prepared for comment. 
The comment period on the draft 
environmental impact statement will be 
45 days from the date the 
Environmental Protection Agency 
publishes the notice of availability in 
the Federal Register. 

The Forest Service believes, at this 
early stage, it is important to give 
reviewers notice of several court rulings 
related to public participation in the 
environmental review process. First, 
reviewers of draft environmental impact 
statements must structure their 
participation in the environmental 
review of the proposal so that it is 
meaningful and alerts an agency to the 
reviewer’s position and contentions. 
Vermont Yankee Nuclear Power Corp v. 
NRDC, 435 U.S. 519, 553 (1978). Also, 
environmental objections that could be 
raised at the draft environmental impact 
statement stage but that are not raised 
until after completion of the final 
environmental impact statement may be 
waived or dismissed by the courts. City 
of Angoon v. Hodel, 803 F.2d 1016, 
1022 (9th Cir. 1986) and Wisconsin 
Heritages, Inc. v. Harris, 490 F. Supp. 
1334, 1338 (E.D. Wis. 1980). Because of 
these court rulings, it is very important 

that those interested in this proposal 
action participate by the close of the 45- 
day comment period so that substantive 
comments and objections are made 
available to the Forest Service at a time 
when it can meaningfully consider them 
and respond to them in the final 
environmental impact statement. 

To assist the Forest Service in 
identifying and considering issues and 
concerns on the proposed action, 
comments on the draft environmental 
impact statement should be as specific 
as possible. It is also helpful if 
comments refer to specific pages or 
chapters of the draft statement. 
Comments may also address the 
adequacy of the draft environmental 
impact statement or the merits of the 
alternatives formulated and discussed in 
the statement. Reviewers may wish to 
refer to the Council on Environmental 
Quality Regulations for implementing 
the procedural provisions of the 
National Environmental Policy Act at 40 
CFR 1503.3 in addressing these points. 

Comments received, including the 
names and addresses of those who 
comment, will be considered part of the 
public record on this proposal and will 
be available for public inspection. 
(Authority: 40 CFR 1501.7 and 1508.22; 
Forest Service Handbook 1909.15, Section 
21) 

Dated: November 3, 2005. 
James M. Peña, 
Forest Supervisor. 
[FR Doc. 05–22435 Filed 11–9–05; 8:45am] 
BILLING CODE 3410–11–M 

DEPARTMENT OF AGRICULTURE 

Forest Service 

Revision of Land Management Plans, 
Colville, Okanogan and Wenatchee 
National Forests, Located in Central 
WA 

AGENCY: Forest Service, USDA. 
ACTION: Notice of adjustment to Federal 
Register Notice of Vol. 69, No. 46, p. 
10974, March 9, 2004, and transition to 
the 2005 Planning Rule at 36 CFR 219 
(Federal Register Vol. 70, No.3/January 
5, 2005, p. 1023). 

Authority: 36 CFR 219.14(e). 

SUMMARY: The Responsible Officials 
(Forest Supervisors) for the Colville 
National Forest and the Okanogan and 
Wenatchee National Forests will 
exercise their option to adjust the land 
management plan revision process from 
compliance with the 1982 planning 
regulations, to conformance with new 
planning regulations adopted in January 
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2005. This adjustment will have the 
following effects: 

1. The new rule redefines forest plans 
to be more strategic and flexible to 
better facilitate adaptive management 
and public collaboration. 

2. The new rule focuses more on the 
goals of ecological, social, and economic 
sustainability and less on prescriptive 
means of producing goods and services. 

3. The Responsible Official who will 
approve the final plan will now be the 
Forest Supervisor instead of the 
Regional Forester. 

4. The Colville National Forest and 
the Okanogan and Wenatchee National 
Forests will establish an environmental 
management system (per ISO 
14001:2004(E)) prior to completion of 
the revised forest plan. 

5. Upon completion of final 
rulemaking, the planning and decision- 
making process may be categorically 
excluded from analysis and 
documentation in an environmental 
impact statement and record of decision 
(see draft rule at Federal Register Vol. 
70, No. 3, January 5, 2005, p. 1062). 

6. The emphasis on public 
involvement will shift from public 
comment on a range of alternative plans, 
to a collaborative process intended to 
yield a single, broadly supported plan. 

7. Administrative review has changed 
from a post-decision appeals process to 
a pre-decision objection process. 
DATES: Transition to the 2005 Planning 
Rule is effective immediately upon 
publication of this notice in the Federal 
Register. 
FOR FURTHER INFORMATION CONTACT: 
Margaret Hartzell, Plan Revision Team 
Leader, Colville, Okanogan and 
Wenatchee National Forests, (509) 826– 
3275 or e-mail: mhartzell@fs.fed.us; or 
view our Web site at http:// 
www.fs.fed.us/r6/colville/cow, or mail: 
Forest Plans Revision Team, 1240 
Second Avenue South, Okanogan, WA 
98840. 

Responsible Officials: James L. 
Boynton, Forest Supervisor, Okanogan 
and Wenatchee National Forests, 215 
Melody Lane, Wenatchee, WA 98801 
and Rick Brazell, Colville National 
Forest, 765 South Main, Colville, WA 
99114. 

SUPPLEMENTARY INFORMATION: The 
Responsible Officials (Forest 
Supervisors) of the Colville National 
Forest and the Okanogan and 
Wenatchee National Forests have 
elected to transition the previously 
initiated Land and Resource 
Management Plan (Plan) Revisions so 
that they fall under the requirements of 
the 2005 Planning Rule. The Plan 
Revision will be conducted in 

accordance with all Forest Service 
directive applicable to the 2005 
Planning Rule. 

All three proclaimed units (Colville, 
Okanogan and Wenatchee) have their 
own current Plan. As part of the 
Revision Process, the Responsible 
Officials will revise all three Plans. 
Revised Forest Plans are expected to be 
approved in September 2006. 

The public will be invited to 
collaborate during the development of 
each revised Plan. Options for the 
public include any of the following 
methods: (1) Reviewing and 
commenting on the materials posted on 
our Web site, (2) attending open house 
meetings, (3) requesting planning team 
presentations to specific groups, (4) 
newsletters, (5) participating in 
collaborative dialogue in working 
groups, or (6) providing input during 
formal comment periods. Public 
participation and collaborative work on 
this planning process has occurred since 
January 2003. This and other planning 
process details are available for review 
on the Web site. 

Dated: November 3, 2005. 
James L. Boynton, 
Forest Supervisor, Okanogan and Wenatchee 
National Forests. 

Dated: October 27, 2005. 
Rick Brazell, 
Forest Supervisor, Colville National Forest. 
[FR Doc. 05–22434 Filed 11–9–05; 8:45 am] 
BILLING CODE 3410–11–M 

DEPARTMENT OF AGRICULTURE 

Forest Service 

Notice of Tri-County Advisory 
Committee Meetings 

AGENCY: Forest Service, USDA. 
ACTION: Notice of meetings. 

SUMMARY: Pursuant to the authorities in 
the Federal Advisory Committee Act 
(Public Law 92–463) and under the 
Secure Rural Schools and Community 
Self-Determination Act of 2000 (Public 
Law 106–393) the Beaverhead- 
Deerlodge National Forest’s Tri-County 
Resource Advisory Committee will meet 
on Thursday, December 1, 2005, and on 
Thursday, January 12, 2006, from 10 
a.m. to 4 p.m. in Deer Lodge, Montana, 
for business meetings. The meetings are 
open to the public. 
DATES: Thursday, December 1, 2005 and 
Thursday, January 12, 2006. 
ADDRESSES: The meetings will be held at 
the USDA Service Center, 1002 
Hollenback Road, Deer Lodge, Montana. 
FOR FURTHER INFORMATION CONTACT: 
Bruce Ramsey, Designated Forest 

Official (DFO), Forest Supervisor, 
Beaverhead-Deerlodge National Forest, 
at (406) 683–3973. 

SUPPLEMENTARY INFORMATION: Agenda 
topics for these meetings include a 
review of projects proposed for funding 
as authorized under Title II of Pub. L. 
106–393, and public comment. If the 
meeting location is changed, notice will 
be posted in local newspapers, 
including The Montana Standard. 

Dated: November 4, 2005. 
Bruce Ramsey, 
Forest Supervisor. 
[FR Doc. 05–22433 Filed 11–9–05; 8:45am] 
BILLING CODE 3410–11–M 

DEPARTMENT OF AGRICULTURE 

Forest Service 

Notice of Resource Advisory 
Committee Meeting 

AGENCY: Lassen Resource Advisory 
Committee, Susanville, California, 
USDA Forest Service. 

ACTION: Notice of meetings. 

SUMMARY: Pursuant to the authorities in 
the Federal Advisory Committees Act 
(Pub. L. 92–463) and under the Secure 
Rural Schools and Community Self- 
Determination Act of 2000 (Pub. L. 106– 
393) the Lassen National Forest’s Lassen 
County Resource Advisory Committee 
will meet Wednesday, November 16th 
and Thursday, November 17th in 
Susanville, California for a business 
meeting. The meetings are open to the 
public. 

SUPPLEMENTARY INFORMATION: The 
business meetings on November 16th 
and 17th will begin at 8 a.m., at the 
Lassen National Forest Headquarters 
Office, Caribou Conference Room, 2550 
Riverside Drive, Susanville, CA 96130. 
These meetings will be dedicated to 
hearing presentations from project 
proponents on Wednesday and voting 
on Thursday for funding through the 
‘‘Secure Rural Schools and Self 
Determination Act of 2000,’’ commonly 
known as Payments to States. Time will 
also be set aside for public comments at 
the beginning of the meeting. 

FOR FURTHER INFORMATION CONTACT: 
Robert Andrews, District Ranger, 
Designated Federal Officer, at (530) 
257–4188; or Public Affairs Officer, 
Heidi Perry, at (530) 252–6604. 

Laurie Tippin, 
Forest Supervisor. 
[FR Doc. 05–22471 Filed 11–9–05; 8:45am] 
BILLING CODE 3410–11–M 
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COMMITTEE FOR PURCHASE FROM 
PEOPLE WHO ARE BLIND OR 
SEVERELY DISABLED 

Procurement List Additions 

AGENCY: Committee For Purchase From 
People Who Are Blind Or Severely 
Disabled. 
ACTION: Additions to procurement list. 

SUMMARY: This action adds to the 
Procurement List products and services 
to be furnished by nonprofit agencies 
employing persons who are blind or 
have other severe disabilities. 
EFFECTIVE DATE: December 10, 2005. 
ADDRESSES: Committee for Purchase 
From People Who Are Blind or Severely 
Disabled, Jefferson Plaza 2, Suite 10800, 
1421 Jefferson Davis Highway, 
Arlington, Virginia 22202–3259. 
FOR FURTHER INFORMATION CONTACT: 
Sheryl D. Kennerly, Telephone: (703) 
603–7740, Fax: (703) 603–0655, or e- 
mail SKennerly@jwod.gov. 
SUPPLEMENTARY INFORMATION: On July 8, 
and September 16, 2005, the Committee 
for Purchase From People Who Are 
Blind or Severely Disabled published 
notice (70 FR 39484, and 54709) of 
proposed additions to the Procurement 
List. 

After consideration of the material 
presented to it concerning capability of 
qualified nonprofit agencies to provide 
the products and services and impact of 
the additions on the current or most 
recent contractors, the Committee has 
determined that the products and 
services listed below are suitable for 
procurement by the Federal Government 
under 41 U.S.C. 46–48c and 41 CFR 51– 
2.4. 

Regulatory Flexibility Act Certification 
I certify that the following action will 

not have a significant impact on a 
substantial number of small entities. 
The major factors considered for this 
certification were: 

1. The action will not result in any 
additional reporting, recordkeeping or 
other compliance requirements for small 
entities other than the small 
organizations that will furnish the 
products and services to the 
Government. 

2. The action will result in 
authorizing small entities to furnish the 
products and services to the 
Government. 

3. There are no known regulatory 
alternatives which would accomplish 
the objectives of the Javits-Wagner- 
O’Day Act (41 U.S.C. 46–48c) in 
connection with the products and 
services proposed for addition to the 
Procurement List. 

End of Certification 

Accordingly, the following products 
and services are added to the 
Procurement List: 

Products 

Paper, Xerographic (Chlorine Free) (GSA 
Global Supply Only) 

NSN: 7530–01–503–8445—81⁄2″ x 11″, 3-hole 
punched 

NSN: 7530–01–503–8449—81⁄2″ x 14″ 
NSN: 7530–01–503–8453—11″ x 17″ 
NSN: 7530–01–503–8441—81⁄2″ x 11″ (For 

Stockton California Depot Only) 
NPA: Louisiana Association for the Blind, 

Shreveport, Louisiana 
Contracting Activity: Office Supplies & Paper 

Products Acquisition Center, New York, 
NY 

Services 

Service Type/Location: Custodial Services, 
Somersworth U.S. Army Reserve Center, 
Route 108, Somersworth, New 
Hampshire 

NPA: Northern New England Employment 
Services, Portland, Maine 

Contracting Activity: Devens Reserve Forces 
Training Area, Devens, Massachusetts 

Service Type/Location: Custodial Services, 
U.S. Army Reserve Center and 
Maintenance Shop, 7400 S. Pulaski 
Road, Chicago, Illinois 

NPA: Jewish Vocational Service and 
Employment Center, Chicago, Illinois 

Contracting Activity: 88th Regional Support 
Command, Fort Snelling, Minneapolis 

This action does not affect current 
contracts awarded prior to the effective date 
of this addition or options that may be 
exercised under those contracts. 

Sheryl D. Kennerly, 
Director, Information Management. 
[FR Doc. E5–6177 Filed 11–9–05; 8:45 am] 
BILLING CODE 6353–01–P 

COMMITTEE FOR PURCHASE FROM 
PEOPLE WHO ARE BLIND OR 
SEVERELY DISABLED 

Procurement List Proposed Addition 

AGENCY: Committee for Purchase from 
People Who Are Blind or Severely 
Disabled. 
ACTION: Proposed addition to 
procurement list. 

SUMMARY: The Committee is proposing 
to add to the Procurement List a service 
to be furnished by nonprofit agencies 
employing persons who are blind or 
have other severe disabilities. 

Comments Must be Received on or 
Before: December 10, 2005. 
ADDRESSES: Committee for Purchase 
From People Who Are Blind or Severely 
Disabled, Jefferson Plaza 2, Suite 10800, 
1421 Jefferson Davis Highway, 
Arlington, Virginia 22202–3259. 

FOR FURTHER INFORMATION OR TO SUBMIT 
COMMENTS CONTACT: Sheryl D. Kennerly, 
Telephone: (703) 603–7740, Fax: (703) 
603–0655, or e-mail 
SKennerly@jwod.gov. 

SUPPLEMENTARY INFORMATION: This 
notice is published pursuant to 41 
U.S.C. 47(a)(2) and 41 CFR 51–2.3. Its 
purpose is to provide interested persons 
an opportunity to submit comments on 
the proposed action. 

If the Committee approves the 
proposed addition, the entities of the 
Federal Government identified in the 
notice for each service will be required 
to procure the service listed below from 
nonprofit agencies employing persons 
who are blind or have other severe 
disabilities. 

Regulatory Flexibility Act Certification 

I certify that the following action will 
not have a significant impact on a 
substantial number of small entities. 
The major factors considered for this 
certification were: 

1. If approved, the action will not 
result in any additional reporting, 
recordkeeping or other compliance 
requirements for small entities other 
than the small organizations that will 
furnish the service to the Government. 

2. If approved, the action will result 
in authorizing small entities to furnish 
the service to the Government. 

3. There are no known regulatory 
alternatives which would accomplish 
the objectives of the Javits-Wagner- 
O’Day Act (41 U.S.C. 46–48c) in 
connection with the service proposed 
for addition to the Procurement List. 

Comments on this certification are 
invited. Commenters should identify the 
statement(s) underlying the certification 
on which they are providing additional 
information. 

End of Certification 

The following service is proposed for 
addition to Procurement List for 
production by the nonprofit agencies 
listed: 

Service 

Service Type/Location: Grounds 
Maintenance, El Centro Service 
Processing Center, 1115 N Imperial 
Avenue, El Centro, California. 

NPA: Association for Retarded Citizens— 
Imperial Valley, El Centro, California 

Contracting Activity: Department of 
Homeland Security, Laguna Niguel, 
California 

Sheryl D. Kennerly, 
Director, Information Management. 
[FR Doc. E5–6178 Filed 11–9–05; 8:45 am] 
BILLING CODE 6353–01–P 
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DEPARTMENT OF COMMERCE 

International Trade Administration 

[A–570–868] 

Folding Metal Tables and Chairs from 
the People’s Republic of China: Notice 
of Extension of Time Limit for the Final 
Results of the Antidumping Duty 
Administrative Review 

AGENCY: Import Administration, 
International Trade Administration, 
Department of Commerce. 
EFFECTIVE DATE: November 10, 2005. 
FOR FURTHER INFORMATION CONTACT: 
Charles Riggle at (202) 482–0650 or 
Marin Weaver at (202) 482–2336, AD/ 
CVD Operations, Office 8, Import 
Administration, International Trade 
Administration, U.S. Department of 
Commerce, 14th Street and Constitution 
Avenue, NW, Washington, DC 20230. 
SUPPLEMENTARY INFORMATION: 

Background 

On July 11, 2005, the Department of 
Commerce (‘‘the Department’’) 
published the preliminary results of the 
administrative review of the 
antidumping duty order on folding 
metal tables and chairs from the 
People’s Republic of China (‘‘PRC’’). See 
Folding Metal Tables and Chairs from 
the People’s Republic of China: Notice 
of Preliminary Results of Antidumping 
Duty Administrative Review, 70 FR 
39726 (July 11, 2005). The Department 
is extending the time limit for the final 
results of the administrative review of 
the antidumping duty order on folding 
metal tables and chairs from the PRC. 
This review covers the period June 1, 
2003, through May 31, 2004. 

Extension of Time Limit for Final 
Results of Review 

Section 751(a)(3)(A) of the Tariff Act 
of 1930, as amended (‘‘the Act’’) states 
that if it is not practicable to complete 
the review within the time specified, the 
administering authority may extend the 
120–day period, following the date of 
publication of the preliminary results, to 
issue its final results by an additional 60 
days. Completion of the final results 
within the 120–day period is not 
practicable for the following reasons: (1) 
The review involves a large number of 
complex inventory reconciliations of a 
respondent’s raw material, components 
and finished stock warehouses, and its 
work in process; and (2) Due to the 
unknown number of purported sample 
transactions for New–Tec Integration 
(Xiamen) Co., Ltd. at the time of the 
preliminary results, the Department 
issued multiple supplemental 

questionnaires after the preliminary 
results of review, which the Department 
now needs to review and subsequently 
adjust its schedule for this review. 

Therefore, in accordance with section 
751(a)(3)(A) of the Act, the Department 
is extending the time period for issuing 
the final results of review by 60 days 
until January 7, 2006. Additionally, the 
Department will notify all parties once 
it has established the briefing schedule. 

This notice is published in 
accordance with sections 751(a)(3)(A) 
and 777(i) of the Act. 

Dated: November 3, 2005. 
Stephen J. Claeys, 
Deputy Assistant Secretary for Import 
Administration. 
[FR Doc. 05–22489 Filed 11–9–05; 8:45 am] 
BILLING CODE 3510–DS–S 

DEPARTMENT OF COMMERCE 

International Trade Administration 

[A–821–802] 

Extension of Time Limit for Sunset 
Review of the Agreement Suspending 
the Antidumping Investigation on 
Uranium from the Russian Federation 

AGENCY: Import Administration, 
International Trade Administration, 
U.S. Department of Commerce. 
EFFECTIVE DATE: November 10, 2005. 
FOR FURTHER INFORMATION CONTACT: 
Sally Gannon, Import Administration, 
International Trade Administration, 
U.S. Department of Commerce, 14th 
Street & Constitution Avenue, NW, 
Washington, DC 20230; (202) 482–0162. 
SUPPLEMENTARY INFORMATION: 

Extension of Time Limit for Sunset 
Review: 

In accordance with section 
751(c)(5)(B) of the Tariff Act of 1930, as 
amended, (‘‘the Act’’), the U.S. 
Department of Commerce (‘‘the 
Department’’) may extend the period of 
time for making its determination by not 
more than 90 days if it determines that 
the review is extraordinarily 
complicated. As set forth in section 
751(c)(5)(C)(v) of the Act, the 
Department may treat a sunset review as 
extraordinarily complicated if it is a 
review of a transition order. A transition 
order is defined as any antidumping or 
countervailing duty order or suspension 
agreement that was in effect on January 
1, 1995, the date on which the WTO 
Agreement entered into force with 
respect to the United States. See section 
751(c)(6)(C) of the Act. The agreement 
suspending the antidumping 
investigation on uranium from the 

Russian Federation was in effect prior to 
January 1, 1995 and, as such, is a 
transition order. Therefore, the 
Department has determined, pursuant to 
section 751(c)(5)(C)(v) of the Act, that 
the sunset review of the agreement 
suspending the antidumping 
investigation on uranium from the 
Russian Federation is extraordinarily 
complicated and requires additional 
time for the Department to complete its 
analysis. The Department will extend 
the deadlines in this proceeding and, as 
a result, intends to issue either the 
preliminary results of the full sunset 
review on January 17, 2006 and the final 
results of the full sunset review on May 
30, 2006, or the final results of the 
expedited review on January 27, 2006. 

This notice is issued in accordance 
with sections 751(c)(5)(B) and (C)(v) of 
the Act. 

Dated: November 3, 2005. 
Ronald K. Lorentzen, 
Director, Office of Policy. 
[FR Doc. 05–22490 Filed 11–9–05; 8:45 am] 
BILLING CODE 3510–DS–S 

DEPARTMENT OF COMMERCE 

International Trade Administration 

Export Trade Certificate of Review 

ACTION: Notice of Issuance of an 
Amended Export Trade Certificate of 
Review, Application No. 03–A0007. 

SUMMARY: On November 7, 2005, The 
U.S. Department of Commerce issued an 
amended Export Trade Certificate of 
Review to Great Lakes Fruit Exporters 
Association, LLC (‘‘GLFEA’’). 
FOR FURTHER INFORMATION CONTACT: 
Jeffrey C. Anspacher, Director, Export 
Trading Company Affairs, International 
Trade Administration, (202) 482–5131 
(this is not a toll-free number) or e-mail 
at oetca@ita.doc.gov. 
SUPPLEMENTARY INFORMATION: Title III of 
the Export Trading Company Act of 
1982 (15 U.S.C. Sections 4001–21) 
authorizes the Secretary of Commerce to 
issue Export Trade Certificates of 
Review. The regulations implementing 
Title III are found at 15 CFR part 325 
(2003). 

Export Trading Company Affairs 
(‘‘ETCA’’) is issuing this notice pursuant 
to 15 CFR 325.6(b), which requires the 
U.S. Department of Commerce to 
publish a summary of the certification 
in the Federal Register. Under Section 
305(a) of the Act and 15 CFR 325.11(a), 
any person aggrieved by the Secretary’s 
determination may, within 30 days of 
the date of this notice, bring an action 
in any appropriate district court of the 
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United States to set aside the 
determination on the ground that the 
determination is erroneous. 

Description of Amended Certificate: 
Export Trade Certificate of Review No. 
03–00007, was issued to GLFEA on 
December 15, 2003 (69 FR 8382, 
February 24, 2004). 

GLFEA’s Export Trade Certificate of 
Review has been amended to: 

1. Add the following company as a 
new ‘‘Member’’ of the Certificate within 
the meaning of section CFR 325.2(1) of 
the Regulations (15 CFR 325.2(1)): 
Michigan Fresh Marketing, LLC, 
Belding, Michigan (controlling entity: 
Heeren Brothers, Inc., Grand Rapids, 
Michigan). 

The effective date of the amended 
certificate is August 9, 2005. A copy of 
the amended certificate will be kept in 
the International Trade Administration’s 
Freedom of Information Records 
Inspection Facility, Room 4100, U.S. 
Department of Commerce, 14th Street 
and Constitution Avenue, NW., 
Washington, DC 20230. 

Dated: November 7, 2005. 
Jeffrey C. Anspacher, 
Director, Export Trading Company Affairs. 
[FR Doc. 05–22502 Filed 11–9–05; 8:45 am] 
BILLING CODE 3510–DR–P 

DEPARTMENT OF COMMERCE 

National Oceanic and Atmospheric 
Administration 

[I.D. 092105B] 

Endangered Species; File No. 1420; 
File No. 1543; File No. 1545; and File 
No. 1549 

AGENCY: National Marine Fisheries 
Service (NMFS), National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce. 
ACTION: Notice; receipt of applications 
and modification request 

SUMMARY: NMFS has received 
applications from the following entities 
for permits or permit modifications for 
scientific research on shortnose 
sturgeon (Acipenser brevirostrum): 

Dr. Douglas Peterson, Warnell School 
of Forest Resources (Fisheries Division), 
University of Georgia, Athens, GA 
30602 (Permit No. 1420); 

Duke Power Company (Gene E. 
Vaughan, Principal Investigator), 
Catawba-Wateree Hydropower 
Relicensing Project, Mail Code EC 12Y, 
P.O. Box 1006, Charlotte, NC 28201 
(File No. 1543); 

North Carolina Zoological Park (John 
D. Groves, Principal Investigator), 4401 

Zoo Parkway, Asheboro, NC 27205 (File 
No. 1545); andDr. Boyd Kynard, S.O. 
Conte Anadromous Fish Research 
Center (USGS-BRD), Box 796, One 
Migratory Way, Turners Falls, MA 
01376 (File No. 1549). 
DATES: Written, telefaxed, or e-mail 
comments must be received on or before 
December 12, 2005. 
ADDRESSES: The applications and 
related documents are available for 
review upon written request or by 
appointment in the following offices: 

All documents: Permits, Conservation 
and Education Division, Office of 
Protected Resources, NMFS, 1315 East- 
West Highway, Room 13705, Silver 
Spring, MD 20910; phone (301)713– 
2289; fax (301)427–2521; 

Southeast Region, NMFS, 263 13th 
Avenue South, St. Petersburg, FL 33701; 
phone (727)824–5312; fax (727)824– 
5309; and 

For File No. 1549: Northeast Region, 
NMFS, One Blackburn Drive, 
Gloucester, MA 01930–2298; phone 
(978)281–9328; fax (978)281–9394. 

Written comments or requests for a 
public hearing on these applications 
should be mailed to the Chief, Permits, 
Conservation and Education Division, 
F/PR1, Office of Protected Resources, 
NMFS, 1315 East-West Highway, Room 
13705, Silver Spring, MD 20910. Those 
individuals requesting a hearing should 
set forth the specific reasons why a 
hearing on the particular request would 
be appropriate. 

Comments may also be submitted by 
facsimile at (301)427–2521, provided 
the facsimile is confirmed by hard copy 
submitted by mail and postmarked no 
later than the closing date of the 
comment period. 

Comments may also be submitted by 
e-mail. The mailbox address for 
providing email comments is 
NMFS.Pr1Comments@noaa.gov. Include 
in the subject line of the e-mail 
comment the following document 
identifier: either Permit No. 1420, File 
No. 1543, File No. 1545, File No. 1549. 
FOR FURTHER INFORMATION CONTACT: 
Shane Guan, (301)713–2289. 
SUPPLEMENTARY INFORMATION: The 
subject permits and modifications are 
requested under the authority of the 
Endangered Species Act of 1973, as 
amended (ESA; 16 U.S.C. 1531 et seq.) 
and the regulations governing the 
taking, importing, and exporting of 
endangered and threatened species (50 
CFR 222–226). 

File No. 1420: A notice of receipt of 
an application from Dr. Douglas 
Peterson to conduct scientific research 
on shortnose sturgeon was published on 
March 11, 2003 (68 FR 11533). On 

September 2, 2004, a scientific research 
permit was issued to Dr. Peterson to 
conduct scientific research on shortnose 
sturgeon (69 FR 55797). The permit 
authorizes Dr. Peterson to capture, 
measure, weigh, passive integrated 
transponder (PIT) and Carlin tag, tissue 
sample, and release up to 200 adult 
sturgeon annually from Altamaha River, 
Georgia. Additionally, Dr. Peterson is 
authorized to internally radio-sonic tag 
up to 30 sturgeon annually. Dr. Peterson 
now proposes to increase the annual 
capture of sturgeon from 200 to 1,000 
due to a revised population assessment 
suggesting that the shortnose sturgeon 
population in the Altamaha River is 
probably at least ten times larger than 
previously thought. This permit expires 
on September 30, 2009. 

File No. 1543: Duke Power Company 
proposes to conduct a study of 
shortnose sturgeon in the Wateree River, 
South Carolina, as part of the Federal 
Energy Regulatory Commission’s 2008 
relicensing process for the Company’s 
Catawba-Wateree Hydropower Project. 
State and federal regulatory agencies 
have requested a shortnose sturgeon 
use-survey of the Wateree River. Three 
shortnose sturgeon would be captured 
annually via gill nets set every other 
week in the early spring along the 
Wateree River when water temperatures 
are 9 - 15 oC. Captured fish would be 
weighed, measured, scanned for PIT 
tags, and released. Untagged fish would 
be tagged by the South Carolina 
Department of Natural Resources. The 
permit is requested for a duration of 5 
years, begining in February 2006. 

File No. 1545: The North Carolina 
Zoologist Park has requested 
authorization to obtain and use ten 
captive-bred, non-releaseable shortnose 
sturgeon from the U.S. Fish and Wildlife 
Service’s Warm Springs National Fish 
Hatchery for the purposes of 
educational display. The proposed 
project of displaying endangered 
cultured shortnose sturgeon responds 
directly to a recommendation from the 
NMFS recovery outline for this species. 
This sturgeon display would be used to 
increase public awareness of the 
shortnose sturgeon and its status. The 
proposed project would educate the 
public on shortnose sturgeon life history 
and the reasons for its declining 
numbers. The permit is requested for a 
duration of 5 years. 

File No. 1549: Dr. Boyd Kynard of the 
S.O. Conte Anadromous Fish Research 
Center proposes to conduct scientific 
research to determine up and 
downstream migrations, habitat use, 
spawning periodicity, seasonal 
movements, and growth of shortnose 
sturgeon in the Connecticut River from 
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Agawan to Montague, MA, and in the 
Merrimack River at Haverhill, MA. 
From the Connecticut River, a 
maximum of 500 adult and large 
juvenile shortnose sturgeon would be 
captured by gill nets, measured, PIT 
tagged, and released annually. A subset 
of 40 fish would also be radio tagged, 
and a subset of 6 of the aforementioned 
radio tagged fish would also receive 
temperature-depth tags. A maximum of 
16 male and female adults would be 
captured annually with gill nets, tested 
for habitat use and movements in the 
lab, and subsequently released for 3 
years. A maximum of 12 male and 
female adults would be captured with 
gill nets annually, lab tested for 
spawning, and released. A maximum of 
40 adult males would be captured with 
gill nets, tested in flume studies to 
develop downstream passage, and 
released. A maximum of 100 young-of- 
the-year, 100 yearling, and 300 small 
juvenile of the same species would also 
be captured by gill nets, measured, PIT 
tagged, and released annually. A subset 
of 20 yearling and 20 small juveniles 
from the aforementioned 100 fish would 
also be radio tagged. A maximum of 400 
egg-embryo-larva would be taken 
lethally for spawning evaluation 
annually. In the Merrimack River, a 
maximum of 40 adults annually would 
be captured with gill nets, PIT tagged, 
a subset of 10 radio tagged, and 
released. A maximum of 40 egg-embryo- 
larva would be lethally taken for 
spawning studies. In addition, Dr. 
Kynard proposes to take a total of 1000 
fertilized eggs annually from each of the 
following rivers: Androscoggin River, 
ME; Kennebec River, ME; Merrimack 
River, MA; Hudson River, NY; Delaware 
River, DE; Potomac River, MD; and 
Santee-Cooper River, SC. The permit is 
requested for a duration of 5 years. 

Dated: November 4, 2005. 
Patrick Opay, 
Acting Chief, Permits, Conservation and 
Education Division, Office of Protected 
Resources, National Marine Fisheries Service. 
[FR Doc. 05–22472 Filed 11–9–05; 8:45 am] 
BILLING CODE 3510–22–S 

CORPORATION FOR NATIONAL AND 
COMMUNITY SERVICE 

Proposed Information Collection; 
Submission for OMB Review; 
Comment Request 

AGENCY: Corporation for National and 
Community Service. 
ACTION: Notice. 

SUMMARY: The Corporation for National 
and Community Service (hereinafter the 

‘‘Corporation’’), has submitted the 
following public information collection 
request (ICR) entitled Spirit of Service 
Awards Nomination Guidelines and 
Application—Corporate to the Office of 
Management and Budget (OMB) for 
review and approval in accordance with 
the Paperwork Reduction Act of 1995 
(PRA95) (44 U.S.C. section 
3506(c)(2)(A)). A copy of the IRC, with 
applicable supporting documentation, 
may be obtained by calling the 
Corporation for National and 
Community Service, Mr. David Premo at 
(202) 606–6717. Individuals who use a 
telecommunications device for the deaf 
(TTY–TDD) may call (202) 606–3472 
between 8:30 a.m. and 5 p.m. eastern 
time, Monday through Friday. 

DATES: Written comments must be 
submitted to the individual and office 
listed in the ADDRESSES section by 
December 12, 2005. 

ADDRESSES: Comments may be 
submitted, identified by the title of the 
information collection activity, to the 
Office of Information and Regulatory 
Affairs, Attn: Ms. Katherine Astrich, 
OMB Desk Officer for the Corporation 
for National and Community Service, by 
any of the following two methods 
within 30 days from this date of 
publication in the Federal Register: 

(1) By fax to: (202) 395–6974, 
Atttention: Ms. Katherine Astrich, OMB 
Desk Officer for the Corporation for 
National and Community Service. 

(2) Electronically by e-mail to: 
Katherine_T._Astrich@omb.eop.gov. 

SUPPLEMENTARY INFORMATION: The OMB 
is particularly interested in comments 
which: 

• Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the Corporation, including 
whether the information will have 
practical utility; 

• Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

• Propose ways to enhance the 
quality, utility, and clarity of the 
information to be collected; and 

• Propose ways to minimize the 
burden of collection of information on 
those who are to respond, including 
through the use of appropriate 
automated, electronic, mechanical, or 
other technological collection 
techniques or other forms of information 
technology, e.g., permitting electronic 
submissions of responses. 

Comments 

A 60-day public comment Notice was 
published in the Federal Register on 
September 1, 2005. This comment 
period ended October 31, 2005. No 
public comments were received from 
this notice. 

Description: Beginning in 2006, the 
Corporation plans to establish specific 
nomination guidelines for Corporations 
and develop a formal nomination 
process, which involves voluntary 
information collection from non- 
government individuals. Since 2004 the 
Spirit of Service Awards has enabled 
the Corporation to recognize exceptional 
organizations and program participants 
from each of the Corporation’s three 
programs, Senior Corps, AmeriCorps, 
and Learn and Serve America. 

Prior to 2003, AmeriCorps recognized 
its outstanding members annually 
through the All-AmeriCorps Awards, 
which were initiated in 1999 and 
presented by President Clinton as part 
of the 5th anniversary celebration of the 
program. Senior Corps had recognized 
its outstanding projects and volunteers 
at its own national conference, and 
Learn and Serve America recognized 
exemplary programs and participants 
through its Leaders School selection and 
the President’s Student Service Awards. 

Type of Review: New. 
Agency: Corporation for National and 

Community Service. 
Title: Spirit of Service Awards 

Nomination Guidelines and 
Application—Corporate. 

OMB Number: None. 
Agency Number: None. 
Affected Public: People, companies, 

or organizations that have a relationship 
with a program funded by the 
Corporation for National and 
Community Service (Senior Corps, 
AmeriCorps, or Learn and Serve 
America). 

Total Respondents: 200. 
Frequency: Annually. 
Average Time Per Response: 3 hours. 
Estimated Total Burden Hours: 600 

hours. 
Total Burden Cost (capital/startup): 

None. 
Total Burden Cost (operating/ 

maintenance): None. 

Dated: November 4, 2005. 

Sandy Scott, 
Acting Director, Office of Public Affairs. 
[FR Doc. 05–22385 Filed 11–9–05; 8:45 am] 
BILLING CODE 6050–$$–P 
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CORPORATION FOR NATIONAL AND 
COMMUNITY SERVICE 

Proposed Information Collection; 
Comment Request 

AGENCY: Corporation for National and 
Community Service. 

ACTION: Notice. 

SUMMARY: The Corporation for National 
and Community Service (hereinafter the 
‘‘Corporation’’), as part of its continuing 
effort to reduce paperwork and 
respondent burden, conducts a pre- 
clearance consultation program to 
provide the general public and Federal 
agencies with an opportunity to 
comment on proposed and/or 
continuing collections of information in 
accordance with the Paperwork 
Reduction Act of 1995 (PRA95) (44 
U.S.C. 3506(c)(2)(A)). This program 
helps to ensure that requested data can 
be provided in the desired format, 
reporting burden (time and financial 
resources) is minimized, collection 
instruments are clearly understood, and 
the impact of collection requirement on 
respondents can be properly assessed. 

Currently, the Corporation is 
soliciting comments concerning its 
proposed Grant Application Review 
Process (GARP) Evaluation. Peer 
Reviewers and Facilitators in order to 
provide feedback and criticism of the 
peer review portion of the GARP will 
use this evaluation in order for the 
Corporation to provide continuous 
improvement to the process. 

Copies of the information collection 
requests can be obtained by contacting 
the office listed in the address section 
of this notice. 

DATES: Written comments must be 
submitted to the individual and office 
listed in the ADDRESSES section by 
January 9, 2006. 

ADDRESSES: You may submit comments, 
identified by the title of the information 
collection activity, by any of the 
following methods: 

(1) By mail sent to: Corporation for 
National and Community Service, Office 
of Grants Policy and Operations; 
Attention Ms. Shelly Ryan, Coordinator, 
Grant Reviews; 522 North Central 
Avenue, Suite 205A, Phoenix, AZ 
85004. 

(2) By hand delivery or by courier to 
the Corporation’s mailroom at Room 
8102–C at the Corporation for National 
and Community Service at 1201 New 
York Avenue, NW, Washington, DC 
20525, between 9 a.m. and 4 p.m. 
Monday through Friday, except Federal 
holidays. 

(3) By fax to: (602) 379–4030, 
Attention Ms. Shelly Ryan, Office of 
Grants Policy and Operations. 

(4) Electronically through the 
Corporation’s e-mail address system: 
GARPevaluation@cns.gov. 

FOR FURTHER INFORMATION CONTACT: 
Shelly Ryan, (602) 379–4083 or by e- 
mail at GARPevaluation@cns.gov. 
SUPPLEMENTARY INFORMATION: The 
Corporation is particularly interested in 
comments which: 

• Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the Corporation, including 
whether the information will have 
practical utility; 

• Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

• Propose ways to enhance the 
quality, utility, and clarity of the 
information to be collected; and 

• Propose ways to minimize the 
burden of the collection of information 
on those who are to respond, including 
through the use of appropriate 
automated, electronic, mechanical, or 
other technological collection 
techniques or other forms of information 
technology, e.g., permitting electronic 
submissions of responses. 

Description 

The purpose of these Evaluations is to 
assist the Corporation in identifying 
areas of improvement in its peer review 
process. Peer Reviewers and Facilitators 
assist in the rating and selection of 
applications submitted to various 
Corporation competitions. These forms 
would collect the suggestions, 
comments and ideas from those 
participating in the peer review process 
to better inform how it could be 
improved in future reviews. 

Current Action 

The Corporation seeks to create 
evaluations in eGrants. The evaluations 
will include questions that provide 
feedback about the review process, 
feedback on reviewers and facilitators, 
and general comments about the quality 
of the applications. 

Type of Review: New. 
Agency: Corporation for National and 

Community Service. 
Title: Grant Application Review 

Process Evaluation. 
OMB Number: New. 
Agency Number: None. 
Affected Public: People chosen to be 

peer reviewers and facilitators. 
Total Respondents: 300. 

Frequency: On occasion. 
Average Time Per Response: 30 

minutes (1⁄2 hour). 
Estimated Total Burden Hours: 150 

hours. 
Total Burden Cost (capital/startup): 

None. 
Total Burden Cost (operating/ 

maintenance): None. 
Comments submitted in response to 

this notice will be summarized and/or 
included in the request for Office of 
Management and Budget approval of the 
information collection request; they will 
also become a matter of public record. 

Dated: October 21, 2005. 
Marlene Zakai, 
Director, Office Grants Policy and Operations. 
[FR Doc. 05–22386 Filed 11–9–05; 8:45 am] 
BILLING CODE 6050–$$–P 

CORPORATION FOR NATIONAL AND 
COMMUNITY SERVICE 

Proposed Information Collection; 
Submission for OMB Review; 
Comment Request 

AGENCY: Corporation for National and 
Community Service. 
ACTION: Notice. 

SUMMARY: The Corporation for National 
and Community Service (hereinafter the 
‘‘Corporation’’), has submitted the 
following public information collection 
request (ICR) to the Office of 
Management and Budget (OMB) for 
review and approval in accordance with 
the Paperwork Reduction Act of 1995 
(Pub. L. 104–13), (44 U.S.C. Chapter 35). 
Copies of the ICR, with applicable 
supporting documentation, may be 
obtained by calling the Corporation for 
National and Community Service, 
Niloufer De Silva, 202–606–5000 ext. 
6912. Individuals who use a 
telecommunications device for the deaf 
(TTY–TDD) may call (202) 565–2799 
between 8:30 a.m. and 5 p.m. Eastern 
time, Monday through Friday. 
DATES: Written comments must be 
submitted to the individual and office 
listed in the ADDRESSES section by 
December 12, 2005. 
ADDRESSES: Comments may be 
submitted, identified by the title of the 
information collection activity, to the 
Office of Information and Regulatory 
Affairs, Attn: Ms. Katherine Astrich, 
OMB Desk Officer for the Corporation 
for National and Community Service, by 
either of the following two methods 
within 30 days from the date of 
publication in this Federal Register: 

(1) By fax to: (202) 395–6974, 
Attention: Ms. Ms. Katherine Astrich, 
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OMB Desk Officer for the Corporation 
for National and Community Service; 
and 

(2) Electronically by email to: 
Katherine_T._Astrich@omb.eop.gov. 

SUPPLEMENTARY INFORMATION: The OMB 
is particularly interested in comments 
that: 

• Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the Corporation, including 
whether the information will have 
practical utility; 

• Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information 
including the validity of the 
methodology and the assumptions used; 

• Propose ways to enhance the 
quality, utility, and clarity of the 
information to be collected; and 

• Propose ways to minimize the 
burden of the collection of information 
on those who are to respond, including 
through the use of appropriate 
automated, electronic, mechanical, or 
other technological collection 
techniques or other forms of information 
technology, e.g., permitting electronic 
submissions of responses. 

Comments: A 60-day Federal Register 
notice for the My Improvement Plan: 
On-line Survey and Planning Tool for 
Training and Technical Assistance (T/ 
TA) was published on March 14, 2005. 
The comment period ended on May 14, 
2005. No comments were received. 

Description: The Corporation is 
seeking approval of the My 
Improvement Plan: An On-line Survey 
and Planning Tool for T/TA. The 
purpose of this tool is to strengthen the 
capacities of grantees to manage their 
programs and deliver services 
effectively. This tool will cost- 
effectively develop program and project 

core management competencies (such 
as, financial and grants management, 
resource and fund development, 
performance measurement and 
evaluation, etc.). My Improvement Plan 
will enable program officers and T/TA 
providers to assess users’ needs, target, 
and deliver T/TA to users. 

The tool will be published by the 
Corporation’s Office of Leadership 
Development and Training on its 
website www.nationalservice.gov/ 
resources. The tool’s questions will be 
voluntarily completed by the 
Corporation’s grantees, other service 
organizations and interested members of 
the public. Based on their responses, 
users will be directed to specific 
training and technical resources most 
beneficial to their professional 
development in the form of an 
individualized learning plan (‘‘My 
Improvement Plan’’). 

The survey tool includes a pre- 
screening block consisting of 36 
questions and 10 building blocks 
consisting of between 12 and 42 
questions. Users of the tool may opt to 
take one or all of the building blocks. 
This tool will be completed 
electronically using the Corporation’s 
training and technical assistance Web 
site, www.nationalservice.gov/resources. 

Type of Review: New. 
Agency: Corporation for National and 

Community Service. 
Title: My Improvement Plan: On-line 

Survey and Planning Tool for Training 
and Technical Assistance (T/TA). 

OMB Number: None. 
Frequency: On Occasion. 
Affected Public: Individuals 

associated with the Corporation’s 
grantee organizations, other service 
organizations and interested members of 
the public. 

Total Respondents: 4,000 annually. 

Average Time Per Respondent: 3 
minutes per building block 
questionnaire. 

Total Burden Cost (capital/startup): 
None. 

Total Annual Cost (operating/ 
maintaining systems or purchasing 
services): None. 

Dated: November 4, 2005. 
Gretchen Van Der Veer, 
Director, Office of Leadership Development 
and Training. 
[FR Doc. 05–22469 Filed 11–9–05; 8:45 am] 
BILLING CODE 6050–$$–P 

DEPARTMENT OF DEFENSE 

Office of the Secretary 

[Transmittal No. 06–16] 

36(b)(1) Arms Sales Notification 

AGENCY: Department of Defense, Defense 
Security Cooperation Agency. 
ACTION: Notice. 

SUMMARY: The Department of Defense is 
publishing the unclassified text of a 
seciton 36(b)(1) arms sales notification. 
This is published to fulfill the 
requirements of section 155 of Public 
Law 104–164 dated 21 July 1996. 
FOR FURTHER INFORMATION CONTACT: Ms. 
J. Hurd, DSCA/DBO/ADM, (703) 604– 
6575. 

The following is a copy of a letter to 
the Speaker of the House of 
Representatives, Transmittal 06–16 with 
attached transmittal, policy justification 
and Sensitivity of Technology. 

Dated: November 4, 2005. 
L.M. Bynum, 
OSD Federal Register Liaison Officer, 
Department of Defense. 
BILLING CODE 5001–06–M 
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[FR Doc. 05–22412 Filed 11–9–05; 8:45 am] 
BILLING CODE 5001–06–C 

DEPARTMENT OF DEFENSE 

Office of the Secretary 

Defense Business Board; Notice of 
Advisory Committee Meeting 

AGENCY: Department of Defense, DoD. 
ACTION: Notice of Advisory Committee 
meeting. 

SUMMARY: The Defense Business Board 
(DBB) will meet in open session on 
Thursday, December 1, 2005, at the 
Pentagon, Washington, DC from 9:45 
a.m. until 12 p.m. (noon). The mission 
of the DBB is to advise the Secretary of 
Defense on effective strategies for 
implementation of best business 
practices of interest to the Department 

of Defense. At this meeting, the Board 
will deliberate on their findings and 
recommendations related to: Healthcare 
for Military Retirees; Military Postal 
Service; and Business Management 
Modernization Program (BMMP). 

DATES: Thursday, December 1, 2005, 
9:45 a.m. to 12 p.m. (noon). 

ADDRESSES: 1155 Defense Pentagon, 
3C288, Washington, DC 20301–1155. 

FOR FURTHER INFORMATION CONTACT: 
Members of the public who wish to 
attend the meeting must contact the 
Defense Business Board no later than 
Tuesday, November 22nd for further 
information about escort arrangements 
in the Pentagon. Additionally, those 
who wish to make oral comments or 
deliver written comments should also 
request to be scheduled, and submit a 
written text of the comments by 
Monday, November 21st to allow time 

for distribution to the Board members 
prior to the meeting. Individual oral 
comments will be limited to five 
minutes, with the total oral comment 
period not exceeding 30 minutes. 

The DBB may be contacted at: Defense 
Business Board, 1155 Defense Pentagon, 
Room 3C288, Washington, DC 20301– 
1155, via e-mail at 
defensebusinessboard2@osd.mil or via 
phone at (703) 697–2168. 

Dated: November 4, 2005. 

L.M. Bynum, 
OSD Federal Register Liaison Officer, 
Department of Defense. 
[FR Doc. 05–22410 Filed 11–9–05; 8:45am] 
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DEPARTMENT OF DEFENSE 

Office of the Secretary 

Defense Science Board 

AGENCY: Department of Defense. 

ACTION: Notice of Advisory Committee 
Meetings. 

SUMMARY: The Defense Science Board 
Task Force on Nuclear Capabilities will 
meet in closed session on November 14, 
2005; at the Institute for Defense 
Analysis (IDA), 4850 Mark Center Drive, 
Alexandria, VA. This meeting will be an 
Executive Session for draft report 
writing and discussion. 

The mission of the Defense Science 
Board is to advise the Secretary of 
Defense and the Under Secretary of 
Defense for Acquisition, Technology & 
Logistics on scientific and technical 
matters as they affect the perceived 
needs of the Department of Defense. At 
these meetings, the Defense Science 
Board Task Force will: Assess the 
current plan for sustaining the nuclear 
weapons stockpile and make 
recommendations for ensuring the 
future reliability, safety, security, and 
relevance of the nuclear weapons 
stockpile for the 21st century; examine 
the DoD role in defining needs in the 
nuclear weapons stockpile and 
recommend changes in institutional 
arrangements to ensure an appropriate 
DoD role; assess progress towards the 
goal of an integrated new triad of strike 
capabilities (nuclear, advanced 
conventional, and non-kinetic) within 
the new triad of strike, defense and 
infrastructure; examine a wide range of 
alternative institutional arrangements 
that could provide for more efficient 
management of the nuclear enterprise; 
examine approaches to evolving the 
stockpile with weapons that are simpler 
to manufacture and that can be 
sustained with a smaller, less complex, 
less expensive design, development, 
certification and production enterprise; 
and examine plans to transform the 
nuclear weapons production complex to 
provide a capability to respond 
promptly to changes in the threat 
environment with new designs or 
designs evolved with previously tested 
nuclear components. 

In accordance with section 10(d) of 
the Federal Advisory Committee Act, 
Public Law 92–463, as amended (5 
U.S.C. App. II), it has been determined 
that these Defense Science Board Task 
Force meetings concerning matters 
listed in 5 U.S.C. 552b(c)(1) and that, 
accordingly, the meetings will be closed 
to the public. 

FOR FURTHER INFORMATION CONTACT: 
LtCol David Robertson, USAF, Defense 
Science Board, 3140 Defense Pentagon, 
Room 3C553, Washington, DC 20301– 
3140, via email at 
david.robertson@osd.mil, or via phone 
at (703) 571–0081. 

Due to scheduling difficulties, there is 
insufficient time to provide timely 
notice required by section 10(a) of the 
Federal Advisory Committee Act and 
Subsection 102–3.150(b) of the GSA 
Final Rule on Federal Advisory 
Committee Management, 41 CFR 102– 
3.150(b), which further requires 
publication at least 15 calendar days 
prior to the meeting. 

Dated: November 4, 2005. 
L. M. Bynum, 
OSD Federal Register Liaison Officer, 
Department of Defense. 
[FR Doc. 05–22448 Filed 11–9–05; 8:45am] 
BILLING CODE 5001–06–M 

DEPARTMENT OF DEFENSE 

Department of the Air Force 

Privacy Act of 1974; System of 
Records 

AGENCY: Department of the Air Force, 
DoD 
ACTION: Notice to amend systems of 
records. 

SUMMARY: The Department of the Air 
Force is amending a system of records 
notice in its existing inventory of record 
systems subject to the Privacy Act of 
1974, (5 U.S.C. 552a), as amended. 
DATES: The proposed action will be 
effective without further notice on 
December 12, 2005 unless comments are 
received which result in a contrary 
determination. 

ADDRESSES: Send comments to the Air 
Force Privacy Act Officer, Office of 
Warfighting Integration and Chief 
Information Officer, SAF/XCISI, 1800 
Air Force Pentagon, Suite 220, 
Washington, DC 20330–1800. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Novella Hill at (703) 588–7855. 
SUPPLEMENTARY INFORMATION: The 
Department of the Air Force systems of 
records notices subject to the Privacy 
Act of 1974, (5 U.S.C. 552a), as 
amended, have been published in the 
Federal Register and are available from 
the address above. 

The specific changes to the record 
system being amended are set forth 
below followed by the notice, as 
amended, published in its entirety. The 
proposed amendments are not within 
the purview of subsection (r) of the 

Privacy Act of 1974, (5 U.S.C. 552a), as 
amended, which requires the 
submission of a new or altered system 
report. 

Dated: November 4, 2005 
L.M. Bynum, 
OSD Federal Register Liaison Officer, 
Department of Defense. 

F033 SAFLL A 

SYSTEM NAME: 
Congressional/Executive Inquiries 

(April 14, 1999, 64 FR 18406). 

CHANGES: 
* * * * * 

SYSTEM LOCATION: 
Delete ‘‘Office of the Secretary of the 

Air Force’’ and replace with: ‘‘Secretary 
of the Air Force, Office of Legislative 
Liaison (SAF/LL),’’ 
* * * * * 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 
Delete entry and replace with: ‘‘10 

U.S.C. 8013, Secretary of the Air Force; 
10 U.S.C. 8032, The Air Staff: general 
duties; and Air Force Regulation 11–7, 
Air Force Relations with Congress.’’ 
* * * * * 

STORAGE: 
Delete entry and replace with: 

‘‘Maintained in file folders and 
electronic media.’’ 
* * * * * 

SAFEGUARDS: 
Delete last sentence and replace with: 

‘‘Electronic media records are stored in 
a secure facility and protected by 
computer system software; paper 
records are stored in a secure facility in 
security file containers/cabinets.’’ 

RETENTION AND DISPOSAL: 
Delete entry and replace with: 

‘‘Records will be retained for two years 
and maintained, retained, and disposed 
of in accordance with the Air Force 
Records Disposition Schedule, Table 
36–29, Rule 04.01.’’ 

SYSTEM MANAGER(S) AND ADDRESS: 
Delete entry and replace with: 

‘‘Secretary of the Air Force, Legislative 
Liaison, Congressional Inquiries Office, 
1160 Air Force Pentagon, Washington, 
DC 20330–1160.’’ 

NOTIFICATION PROCEDURE: 
Delete ‘‘Director of Legislative 

Liaison, Office of the Secretary of the 
Air Force, Headquarters, U.S. Air Force’’ 
and replace with: ‘‘Secretary of the Air 
Force, Legislative Liaison, 1160 Air 
Force Pentagon’’ 

Add the following paragraph: 
‘‘Requests from individuals must 
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contain name, address, or any other 
reasonable identifying particulars about 
the subject in question.’’ 

RECORD ACCESS PROCEDURES: 
Delete ‘‘Director of Legislative 

Liaison, Office of the Secretary of the 
Air Force, Headquarter, U.S. Air Force’’ 
and replace with: ‘‘Secretary of the Air 
Force, Legislative Liaison, 1160 Air 
Force Pentagon.’’ 

Add the following paragraph: 
‘‘Requests from individuals must 
contain name, address, or any other 
reasonable identifying particulars about 
the subject in question.’’ 
* * * * * 

F033 SAFLL A 

SYSTEM NAME: 
Congressional/Executive Inquiries. 

SYSTEM LOCATION: 
Secretary of the Air Force, Office of 

Legislative Liaison (SAF/LL), 
Washington, DC 20330–1160. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Air Force active duty and retired 
military personnel, present and former 
civilian employee, Air Force Reserve 
and Air National Guard personnel, Air 
Force Academy nominees/applicants 
and cadets, Senior and Junior Air Force 
Reserve Officers, dependents of military 
personnel, and anyone who has written 
to the President or a Member of 
Congress regarding an Air Force issue. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Copies of applicable Congressional/ 

Executive correspondence and Air Force 
replies. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 
10 U.S.C. 8013, Secretary of the Air 

Force; 10 U.S.C. 8032, The Air Staff: 
general duties; and Air Force Regulation 
11–7, Air Force Relations with 
Congress. 

PURPOSE(S): 
Information is used as a reference 

base in the case of similar inquiries from 
other Members of Congress, in behalf of 
the same Air Force issue and/or follow- 
up by the same Member. Information 
may also be used by appropriate Air 
Force offices as a basis for corrective 
action and for statistical purposes. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

In addition to those disclosures 
generally permitted under 5 U.S.C. 
552a(b) of the Privacy Act, these records 
or information contained therein may 
specifically be disclosed outside the 

DoD as a routine use pursuant to 5 
U.S.C. 552a(b)(3) as follows: 

The ‘Blanket Routine Uses’ published 
at the beginning of the Air Force’s 
compilation of systems of records 
notices apply to this system. 

Policies and practices for storing, 
retrieving, accessing, retaining, and 
disposing of records in the system. 

STORAGE: 

Maintained in file folders and 
electronic media. 

RETRIEVABILITY: 

Retrieved by name. 

SAFEGUARDS: 

Records are accessed by custodian of 
the record system and by person(s) 
responsible for servicing the record 
system in performance of their official 
duties who are properly screened and 
cleared for need-to-know. Electronic 
media records are stored in a secure 
facility and protected by computer 
system software; paper records are 
stored in a secure facility in security file 
containers/cabinets. 

RETENTION AND DISPOSAL: 

Records will be retained for two years 
and maintained, retained, and disposed 
of in accordance with the Air Force 
Records Disposition Schedule, Table 
36–29, Rule 04.01. 

SYSTEM MANAGER(S) AND ADDRESS: 

Secretary of the Air Force, Legislative 
Liaison, Congressional inquiries Office, 
1160 Air Force Pentagon, Washington, 
DC 20330–1160. 

NOTIFICATION PROCEDURE: 

Individuals seeking to determine 
whether information about themselves 
is contained in this system should 
address written inquiries to or visit the 
Secretary of the Air Force, Legislative 
Liaison, 1160 Air Force Pentagon, 
Washington, DC 20330–1160. 

Requests from individuals must 
contain name, address, or any other 
reasonable identifying particulars about 
the subject in question. 

RECORD ACCESS PROCEDURES: 

Individuals seeking access to 
information about themselves contained 
in this system should address written 
inquiries to or visit the Secretary of the 
Air Force, Legislative Liaison, 1150 Air 
Force Pentagon, Washington, DC 20330– 
1160. 

Requests from individuals must 
contain name, address, or any other 
reasonable identifying particulars about 
the subject in question. 

CONTESTING RECORD PROCEDURES: 
The Air Force rules for accessing 

records, and for contesting contents and 
appealing initial agency determinations 
are published in Air Force Instruction 
37–132; 32 CFR part 806b; or may be 
obtained from the system manager. 

RECORD SOURCE CATEGORIES: 
Congressional and Executive inquiries 

and information from Air Force offices 
and organizations. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 
None. 

[FR Doc. 05–22411 Filed 11–9–05; 8:45 am] 
BILLING CODE 5001–06–M 

DEPARTMENT OF DEFENSE 

Department of the Army; Corps of 
Engineers 

Department of the Interior 

Bureau of Reclamation 

Upper Columbia Alternative Flood 
Control and Fish Operations, Libby 
and Hungry Horse Dams, MT 

AGENCIES: Corps of Engineers, DoD, and 
Bureau of Reclamation, Interior. 
ACTION: Notice of Availability Of Draft 
Environmental Impact Statement and 
Notice of Public Hearings. 

SUMMARY: In accordance with the 
requirements of the National 
Environmental Policy Act, the U.S. 
Army Corps of Engineers (USACE), 
Seattle District, and the Bureau of 
Reclamation (Reclamation), Pacific 
Northwest Region, have prepared a Draft 
Environmental Impact Statement (DEIS) 
to evaluate the effects of alternative 
flood control at Libby Dam on the 
Kootenai River and at Hungry Horse 
Dam on the South Fork Flathead River 
in western Montana. USACE and 
Reclamation are making the document 
available to the public for review and 
comment through a Notice of 
Availability published in the Federal 
Register. The overall goal of the DEIS is 
to evaluate effects of alternative dam 
operations that are intended to provide 
reservoir and flow conditions at and 
below Libby and Hungry Horse Dams 
for anadromous and resident fish listed 
as threatened or endangered under the 
Endangered Species Act (ESA), 
consistent with authorized project 
purposes, including maintaining the 
current level of flood control benefits. 
DATES: To ensure consideration in final 
EIS development, we must receive 
comments on or before December 27, 
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2005 (45 days from the November 10, 
2005, Federal Register publication date 
of the EPA weekly notice of EIS 
availability). See the SUPPLEMENTARY 
INFORMATION section for meeting dates. 
ADDRESSES: Please send written 
comments concerning this proposed 
project to: U.S. Army Corps of 
Engineers, Seattle District, Attn: Mr. 
Evan Lewis, PM–PL–ER, P.O. Box 3755, 
Seattle, WA 98124–3755 or Bureau of 
Reclamation, Attn: Mr. Dan Lechefsky, 
1150 N. Curtis Rd., Suite 100, Boise, ID 
83706–1234. Please submit electronic 
comments to uceis@usace.army.mil. For 
electronic comments, include your 
name and address in your message and 
place your comments in the body of 
your message; please do not send 
attached files. Reclamation’s practice is 
to make comments, including names 
and home addresses of respondents, 
available for public review. Individual 
respondents may request that we 
withhold their home address from 
public disclosure, which we will honor 
to the extent allowable by law. There 
also may be circumstances in which we 
would withhold a respondent’s identity 
from public disclosure, as allowable by 
law. If you wish us to withhold your 
name and/or address, you must state 
this prominently at the beginning of 
your comment. We will make all 
submissions from organizations or 
businesses, and from individuals 
identifying themselves as 
representatives or officials of 
organization or business, available for 
public disclosure in their entirety. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Evan Lewis, Environmental 
Coordinator, U.S. Army Corps of 
Engineers, Seattle District, 
Environmental Resources Section, (206) 
764–6922, evan.r.lewis@usace.army.mil; 
or Mr. Dan Lechefsky, NEPA 
Coordinator, Pacific Northwest Region, 
Bureau of Reclamation, (208) 378–5039, 
dlechefsky@pn.usbr.gov. 
SUPPLEMENTARY INFORMATION: Multiple- 
purpose project operations (including 
flood control, hydropower, fish and 
wildlife, recreation, navigation, 
irrigation, water supply, and water 
quality) at Libby, Hungry Horse, and 
other dams have altered the natural 
river hydrology of the Columbia River 
and some of its major tributaries. These 
dams store the spring snowmelt runoff 
to control floods and release water for 
multiple uses. Populations of threatened 
and endangered fish in the Columbia 
River Basin (Kootenai River white 
sturgeon, Columbia Basin bull trout, and 
several Columbia River salmon and 
steelhead stocks) benefit from certain 
high-flow periods, which historically 

were determined by natural runoff 
patterns driven by snowmelt and 
rainfall. While the status of bull trout 
populations in the Kootenai and 
Flathead rivers is generally better than 
some others in the Columbia Basin, 
Kootenai River white sturgeon numbers 
are estimated at fewer than 500 (down 
from numbers of 5,000–6,000 in the 
1980’s) and are declining at 
approximately 9% per year. Several 
salmon and steelhead populations in the 
Columbia Basin are listed as threatened 
or endangered. Pursuant to Section 7 of 
the Endangered Species Act, the 2000 
U.S. Fish and Wildlife Service 
Biological Opinion on the operation of 
the Federal Columbia River Power 
System (FCRPS) included a 
recommendation to implement variable 
discharge flood control (VARQ), with Q 
representing engineering shorthand for 
discharge, at Libby and Hungry Horse 
dams. NOAA Fisheries considered the 
Updated Proposed Action (UPA) and 
issued the 2004 NOAA Fisheries FCRPS 
Biological Opinion on November 30, 
2004. The 2004 UPA generally reflects, 
with certain modifications, the 
hydropower, habitat, hatchery, and 
harvest measures implemented under 
the 2000 biological opinion Reasonable 
and Prudent Alternative including 
implementation of VARQ flood control 
at Libby Dam and Hungry Horse Dam. 

Implementation of VARQ flood 
control and various flow augmentation 
operations would modify dam 
operations and riverflows to avoid 
jeopardizing the continued existence of 
endangered Kootenai River white 
sturgeon, threatened Columbia Basin 
bull trout, and several populations of 
threatened and endangered Columbia 
Basin salmon and steelhead. This DEIS 
focuses on those environmental 
conditions that would be modified by 
implementation of the proposed Federal 
Action or several alternatives. 

The proposed Federal action consists 
of: 

(1) Implementation of alternative 
flood control at Libby Dam on the 
Kootenai River and Hungry Horse Dam 
on the South Fork Flathead River. 
Called variable discharge flood control, 
this alternative action is known as 
‘‘VARQ’’ flood control, with Q 
representing engineering shorthand for 
discharge. 

(2) Flow augmentation that such 
alternative flood control would facilitate 
in the Kootenai River, the Flathead 
River, and main stem Columbia River 
for fish populations listed as threatened 
or endangered under the ESA. Flow 
augmentation (i.e., fish flows) includes 
release of water for bull trout, salmon, 
and, at Libby Dam, white sturgeon. 

We are making the DEIS available to 
the public for a 45-day review and 
comment period. 

Seven public meetings are planned for 
the DEIS in order to provide an 
opportunity for the public to present 
oral and/or written comments. USACE 
will host the meetings at Eureka, MT; 
Bonners Ferry, ID; and Nelson, BC. 
Reclamation will host the meetings at 
Kalispell, MT; Kettle Falls, WA; and 
Grand Coulee, WA. Both agencies will 
co-host the meeting in Newport, WA. 
All meetings will begin at 6 pm, local 
time. For the first hour, resource 
specialists will be available to answer 
questions. At 7 p.m., there will be an 
opportunity to provide verbal and 
written comments for the record. 

The meeting dates and locations 
follow: 
November 28, 2005: Best Western Hotel, 

Nelson, British Columbia; West 
Coast Kalispell Center Hotel, 
Kalispell, MT 

November 29, 2005: Elementary School 
Cafeteria, Newport, WA 

November 30, 2005: High School 
Auditorium, Eureka, MT; KC Diner, 
Kettle Falls, WA 

December 1, 2005: Kootenai River Inn, 
Bonners Ferry, ID; Grand Coulee 
City Hall, Grand Coulee, WA 

Copies of the DEIS are available for 
public review at libraries throughout the 
potentially affected portions of the 
Kootenai, Flathead, Clark Fork, Pend 
Oreille, and upper Columbia Basins in 
the U.S. and Canada. The USACE and 
Reclamation have distributed electronic 
and hard copies of the DEIS to 
appropriate members of Congress; State, 
local, and tribal government officials; 
Federal agencies; and other interested 
parties. You may view the DEIS and 
related information on our Web page at: 
http://www.usbr.gov/pn/programs/ 
VARQ. 

After the public comment period ends 
on December 27, 2005, USACE and 
Reclamation will consider all comments 
received. The DEIS will be revised as 
appropriate and a final EIS will be 
issued. The DEIS has been prepared in 
accordance with (1) The National 
Environmental Policy Act (NEPA) of 
1969, as amended (42 U.S.C. 4321 et 
seq.), (2) regulations of the Council on 
Environmental Quality for 
implementing the procedural provisions 
of NEPA (40 CFR parts 1500–1508), (3) 
USACE regulations implementing NEPA 
(ER–200–2–2), and (4) Reclamation 
regulations for implementing NEPA 
(Reclamation Manual, Policy PO3). 

Colonel Debra M. Lewis, District 
Engineer, Seattle District, U.S. Army 
Corps of Engineers, P.O. Box 3755, 
Seattle, WA 98124–3755. 
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J. William McDonald, Regional 
Director, Pacific Northwest Region, 
Bureau of Reclamation, 1150 North 
Curtis Road, Suite 100, Boise, ID 83706– 
1234. 

Dated: November 3, 2005. 
Debra M. Lewis, 
District Engineer. 
J. William McDonald, 
Regional Director, Pacific Northwest Region, 
Bureau of Reclamation. 
[FR Doc. 05–22406 Filed 11–9–05; 8:45 am] 
BILLING CODE 3710–92–P 

DEPARTMENT OF EDUCATION 

Notice of Proposed Information 
Collection Requests 

AGENCY: Department of Education. 
SUMMARY: The Leader, Information 
Management Case Services Team, 
Regulatory Information Management 
Services, Office of the Chief Information 
Officer, invites comments on the 
proposed information collection 
requests as required by the Paperwork 
Reduction Act of 1995. 
DATES: Interested persons are invited to 
submit comments on or before January 
9, 2006. 
SUPPLEMENTARY INFORMATION: Section 
3506 of the Paperwork Reduction Act of 
1995 (44 U.S.C. Chapter 35) requires 
that the Office of Management and 
Budget (OMB) provide interested 
Federal agencies and the public an early 
opportunity to comment on information 
collection requests. OMB may amend or 
waive the requirement for public 
consultation to the extent that public 
participation in the approval process 
would defeat the purpose of the 
information collection, violate State or 
Federal law, or substantially interfere 
with any agency’s ability to perform its 
statutory obligations. The Leader, 
Information Management Case Services 
Team, Regulatory Information 
Management Services, Office of the 
Chief Information Officer, publishes that 
notice containing proposed information 
collection requests prior to submission 
of these requests to OMB. Each 
proposed information collection, 
grouped by office, contains the 
following: (1) Type of review requested, 
e.g. new, revision, extension, existing or 
reinstatement; (2) Title; (3) Summary of 
collection; (4) Description of the need 
for, and proposed use of, the 
information; (5) Respondents and 
frequency of collection; and (6) 
Reporting and/or Recordkeeping 
burden. OMB invites public comment. 

The Department of Education is 
especially interested in public comment 

addressing the following issues: (1) Is 
this collection necessary to the proper 
functions of the Department; (2) will 
this information be processed and used 
in a timely manner; (3) is the estimate 
of burden accurate; (4) how might the 
Department enhance the quality, utility, 
and clarity of the information to be 
collected; and (5) how might the 
Department minimize the burden of this 
collection on the respondents, including 
through the use of information 
technology. 

Dated: November 4, 2005. 

Angela C. Arrington, 
Leader, Information Management Case 
Services Team, Regulatory Information 
Management Services, Office of the Chief 
Information Officer. 

Office of Postsecondary Education 

Type of Review: New Collection. 
Title: 34 CFR Part 602 The Secretary 

Recognition of Accrediting Agencies. 
Frequency: Annually Other: every 5 

years. 
Affected Public: Not-for-profit 

institutions (primary). 
Reporting and Recordkeeping Hour 

Burden: 
Responses: 75. 
Burden Hours: 1071. 

Abstract: This information is needed 
to determine if an accrediting agency 
complies with the Criteria for 
Recognition and should be recognized. 

Requests for copies of the proposed 
information collection request may be 
accessed from http://edicsweb.ed.gov, 
by selecting the ‘‘Browse Pending 
Collections’’ link and by clicking on 
link number 2933. When you access the 
information collection, click on 
‘‘Download Attachments’’ to view. 
Written requests for information should 
be addressed to U.S. Department of 
Education, 400 Maryland Avenue, SW., 
Potomac Center, 9th Floor, Washington, 
DC 20202–4700. Requests may also be 
electronically mailed to the Internet 
address OCIO_RIMG@ed.gov or faxed to 
202–245–6621. Please specify the 
complete title of the information 
collection when making your request. 

Comments regarding burden and/or 
the collection activity requirements 
should be directed to Joe Schubart at 
Joe.Schubart@ed.gov. Individuals who 
use a telecommunications device for the 
deaf (TDD) may call the Federal 
Information Relay Service (FIRS) at 1– 
800–877–8339. 
[FR Doc. 05–22405 Filed 11–9–05; 8:45 am] 

BILLING CODE 4000–01–M 

DEPARTMENT OF EDUCATION 

Notice of Proposed Information 
Collection Requests 

AGENCY: Department of Education. 

SUMMARY: The Leader, Information 
Management Case Services Team, 
Regulatory Information Management 
Services, Office of the Chief Information 
Officer, invites comments on the 
proposed information collection 
requests as required by the Paperwork 
Reduction Act of 1995. 

DATES: Interested persons are invited to 
submit comments on or before January 
9, 2006. 

SUPPLEMENTARY INFORMATION: Section 
3506 of the Paperwork Reduction Act of 
1995 (44 U.S.C. Chapter 35) requires 
that the Office of Management and 
Budget (OMB) provide interested 
Federal agencies and the public an early 
opportunity to comment on information 
collection requests. OMB may amend or 
waive the requirement for public 
consultation to the extent that public 
participation in the approval process 
would defeat the purpose of the 
information collection, violate State or 
Federal law, or substantially interfere 
with any agency’s ability to perform its 
statutory obligations. The Leader, 
Information Management Case Services 
Team, Regulatory Information 
Management Services, Office of the 
Chief Information Officer, publishes that 
notice containing proposed information 
collection requests prior to submission 
of these requests to OMB. Each 
proposed information collection, 
grouped by office, contains the 
following: (1) Type of review requested, 
e.g. new, revision, extension, existing or 
reinstatement; (2) title; (3) summary of 
the collection; (4) description of the 
need for, and proposed use of, the 
information; (5) respondents and 
frequency of collection; and (6) 
reporting and/or Recordkeeping burden. 
OMB invites public comment. 

The Department of Education is 
especially interested in public comment 
addressing the following issues: (1) Is 
this collection necessary to the proper 
functions of the Department; (2) will 
this information be processed and used 
in a timely manner; (3) is the estimate 
of burden accurate; (4) how might the 
Department enhance the quality, utility, 
and clarity of the information to be 
collected; and (5) how might the 
Department minimize the burden of this 
collection on the respondents, including 
through the use of information 
technology. 
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Dated: November 7, 2005. 
Angela C. Arrington, 
Leader, Information Management Case 
Services Team, Regulatory Information 
Management Services, Office of the Chief 
Information Officer. 

Office of Planning, Evaluation and 
Policy Development 

Type of Review: New Collection. 
Title: 21st Century Community 

Learning Centers Program Quality 
Study. 

Frequency: On Occasion. 
Affected Public: State, Local, or Tribal 

Gov’t, SEAs or LEAs (primary). Not-for- 
profit institutions. 

Reporting and Recordkeeping Hour 
Burden: 

Responses: 636. 
Burden Hours: 1309. 

Abstract: SRI International and Policy 
Studies Associates have been contracted 
by the U.S. Department of Education’s 
Policy and Program Studies Service to 
conduct an evaluation to examine 
quality programming considering the 
current research base, program structure 
and the academic content. SRI and PSA 
will collect survey and qualitative data 
to assess the quality of practice in a 
variety of 21st CCLC centers. The 
findings from this evaluation will 
provide a comprehensive picture of how 
21st CCLC programs are being 
implemented under NCLB for students 
who attend underperforming schools in 
low-income communities. 

Requests for copies of the proposed 
information collection request may be 
accessed from http://edicsweb.ed.gov, 
by selecting the ‘‘Browse Pending 
Collections’’ link and by clicking on 
link number 02921. When you access 
the information collection, click on 
‘‘Download Attachments’’ to view. 
Written requests for information should 
be addressed to U.S. Department of 
Education, 400 Maryland Avenue, SW., 
Potomac Center, 9th Floor, Washington, 
DC 20202–4700. Requests may also be 
electronically mailed to the Internet 
address OCIO_RIMG@ed.gov or faxed to 
202–245–6621. Please specify the 
complete title of the information 
collection when making your request. 

Comments regarding burden and/or 
the collection activity requirements 
should be directed to Katrina Ingalls at 
Katrina.ingalls@ed.gov. Individuals who 
use a telecommunications device for the 
deaf (TDD) may call the Federal 
Information Relay Service (FIRS) at 1– 
800–877–8339. 
[FR Doc. 05–22498 Filed 11–9–05; 8:45 am] 
BILLING CODE 4000–01–P 

DEPARTMENT OF EDUCATION 

Notice of Proposed Information 
Collection Requests 

AGENCY: Department of Education. 

SUMMARY: The Leader, Information 
Management Case Services Team, 
Regulatory Information Management 
Services, Office of the Chief Information 
Officer, invites comments on the 
proposed information collection 
requests as required by the Paperwork 
Reduction Act of 1995. 

DATES: Interested persons are invited to 
submit comments on or before January 
9, 2006. 

SUPPLEMENTARY INFORMATION: Section 
3506 of the Paperwork Reduction Act of 
1995 (44 U.S.C. Chapter 35) requires 
that the Office of Management and 
Budget (OMB) provide interested 
Federal agencies and the public an early 
opportunity to comment on information 
collection requests. OMB may amend or 
waive the requirement for public 
consultation to the extent that public 
participation in the approval process 
would defeat the purpose of the 
information collection, violate State or 
Federal law, or substantially interfere 
with any agency’s ability to perform its 
statutory obligations. The Leader, 
Information Management Case Services 
Team, Regulatory Information 
Management Services, Office of the 
Chief Information Officer, publishes that 
notice containing proposed information 
collection requests prior to submission 
of these requests to OMB. Each 
proposed information collection, 
grouped by office, contains the 
following: (1) Type of review requested, 
e.g. new, revision, extension, existing or 
reinstatement; (2) Title; (3) Summary of 
the collection; (4) Description of the 
need for, and proposed use of, the 
information; (5) Respondents and 
frequency of collection; and (6) 
Reporting and/or Recordkeeping 
burden. OMB invites public comment. 

The Department of Education is 
especially interested in public comment 
addressing the following issues: (1) Is 
this collection necessary to the proper 
functions of the Department; (2) will 
this information be processed and used 
in a timely manner; (3) is the estimate 
of burden accurate; (4) how might the 
Department enhance the quality, utility, 
and clarity of the information to be 
collected; and (5) how might the 
Department minimize the burden of this 
collection on the respondents, including 
through the use of information 
technology. 

Dated: November 7, 2005. 
Angela C. Arrington, 
Leader, Information Management Case 
Services Team, Regulatory Information 
Management Services, Office of the Chief 
Information Officer. 

Federal Student Aid 
Type of Review: Extension of a 

currently approved collection. 
Title: Guaranty Agency Financial 

Report (JS). 
Frequency: 
Affected Public: State, Local, or Tribal 

Gov’t, SEAs or LEAs (primary). 
Businesses or other for-profit. 

Reporting and Recordkeeping Hour 
Burden: 

Responses: 612. 
Burden Hours: 33,660. 

Abstract: The Guaranty Agency 
Financial Report is used to request 
payments from and make payments to 
the Department of Education under the 
FFEL program authorized by Title IV, 
Part B of the HEA of 1965, as amended. 
The report is also used to monitor the 
agency’s financial activities, including 
activities concerning its federal fund, 
operating fund and the agency’s 
restricted account. 

Requests for copies of the proposed 
information collection request may be 
accessed from http://edicsweb.ed.gov, 
by selecting the ‘‘Browse Pending 
Collections’’ link and by clicking on 
link number 02917. When you access 
the information collection, click on 
‘‘Download Attachments’’ to view. 
Written requests for information should 
be addressed to U.S. Department of 
Education, 400 Maryland Avenue, SW., 
Potomac Center, 9th Floor, Washington, 
DC 20202–4700. Requests may also be 
electronically mailed to the Internet 
address OCIO_RIMG@ed.gov or faxed to 
202–245–6621. Please specify the 
complete title of the information 
collection when making your request. 

Comments regarding burden and/or 
the collection activity requirements 
should be directed to Joe Schubart at 
Joe.Schubart@ed.gov. Individuals who 
use a telecommunications device for the 
deaf (TDD) may call the Federal 
Information Relay Service (FIRS) at 1– 
800–877–8339. 

[FR Doc. 05–22499 Filed 11–9–05; 8:45 am] 
BILLING CODE 4000–01–P 

DEPARTMENT OF ENERGY 

International Energy Agency Meeting 

AGENCY: Department of Energy. 
ACTION: Notice of meetings. 

SUMMARY: The Industry Advisory Board 
(IAB) to the International Energy 
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Agency (IEA) will meet on November 
17, 2005, at the headquarters of the IEA 
in Paris, France, in connection with a 
meeting of the IEA’s Standing Group on 
Emergency Questions and the Standing 
Group on the Oil Market. 
FOR FURTHER INFORMATION CONTACT: 
Samuel M. Bradley, Assistant General 
Counsel for International and National 
Security Programs, Department of 
Energy, 1000 Independence Avenue, 
SW., Washington, DC 20585, 202–586– 
6738. 
SUPPLEMENTARY INFORMATION: In 
accordance with section 252(c)(1)(A)(i) 
of the Energy Policy and Conservation 
Act (42 U.S.C. 6272(c)(1)(A)(i)) (EPCA), 
the following notice of meeting is 
provided: 

A meeting of the Industry Advisory 
Board (IAB) to the International Energy 
Agency (IEA) will be held at the 
headquarters of the IEA, 9, rue de la 
Fédération, Paris, France, on November 
17, 2005, beginning at 8:30 a.m. The 
purpose of this notice is to permit 
attendance by representatives of U.S. 
company members of the IAB at a 
meeting of the IEA’s Standing Group on 
Emergency Questions (SEQ), which is 
scheduled to be held at the IEA on 
November 17, beginning at 9:30 a.m., as 
well as a joint meeting of the SEQ and 
the IEA’s Standing Group on the Oil 
Market (SOM) beginning in the 
afternoon, including a preparatory 
encounter among company 
representatives from 8:30 a.m. to 
approximately 9 a.m.. The agenda for 
the preparatory encounter is a review of 
the agenda of the meetings of the SEQ 
and of the SEQ/SOM. 

The agenda for the SEQ and SEQ/ 
SOM meetings is under the control of 
the SEQ and of the SOM. It is expected 
that the SEQ and SOM will adopt the 
following agenda: 
1. Adoption of the Agenda 
2. Approval of the Summary Record of 

the 114th Meeting and the 
Summary Record of the Ad Hoc 
SEQ Meeting 

3. Program of Work 
—Report on Governing Board 

Discussions on the Program of Work 
4. Emergency Response Review Program 

—Emergency Response Review of 
Austria 

—Emergency Response Review of 
Denmark 

—Emergency Response Review of 
Sweden 

—Questionnaire Responses of: 
—Canada 
—United States 
—Hungary 
—Spain 
—Updated Emergency Response 

Review Schedule 
5. Report on Current Activities of the 

IAB 
6. Policy and Other Developments in 

Member Countries 
—Experiences of Member Countries 

with the IEA Collective Action 
7. Other Emergency Response Activities 

—Proposed SEQ Working Party on 
IEA Emergency Reserve Calculation 
Methodology 

8. Activities with Non-Member 
Countries and International 
Organizations 

—Update on Progress toward IEA 
Accession 

—Poland 
—Slovak Republic 
—Updates on Planning for 10th 

International Energy Forum 
(Beijing, April 2006) and the IEF 
Secretariat 

—Russian/Caspian Gas in Europe: 
Supply Risks 

9. Documents for Information 
—Emergency Reserve Situation of IEA 

Candidate Countries on July 1, 2005 
—Monthly Oil Statistics: August 2005 
—Update of Emergency Contacts List 

10. Report on IEA Brainstorming 
11. The Current Oil Market Situation 
12. Status of the IEA Collective Action 

Agreed on September 2, 2005 in 
Response to Disrupted Oil Supplies 

—Review of Recent IEA Emergency 
Activities 

—Report on IEA Member Countries’ 
Contributions to the IEA Initial 
Response of September 2005 

—Review of the Emergency Data 
Collection Process 

13. Other Business 
—Dates of Next SEQ and SOM 

Meetings 

As provided in section 252(c)(1)(A)(ii) 
of the Energy Policy and Conservation 
Act (42 U.S.C. 6272(c)(1)(A)(ii)), the 
meetings of the IAB are open to 
representatives of members of the IAB 
and their counsel; representatives of 
members of the IEA’s Standing Group 
on Emergency Questions; 
representatives of the Departments of 
Energy, Justice, and State, the Federal 
Trade Commission, the General 
Accounting Office, Committees of 
Congress, the IEA, and the European 
Commission; and invitees of the IAB, 
the SEQ, or the IEA. 

Issued in Washington, DC, November 4, 
2005. 
Samuel M. Bradley, 
Assistant General Counsel for International 
and National Security Programs. 
[FR Doc. 05–22473 Filed 11–9–05; 8:45 am] 
BILLING CODE 6450–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–67–000] 

Algonquin Gas Transmission, LLC; 
Notice of Proposed Changes in FERC 
Gas Tariff 

November 4, 2005. 
Take notice that on October 31, 2005, 

Algonquin Gas Transmission, LLC 
(Algonquin) tendered for filing as part of 
its FERC Gas Tariff, Fifth Revised 
Volume No. 1 and First Revised Volume 
No. 2, the tariff sheets listed on 
Appendix A to the filing, to become 
effective December 1, 2005. 

Algonquin states that the purpose of 
this filing is to: (i) Remove the Part 157 
Rate Schedule X–39 from its currently 
effective Tariff; and (ii) include the 
existing incremental rate for such AFT– 
1 (X–39) service on its AFT–1 rate sheet, 
thereby reflecting the conversion of 
Algonquin’s part 157 contract under 
Rate Schedule X–39 with The Southern 
Connecticut Gas Company to open- 
access Section 284 service under Rate 
Schedule AFT–1. 

Algonquin states that copies of its 
filing have been served upon all affected 
customers of Algonquin and interested 
state commissions. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

VerDate Aug<31>2005 19:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00022 Fmt 4703 Sfmt 4703 E:\FR\FM\10NON1.SGM 10NON1



68414 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Notices 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6216 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–69–000] 

Algonquin Gas Transmission, LLC; 
Notice of Proposed Changes in FERC 
Gas Tariff 

November 4, 2005. 
Take notice that on October 31, 2005, 

Algonquin Gas Transmission, LLC 
(Algonquin) tendered for filing as part of 
its FERC Gas Tariff, Fifth Revised 
Volume No. 1, the following sheets to be 
effective December 1, 2005: 
First Revised Sheet No. 560 
First Revised Sheet No. 561 

Algonquin states that copies of its 
filing have been mailed to all affected 
customers and interested state 
commissions. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of § 154.210 of the 
Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6229 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–75–000] 

Algonquin Gas Transmission, LLC; 
Notice of Proposed Changes in FERC 
Gas Tariff 

November 4, 2005. 
Take notice that on November 2, 

2005, Algonquin Gas Transmission, LLC 
(Algonquin) tendered for filing as part of 
its FERC Gas Tariff, Fifth Revised 
Volume No. 1, the tariff sheets listed on 
Appendix A to the filing, to become 
effective December 2, 2005. 

Algonquin states that copies of its 
filing have been served upon all affected 
customers of Algonquin and interested 
state commissions. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of § 154.210 of the 
Commission’s regulations (18 CFR 

154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6235 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP99–301–136] 

ANR Pipeline Company; Notice of 
Negotiated Rate Filing 

November 4, 2005. 
Take notice that on November 1, 

2005, ANR Pipeline Company (ANR) 
tendered for filing and approval 
amendments to four existing Rate 
Schedule FTS–1 negotiated rate service 
agreements between ANR and 
Wisconsin Public Service Corporation. 

ANR requests that the Commission 
accept and approve the subject 
negotiated rate agreement amendments 
to be effective November 1, 2005. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
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the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6228 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP99–301–135] 

ANR Pipeline Company; Notice of 
Negotiated Rate Filing 

November 4, 2005. 
Take notice that on October 31, 2005, 

ANR Pipeline Company (ANR) tendered 
for filing and approval a point 
amendment to an existing negotiated 
rate service agreement between ANR 
and Wisconsin Electric Power 
Company. 

ANR requests that the Commission 
accept and approve the subject point 
amendment to be effective November 1, 
2005. 

Any person desiring to intervene or to 
protest this filing must file in 

accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of Section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6239 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–56–000] 

CenterPoint Energy—Mississippi River 
Transmission Corporation; Notice of 
Penalty Revenue Credit Report 

November 2, 2005. 
Take notice that on October 28, 2005, 

CenterPoint Energy-Mississippi River 
Transmission Corporation (MRT) 
tendered for filing a refund report 
showing penalty revenues that will be 

refunded, with interest, to the affected 
shippers upon approval from the 
Commission. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before 
November 9, 2005. Anyone filing an 
intervention or protest must serve a 
copy of that document on the Applicant. 
Anyone filing an intervention or protest 
on or before the intervention or protest 
date need not serve motions to intervene 
or protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
on November 9, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6192 Filed 11–9–05; 8:45 am] 

BILLING CODE 6717–01–P 
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DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP96–200–145] 

CenterPoint Energy Gas Transmission 
Company; Notice of Negotiated Rates 

November 3, 2005. 
Take notice that on October 31, 2005, 

CenterPoint Energy Gas Transmission 
Company (CEGT) tendered for filing as 
part of its FERC Gas Tariff, Sixth 
Revised Volume No. 1, the following 
tariff sheets to be effective November 1, 
2005: 
First Revised Sheet No. 865 
Second Revised Sheet No. 866 

CEGT states that the purpose of this 
filing is to reflect the termination of 
negotiated rates with respect to a 
transaction. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of Section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive email notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 

FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6210 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP96–200–146] 

CenterPoint Energy Gas Transmission 
Company; Notice of Negotiated Rate 
Filing 

November 3, 2005. 
Take notice that on October 31, 2005, 

CenterPoint Energy Gas Transmission 
Company (CEGT) tendered for filing and 
approval a negotiated rate agreement 
between CEGT and Tenaska Gas 
Storage, LLC. 

CEGT states that it has entered into an 
agreement to provide a parking service 
to this shipper under Rate Schedule 
PHS to be effective November 1, 2005. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of Section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 

Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6211 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–74–000] 

Colorado Interstate Gas Company; 
Notice of Proposed Changes in FERC 
Gas Tariff 

November 4, 2005. 
Take notice that on November 1, 

2005, Colorado Interstate Gas Company 
(CIG) tendered for filing as part of its 
FERC Gas Tariff, First Revised Volume 
No. 1, the following tariff sheets to 
become effective December 2, 2005: 
Fourteenth Revised Sheet No. 272 
Original Sheet No. 272A 
Fifth Revised Sheet No. 273 
First Revised Sheet No. 273.01 
Original Sheet No. 273.02 

CIG states that the tariff sheets update 
sale of available capacity tariff 
provisions to include the addition of 
open season procedures and the right of 
first refusal limitation on the sale of 
interim capacity. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of § 154.210 of the 
Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 
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The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6234 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–60–000] 

Columbia Gas Transmission 
Corporation; Notice of Filing 

November 2, 2005. 
Take notice that on October 28, 2005, 

Columbia Gas Transmission Corporation 
(Columbia) tendered for filing the 
following Service Agreement for 
consideration and approval: 

FTS Service Agreement No. 85207 between 
Columbia Gas Transmission Corporation and 
Columbia Gas of Kentucky, Inc., Dated 
October 27, 2005 

In addition, Columbia tendered for 
filing as part of its FERC Gas Tariff, 
Second Revised Volume No. 1, Twelfth 
Revised Sheet No. 500B, with a 
proposed effective date of November 1, 
2005. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 

protests must be filed in accordance 
with the provisions of Section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6196 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–78–000] 

Discovery Gas Transmission LLC; 
Notice of Tariff Filing 

November 4, 2005. 
Take notice that on November 3, 

2005, Discovery Gas Transmission LLC 
filed for pursuant to part 284, Subpart 
I of the Commission’s emergency 
transactions regulations a request for 
temporary waivers of certain tariff 
provisions to provide limited-term 
transportation service under Rate 
Schedule FT–2. The waivers are 
necessary to transition this service from 
part 284, subpart I emergency 
authorization, to part 284, subpart G 
open access authorization, and allow 
the service to be provided under 
Discovery’s Rate Schedule FT–2 as more 
fully described in the application. 
Discovery is requesting that such 

waivers be for a term of one year or until 
certain third-party processing 
infrastructure damaged by Hurricane 
Katrina is returned to service, 
whichever occurs first. 

Discovery also request that the 
Commission grant the relief requested 
herein as soon as possible in light of the 
emergency nature of the service being 
offered within the application. 

Discovery further states that copies of 
the filing have been mailed to each of 
its customers, interedted State 
Commissions and other interested 
persons. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 
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Comment Date: 5 p.m. Eastern Time 
on November 8, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6238 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–59–000] 

Distrigas of Massachusetts LLC; 
Notice of Cancellation of Rate 
Schedule 

November 2, 2005. 
Take notice that on October 28, 2005, 

Distrigas of Massachusetts LLC., 
(DOMAC) tendered for filing a notice 
that effective November 1, 2005, the 
one-year Storage Services Agreement 
(Storage Agreement) dated November 1, 
2004, between DOMAC and Boston Gas 
Company (Boston Gas), constituting 
Fifth Revised Sheet Nos. 85, 86, 88, 89, 
90 and 91 and Sixth Revised Sheet No. 
87 of DOMAC’s FERC Gas Tariff, is 
automatically terminated by its terms 
and Rate Schedule SS–1, Second 
Revised Sheet Nos. 25, 26, and 27 and 
Fifth Revised Sheet No. 28 of DOMAC’s 
FERC Gas Tariff, is to be canceled, 
coinciding with the termination of the 
Storage Agreement. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before 
November 9, 2005. Anyone filing an 
intervention or protest must serve a 
copy of that document on the Applicant. 
Anyone filing an intervention or protest 
on or before the intervention or protest 
date need not serve motions to intervene 
or protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 

888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6195 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–64–000] 

Distrigas of Massachusetts LLC; 
Notice of Proposed Changes in FERC 
Gas Tariff 

November 3, 2005. 
Take notice that on October 31, 2005, 

Distrigas of Massachusetts LLC 
(DOMAC) tendered for filing as part of 
its FERC Gas Tariff, First Revised 
Volume No. 1, the following tariff sheet, 
to become effective as of December 1, 
2005: 
Twentieth Revised Sheet No. 94 
First Revised Sheet No. 94A 

DOMAC states that the purpose of this 
filing is to record semiannual changes in 
DOMAC’s Index of Customers. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 

protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6207 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket Nos. RP04–197–005 and RP05–213– 
002] 

Dominion Cove Point LNG, LP; Notice 
of Compliance Filiing 

November 3, 2005. 
Take notice that on September 23, 

2005, Dominion Cove Point LNG, LP 
(Cove Point) submitted a compliance 
filing to the Commission’s Order 
Approving Uncontested Settlement 
issued September 16, 2005 in Docket 
Nos. RP04–197–000 et al. 

Cove Point states that copies of the 
filing were served on parties on the 
official service lists in the above- 
captioned proceedings. 

Any person desiring to protest this 
filing must file in accordance with Rule 
211 of the Commission’s Rules of 
Practice and Procedure (18 CFR 
385.211). Protests to this filing will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Such protests must be filed in 
accordance with the provisions of 
Section 154.210 of the Commission’s 
regulations (18 CFR 154.210). Anyone 
filing a protest must serve a copy of that 
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document on all the parties to the 
proceeding. 

The Commission encourages 
electronic submission of protests in lieu 
of paper using the ‘‘eFiling’’ link at 
http://www.ferc.gov. Persons unable to 
file electronically should submit an 
original and 14 copies of the protest to 
the Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6205 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP05–672–001] 

East Tennessee Natural Gas, LLC; 
Notice of Compliance Filing 

November 4, 2005. 
Take notice that on November 1, 

2005, East Tennessee Natural Gas, LLC 
(East Tennessee) tendered for filing as a 
part of its FERC Gas Tariff, Third 
Revised Volume No. 1, the following 
tariff sheets, effective November 1, 2005, 
pursuant to East Tennessee Natural Gas, 
LLC, 113 FERC ¶61,099 (2005) (October 
26 Order): 
Third Revised Sheet No. 20 
Fifth Revised Sheet No. 21 
First Revised Sheet No. 101 

East Tennessee states that this filing is 
being made to implement the terms of 
the September 15, 2005 Settlement 
Agreement approved by the 
Commission in the October 26 Order. 

East Tennessee states that copies of 
the filing were served on parties on the 
official service list in the above- 
captioned proceeding. 

Any person desiring to protest this 
filing must file in accordance with Rule 
211 of the Commission’s Rules of 
Practice and Procedure (18 CFR 
385.211). Protests to this filing will be 
considered by the Commission in 

determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Such protests must be filed in 
accordance with the provisions of 
section 154.210 of the Commission’s 
regulations (18 CFR 154.210). Anyone 
filing a protest must serve a copy of that 
document on all the parties to the 
proceeding. 

The Commission encourages 
electronic submission of protests in lieu 
of paper using the ‘‘eFiling’’ link at 
http://www.ferc.gov. Persons unable to 
file electronically should submit an 
original and 14 copies of the protest to 
the Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6226 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. ES06–2–000] 

Electric Energy, Inc.; Notice of Filing 

November 2, 2005. 
Take notice that on October 25, 2005, 

Electric Energy, Inc. (EEInc.) submitted 
an application pursuant to section 204 
of the Federal Power Act requesting that 
the Commission authorize the issuance 
of short-term unsecured debt in an 
amount not to exceed $75 million. 

EEInc. also requests a waiver of the 
Commission’s competitive bidding and 
negotiated placement requirements at 18 
CFR 34.2. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 

the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
comment date. Anyone filing a motion 
to intervene or protest must serve a copy 
of that document on the Applicant. On 
or before the comment date, it is not 
necessary to serve motions to intervene 
or protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. eastern time on 
November 22, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6186 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. EL06–13–000] 

Entergy Services, Inc., Complainant v. 
Cottonwood Energy Company LP, 
Respondent; Notice of Complaint 

November 2, 2005. 
Take notice that on October 28, 2005, 

Entergy Services, Inc., on behalf of itself 
and Entergy Gulf States, Inc. (Entergy), 
filed a complaint against Cottonwood 
Energy Company LP (Cottonwood) 
pursuant to section 206 of the Federal 
Power Act, 16 U.S.C. 824e, and Rule 206 
of the Commission’s Rules of Practice 
and Procedure, 18 CFR 385.206. Entergy 
requests the Commission to issue an 
order prohibiting Cottonwood from 
charging Entergy as of November 1, 
2005 for reactive power provided from 
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Cottonwood generation within a 
specified dead band. 

Entergy states that copies of the 
complaint were served on the contacts 
for Cottonwood as listed on the 
Commission’s list of corporate officials. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
comment date. Anyone filing a motion 
to intervene or protest must serve a copy 
of that document on the Applicant and 
all parties to this proceeding. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
on November 17, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6198 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP99–518–078] 

Gas Transmission Northwest 
Corporation; Notice of Tariff Filing 

November 3, 2005. 
Take notice that on October 31, 2005, 

Gas Transmission Northwest 

Corporation (GTN) tendered for filing as 
part of its FERC Gas Tariff, Third 
Revised Volume No. 1–A, the following 
tariff sheets, to become effective 
November 1, 2005: 

Twenty-Sixth Revised Sheet No. 15 
Fifth Revised Sheet No. 17 
Fifth Revised Sheet No. 24 
Second Revised Sheet No. 27 
First Revised Sheet No. 28 

GTN states that these sheets are being 
filed to update GTN’s reporting of 
negotiated rate transactions that it has 
entered into. 

GTN further states that a copy of this 
filing has been served on GTN’s 
jurisdictional customers and interested 
state regulatory agencies. 

Any person desiring to protest this 
filing must file in accordance with Rule 
211 of the Commission’s Rules of 
Practice and Procedure (18 CFR 
385.211). Protests to this filing will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Such protests must be filed in 
accordance with the provisions of 
§ 154.210 of the Commission’s 
regulations (18 CFR 154.210). Anyone 
filing a protest must serve a copy of that 
document on all the parties to the 
proceeding. 

The Commission encourages 
electronic submission of protests in lieu 
of paper using the ‘‘eFiling’’ link at 
http://www.ferc.gov. Persons unable to 
file electronically should submit an 
original and 14 copies of the protest to 
the Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6214 Filed 11–9–05; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–58–000] 

Great Lakes Gas Transmission Limited 
Partnership; Notice of Proposed 
Changes in FERC Gas Tariff 

November 2, 2005. 

Take notice that on October 28, 2005, 
Great Lakes Gas Transmission Limited 
Partnership (Great Lakes) tendered for 
filing as part of its FERC Gas Tariff, 
Second Revised Volume No. 1, Original 
Sheet No. 22A, to become effective 
December 1, 2005. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
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(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6194 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP99–220–017] 

Great Lakes Gas Transmission Limited 
Partnership; Notice of Negotiated Rate 
Agreement 

November 3, 2005. 
Take notice that on October 31, 2005, 

Great Lakes Gas Transmission Limited 
Partnership (Great Lakes) filed for 
disclosure, a transportation service 
agreement pursuant to Great Lakes’ Rate 
Schedule FT entered into by Great Lakes 
and WPS Energy Services Inc. (WPS) 
(FT Service Agreement). Great Lakes 
states that the FT Service Agreement 
being filed reflects a negotiated rate 
arrangement between Great Lakes and 
WPS commencing November 1, 2005. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of Section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 

review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6212 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP99–220–018] 

Great Lakes Gas Transmission Limited 
Partnership; Notice of Negotiated Rate 
Agreement 

November 3, 2005. 
Take notice that on October 31, 2005, 

Great Lakes Gas Transmission Limited 
Partnership (Great Lakes) filed for 
disclosure, a transportation service 
agreement pursuant to Great Lakes Rate 
Schedule FT entered into by Great Lakes 
and Nexen Marketing U.S.A. Inc. 
(Nexen) (FT Service Agreement). 

Great Lakes states that the FT Service 
Agreement being filed reflects a 
negotiated rate arrangement between 
Great Lakes and Nexen commencing 
November 1, 2005. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of § 154.210 of the 
Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 

‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6213 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–63–000] 

Guardian Pipeline, L.L.C.; Notice of 
Filing 

November 3, 2005. 
Take notice that on October 31, 2005, 

Guardian Pipeline, L.L.C. (Guardian) 
tendered for filing a Petition for 
Approval of Settlement Agreement and 
Acceptance of Cost and Revenue Study. 

Guardian states that one of the 
purposes of the filing is to satisfy a 
requirement in an Order issued by the 
Commission on March 14, 2001, in 
Docket No. CP00–36 et al., 94 FERC 
¶ 61,269 (2001) for Guardian to make a 
rate filing after three years of operation 
showing actual costs and revenues 
within three years from the start of 
operations. Gardian states that the 
Settlement Agreement provides for a 
reduction in Guardian’s transmission 
plant depreciation rate from 3.33% to 
2%. 

Guardian states that copies of its filing 
have been mailed to all current 
customers and all affected state 
commissions. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
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not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6206 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–61–000] 

Gulf South Pipeline Company, LP; 
Notice of Tariff Filing 

November 2, 2005. 
Take notice that on October 31, 2005, 

Gulf South Pipeline Company, LP (Gulf 
South) tendered for filing as part of its 
FERC Gas Tariff, Sixth Revised Volume 
No. 1, the following tariff sheets, to 
become effective December 1, 2005. 
Sixth Revised Volume No. 1 
Second Revised Sheet No. 2707 
Second Revised Sheet No. 2708 
Original Sheet No. 2708A 

Gulf South states that it is proposing 
to modify certain aspects of its Cash 

Pool to change the annual reporting 
period, adopt a clear trigger as to when 
a refund is owed and to increase the 
refund floor. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of Section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6197 Filed 11–9–05; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. CP05–71–003] 

Gulf South Pipeline Company; Notice 
of Compliance Filing 

November 3, 2005. 
Take notice that on September 15, 

2005, Gulf South Pipeline Company 
(Gulf South) tendered for filing as part 
of its FERC Gas Tariff, Original Volume 
No. 2, the following tariff sheet, with an 
effective date of June 20, 2005: 
Twenty-Seventh Revised Sheet No. 1 

Gulf South states that the filing is 
being made in compliance with the 
letter orders issued on June 20, 2005, 
and September 9, 2005, in the above- 
referenced proceeding. 

Gulf South states that copies of the 
filing has been made to all parties to the 
proceeding. 

Any person desiring to protest this 
filing must file in accordance with Rule 
211 of the Commission’s Rules of 
Practice and Procedure (18 CFR 
385.211). Protests to this filing will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Such protests must be filed on or before 
the date as indicated below. Anyone 
filing a protest must serve a copy of that 
document on all the parties to the 
proceeding. 

The Commission encourages 
electronic submission of protests in lieu 
of paper using the ‘‘eFiling’’ link at 
http://www.ferc.gov. Persons unable to 
file electronically should submit an 
original and 14 copies of the protest to 
the Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive email notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please email 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 pm Eastern Time on 
November 10, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6200 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 
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DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–76–000] 

Gulf States Transmission Corporation; 
Notice of Proposed Changes in FERC 
Gas Tariff 

November 4, 2005. 
Take notice that on November 2, 

2005, Gulf States Transmission 
Corporation (Gulf States) tendered for 
filing as part of its FERC Gas Tariff, 
Original Volume No. 1, the tariff sheets 
listed on Appendix A to the filing, to be 
effective December 2, 2005. 

Gulf States states that copies of this 
filing are being served on all customers 
of Gulf States and applicable state 
regulatory agencies. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 

(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6236 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–53–000] 

High Island Offshore System, L.L.C.; 
Notice Of Proposed Changes in FERC 
Gas Tariff 

November 2, 2005. 
Take notice that on October 27, 2005, 

High Island Offshore System, L.L.C. 
(HIOS) tendered for filing as part of its 
FERC Gas Tariff, Third Revised Volume 
No. 1, the following tariff sheets, to 
become effective November 27, 2005: 
First Revised Sheet No. 19 
Second Revised Sheet No. 21 
First Revised Sheet No. 23 
First Revised Sheet No. 37 
Second Revised Sheet No. 39 
First Revised Sheet No. 41 
First Revised Sheet No. 57 
Second Revised Sheet No. 59 
First Revised Sheet No. 61 
Third Revised Sheet No. 70 
Third Revised Sheet No. 77 
First Revised Sheet No. 86 
Third Revised Sheet No. 115 
Third Revised Sheet No. 124 
Third Revised Sheet No. 151 
Ninth Revised Sheet No. 170 
Sixth Revised Sheet No. 171 
Fourth Revised Sheet No. 174 
Second Revised Sheet No. 175 
Second Revised Sheet No. 176 
First Revised Sheet No. 179 
Second Revised Sheet No. 184 
First Revised Sheet No. 186 
Second Revised Sheet No. 187 
Second Revised Sheet No. 191 
Second Revised Sheet No. 192 
First Revised Sheet No. 195 
Second Revised Sheet No. 196 
First Revised Sheet No. 200 
Second Revised Sheet No. 201 
First Revised Sheet No. 208 
Second Revised Sheet No. 209 
First Revised Sheet No. 215 
First Revised Sheet No. 232 

HIOS states that it is submitting this 
filing to make minor housekeeping 
changes to update its address and phone 
number, delete outdated year references, 
and clarify sections in the general terms 
and conditions. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 

the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of § 154.210 of the 
Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6191 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. ER06–89–000] 

ISO New England Inc.; Notice of Filing 

November 2, 2005. 
Take notice that on October 28, 2005, 

ISO New England Inc. (ISO), and the 
New England Power Pool Participants 
Committee (NEPOOL) hereby jointly 
submit a transmittal letter and the 
interim revision to Market Rule 1 to aid 
the ISO in implementing its Winter 
2005/2006 Action Plan. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
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the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211, 385.214). 
Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
comment date. Anyone filing a motion 
to intervene or protest must serve a copy 
of that document on the Applicant and 
all the parties in this proceeding. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. eastern time on 
November 14, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6185 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP05–473–001] 

KO Transmission Company; Notice of 
Compliance Filing 

November 4, 2005. 
Take notice that on November 1, 

2005, KO Transmission Company (KOT) 
tendered for filing as part of its FERC 
Gas Tariff, Original Volume No. 1, the 
following tariff sheets, to become 
effective December 1, 2005: 
Third Revised Sheet No. 50 
Third Revised Sheet No. 51 
Third Revised Sheet No. 52 
Third Revised Sheet No. 54 
Original Sheet No. 60A 

Original Sheet No. 60B 
Third Revised Sheet No. 139 
Third Revised Sheet No. 140 
Seventh Revised Sheet No. 147 

KOT states that these proposed 
changes is made to comply with the 
Commission’s letter order dated August 
19, 2005 under Docket No. RP05–473– 
000. 

Any person desiring to protest this 
filing must file in accordance with Rule 
211 of the Commission’s Rules of 
Practice and Procedure (18 CFR 
385.211). Protests to this filing will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Such protests must be filed in 
accordance with the provisions of 
section 154.210 of the Commission’s 
regulations (18 CFR 154.210). Anyone 
filing a protest must serve a copy of that 
document on all the parties to the 
proceeding. 

The Commission encourages 
electronic submission of protests in lieu 
of paper using the ‘‘eFiling’’ link at 
http://www.ferc.gov. Persons unable to 
file electronically should submit an 
original and 14 copies of the protest to 
the Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6223 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–73–000] 

MIGC, Inc.; Notice of Tariff Filing 

November 4, 2005. 
Take notice that on November 1, 

2005, MIGC, Inc. (MIGC) tendered for 
filing as part of its FERC Gas Tariff, First 
Revised Volume No.1, Tenth Revised 

Sheet No. 6, to become effective 
December 1, 2005. 

MIGC states that the tariff sheet is 
being submitted to request a one-time 
waiver of section 25 of MIGC’s Tariff to 
allow MIGC to effectuate an interim 
adjustment to its FL&U factors 
(including the surcharge) based upon 
MIGC’s current pipeline throughput. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of Section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6233 Filed 11–9–05; 8:45 am] 

BILLING CODE 6717–01–P 
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DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. EL06–18–000] 

Minnesota Municipal Power Agency, 
Complainant v. Northern States Power 
Company, Minnesota d/b/a Xcel 
Energy, and Midwest Independent 
System Operator, Inc., Respondent; 
Notice of Complaint 

November 4, 2005. 
Take notice that on November 4, 

2005, the Minnesota Municipal Power 
Agency (MMPA) filed a complaint 
against Northern States Power Company 
(Minnesota), d/b/a Xcel Energy (NSP), 
and the Midwest Independent System 
Operator, Inc. (MISOD), for refusing to 
provide transmission service to the 
MMPA for service under the MMPA/ 
NSP Interconnection & Interchange 
Agreement to MMPA member City of 
Buffalo. 

MMAP states that copies of this 
complaint and support documents have 
been served to NSP and MISO. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
comment date. Anyone filing a motion 
to intervene or protest must serve a copy 
of that document on the Applicant and 
all parties to this proceeding. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 

(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
on November 25, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6218 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–62–000] 

National Fuel Gas Supply Corporation; 
Notice of Tariff Filing 

November 2, 2005. 
Take notice that on October 31, 2005, 

National Fuel Gas Supply Corporation 
(National) tendered for filing as part of 
its FERC Gas Tariff, Fourth Revised 
Volume No. 1, Eighty Second Revised 
Sheet No. 9, to become effective 
November 1, 2005. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of § 154.210 of the 
Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 

receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6183 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP05–498–002] 

Nautilus Pipeline Company, LLC; 
Notice of Compliance Filing 

November 4, 2005. 
Take notice that on October 31, 2005, 

Nautilus Pipeline Company (Nautilus) 
tendered for filing as part of its FERC 
Gas Tariff, Original Volume No. 1, 
Second Substitute Fourth Revised Sheet 
No. 217, with an effective date of 
September 1, 2005. 

Nautilus states that the filing is being 
made in compliance with the 
Commission’s Letter Order issued on 
August 22, 2005 in the above-referenced 
proceeding. 

Any person desiring to protest this 
filing must file in accordance with Rule 
211 of the Commission’s Rules of 
Practice and Procedure (18 CFR 
385.211). Protests to this filing will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Such protests must be filed in 
accordance with the provisions of 
Section 154.210 of the Commission’s 
regulations (18 CFR 154.210). Anyone 
filing a protest must serve a copy of that 
document on all the parties to the 
proceeding. 

The Commission encourages 
electronic submission of protests in lieu 
of paper using the ‘‘eFiling’’ link at 
http://www.ferc.gov. Persons unable to 
file electronically should submit an 
original and 14 copies of the protest to 
the Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
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document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6224 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–71–000] 

Nautilus Pipeline Company, L.L.C.; 
Notice of Proposed Changes in FERC 
Gas Tariff 

November 4, 2005. 
Take notice that on November 1, 

2005, Nautilus Pipeline Company, 
L.L.C. (Nautilus) tendered for filing as 
part of its FERC Gas Tariff, Original 
Volume No. 1, the following tariff sheet 
to become effective December 1, 2005: 
First Revised Sheet No. 119 
First Revised Sheet No. 120 
First Revised Sheet No. 326A 
Fourth Revised Sheet No. 327 
First Revised Sheet No. 328 
First Revised Sheet No. 329 
Third Revised Sheet No. 330 
Third Revised Sheet No. 331 
First Revised Sheet No. 332 
First Revised Sheet No. 333 
First Revised Sheet No. 334 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of Section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 

Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6231 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–72–000] 

Northern Border Pipeline Company; 
Notice of Proposed Changes in FERC 
Gas Tariff 

November 4, 2005. 
Take notice that on November 1, 

2005, Northern Border Pipeline 
Company (Northern Border) tendered 
for filing as part of its First Revised 
Volume No. 1 of its FERC Gas Tariff, 
revised tariff sheets set forth in 
Appendix A, to the filing (Primary Tariff 
Sheets) to effectuate changes in the rates 
and terms applicable to Northern 
Border’s jurisdictional services. 
Northern Border states that the effect of 
the proposed rates is an overall increase 
in revenues of approximately 7.8% 
above the Base Period revenues. 

Northern Border states that the 
changes reflected in the Primary Tariff 
Sheets to be effective December 1, 2005, 
are required to effectuate the rate 
increase and to make certain changes to 
Northern Border’s tariff. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 

intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of § 154.210 of the 
Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6232 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–57–000] 

Northern Natural Gas Company; Notice 
of Proposed Changes in FERC Gas 
Tariff 

November 2, 2005. 
Take notice that on October 28, 2005, 

Northern Natural Gas Company 
(Northern) tendered for filing to become 
part of its FERC Gas Tariff, Fifth Revised 
Volume No. 1, the following tariff 
sheets, with an effective date of 
November 28, 2005: 
Fifth Revised Sheet No. 104. 
Fifth Revised Sheet No. 119. 
Third Revised Sheet No. 125C. 
Second Revised Sheet No. 127. 
Eighth Revised Sheet No. 142. 

Northern states it is filing the above- 
referenced tariff sheets in accordance 
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with the Commission’s October 13, 2005 
Order in Docket No. RP05–667–000 to 
allow Northern and shippers to 
negotiate contract extension options on 
a not unduly discriminatory basis. 

Northern further states that copies of 
the filing have been mailed to each of 
its customers and interested state 
commissions. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6193 Filed 11–9–05; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. CP06–15–000] 

Northwest Pipeline Corporation; Notice 
of Application for Abandonments 

November 4, 2005. 
Take notice that on October 31, 2005, 

Northwest Pipeline Corporation 
(Northwest), tendered for filing an 
abbreviated application, pursuant to 
section 7(b) of the Natural Gas Act and 
Part 157 of the Commission’s 
regulations, for permission and approval 
to abandon transportation services 
under Rate Schedules X–25 and X–32 in 
its FERC Gas Tariff, Original Volume 
No. 2, all as more fully set forth in the 
application which is on file with the 
Commission and open to public 
inspection. 

Northwest states that the service 
agreements set forth in such Rate 
Schedules have been terminated due to 
inactivity. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
date as indicated below. Anyone filing 
an intervention or protest must serve a 
copy of that document on the Applicant. 
Anyone filing an intervention or protest 
on or before the intervention or protest 
date need not serve motions to intervene 
or protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 

docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
November 25, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6227 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project Nos. 2105–089; 2107–016] 

Pacific Gas and Electric Company; 
Notice of Designation of Certain 
Commission Personnel as Non- 
Decisional 

November 2, 2005. 
Commission staff members Elizabeth 

Molloy (Office of General Counsel; 
elizabeth.molloy@ferc.gov, 202–502– 
8771) and Kenneth Hogan (Office of 
Energy Projects; 
kenneth.hogan@ferc.gov, 202–502– 
8434) are assigned to help resolve fish 
passage issues for the above-listed 
hydroelectric projects on the Feather 
River and its major tributaries. 

As non-decisional staff, Mr. Hogan 
and Ms. Molloy will not participate in 
an advisory capacity in the 
Commission’s review of any offer of any 
settlement, settlement agreement, or 
deliberations concerning the disposition 
of license applications pending before 
the Commission for the Upper North 
Fork Feather River Project, No. 2105 and 
Poe Project, No. 2107. Previously, by 
notices dated June 29, 2004 and 
December 7, 2004, Ms. Molloy and Mr. 
Hogan, respectively, were designated as 
non-decisional for the Feather River 
Project No. 2100 (Oroville). 

Different Commission advisory staff 
will be assigned to review any offer of 
settlement or settlement agreement, and 
process any license applications 
pending before the Commission, for the 
above mentioned projects, including 
providing advice to the Commission 
with respect to any agreements and/or 
applications. 

Non-decisional staff and advisory staff 
will be prohibited from communicating 
with one another concerning any filed 
settlement and license applications for 
the above mentioned projects. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6188 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 
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DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP05–671–002] 

Portland Natural Gas Transmission 
System; Notice of Compliance Filing 

November 4, 2005. 

Take notice that on October 31, 2005, 
Portland Natural Gas Transmission 
System (PNGTS) tendered for filing to 
become part of its FERC Gas Tariff, 
Original Volume No. 1, Second 
Substitute Fifth Revised Sheet No. 380, 
to become effective on September 1, 
2005. 

PNGTS states that copies of this filing 
are being served on all jurisdictional 
customers, interested state 
commissions, and persons on the 
official service list in this proceeding. 

Any person desiring to protest this 
filing must file in accordance with Rule 
211 of the Commission’s Rules of 
Practice and Procedure (18 CFR 
385.211). Protests to this filing will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Such protests must be filed in 
accordance with the provisions of 
section 154.210 of the Commission’s 
regulations (18 CFR 154.210). Anyone 
filing a protest must serve a copy of that 
document on all the parties to the 
proceeding. 

The Commission encourages 
electronic submission of protests in lieu 
of paper using the ‘‘eFiling’’ link at 
http://www.ferc.gov. Persons unable to 
file electronically should submit an 
original and 14 copies of the protest to 
the Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6225 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 2114] 

Public Utilities District No. 2 of Grant 
County, WA; Notice of Authorization 
for Continued Project Operation 

November 2, 2005. 
On October 29, 2003, Public Utilities 

District No. 2 of Grant County, 
Washington, licensee for the Project No. 
2114, filed an application for a new or 
subsequent license pursuant to the 
Federal Power Act (FPA) and the 
Commission’s regulations. Project No. 
2114 is located on the Columbia River, 
in Grant, Yakima, Kittitas, Douglas, 
Benton, and Chelan Counties, 
Washington. 

The license for Project No. 2114 was 
issued for a period ending October 31, 
2005. Section 15(a)(1) of the FPA, 16 
U.S.C. 808(a)(1), requires the 
Commission, at the expiration of a 
license term, to issue from year to year 
an annual license to the then licensee 
under the terms and conditions of the 
prior license until a new license is 
issued, or the project is otherwise 
disposed of as provided in section 15 or 
any other applicable section of the FPA. 
If the project’s prior license waived the 
applicability of section 15 of the FPA, 
then, based on section 9(b) of the 
Administrative Procedure Act, 5 U.S.C. 
558(c), and as set forth at 18 CFR 
16.21(a), if the licensee of such project 
has filed an application for a subsequent 
license, the licensee may continue to 
operate the project in accordance with 
the terms and conditions of the license 
after the minor or minor part license 
expires, until the Commission acts on 
its application. If the licensee of such a 
project has not filed an application for 
a subsequent license, then it may be 
required, pursuant to 18 CFR 16.21(b), 
to continue project operations until the 
Commission issues someone else a 
license for the project or otherwise 
orders disposition of the project. 

If the project is subject to section 15 
of the FPA, notice is hereby given that 
an annual license for Project No. 2114 
is issued to Public Utilities District No. 
2 of Grant County, Washington for a 
period effective November 1, 2005 
through October 31, 2006, or until the 
issuance of a new license for the project 
or other disposition under the FPA, 
whichever comes first. If issuance of a 
new license (or other disposition) does 
not take place on or before October 1, 
2006, notice is hereby given that, 
pursuant to 18 CFR 16.18(c), an annual 
license under Section 15(a)(1) of the 

FPA is renewed automatically without 
further order or notice by the 
Commission, unless the Commission 
orders otherwise. 

If the project is not subject to section 
15 of the FPA, notice is hereby given 
that Public Utilities District No. 2 of 
Grant County, Washington is authorized 
to continue operation of the Priest 
Rapids Project No. 2114 until such time 
as the Commission acts on its 
application for subsequent license. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6189 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Project No. 2145–060–WA] 

Public Utility District No. 1 of Chelan 
County; Notice of Designation of 
Certain Commission Personnel As 
Non-Decisional 

November 3, 2005. 

Commission staff members Vince 
Yearick (Office of Energy Projects; 
vince.yearick@ferc.gov, 202–502–6174) 
and Elizabeth Molloy (Office of the 
General Counsel, 
elizabeth.molly@ferc.gov, 202–502– 
8771) are assigned to help resolve 
environmental and other issues 
associated with the development of a 
comprehensive settlement agreement for 
the Rocky Reach Project. 

As non-decisional staff, Mr. Yearick 
and Ms. Molloy will not participate in 
an advisory capacity in the 
Commission’s review of any offer of 
settlement or settlement agreement, or 
deliberations concerning the disposition 
of the relicense application. 

Different Commission advisory staff 
will be assigned to review any offer of 
settlement or settlement agreement, and 
process the relicense application, 
including providing advice to the 
Commission with respect to the 
agreement and application. 

Non-decisional staff and advisory staff 
will be prohibited from communicating 
with one another concerning any filed 
settlement and relicense application for 
the project. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6203 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 
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DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[RT01–99–000, RT01–99–001, RT01–99–002; 
RT01–99–003; RT01–86–000, RT01–86–001; 
RT01–86–002; RT01–95–000, RT01–95–001; 
RT01–95–002; RT01–2–000, RT01–2–001, 
RT01–2–002; RT01–2–003; RT01–98–000; 
and RT02–3–000] 

Regional Transmission Organizations; 
Bangor Hydro-Electric Company, et al.; 
New York Independent System 
Operator, Inc., et al.; PJM 
Interconnection, L.L.C., et al.; PJM 
Interconnection, L.L.C.; ISO New 
England, Inc.; New York Independent 
System Operator, Inc.; Notice 

November 3, 2005. 
Take notice that PJM Interconnection, 

L.L.C., New York Independent System 
Operator, Inc. and ISO New England, 
Inc. have posted on their internet 
websites charts and information 
updating their progress on the 
resolution of ISO seams. 

Any person desiring to file comments 
on this information should file with the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426, in accordance with Rules 211 
and 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214). All such comments 
should be filed on or before the 
comment date. Comments may be filed 
electronically via the Internet in lieu of 
paper; see 18 CFR 385.2001(a)(1)(iii) 
and the instructions on the 
Commission’s Web site under the ‘‘e- 
Filing’’ link. The Commission strongly 
encourages electronic filings. 

Comment Date: November 23, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6199 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. CP04–14–006] 

Saltville Gas Storage Company; Notice 
of Compliance Filing 

November 3, 2005. 
Take notice that on September 30, 

2005, Saltville Gas Storage Company 
(Saltville) tendered for filing as part of 
its FERC Gas Tariff, Original Volume 
No. 1, the following tariff sheets, with 
an effective date of September 1, 2005: 
First Revised Sheet No. 11 

First Revised Sheet No. 12 

Saltville states that the filing is being 
made in compliance with the 
Commission’s orders in Saltville Gas 
Storage Company LLC, 107 FERC ¶ 
61,267 order on reh’g, 109 FERC ¶ 
61,200 (2004), order on compliance, 110 
FERC ¶ 61,318 (2005). 

Saltville states that copies of the filing 
were mailed to all customers of Saltville 
and affected state commissions as well 
as to all parties on the official service 
list in this proceeding. 

Any person desiring to protest this 
filing must file in accordance with Rule 
211 of the Commission’s Rules of 
Practice and Procedure (18 CFR 
385.211). Protests to this filing will be 
considered by the Commission in 
determining the appropriate action to be 
taken, but will not serve to make 
protestants parties to the proceeding. 
Such protests must be filed on or before 
the date as indicated below. Anyone 
filing a protest must serve a copy of that 
document on all the parties to the 
proceeding. 

The Commission encourages 
electronic submission of protests in lieu 
of paper using the ‘‘eFiling’’ link at 
http://www.ferc.gov. Persons unable to 
file electronically should submit an 
original and 14 copies of the protest to 
the Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC 20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. eastern time on 
November 10, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6215 Filed 11–9–05; 8:45 am] 

BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–68–000] 

Southern LNG Inc.; Notice of Proposed 
Changes to FERC Gas Tariff 

November 4, 2005. 
Take notice that on October 31, 2005, 

Southern LNG Inc. (SLNG) tendered for 
filing as part of its FERC Gas Tariff, 
Original Volume No. 1, the following 
revised sheets, to become effective 
December 1, 2005: 
Thirteenth Revised Sheet No. 5 
Thirteenth Revised Sheet No. 6 

SLNG states that the revised sheets 
are being filed in accordance with 
section 24.2 of the tariff to change the 
electric power cost adjustment from 
$0.0203/Dth to $0.0262/Dth. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of Section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
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FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6240 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. EM06–6–000] 

Stingray Pipeline Company, L.L.C.; 
Notice of Filing 

November 4, 2005. 
Take notice that on November 4, 

2005, Stingray Pipeline Company, L.L.C. 
(Stingray) filed pursuant to Rule 207 of 
the Rules of Practice and Procedure of 
the Federal Energy Regulatory 
Commission (Commission), 18 C.F.R. 
385.207 (2005), a petition for emergency 
waiver of section 11 of its general terms 
and conditions and section 3.3 of its 
Rate Schedule PAL. Stingray is 
requesting these waivers on a temporary 
basis, to provide its shippers with an 
additional mechanism for resolving 
imbalances, until full service is restored 
on its system. Stingray requests that the 
Commission rule on this petition for 
waiver on an expedited basis. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
comment date. Anyone filing an 
intervention or protest must serve a 
copy of that document on the Applicant. 
Anyone filing an intervention or protest 
on or before the intervention or protest 
date need not serve motions to intervene 
or protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
on November 8, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6219 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–70–000] 

Texas Eastern Transmission, LP; 
Notice of Proposed Changes in FERC 
Gas Tariff 

November 4, 2005. 
Take notice that on October 31, 2005, 

Texas Eastern Transmission, LP (Texas 
Eastern) tendered for filing as part of its 
FERC Gas Tariff, Seventh Revised 
Volume No. 1, the following tariff sheets 
to be effective December 1, 2005: 
First Revised Sheet No. 545 
First Revised Sheet No. 547 
First Revised Sheet No. 550 

Texas Eastern states that copies of its 
filing have been mailed to all affected 
customers and interested state 
commissions. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 

protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6230 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP00–426–025] 

Texas Gas Transmission, LLC; Notice 
of Negotiated Rates 

November 4, 2005. 
Take notice that on November 1, 

2005, Texas Gas Transmission, LLC, 
(Texas Gas) tendered for filing as part of 
its FERC Gas Tariff, Second Revised 
Volume No. 1, the following tariff 
sheets, to become effective November 1, 
2005: 
Second Revised Sheet No. 53 
Fifth Revised Sheet No. 56 

Texas Gas states that the purpose of 
this filing is to submit to the 
Commission a Revised Negotiated Rate 
Agreement between Texas Gas and 
Atmos Energy Marketing, LLC (AEM), 
dated October 1, 2005, to be effective 
November 1, 2005. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
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become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of Section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6222 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. ER05–1515–000] 

Texas Retail Energy, LLC; Notice of 
Issuance of Order 

November 4, 2005. 
Texas Retail Energy, LLC (Texas 

Retail) filed an application for market- 
based rate authority, with an 
accompanying rate tariff. The proposed 
rate tariff provides for the sales of 
capacity, energy, and ancillary services 
at market-based rates and for the 
reassignment of transmission capacity. 
Texas Retail also requested waiver of 
various Commission regulations. In 
particular, Texas Retail requested that 
the Commission grant blanket approval 
under 18 CFR Part 34 of all future 

issuances of securities and assumptions 
of liability by Texas Retail. 

On November 3, 2005, pursuant to 
delegated authority, the Director, 
Division of Tariffs and Market 
Development—South, granted the 
request for blanket approval under Part 
34. The Director’s order also stated that 
the Commission would publish a 
separate notice in the Federal Register 
establishing a period of time for the 
filing of protests. Accordingly, any 
person desiring to be heard or to protest 
the blanket approval of issuances of 
securities or assumptions of liability by 
Texas Retail should file a motion to 
intervene or protest with the Federal 
Energy Regulatory Commission, 888 
First Street, NE., Washington, DC 20426, 
in accordance with Rules 211 and 214 
of the Commission’s Rules of Practice 
and Procedure. 18 CFR 385.211, 385.214 
(2004). 

Notice is hereby given that the 
deadline for filing motions to intervene 
or protests is December 5, 2005. 

Absent a request to be heard in 
opposition by the deadline above, Texas 
Retail is authorized to issue securities 
and assume obligations or liabilities as 
a guarantor, indorser, surety, or 
otherwise in respect of any security of 
another person; provided that such 
issuance or assumption is for some 
lawful object within the corporate 
purposes of Texas Retail, compatible 
with the public interest, and is 
reasonably necessary or appropriate for 
such purposes. 

The Commission reserves the right to 
require a further showing that neither 
public nor private interests will be 
adversely affected by continued 
approval of Texas Retail’s issuances of 
securities or assumptions of liability. 

Copies of the full text of the Director’s 
Order are available from the 
Commission’s Public Reference Room, 
888 First Street, NE., Washington, DC 
20426. The Order may also be viewed 
on the Commission’s Web site at 
http://www.ferc.gov, using the eLibrary 
link. Enter the docket number excluding 
the last three digits in the docket 
number filed to access the document. 
Comments, protests, and interventions 
may be filed electronically via the 
internet in lieu of paper. See, 18 CFR 
385.2001(a)(1)(iii) and the instructions 
on the Commission’s Web site under the 
‘‘e-Filing’’ link. The Commission 
strongly encourages electronic filings. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6220 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–65–000] 

Transcontinental Gas Pipe Line 
Corporation; Notice of Proposed 
Changes in FERC Gas Tariff 

November 3, 2005. 

Take notice that on October 31, 2005, 
Transcontinental Gas Pipe Line 
Corporation (Transco) tendered for 
filing as part of its FERC Gas Tariff, 
Third Revised Volume No. 1, Seventh 
Revised Sheet No. 278 and Fourth 
Revised Sheet No. 374T, to become 
effective December 1, 2005. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of Section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
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(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6208 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–66–000] 

Trunkline Gas Company, LLC; Notice 
of Filing 

November 3, 2005. 
Take notice that on October 31, 2005, 

Trunkline Gas Company, LLC 
(Trunkline) tendered for filing its 
annual interruptible storage revenue 
credit surcharge adjustment in 
accordance with section 24 of the 
general terms and conditions of its 
FERC Gas Tariff, Third Revised Volume 
No. 1. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
date as indicated below. Anyone filing 
an intervention or protest must serve a 
copy of that document on the Applicant. 
Anyone filing an intervention or protest 
on or before the intervention or protest 
date need not serve motions to intervene 
or protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 

docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. Eastern Time 
on November 10, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6209 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP03–323–008] 

Williston Basin Interstate Pipeline 
Company; Notice of Negotiated Rate 

November 2, 2005. 
Take notice that on October 31, 2005, 

Williston Basin Interstate Pipeline 
Company (Williston Basin), tendered for 
filing with the Commission a revised 
negotiated Rate Schedule FT–1 Service 
Agreement. The proposed effective date 
of the service agreement is November 1, 
2005. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of section 154.210 
of the Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 

review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
web site that enables subscribers to 
receive email notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6190 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. EL06–17–000] 

Wisconsin Electric Power Company, 
Complainant v. Midwest Independent 
Transmission, System Operator, Inc., 
Respondent; Notice of Complaint 

November 4, 2005. 
Take notice that on November 2, 

2005, Wisconsin Electric Power 
Company (Wisconsin Electric), pursuant 
to section 206 of the Federal Power Act, 
16 U.S.C. 824e, and section 206 of the 
Commission’s Rules of Practice and 
Procedure, 18 CFR 385.206, filed a 
complaint against the Midwest 
Independent Transmission System 
Operator, Inc. (Midwest ISO) alleging 
that, in contravention of section 43.2 of 
its Transmission and Energy Markets 
Tariff, the Midwest ISO failed to 
allocate financial transmission rights 
sufficient to cover all of Wisconsin 
Electric’s eligible Network Resource 
entitlements, resulting in the wrongful 
assessment of congestion charges to 
Wisconsin Electric. 

Wisconsin Electric certifies that 
copies of the complaint were served on 
the contracts for the Midwest ISO. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
comment date. Anyone filing a motion 
to intervene or protest must serve a copy 

VerDate Aug<31>2005 19:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00041 Fmt 4703 Sfmt 4703 E:\FR\FM\10NON1.SGM 10NON1



68433 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Notices 

of that document on the Applicant and 
all parties to this proceeding. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. eastern time on 
November 22, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6217 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RP06–77–000] 

Wyoming Interstate Company, Ltd.; 
Notice of Proposed Changes in FERC 
Gas Tariff 

November 4, 2005. 
Take notice that on October 31, 2005, 

Wyoming Interstate Company, Ltd. 
(WIC) tendered for filing as part of its 
FERC Gas Tariff, Second Revised 
Volume No 2, Fifteenth Revised Sheet 
No. 4B, to become effective December 1, 
2005. 

WIC states that the tendered tariff 
sheet revises the FL&U reimbursement 
percentages applicable to transportation 
service on WIC’s system. 

WIC states that copies of its filing 
have been sent to all firm customers, 
interruptible customers, and affected 
state commissions. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 

not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed in accordance 
with the provisions of 154.210 of the 
Commission’s regulations (18 CFR 
154.210). Anyone filing an intervention 
or protest must serve a copy of that 
document on the Applicant. Anyone 
filing an intervention or protest on or 
before the intervention or protest date 
need not serve motions to intervene or 
protests on persons other than the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6237 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. EL06–14–000] 

Entergy Services, Inc., Complainant v. 
Union Power Partners, L.P. 
Respondent; Notice of Complaint 

November 2, 2005. 
Take notice that on October 28, 2005, 

Entergy Services, Inc., on behalf of itself 
and Entergy Arkansas, Inc. (Entergy), 
filed a complaint against Union Power 
Partners, L.P. (UPP) pursuant to section 
206 of the Federal Power Act, 16 U.S.C. 
824e, and Rule 206 of the Commission’s 
Rules of Practice and Procedure, 18 CFR 
385.206. Entergy requests the 
Commission to issue an order 
prohibiting UPP from charging Entergy 

as of November 1, 2005 for reactive 
power provided from UPP generation 
within a specified dead band. 

Entergy states that copies of the 
complaint were served on the contacts 
for UPP as listed on the Commission’s 
list of corporate officials. 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211 and 
385.214). Protests will be considered by 
the Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
comment date. Anyone filing a motion 
to intervene or protest must serve a copy 
of that document on the Applicant and 
all parties to this proceeding. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible online at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Comment Date: 5 p.m. eastern time on 
November 17, 2005. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6184 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Combined Notice of Filings #1 

November 3, 2005. 
Take notice that the Commission 

received the following electric rate 
filings. 
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Docket Numbers: ER01–1527–009; 
ER01–1529–009. 

Applicants: Nevada Power Co.; Sierra 
Pacific Power Company. 

Description: Nevada Power Co & 
Sierra Pacific Power Co notifies FERC of 
developments constituting a non- 
material change in status relating to 
Applicants’ market rate authority. 

Filed Date: October 28, 2005. 
Accession Number: 20051102–0117. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER05–1181–001. 
Applicants: PJM Interconnection 

L.L.C. 
Description: PJM Interconnection, 

LLC submits the revisions to the PJM 
Amended and Restated Operating 
Agreement in compliance with FERC’s 
August 31, 2005 Order. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0013 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER05–1468–001. 
Applicants: Ridge Generating Station 

Limited Partnership. 
Description: Ridge Generating Station, 

Limited Partnership submits 
supplemental descriptive information re 
market-based rate schedule and a 
streamlined generation market power 
analysis pertaining to the Lakeland 
Electric control area. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0014. 
Comment Date: 5:00 pm Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–74–000. 
Applicants: Commonwealth Edison 

Company. 
Description: Commonwealth Edison 

Co submits a notice of cancellation, as 
Attachment A, regarding the 
cancellation of ComEd Rate Schedule 
80. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0021. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–75–000. 
Applicants: NRG McClain LLC. 
Description: NRG McClain LLC 

submits a notice of cancellation of its 
FERC Rate Schedule 1. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0022. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–76–000. 
Applicants: LSP-Nelson Energy LLC. 
Description: LSP-Nelson Energy LLC 

submits notice canceling LSP-Nelson’s 
FERC Rate Schedule 1. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0023. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 

Docket Numbers: ER06–77–000. 
Applicants: Illinois Municipal 

Electric Agency. 
Description: The Illinois Municipal 

Electric Agency submits an initial Rate 
Schedule No. 1 & supporting cost data 
to establish its annual revenue 
requirements for providing Reactive 
Supply & Voltage Control from 
Generation Sources etc. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0024. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–78–000. 
Applicants: PJM Interconnection, 

L.L.C. 
Description: PJM Interconnection, 

LLC submits Schedule 9–OPSI, an 
amendment to the PJM FERC Electric 
Tariff, Sixth Revised Volume No. 1. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0025. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–79–000. 
Applicants: Styrka Energy Master 

Fund LLC. 
Description: Stykra Energy Master 

Fund, LLC files to cancel its FERC 
market based rate tariff, Original Rate 
Schedule No. 1. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0026. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–80–000. 
Applicants: New York State Electric & 

Gas Corporation. 
Description: New York State Electric 

& Gas Corp submits a supplement to 
Rate Schedule FERC No. 72 Facilities 
Agreement with the Municipal Board of 
the Village of Bath. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0027. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–81–000. 
Applicants: Styrka Energy Fund LLC. 
Description: Stryka Energy Fund LLC 

submits a cancellation to its Original 
Rate Schedule FERC No.1, effective 
February 24, 2004. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0028. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–82–000. 
Applicants: Wisconsin Public Service 

Corp. 
Description: Wisconsin Public Service 

Corp submits its Eighth Revised Service 
Agreement No. 9 with Washington 
Island Electric Cooperative under FERC 
Electric Tariff, Fifth Revised Volume 
No. 1, effective October 1, 2005. 

Filed Date: October 28, 2005. 

Accession Number: 20051101–0029. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–83–000. 
Applicants: Exelon Corporation. 
Description: Exelon Corp on behalf of 

Commonwealth Edison Co submits 
notice of cancellation of Original 
Service Agreement C1059, FERC 
Electric Tariff, Sixth Revised Volume 
No. 1, effective October 13, 2005. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0030. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–84–000. 
Applicants: Wisconsin Electric Power 

Company. 
Description: Wisconsin Electric Power 

Co’s submits a Notice of Cancellation of 
its FERC Electric Tariff, Rate Schedule 
No. 84, effective January 1, 2006. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0032. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–85–000. 
Applicants: Vermont Electric Power 

Company, Inc. 
Description: Vermont Electric Power 

Co submits revisions to the VELCO 1991 
Transmission Agreement, effective 
January 1, 2006. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0031. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–86–000. 
Applicants: New York State Electric & 

Gas Corporation. 
Description: New York State Electric 

& Gas Corp submits supplement to Rate 
Schedule FERC No. 117-Facilities 
Agreement with Delaware County 
Electric Cooperative, etc. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0010. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–87–000. 
Applicants: Styrka Energy Fund Ltd. 
Description: Styrka Energy Fund Ltd 

files to cancel its FERC market based 
rate tariff, Original Rate Schedule FERC 
No. 1, and requests waiver of any 
obligation to file the quarterly report for 
the quarter ending December 2005. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0011. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–88–000. 
Applicants: El Paso Electric Company. 
Description: El Paso Electric Co 

submits notice of cancellation & a 
cancellation tariff sheet for the purpose 
of canceling a Transaction Agreement 
with Southwestern Public Service Co. 
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Filed Date: October 28, 2005. 
Accession Number: 20051101–0012. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER06–96–000. 
Applicants: American Electric Power 

Service Corporation. 
Description: AEP on behalf of 

Southwestern Electric Power Co submits 
the executed Second Power Supply 
Agreement with East Texas Electric 
Coop, Inc et al. 

Filed Date: October 28, 2005. 
Accession Number: 20051102–0367. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Docket Numbers: ER99–830–013; 

ER04–925–005. 
Applicants: Merrill Lynch Capital 

Services, Inc.; Merrill Lynch 
Commodities, Inc. 

Description: Merrill Lynch 
Commodities, Inc & Merrill Lynch 
Capital Services, Inc reports the change 
in status in connection with the transfer 
of equity interests in Granite Ridge I 
SPE, LLC etc. 

Filed Date: October 28, 2005. 
Accession Number: 20051101–0015. 
Comment Date: 5 p.m. Eastern Time 

on Friday, November 18, 2005. 
Any person desiring to intervene or to 

protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214) on or before 5 p.m. Eastern 
time on the specified comment date. It 
is not necessary to separately intervene 
again in a subdocket related to a 
compliance filing if you have previously 
intervened in the same docket. Protests 
will be considered by the Commission 
in determining the appropriate action to 
be taken, but will not serve to make 
protestants parties to the proceeding. 
Anyone filing a motion to intervene or 
protest must serve a copy of that 
document on the Applicant. In reference 
to filings initiating a new proceeding, 
interventions or protests submitted on 
or before the comment deadline need 
not be served on persons other and the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper, using the 
FERC Online links at http:// 
www.ferc.gov. To facilitate electronic 
service, persons with Internet access 
who will eFile a document and/or be 
listed as a contact for an intervenor 
must create and validate an 
eRegistration account using the 
eRegistration link. Select the eFiling 
link to log on and submit the 
intervention or protests. 

Persons unable to file electronically 
should submit an original and 14 copies 

of the intervention or protest to the 
Federal Energy Regulatory Commission, 
888 First St., NE., Washington, DC 
20426. 

The filings in the above proceedings 
are accessible in the Commission’s 
eLibrary system by clicking on the 
appropriate link in the above list. They 
are also available for review in the 
Commission’s Public Reference Room in 
Washington, DC. There is an 
eSubscription link on the Web site that 
enables subscribers to receive e-mail 
notification when a document is added 
to a subscribed dockets(s). For 
assistance with any FERC Online 
service, please e-mail 
FERCOnlineSupport@ferc.gov or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6179 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Combined Notice of Filings #1 

November 4, 2005. 
Take notice that the Commission 

received the following electric rate 
filings. 

Docket Numbers: ER02–2227–005; 
ER02–2229–004; ER03–24–004; ER03– 
36–005. 

Applicants: Creed Energy Center, 
LLC; Goose Haven Energy Center, LLC; 
Los Esteros Critical Energy Facility, 
LLC; Calpine Northbrook Energy 
Marketing, LLC; Joint Triennial Updated 
Market Power Analysis. 

Description: Creed Energy Center, LLC 
submits an amendment to their joint 
updated power analysis filed on August 
30, 2005 which includes substitute 
market-based rate schedule sheet 
required by Order Nos. 652 & 652–A.. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0097. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER02–2536–002. 
Applicants: Bank of America, N.A. 
Description: Bank of America, NA 

submits triennial updated market power 
analysis & revised market-based rate 
tariff. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0099. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER05–1097–003. 
Applicants: BJ Energy LLC. 

Description: BJ Energy, LLC informs 
FERC of a non-material departure from 
the market characteristics relied upon 
by FERC in its August 11, 2005 Order. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0100. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–90–000; 

ER06–91–000; ER06–92–000; ER06–93– 
000. 

Applicants: California Independent 
System Operator Corporation. 

Description: CalPeak Power LLC, on 
behalf of CalPeak Entitites, submits 
modifications of certain schedules 
contained in the Reliability Must-Run 
Service Agreements with California 
Independent System Operator Corp. 

Filed Date: October 31, 2005. 
Accession Number: 20051102–0185. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–98–000. 
Applicants: Gilroy Energy Center, 

LLC. 
Description: Gilroy Energy Center, 

LLC submits its revised rate schedule 
sheets for the Reliability Must-Run 
Service Agreement with the California 
Independent System Operator Corp. 

Filed Date: October 31, 2005. 
Accession Number: 20051102–0284. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–99–000. 
Applicants: Pacific Gas and Electric 

Company. 
Description: Pacific Gas and Electric 

Co submits First Revised Rate Schedule 
FERC No. 207 et al for the Reliability 
Must-Run Service Agreements with 
California Independent System Operator 
Corp. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0066. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–101–000. 
Applicants: Creed Energy Center, 

LLC. 
Description: Creed Energy Center LLC 

submits the revised rate schedule sheets 
for the Reliability Must-Run Service 
Agreement with the California 
Independent System Operator Corp. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0043. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–105–000. 
Applicants: Avista Corporation. 
Description: Avista Corp submits an 

Exchange Agreement (FERC Rate 
Schedule No. 184) conformed to comply 
with Rule 614 and supplemented by a 
Letter Agreement, dated 10/28/05. 

Filed Date: October 31, 2005. 
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Accession Number: 20051103–0087. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–106–000. 
Applicants: KGEN Hinds LLC. 
Description: KGen Hinds LLC submits 

under protest a Conditional Notice of 
Cancellation of its Rate Schedule FERC 
No. 1. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0088. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–107–000. 
Applicants: Powerex Corp. 
Description: Powerex Corp submits 

Notice of Cancellation of two 
Certificates of Concurrence filed and 
accepted by FERC in certain 
proceedings pertaining to Puget Sound 
Energy, Inc. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0089. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–108–000. 
Applicants: San Diego Gas & Electric 

Company. 
Description: San Diego Gas and 

Electric Co submits revisions to 
Schedule D of its Reliability Must-Run 
Service Agreement with the California 
Independent System Operator Corp. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0090. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–114–000. 
Applicants: California Power 

Exchange Corporation. 
Description: California Power 

Exchange Corp submits proposed 
amendments to its FERC Electric Rate 
Schedule No. 1 in order to recover 
projected expenses for the period of 
January 1, 2006 thru June 30, 2006. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0033. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–115–000. 
Applicants: Duke Energy South Bay, 

LLC. 
Description: Duke Energy South Bay, 

LLC submits revisions to certain 
Reliability Must-Run Agreement with 
California Independent System Operator 
Corp. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0032. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Any person desiring to intervene or to 

protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214) on or before 5 p.m. Eastern 

time on the specified comment date. It 
is not necessary to separately intervene 
again in a subdocket related to a 
compliance filing if you have previously 
intervened in the same docket. Protests 
will be considered by the Commission 
in determining the appropriate action to 
be taken, but will not serve to make 
protestants parties to the proceeding. 
Anyone filing a motion to intervene or 
protest must serve a copy of that 
document on the Applicant. In reference 
to filings initiating a new proceeding, 
interventions or protests submitted on 
or before the comment deadline need 
not be served on persons other and the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper, using the 
FERC Online links at http:// 
www.ferc.gov. To facilitate electronic 
service, persons with Internet access 
who will eFile a document and/or be 
listed as a contact for an intervenor 
must create and validate an 
eRegistration account using the 
eRegistration link. Select the eFiling 
link to log on and submit the 
intervention or protests. 

Persons unable to file electronically 
should submit an original and 14 copies 
of the intervention or protest to the 
Federal Energy Regulatory Commission, 
888 First St. NE., Washington, DC 
20426. 

The filings in the above proceedings 
are accessible in the Commission’s 
eLibrary system by clicking on the 
appropriate link in the above list. They 
are also available for review in the 
Commission’s Public Reference Room in 
Washington, DC. There is an 
eSubscription link on the Web site that 
enables subscribers to receive e-mail 
notification when a document is added 
to a subscribed dockets(s). For 
assistance with any FERC Online 
service, please e-mail 
FERCOnlineSupport@ferc.gov. or call 
(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6180 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Combined Notice of Filings #2 

November 4, 2005. 
Take notice that the Commission 

received the following electric rate 
filings. 

Docket Numbers: ER06–21–000. 
Applicants: Deseret Generation & 

Transmission Co-operative, Inc. 
Description: Deseret Generation & 

Transmission Co-operative, Inc’s 
proposed Wholesale Power Contract 
Rate Rebate as an amendment to the 
jurisdictional service agreement Nos. 1– 
6 etc, & requests waiver of 60-day notice 
requirements. 

Filed Date: October 11, 2005. 
Accession Number: 20051013–0075. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 14, 2005. 
Docket Numbers: ER06–94–000. 
Applicants: ISO New England Inc. 
Description: ISO New England, Inc 

submits revised tariff sheets of the ISO’s 
transmission, markets and services 
tariff, in order to collect its 
administrative costs for calendar year 
2006. 

Filed Date: October 31, 2005. 
Accession Number: 20051102–0283. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–95–000. 
Applicants: Pacific Gas & Electric 

Company. 
Description: Pacific Gas and Electric 

Co’s submits Eleventh Quarterly Filing 
of Facilities Agreement, Revised Rate 
Schedule FERC No. 114. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0039. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–97–000. 
Applicants: ISO New England Inc. 
Description: ISO New England, Inc 

submits its 2006 Capital Budget 
Quarterly Filing for third Quarter of 
2005 with supporting materials. 

Filed Date: October 31, 2005. 
Accession Number: 20051102–0292. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–109–000. 
Applicants: Southwest Power Pool, 

Inc. 
Description: Southwest Power Pool, 

Inc submits executed service agreement 
for long-term firm point-to-point 
transmission service w/Southwestern 
Public Service Co dba Xcel Energy 
Marketing as Transmission Customer. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0091. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–110–000; 

ER06–111–000. 
Applicants: Mirant Delta, LLC; Mirant 

Potrero, LLC. 
Description: Mirant Delta, LLC et al 

submits revisions to their Must-Run 
Service Agreements with California 
Independent System Operator Corp. 
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Filed Date: October 31, 2005. 
Accession Number: 20051103–0092. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–112–000. 
Applicants: Goose Haven Energy 

Center, LLC. 
Description: Goose Haven Energy 

Center, LLC submits the revised rate 
schedule sheets for the Reliability Must- 
Run Service Agreement with California 
Independent System Operator Corp. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0093. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Docket Numbers: ER06–113–000. 
Applicants: Reliant Energy Etiwanda, 

Inc. 
Description: Reliant Energy Etiwanda, 

Inc submits the revised pages for its 
FERC Electric Rate Schedule No. 2, 
Must-Run Service Agreement with 
California Independent System Operator 
Corp. 

Filed Date: October 31, 2005. 
Accession Number: 20051103–0094. 
Comment Date: 5 p.m. Eastern Time 

on Monday, November 21, 2005. 
Any person desiring to intervene or to 

protest in any of the above proceedings 
must file in accordance with Rules 211 
and 214 of the Commission’s Rules of 
Practice and Procedure (18 CFR 385.211 
and 385.214) on or before 5 p.m. Eastern 
time on the specified comment date. It 
is not necessary to separately intervene 
again in a subdocket related to a 
compliance filing if you have previously 
intervened in the same docket. Protests 
will be considered by the Commission 
in determining the appropriate action to 
be taken, but will not serve to make 
protestants parties to the proceeding. 
Anyone filing a motion to intervene or 
protest must serve a copy of that 
document on the Applicant. In reference 
to filings initiating a new proceeding, 
interventions or protests submitted on 
or before the comment deadline need 
not be served on persons other and the 
Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper, using the 
FERC Online links at http:// 
www.ferc.gov. To facilitate electronic 
service, persons with Internet access 
who will eFile a document and/or be 
listed as a contact for an intervenor 
must create and validate an 
eRegistration account using the 
eRegistration link. Select the eFiling 
link to log on and submit the 
intervention or protests. 

Persons unable to file electronically 
should submit an original and 14 copies 
of the intervention or protest to the 

Federal Energy Regulatory Commission, 
888 First St. NE., Washington, DC 
20426. 

The filings in the above proceedings 
are accessible in the Commission’s 
eLibrary system by clicking on the 
appropriate link in the above list. They 
are also available for review in the 
Commission’s Public Reference Room in 
Washington, DC. There is an 
eSubscription link on the Web site that 
enables subscribers to receive e-mail 
notification when a document is added 
to a subscribed docket(s). For assistance 
with any FERC Online service, please e- 
mail FERCOnlineSupport@ferc.gov. or 
call (866) 208–3676 (toll free). For TTY, 
call (202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6181 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket Nos. EC06–19–000, et al.] 

Dynegy, Inc., et al.; Electric Rate and 
Corporate Filings 

November 3, 2005. 

The following filings have been made 
with the Commission. The filings are 
listed in ascending order within each 
docket classification. 

1. Dynegy, Inc.; Dynegy Holdings Inc.; 
DMT Holdings, Inc.; Dynegy Power 
Corp.; Dry Creek Power, Inc.; and 
Rockingham Power, L.L.C. 

[Docket No. EC06–19–000] 

Take notice that on October 31, 2005, 
Dynegy Inc., Dynegy Holdings Inc., 
DMT Holdings, Inc., Dynegy Power 
Corp., Dry Creek Power, Inc. (Dry Creek) 
and Rockingham Power, L.L.C. 
(Rockingham) (collectively, Applicants) 
submitted an application pursuant to 
section 203 of the Federal Power Act for 
authorization of a disposition of 
jurisdictional facilities pursuant to an 
intra corporate reorganization that 
results in Rockingham merging with its 
parent company, Dry Creek, with 
Rockingham being the surviving entity 
(the Transaction). Applicants state that 
the Transaction as an intra corporate 
restructuring would be accomplished 
pursuant to an authorizing board 
resolutions, an agreement of merger and 
a certificate of merger. 

Comment Date: 5 p.m. Eastern Time 
on November 21, 2005. 

2. White Pine Electric Power, L.L.C. 

[Docket Nos. EC06–20–000] 
Take notice that on November 1, 

2005, White Pine Electric Power, L.L.C. 
(White Pine Electric), filed with the 
Federal Energy Regulatory Commission 
an application under section 203 of the 
Federal Power Act, requesting approval 
of the transfer of ultimate upstream 
control of its jurisdictional facilities to 
Pegasus Partners III (International 
Holdings), L.P. (Pegasus), a private 
equity fund located in Cos Cob, 
Connecticut, Kelso Investment 
Associates VII, L.P. and KEP VI, LLC 
(the Kelso Funds), private equity 
investment funds managed by Kelso & 
Company, a company located in New 
York, NY, Newco I LLC, a limited 
liability company to be formed under 
the laws of Anguilla and owned by 
certain members of Traxys S.A.’s 
management, and Newco II LLC, a 
limited liability company to be formed 
under the laws of Anguilla and owned 
by certain members of Traxys S.A.’s 
management (together with Newco I 
LLC, the Management Members). 

Comment Date: 5 p.m. Eastern Time 
on November 22, 2005. 

3. Select Energy, Inc.; Constellation 
Energy Commodities; Group, Inc. 

[Docket No. EC06–21–000] 
Take notice that on October 31, 2005, 

Select Energy, Inc. (Select), and 
Constellation Energy Commodities 
Group, Inc. (collectively, the 
Applicants) filed a joint application 
pursuant to section 203 of the Federal 
Power Act for disposition of certain 
wholesale power sales contracts of 
Select. 

Comment Date: 5 p.m. Eastern Time 
on November 22, 2005. 

4. TransAlta Energy Marketing (U.S.) 
Inc. 

[Docket No. EL03–125–000] 

Bonneville Power Administration 

[Docket No. NJ05–2–002] 
Take notice that on October 24, 2005, 

Bonneville Power Administration 
(BPA), tendered for filing revisions of its 
open access transmission tariff in 
compliance with the above proceeding. 
BPA further states that it also included 
a certificate of service on the parties in 
the above-captioned proceedings. 

Comment Date: 5 p.m. Eastern Time 
on November 23, 2005. 

5. Entergy Services, Inc. 

[Docket No. ER03–753–004] 
Take notice that on September 30, 

2005, Entergy Services, Inc., acting as 
agent for Entergy New Orleans, Inc. 
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(ENO), Entergy Gulf States, Inc. (EGS), 
and Entergy Louisiana, Inc. (ELI), 
tendered for filing a notice that ENO has 
entered into transactions with EGS and 
ELI pursuant to Service Schedule MSS– 
4 of the Entergy System Agreement. 

Comment Date: 5 p.m. Eastern Time 
on November 14, 2005. 

6. Devon Power LLC 

[Docket No. ER04–23–015] 

Take notice that on October 11, 2005, 
Devon Power LLC, Middletown Power 
LLC and Montville Power LLC 
(collectively, the NRG Companies), 
pursuant to a deficiency letter issued on 
July 13, 2005 submitted for filing a 
reconciliation of their annual 
informational filing. 

Comment Date: 5 p.m. Eastern Time 
on November 23, 2005. 

Standard Paragraph 

Any person desiring to intervene or to 
protest this filing must file in 
accordance with Rules 211 and 214 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 385.211, 385.214). 
Protests will be considered by the 
Commission in determining the 
appropriate action to be taken, but will 
not serve to make protestants parties to 
the proceeding. Any person wishing to 
become a party must file a notice of 
intervention or motion to intervene, as 
appropriate. Such notices, motions, or 
protests must be filed on or before the 
comment date. On or before the 
comment date, it is not necessary to 
serve motions to intervene or protests 
on persons other than the Applicant. 

The Commission encourages 
electronic submission of protests and 
interventions in lieu of paper using the 
‘‘eFiling’’ link at http://www.ferc.gov. 
Persons unable to file electronically 
should submit an original and 14 copies 
of the protest or intervention to the 
Federal Energy Regulatory Commission, 
888 First Street, NE., Washington, DC 
20426. 

This filing is accessible on-line at 
http://www.ferc.gov, using the 
‘‘eLibrary’’ link and is available for 
review in the Commission’s Public 
Reference Room in Washington, DC. 
There is an ‘‘eSubscription’’ link on the 
Web site that enables subscribers to 
receive e-mail notification when a 
document is added to a subscribed 
docket(s). For assistance with any FERC 
Online service, please e-mail 
FERCOnlineSupport@ferc.gov, or call 

(866) 208–3676 (toll free). For TTY, call 
(202) 502–8659. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6182 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[P–12588–000] 

Hydraco Power, Inc.; Notice of 
Application Ready for Environmental 
Analysis and Soliciting Comments, 
Recommendations, Terms and 
Conditions, and Prescriptions 

November 3, 2005. 
Take notice that the following 

hydroelectric application has been filed 
with the Commission and is available 
for public inspection. 

a. Type of Application: Exemption 
from License, 5 MW or Less. 

b. Project No.: P–12588–000. 
c. Date filed: May 3, 2005. 
d. Applicant: Hydraco Power, Inc. 
e. Name of Project: A. H. Smith Dam 

Project. 
f. Location: On the San Marcos River 

near the town of Martindale, Caldwell 
County, Texas. The project does not 
affect federal lands. 

g. Filed Pursuant to: Public Utility 
Regulatory Policies Act of 1978, 16 
U.S.C. 2705, 2708. 

h. Applicant Contact: Linda A. Parker, 
Small Hydro of Texas, Inc., 1298 FM 
766, Cuero, Texas 77954. (361) 275– 
9395 

i. FERC Contact: Monte TerHaar, 
monte.terhaar@ferc.gov, (202) 502– 
6035. 

j. Deadline for filing comments, 
recommendations, terms and 
conditions, and prescriptions is 60 days 
from the issuance date of this notice; 
reply comments are due 105 days from 
the issuance date of this notice. 

k. All documents (original and eight 
copies) should be filed with: Magalie R. 
Salas, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. 
Please affix ‘‘A.H. Smith Dam Project 
No. 12588–000’’ to all filings. 
Comments, recommendations, and 
terms and conditions may be filed 
electronically via Internet in lieu of 
paper. The Commission strongly 
encourages electronic filings. See 18 
CFR 385.2001(a)(1)(iii) and the 
instructions on the Commission’s 
website (http://www.ferc.gov) under the 
‘‘eFiling’’ link. 

l. The Commission’s Rules of Practice 
require all intervenors filing documents 
with the Commission to serve a copy of 
that document on each person on the 
official service list for the project. 
Further, if an intervenor files comments 
or documents with the Commission 
relating to the merits of an issue that 
may affect the responsibilities of a 
particular resource agency, they must 
also serve a copy of the document on 
that resource agency. 

m. This application has been accepted 
for filing and is now ready for 
environmental analysis. 

n. Project Description: Hydraco 
proposes to restore existing facilities 
and operate run-of-river, at all times 
providing flow over the dam. The 
project would cease generation and pass 
all flows over the dam when inflows to 
the impoundment are 100 cfs or less. 

The proposed project consists of: (1) 
An existing 10.5-foot-high by 86.5-foot- 
long concrete dam with a 20-foot-wide 
concrete apron; (2) an existing 3-foot- 
wide by 4-foot-high wooden stopgate 
positioned in the east bank of the dam 
which regulates flows to the turbines; 
(3) a 10.62-acre impoundment; (4) an 
existing 20-foot-wide by 30-foot-long 
brick powerhouse; (5) an existing 
generator with installed capacity of 150 
kilowatts (kW); (6) an existing 150 kW 
turbine; (7) a 100-foot-long buried 
transmission line; and (8) an existing 
trashrack. 

o. A copy of the application is 
available for review at the Commission 
in the Public Reference Room or may be 
viewed on the Commission’s website at 
http://www.ferc.gov using the 
‘‘eLibrary’’ link. Enter the docket 
number excluding the last three digits in 
the docket number field to access the 
document. For assistance, contact FERC 
Online Support at 
FERCOnlineSupport@ferc.gov or toll- 
free at 1–866–208–3676, or for TTY, 
(202) 502–8659. A copy is also available 
for inspection and reproduction at the 
address in item (h) above. 

p. You may also register online at 
http://www.ferc.gov/docs-filing/ 
esubscription.asp to be notified via 
email of new filings and issuances 
related to this or other pending projects. 
For assistance, contact FERC Online 
Support. 

q. Public notice of the filing of the 
initial development application, which 
has already been given, established the 
due date for filing competing 
applications or notices of intent. Under 
the Commission’s regulations, any 
competing development application 
must be filed in response to and in 
compliance with public notice of the 
initial development application. No 
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competing applications or notices of 
intent may be filed in response to this 
notice. 

r. All filings must (1) bear in all 
capital letters the title ‘‘COMMENTS’’, 
‘‘REPLY COMMENTS’’, 
‘‘RECOMMENDATIONS’’, ‘‘TERMS 
AND CONDITIONS’’, or 
‘‘PRESCRIPTIONS’’; (2) set forth in the 
heading the name of the applicant and 
the project number of the application to 
which the filing responds; (3) furnish 
the name, address, and telephone 
number of the person submitting the 
filing; and (4) otherwise comply with 
the requirements of 18 CFR 385.2001 
through 385.2005. All comments, 
recommendations, terms and conditions 
or prescriptions must set forth their 
evidentiary basis and otherwise comply 
with the requirements of 18 CFR 4.34(b). 
Agencies may obtain copies of the 
application directly from the applicant. 
Each filing must be accompanied by 
proof of service on all persons listed on 
the service list prepared by the 
Commission in this proceeding, in 
accordance with 18 CFR 4.34(b), and 
385.2010. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6202 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Notice of Application for Amendment 
of License And Soliciting Comments, 
Motions To Intervene, and Protests 

November 4, 2005. 
Take notice that the following 

application has been filed with the 
Commission and is available for public 
inspection: 

a. Application Type: Extension of 
Time to Commence and Complete 
Construction. 

b. Project No.: 12020–012. 
c. Date Filed: October 6, 2005. 
d. Applicant: Marseilles Hydro Power 

LLC. 
e. Name of Project: Marseilles 

Hydroelectric Project. 
f. Location: The project is located on 

the Illinois River, LaSalle County, 
Illinois. 

g. Filed Pursuant to: Section 13 of the 
Federal Power Act, 16 U.S.C. 806. 

h. Applicant Contact: Donald H. 
Clarke, Counsel to Marseilles Hydro 
Power LLC, Law Offices of GKRSE, 1500 
K Street, NW., Suite 330, Washington, 
DC 20005, (202) 408–5400, Fax: (202) 

408–5406, or Web site http://www.gkrse- 
law.com. 

i. FERC Contact: Any questions on 
this notice should be addressed to Mrs. 
Anumzziatta Purchiaroni at (202) 502– 
6191, or e-mail address: 
anumzziatta.purchiaroni@ferc.gov. 

j. Deadline for filing comments and or 
motions: December 5, 2005. 

k. Description of Request: The 
Applicant is requesting a two year 
extension of the deadline for 
commencement of construction until 
November 28, 2007, and that the 
deadline for completion of construction 
also to be extended to November 28, 
2009. The licensee is requesting 
additional time to accommodate 
unanticipated delays and to commence 
the rehabilitation and construction work 
planned. 

l. Locations of the Application: A 
copy of the application is available for 
inspection and reproduction at the 
Commission’s Public Reference Room, 
located at 888 First Street, NE., Room 
2A, Washington, DC 20426, or by calling 
(202) 502–8371. Information about this 
filing may also be viewed on the 
Commission’s Web site at http:// 
www.ferc.gov using the ‘‘eLibrary’’ link. 
Enter the docket number excluding the 
last three digits in the docket number 
field to access the document. You may 
also register online at http:// 
www.ferc.gov/docs-filing/ 
esubscription.asp to be notified via 
e-mail of new filings and issuances 
related to this or other pending projects. 
For assistance, call 1–866–208–3676 or 
e-mail FERCOnlineSupport@ferc.gov, 
for TTY, call (202) 502–8659. A copy is 
also available for inspection and 
reproduction at the address in item (h) 
above. 

m. Individuals desiring to be included 
on the Commission’s mailing list should 
so indicate by writing to the Secretary 
of the Commission. 

n. Comments, Protests, or Motions to 
Intervene: Anyone may submit 
comments, a protest, or a motion to 
intervene in accordance with the 
requirements of Rules of Practice and 
Procedure, 18 CFR 385.210, 385.211, 
385.214. In determining the appropriate 
action to take, the Commission will 
consider all protests or other comments 
filed, but only those who file a motion 
to intervene in accordance with the 
Commission’s Rules may become a 
party to the proceeding. Any comments, 
protests, or motions to intervene must 
be received on or before the specified 
comment date for the particular 
application. 

o. Filing and Service of Responsive 
Documents: Any filings must bear in all 
capital letters the title ‘‘COMMENTS’’, 

‘‘PROTEST’’, or ‘‘MOTION TO 
INTERVENE’’, as applicable, and the 
Project Number of the particular 
application to which the filing refers. 
All documents (original and eight 
copies) should be filed with: Magalie R. 
Salas, Secretary, Federal Energy 
Regulatory Commission, 888 First 
Street, NE., Washington, DC 20426. A 
copy of any motion to intervene must 
also be served upon each representative 
of the Applicant specified in the 
particular application. 

p. Agency Comments: Federal, state, 
and local agencies are invited to file 
comments on the described application. 
A copy of the application may be 
obtained by agencies directly from the 
Applicant. If an agency does not file 
comments within the time specified for 
filing comments, it will be presumed to 
have no comments. One copy of an 
agency’s comments must also be sent to 
the Applicant’s representatives. 

q. Comments, protests and 
interventions may be filed electronically 
via the Internet in lieu of paper. See, 18 
CFR 385.2001(a)(1)(iii) and the 
instructions on the Commission’s Web 
site at http://www.ferc.gov under the 
‘‘e-Filing’’ link. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6221 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. ER02–1656–000] 

California Independent System 
Operator Corporation; Notice of FERC 
Staff Attendance 

November 3, 2005. 
The Federal Energy Regulatory 

Commission (Commission) hereby gives 
notice that on November 3 and 4, 2005, 
members of its staff will attend 
stakeholder meetings to review the 
California Independent System Operator 
Corporation’s (CAISO) proposed Market 
Redesign and Technology Upgrade 
tariff. The meetings will be held at the 
Embassy Suites, located at 100 Capitol 
Mall, Sacramento, CA. An agenda and 
meeting documents can be found on the 
CAISO’s Web site, http:// 
www.caiso.com. 

Sponsored by the CAISO, the 
meetings are open to the public, and 
staff’s attendance is part of the 
Commission’s ongoing outreach efforts. 
The meeting may discuss matters at 
issue in Docket No. ER02–1656–000. 
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For further information, contact 
Katherine Gensler at 
katherine.gensler@ferc.gov; (916) 294– 
0275. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6201 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

[Docket No. RM05–30–000] 

Rules Concerning Certification of the 
Electric Reliability Organization; and 
Procedures for the Establishment, 
Approval, and Enforcement of Electric 
Reliability Standards; Notice of 
Technical Conferences 

November 3, 2005. 
Take notice that two technical 

conferences will be held in the offices 
of the Federal Energy Regulatory 
Commission, 888 First Street, NE., 
Washington, DC. All interested persons 
may attend, and registration is not 
required. This will be a staff conference, 
but Commissioners also may attend. 

These technical conferences will 
address industry perspectives on certain 
issues, which are the subject of the 
Notice of Proposed Rulemaking in 
Docket No. RM05–30–000. The 
discussions will focus on the process 
that the Electric Reliability Organization 
(ERO) will use in proposing the new 
mandatory reliability standards, the role 
of regional entities in that process, and 
how existing reliability standards can be 
improved over time. 

The first technical conference will be 
held on Friday, November 18, 2005, 
from approximately 9:30 a.m. until 4 
p.m. (EST), in the Commission Meeting 
Room on the second floor of the 
Commission. A follow-up technical 
conference is tentatively scheduled for 
Friday, December 9, 2005. Additional 
details for both conferences, including 
agendas, panelists, and the time and 
location for the December conference, 
will be provided at a later time. 

Transcripts of the conferences will be 
immediately available from Ace 
Reporting Company (202–347–3700 or 
1–800–336–6646) for a fee. They will be 
available for the public on the 
Commission’s eLibrary system seven 
calendar days after the Commission 
receives the transcript. Additionally, 
Capitol Connection offers the 
opportunity for remote listening and 
viewing of the conferences. It is 
available for a fee, live over the Internet, 

by phone or via satellite. Persons 
interested in receiving the broadcasts, or 
who need information on making 
arrangements should contact David 
Reininger or Julia Morelli at the Capitol 
Connection (703–993–3100) as soon as 
possible or visit the Capitol Connection 
Web site at http:// 
www.capitolconnection.gmu.edu and 
click on ‘‘FERC.’’ 

Commission conferences are 
accessible under section 508 of the 
Rehabilitation Act of 1973. For 
accessibility accommodations please 
send an e-mail to accessibility@ferc.gov 
or call toll free 866–208–3372 (voice) or 
202–208–1659 (TTY), or send a FAX to 
202–208–2106 with the required 
accommodations. 

For more information about these 
conferences, please contact Yvonne 
Bartoli at (202) 502–6054 
(yvonne.bartoli@ferc.gov) or Sarah 
McKinley at (202) 502–8004 
(sarah.mckinley@ferc.gov). 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6204 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

DEPARTMENT OF ENERGY 

Federal Energy Regulatory 
Commission 

Notice of FERC Commissioner and 
Staff Attendance at OMS Annual 
Meeting and Monthly Midwest ISO 
Advisory Committee Meetings and 
Monthly Midwest ISO Board of 
Directors Meetings 

November 2, 2005. 
The Federal Energy Regulatory 

Commission hereby gives notice that 
members of the Commission and its staff 
may attend the Organization of MISO 
States (OMS) Annual Meeting and the 
following monthly Midwest 
Independent Transmission System 
Operator, Inc. (Midwest ISO) Advisory 
Committee Meetings and Board of 
Directors Meetings: 
OMS Annual Meeting— 

December 8, 2005, 10:30 a.m.–3 p.m. 
Lakeside Conference Center, 630 West 

Carmel Drive, Carmel, IN 46032. 
Midwest ISO Advisory Committee 

Meetings— 
January 18, 2006, at a time to be 

determined 
February 15, 2006, at a time to be 

determined 
March 15, 2006, at a time to be 

determined 
April 19, 2006, at a time to be 

determined 

May 17, 2006, at a time to be 
determined 

June 14, 2006, at a time to be 
determined 

July 19, 2006, at a time to be 
determined 

August 16, 2006, at a time to be 
determined 

September 20, 2006, at a time to be 
determined 

October 18, 2006, at a time to be 
determined 

November 15, 2006, at a time to be 
determined 

December 13, 2006, at a time to be 
determined 

Lakeside Conference Center, 630 West 
Carmel Drive, Carmel, IN 46032. 
Midwest ISO Board of Directors 

Meetings— 
January 19, 2006, at a time to be 

determined 
February 16, 2006, at a time to be 

determined 
March 16, 2006, at a time to be 

determined 
April 20, 2006, at a time to be 

determined 
May 18, 2006, at a time to be 

determined 
June 15, 2006, at a time to be 

determined 
July 20, 2006, at a time to be 

determined 
August 17, 2006, at a time to be 

determined 
September 21, 2006, at a time to be 

determined 
October 19, 2006, at a time to be 

determined 
November 16, 2006, at a time to be 

determined 
December 14, 2006, at a time to be 

determined 
701 City Center Drive, Carmel, IN 

46032. 
For further information regarding the 

times and agendas of the meetings, 
please see http://www.midwestiso.org/ 
calendar/index.php. 

The discussions at each of the 
meetings described above may address 
matters at issue in the following 
proceedings: 
Docket No. ER02–2595, et al., Midwest 

Independent Transmission System 
Operator, Inc. 

Docket No. ER04–375, Midwest 
Independent Transmission System 
Operator, Inc., et al. 

Docket No. ER04–458, et al., Midwest 
Independent Transmission System 
Operator, Inc. 

Docket Nos. ER04–691, EL04–104 and 
ER04–106, et al., Midwest 
Independent Transmission System 
Operator, Inc., et al. 

Docket No. ER05–6, et al., Midwest 
Independent Transmission System 
Operator, Inc., et al. 
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Docket No. ER05–752, Midwest 
Independent Transmission System 
Operator, Inc. and PJM 
Interconnection, L.L.C. 

Docket No. ER05–1083, et al., Midwest 
Independent Transmission System 
Operator, Inc., et al. 

Docket No. ER05–1085, et al., Midwest 
Independent Transmission System 
Operator, Inc. 

Docket No. ER05–1138, Midwest 
Independent Transmission System 
Operator, Inc. 

Docket No. ER05–1201, Midwest 
Independent Transmission System 
Operator, Inc. 

Docket No. ER05–1230, Midwest 
Independent Transmission System 
Operator, Inc. 

Docket No. EL05–103, Northern Indiana 
Power Service Co. v. Midwest 
Independent Transmission System 
Operator, Inc. and PJM 
Interconnection, L.L.C. 

Docket No. EL05–128, Quest Energy, 
L.L.C. v. Midwest Independent 
Transmission System Operator, Inc. 

Docket No. ER06–18, Midwest 
Independent Transmission System 
Operator, Inc. 

Docket No. ER06–27, Midwest 
Independent Transmission System 
Operator, Inc., et al. 

Docket Nos. EC06–4 and ER06–20, LGE 
Energy LLC, et al. 
These meetings are open to the 

public. 
For more information, contact Patrick 

Clarey, Office of Markets, Tariffs and 
Rates, Federal Energy Regulatory 
Commission at (317) 249–5937 or 
patrick.clarey@ferc.gov, or Christopher 
Miller, Office of Markets, Tariffs and 
Rates, Federal Energy Regulatory 
Commission at (317) 249–5936 or 
christopher.miller@ferc.gov. 

Magalie R. Salas, 
Secretary. 
[FR Doc. E5–6187 Filed 11–9–05; 8:45 am] 
BILLING CODE 6717–01–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[OAR–2004–0501; FRL–7995–8] 

Agency Information Collection 
Activities: Submission for OMB Review 
and Approval; Comment Request; 
Reporting Requirements Under EPA’s 
Green Power Partnership and 
Combined Heat and Power (CHP) 
Partnership, ICR Number 2173.01 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: In compliance with the 
Paperwork Reduction Act (44 U.S.C. 
3501 et seq.), this notice announces that 
EPA is planning to submit the following 
proposed Information Collection 
Request (ICR) to the Office of 
Management and Budget (OMB) for 
review and approval. This is a request 
for a new collection. 
DATES: Additional comments may be 
submitted on or before December 12, 
2005. 

ADDRESSES: Submit your comments, 
referencing docket ID number OAR– 
2004–0501, to (1) EPA online using 
EDOCKET (our preferred method), by e- 
mail to a-and-r-Docket@epa.gov, or by 
mail to: Environmental Protection 
Agency, EPA Docket Center (EPA/DC), 
Air and Radiation Docket and 
Information Center, EPA West, Mail 
Code 6102T, 1200 Pennsylvania 
Avenue, NW., Washington, DC 20460, 
and (2) OMB at: Office of Information 
and Regulatory Affairs, Office of 
Management and Budget (OMB), 
Attention: Desk Officer for EPA, 725 
17th Street, NW., Washington, DC 
20503. 

FOR FURTHER INFORMATION CONTACT: Jim 
Sullivan, Climate Protection 
Partnerships Division, Office of 
Atmospheric Programs, 6202J, 
Environmental Protection Agency, 1200 
Pennsylvania Avenue, NW., 
Washington, DC 20460; telephone 
number: (202) 343–9241; fax number: 
(202) 565–2134; e-mail address 
sullivan.jamest@epa.gov. 

SUPPLEMENTARY INFORMATION: EPA has 
submitted the following ICR to OMB for 
review and approval according to the 
procedures prescribed in 5 CFR 1320.12. 
On May 4, 2004 (70 FR 23152), EPA 
sought comments on this ICR pursuant 
to 5 CFR 1320.8(d). EPA received no 
comments. 

EPA has established a public docket 
for this ICR under Docket ID No. OAR– 
2004–0501, which is available for public 
viewing at the Air and Radiation Docket 
and Information Center in the EPA 
Docket Center (EPA/DC), EPA West, 
Room B102, 1301 Constitution Avenue, 
NW., Washington, DC. The EPA Docket 
Center Public Reading Room is open 
from 8:30 a.m. to 4:30 p.m., Monday 
through Friday, excluding legal 
holidays. The telephone number for the 
Reading Room is (202) 566–1744, and 
the telephone number for the Air and 
Radiation Docket and Information 
Center is (202) 566–1742. An electronic 
version of the public docket is available 
through EPA Dockets (EDOCKET) at 
http://www.epa.gov/edocket. Use 
EDOCKET to obtain a copy of the draft 

collection of information, submit or 
view public comments, access the index 
listing of the contents of the public 
docket, and to access those documents 
in the public docket that are available 
electronically. Once in the system, 
select ‘‘search,’’ then key in the docket 
ID number identified above. 

Any comments related to this ICR 
should be submitted to EPA within 60 
days of this notice, and according to the 
following detailed instructions: Submit 
your comments to EPA online using 
EDOCKET (our preferred method), by e- 
mail to a-and-r- 
docket@epamail.epa.gov, or by mail to: 
EPA Docket Center, Environmental 
Protection Agency, Air and Radiation 
Docket and Information Center, MC 
6102T, 1200 Pennsylvania Avenue, 
NW., Washington, DC 20460. 

EPA’s policy is that public comments, 
whether submitted electronically or in 
paper, will be made available for public 
viewing in EDOCKET as EPA receives 
them and without change, unless the 
comment contains copyrighted material, 
confidential business information (CBI), 
or other information whose public 
disclosure is restricted by statute. When 
EPA identifies a comment containing 
copyrighted material, EPA will provide 
a reference to that material in the 
version of the comment that is placed in 
EDOCKET. The entire printed comment, 
including the copyrighted material, will 
be available in the public docket. 
Although identified as an item in the 
official docket, information claimed as 
CBI, or whose disclosure is otherwise 
restricted by statute, is not included in 
the official public docket, and will not 
be available for public viewing in 
EDOCKET. For further information 
about the electronic docket, see EPA’s 
Federal Register notice describing the 
electronic docket at 67 FR 38102 (May 
31, 2002), or go to http://www.epa.gov/ 
edocket. 

Title: Reporting Requirements Under 
EPA’s Green Power Partnership and 
Combined Heat and Power (CHP) 
Partnership. 

Abstract: In an effort to aid 
implementation of the President’s May 
2001 National Energy Strategy, as well 
as the President’s February 2002 
Climate Change Strategy, EPA has 
launched two new partnership programs 
with industry and other stakeholders: 
the Green Power Partnership and the 
CHP Partnership. These partnership 
programs encourage organizations to 
invest in clean, efficient energy 
technologies, including renewable 
energy and CHP. 

The EPA has developed this ICR to 
obtain authorization to collect 
information from organizations 
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participating in the Green Power 
Partnership and CHP Partnership to 
ensure that they are meeting their 
voluntary renewable energy and CHP 
goals and to assure the credibility of 
these partnership programs. 
Organizations that join these programs 
voluntarily agree to the following 
respective actions: (1) Designating a 
Green Power or CHP Partnership 
liaison; (2) for the Green Power 
Partnership, reporting to EPA, on an 
annual basis, their progress toward their 
green power commitment via a 1-page 
Green Power Partner Yearly Report; (3) 
for the CHP Partnership, reporting to 
EPA information on their existing CHP 
projects and project development 
activity via the CHP Partner Projects 
Data Form. The EPA uses the data 
obtained from its Partners to assess the 
success of these programs in achieving 
their national energy and greenhouse 
gas reduction goals. 

An agency may not conduct or 
sponsor, and a person is not required to 
respond to, a collection of information 
unless it displays a currently valid OMB 
control number. The OMB control 
numbers for EPA’s regulations are listed 
in 40 CFR part 9 and 48 CFR chapter 15. 

Burden Statement: The annual public 
reporting and recordkeeping burden for 
this three (3) year collection of 
information is estimated to equal 3980 
hours and to average 3.4 hours per year 
per respondent. The average number of 
annual burden hours per type of 
response is: 4.9 hours for a Letter of 
Intent (a one-time burden for Green 
Power and CHP Partners); for the Green 
Power Partnership, 2.4 hours for the 
Green Power Partner Yearly Report; for 
the CHP Partnership, 2.0 hours for end 
user Partners to complete the CHP 
Partner Projects Data Form report on 
completed CHP projects (a one-time 
report), or 1.7 hours per year for CHP 
project updates for Partners with 
ongoing CHP project development 
activities. Burden means the total time, 
effort, or financial resources expended 
by persons to generate, maintain, retain, 
or disclose or provide information to or 
for a Federal agency. This includes the 
time needed to review instructions; 
develop, acquire, install, and utilize 
technology and systems for the purposes 
of collecting, validating, and verifying 
information, processing and 
maintaining information, and disclosing 
and providing information; adjust the 
existing ways to comply with any 
previously applicable instructions and 
requirements; train personnel to be able 
to respond to a collection of 
information; search data sources; 
complete and review the collection of 

information; and transmit or otherwise 
disclose the information. 

Respondents/Affected Entities: 
Corporations, institutions, state, local, 
and tribal agencies that voluntarily 
agree to work with EPA to purchase or 
market green power or to support the 
use of CHP. 

Estimated Number of Respondents: 
1,164. 

Frequency of Response: Annually, 
semiannually. 

Estimated Total Annual Hour Burden: 
3,980 hours. 

Estimated Total Annual Costs: 
$298,886, which includes $0 annualized 
capital/startup costs, $3,248 annual 
O&M costs, and $295,638 annual labor 
costs. 

Changes in the Estimates: This does 
not apply, as this is a new collection. 

Dated: October 20, 2005. 
Sara Hisel-McCoy, 
Acting Director, Collection Strategies 
Division. 
[FR Doc. 05–22464 Filed 11–9–05; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[ER–FRL–6669–3] 

Environmental Impact Statements and 
Regulations; Availability of EPA 
Comments 

Availability of EPA comments 
prepared pursuant to the Environmental 
ReviewProcess (ERP), under section 309 
of the Clean Air Act and section 
102(2)(c) of the National Environmental 
Policy Act as amended. Requests for 
copies of EPA comments can be directed 
to the Office of Federal Activities at 
202–564–7167. 

An explanation of the ratings assigned 
to draft environmental impact 
statements (EISs) was published in the 
Federal Register dated April 1, 2005 (70 
FR 16815). 

Draft EISs 

EIS No. 20050357, ERP No. D–AFS– 
J65452–UT, Lake Project, Proposal to 
Maintain Vegetative Diversity and 
Recover Economic Value of Dead, 
Dying and High Risk to Mortality 
Trees, Manti-La Sal National Forest, 
Ferron/Price Ranger District, Emery 
and Sanpete Counties, UT. 
Summary: EPA expressed concern 

about potential impacts to water quality, 
soils, and ecosystem functions 
attributed to spruce logging operations, 
and recommended including an 
alternative that focuses on sanitation 
and salvage. 

Rating EC2. 

EIS No. 20050358, ERP No. D–NPS– 
D61057–VA, Great Falls Park General 
Management Plan, Implementation, 
George Washington Parkway, Fairfax 
County, VA. 

Summary: EPA has no objections to 
the proposal. 

Rating LO. 

EIS No. 20050375, ERP No. DS–FHW– 
E40818–TN, TN–397 (Mack Hatcher 
Parkway Extension) Construction 
from US–31 (TN–6, Columbia 
Avenue) South of Franklin to US–341 
(TN–106, Hillsboro Road) North of 
Franklin, Additional Information on 
the Build Alternative (Alternative G), 
Williamson County and City of 
Franklin, TN. 

Summary: EPA continues to have 
environmental concerns about the 
proposed project because of the 
potential for significant direct and 
indirect impacts to water quality as well 
as impacts to the Harpeth River Historic 
District and other sensitive resources as 
a result of the development of 
Alternative G. 

Rating EC2. 

Final EISs 

EIS No. 20050366, ERP No. F–FHW– 
G40182–AR, I–69 Section of 
Independent Utility 13 El Dorado to 
McGehee, Construction of 4 Lane 
divided Access Facility, U.S. Coast 
Guard Permit, U.S. Army COE section 
404 Permit, Quachita River, Quachita, 
Union, Calhoun, Bradley, Drew, and 
Desha Counties, AR. 

Summary: No formal comment letter 
was sent to the preparing agency. 

EIS No. 20050393, ERP No. F–AFS– 
K65269–CA, Southern California 
National Forests Land Management 
Plans, Revision of the Angeles, 
Cleveland, Los Padres, and San 
Bernardino National Forests Land 
Management Plans, Implementation, 
San Bernardino, Riverside, and San 
Diego Counties, CA. 

Summary: EPA’s previous concerns 
have been adequately addressed with 
the selection of modified alternative 4a; 
therefore EPA has no objection to the 
proposed action. 

Dated: November 7, 2005. 

Robert W. Hargrove, 
Director, NEPA Compliance Division, Office 
of Federal Activities. 
[FR Doc. 05–22461 Filed 11–9–05; 8:45 am] 

BILLING CODE 6560–50–P 
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ENVIRONMENTAL PROTECTION 
AGENCY 

[ER–FRL–6669–02] 

Environmental Impacts Statements; 
Notice Of Availability 

Responsible Agency: Office of Federal 
Activities, General Information (202) 
564–7167 or http://www.epa.gov/ 
compliance/nepa/. 
Weekly receipt of Environmental Impact 
Statements 
Filed 10/31/2005 Through 11/04/2005 
Pursuant to 40 CFR 1506.9. 
EIS No. 20050457, Final EIS, IBR, CA, 

Lake Berryessa Visitor Services Plans, 
Future Use and Operation, Solano 
Project Lake Berryessa, Napa County, 
CA, Wait Period Ends: 12/09/2005, 
Contact: Peter Lucero 707–966–2111 
Ext 106. 

EIS No. 20050458, Final EIS, AFS, SD, 
Deerfield Project Area, Proposes to 
Implement Multiple Resource 
Management Actions, Mystic Ranger 
District, Black Hills National Forest, 
Pennington County, SD, Wait Period 
Ends: 12/09/2005, Contact: Robert 
Thompson 605–343–1567. 

EIS No. 20050459, Draft EIS, BLM, 00, 
Programmatic—Vegetation 
Treatments Using Herbicides on 
Bureau of Land Management Public 
Lands in 17 Westerns, including 
Alaska, Comment Period Ends: 01/09/ 
2006, Contact: Brian Amme 775–861– 
6645. 

EIS No. 20050460, Draft Supplement, 
USN, 00, Surveillance Towed Array 
Sensor System Low Frequency Active 
(SURTASS LFA) Sonar Systems, 
Updated and Additional Information, 
Implementation, Comment Period 
Ends: 12/27/2005, Contact: J.S. 
Johnson 703–465–8404. 

EIS No. 20050461, Final EIS, AFS, WY, 
Bighorn National Forest Revised Land 
and Resource Management Plan, 
Implementation, Big Horn Mountain 
Range, Bighorn National Forest, 
Johnson, Sheridan, Bighorn, and 
Washakie Counties, WY, Wait Period 
Ends: 12/09/2005, Contact: Bernie 
Bornong 307–674–2685. 

EIS No. 20050462, Draft EIS, IBR, CA, 
South Delta Improvements Program, 
To Improve Water Quality, Water 
Conveyance, and Fish Habitat 
Conditions, Central Valley Project, 
U.S. Army COE Section 404 Permit, 
South Sacramento-San Joaquin River 
Delta, Several Counties, CA, Comment 
Period Ends: 02/07/2006, Contact: 
Sharon McHale 916–978–5086. 

EIS No. 20050463, Final EIS, BLM, NV, 
North Valleys Rights-of-Way Projects, 
Proposed Construction and Operation 

of Water Transmission Pipelines, 
Washoe County, NV, Wait Period 
Ends: 12/09/2005, Contact: Terri 
Knutson 775–885–6156. 

EIS No. 20050464, Final EIS, AFS, 00, 
Quachita National Forest, Proposed 
Revised Land Resource Management 
Plan, Implementation, Several 
Counties, AR; and LeFlore and 
McCurtain Counties, OK, Wait Period 
Ends: 12/09/2005, Contact: Bill Pell 
501–321–5320. 

EIS No. 20050465, Final Supplement, 
FHW, UT, Legacy Parkway Project, 
Construction from 1–215 at 2100 
North in Salt Lake City to 1–15 and 
US–89 near Farmington, Updated 
Information, Funding and U.S. Army 
COE Section 404 Permit, Salt Lake 
and Davis Counties, UT, Wait Period 
Ends: 12/09/2005, Contact: Gregory 
Punske, P.E. 801–963–0182. 

EIS No. 20050466, Final EIS, COE, NJ, 
Liberty State Park Ecosystem 
Restoration Project, Hudson Raritan 
Estuary Study, To Address the 
Adverse Impacts Associated with Past 
Filling Activities, Port Authority of 
New and New Jersey City, Hudson 
County, NJ, Wait Period Ends: 12/09/ 
2005, Contact: Mark Matusiak 202– 
761–5909. 

EIS No. 20050467, Final EIS, COE, NY, 
Montuak Point Storm Damage 
Reduction Project, Proposed 
Reinforcement of an Existing Stone 
Revetment Wall, Suffolk County, NY, 
Wait Period Ends: 12/09/2005, 
Contact: Lee Ware 202–761–4242. 

EIS No. 20050468, Draft EIS, EPA, CA, 
Regional Non-Potable Water 
Distribution System Project, Funding, 
US Army COE Section 404 Permit, 
Riverside and San Bernardino 
Counties, CA, Comment Period Ends: 
12/28/2005, Contact: Elizabeth 
Borowiec 415–972–3419. 

EIS No. 20050469, Draft EIS, NOA, 00, 
PROGRAMMATIC—Towards an 
Ecosystem Approach for the Western 
Pacific Region: From Species Based 
Fishery Management Plans to Place- 
Based Fishery Ecosystem Plans, 
Realignment, Implementation, 
Western Pacific Region (America 
Samoa, Guam, Hawaii, 
Commonwealth of the Northern 
Mariana Islands), and US Pacific 
Remote Island Areas, Comment 
Period Ends: 12/26/2005, Contact: 
William L. Robinson 808–944–2200. 
This document is available on the 
Internet at: http://swr.nmfs.noaa.gov/ 
pir. 

EIS No. 20050470, Final EIS, NPS, AZ, 
Colorado River Management Plan, 
Analyzing Alternatives for 
Management of Recreational Use of 
the Colorado River, Grand Canyon 

National Park, Coconino County, AZ, 
Wait Period Ends: 12/09/2005, 
Contact: Rick Ernenwein 928–779– 
6279. 

Amended Notices 

EIS No. 20050397, Draft EIS, BIA, ID, 
Programmatic—Coeur d’ Alene Tribe 
Integrated Resource Management 
Plan, Implementation, Coeur d’ Alene 
Reservation and Aboriginal Territory, 
ID, Comment Period Ends: 12/14/ 
2005, Contact: Tiffany Allgood 208– 
686–8802. 
Revision of Federal Register Notice 

Published on 09/30/2005: Comment 
Period Extended from 11/14/2005 to 12/ 
14/2005. 
EIS No. 20050454, Draft EIS, FRC, 00, 

Cove Point Expansion Project, 
Construction and Operation of a 
Liquefied Natural Gas (LNG) Import 
Terminal Expansion and Natural Gas 
Pipeline Facilities, US. Army COE 
Section 404 Permit, Docket Nos. 
CPO5–130–000, CP05–131–000 and 
CP05–132–00, PA, VA, WV, NY and 
MD, Comment Period Ends: 12/21/ 
2005, Contact: Thomas Russo 1–866– 
208–3372. 
Revision of Federal Register Notice 

Published 11/04/2005: Correction to 
Document Status from Final to Draft 
EIS. 

Dated: November 7, 2005. 
Robert W. Hargrove, 
Director, NEPA Compliance Division, Office 
of Federal Activities. 
[FR Doc. 05–22467 Filed 11–9–05; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL–7994–8] 

State Innovation Grant Program, 
Preliminary Notice on the Development 
of a Solicitation for Proposals for 2006 
Awards 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: The U.S. Environmental 
Protection Agency, Office of Policy, 
Economics and Innovation (OPEI) is 
giving preliminary notice of its 
intention to solicit proposals for a 2006 
grant program to support innovation by 
state environmental regulatory 
agencies—the ‘‘State Innovation Grant 
Program.’’ In addition, EPA is asking 
each State Environmental Regulatory 
Agency to designate a point of contact 
at the management level (in addition to 
the Commissioner or Cabinet Secretary 
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level) who will be the point of contact 
for further communication about the 
upcoming solicitation. If your point of 
contact from previous State Innovation 
Grant solicitations is to be your contact 
for this year’s competition, there is no 
need to send that information again, as 
all previously designated points of 
contact will remain on our notification 
list for this year’s competition. EPA 
anticipates publication of a Federal 
Register notice to announce the 
availability of the next solicitation 
approximately three weeks after 
publication of this announcement. 
DATES: State Environmental Regulatory 
Agencies will have 14 days from the 
date of this pre-announcement notice in 
the Federal Register publication until 
November 25, 2005 to respond with 
point of contact information for the 
person within the State Environmental 
Regulatory Agency (in addition to 
Commissioner or Cabinet Secretaries) 
who will be designated to receive future 
notices about the State Innovation 
Grants. We will automatically transmit 
notice of availability of the solicitation 
to people in State agencies identified for 
previous solicitations. 
ADDRESSES: Information should be sent 
to: State Innovation Grant Program; 
Office of Policy, Economics and 
Innovation; U.S. Environmental 
Protection Agency (1807T); 1200 
Pennsylvania Ave., NW., Washington, 
DC 20460. Responses may also be sent 
by fax to (202) 566–2220, addressed to 
the ‘‘State Innovation Grant Program,’’ 
or by e-mail to: Innovation_State_
Grants@EPA.gov. We encourage e-mail 
responses. If you have questions about 
responding to this notice, please contact 
EPA at this e-mail address or fax 
number, or you may call Sherri Walker 
at 202–566–2186. For point of contact 
information, please provide: name, title, 
department and agency, street or Post 
Office address, city, State, zip code, 
telephone, fax, and e-mail address. EPA 
will acknowledge all responses it 
receives to this notice. 
SUPPLEMENTARY INFORMATION: 
Background: In April 2002, EPA issued 
its plan for future innovation efforts, 
published as Innovating for Better 
Environmental Results: A Strategy to 
Guide the Next Generation of 
Innovation at EPA (EPA 100–R–02–002; 
http://www.epa.gov/innovation/ 
strategy/). The Agency’s Innovation 
Strategy presents a framework for 
environmental innovation consisting of 
four major elements: 

(1) Strengthen EPA’s innovation 
partnerships with States; 

(2) Focus on priority environmental 
issues: 

(3) Diversify environmental protection 
tools and approaches: 

(4) Foster a more ‘‘innovation- 
friendly’’ organizational culture and 
systems. 

This assistance program strengthens 
EPA’s partnership with the States by 
supporting innovation compatible with 
the Innovation Strategy. EPA would like 
to help States build on previous 
experience and undertake strategic 
innovation projects that promote larger- 
scale models for ‘‘next generation’’ 
environmental protection and promise 
better environmental results. EPA is 
interested in funding projects that go 
beyond a single facility experiment to 
promote change that is ‘‘systems- 
oriented’’ and provides better results 
from a program, process, or sector-wide 
innovation. EPA is particularly 
interested in innovation that promotes 
integrated (cross-media) environmental 
management with high potential for 
transfer to other States. 

In 2002, EPA initiated the State 
Innovation Grant Program with a 
competition that asked for State project 
proposals that would create innovation 
in environmental permitting programs 
related to one of the Innovation 
Strategy’s four priority environmental 
issues: Reducing greenhouse gases, 
reducing smog, improving water quality, 
and ensuring the long-term integrity of 
the nations’s water infrastructure. In 
addition, the solicitation encouraged 
projects that test incentives that 
motivate ‘‘beyond-compliance’’ 
environmental performance, or move 
whole sectors toward improved 
environmental performance through 
models such as Environmental Results 
Programs, Environmental Management 
Systems and the National 
Environmental Performance Track 
Program. Fifteen total awards to States 
have been made from the three prior 
competitions. Awards from the 2002 
solicitation competition totaled 
$618,000. Awards from the 2003–2004 
competition were approximately $1.6 
million dollars. EPA is currently 
completing awards to seven States 
selected in the 2005 competition. Of 
those projects that have been awarded, 
including those with pending awards: 
11 are for development of 
Environmental Results Programs, 7 
relate to Environmental Management 
Systems and permitting, 2 are to 
enhance Performance-Based 
Environmental Leadership programs, 2 
are for Watershed-based permitting, and 
1 is Information Technology. For more 
information on last year’s solicitation, 
the proposals received, and the award 
decisions, please see the Web site at: 

http://www.epa.gov/innovation/ 
stategrants. 

Proposed General Topic Areas for 
Solicitation: Because the Agency has 
limited funding for the Program, NCEI 
wants to maximize the strategic impact 
of these projects. Our intention, 
therefore is to retain ‘‘innovation in 
permitting’’ as the general subject area 
of the upcoming solicitation with 
special attention toward the three 
specific topics under that theme from 
last year: (1) Projects that support the 
development of state Environmental 
Results Programs (ERP); (2) projects 
which explore the relationship between 
Environmental Management Systems 
(EMS) and permitting (see EPA’s 
Strategy for Determining the Role of 
EMS in Regulatory Programs at http:// 
www.epa.gov/ems or http:// 
www.epa.gov/ems/docs/EMS_and_the_
Reg_Structure_41204F.pdf); (3) projects 
that support state performance-based 
programs or state support for 
implementation of Performance Track 
particularly with regard to development 
and implementation of incentives. 
EPA’s focus on a small number of topics 
within this general subject area 
effectively concentrates the limited 
resources available for greater strategic 
impact. Project selections and awards 
will be subject to funding availability 
for each topic area. In addition, EPA 
may contemplate a very limited number 
of projects otherwise related to the 
theme of permitting, in particular as 
they may address EPA Regional and 
State environmental permitting 
priorities. 

As in previous rounds of this 
competition, the 2006 State Innovation 
Grant Program competition will seek to 
strengthen EPA’s innovation 
partnership with States by providing a 
source of funding to facilitate State 
efforts to test new models for ‘‘next 
generation’’ environmental protection 
that will provide better environmental 
results, consistent with the goals of 
EPA’s Innovation Strategy. 

This grant program emphasizes 
interest in funding projects that go 
beyond a single facility experiment to 
promote change that is ‘‘systems- 
oriented’’ and provides better results 
from a program, process, or sector-wide 
innovation. Another key goal for this 
grant program is practical transferability 
of innovation that enables or supports 
other States to motivate their designated 
or geographical priority facility(ies) of 
choice to provide ‘‘beyond compliance’’ 
environmental performance, or to move 
whole sectors toward improved 
environmental performance. 
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Note: These grants will not be applied to 
the development or demonstration of new 
environmental technologies, nor will NCEI 
fund projects that propose development or 
upgrading of information technology systems 
for anything other than a very minor 
component of the project. Projects will be 
much less likely to be funded through the 
State Innovation Grant Program if agency 
resources are already available through 
another agency program. 

Competition Limited to the State 
Environmental Regulatory Agency: The 
competition will be limited to the 
principal Environmental Regulatory 
Agency within each State, although 
these agencies are encouraged to partner 
with other agencies within the State that 
have environmental mandates (e.g., 
natural resources management, 
transportation, public health, energy). 
EPA will accept only one proposal from 
an individual State and it must be 
submitted by the principal 
Environmental Regulatory Agency from 
that State. States are also encouraged to 
partner with other States and Tribes to 
address cross-boundary issues, and to 
create networks for peer-mentoring. A 
multi-state or State-Tribal proposal will 
be accepted in addition to an individual 
State proposal, but a State may appear 
in no more than one multi-State or 
State-Tribal proposal in addition to its 
individual proposal. EPA regrets that 
because of the limitations in available 
funding it is not yet able to open this 
competition to Native American Tribal 
environmental agencies but we strongly 
encourage Tribal agencies to join with 
adjacent States in project proposals. 

Request for Designation of a Primary 
Point of Contact: EPA asks that each 
State Environmental Regulatory Agency 
designate as a primary point-of-contact, 
a manager who we will add to the EPA 
notification list for further 
announcements about the State 
Innovation Grant Program. If your point 
of contact from previous State 
Innovation Grant solicitations is to be 
your contact for this year’s competition, 
there is no need to send that 
information again, as all previously 
designated points of contact will remain 
on our notification list for this year’s 
competition. We are asking that this 
name be submitted with the approval of 
the highest levels of management within 
an Agency (Secretary, Commissioner, or 
their deputies) within 14 days after 
publication of this notice in the Federal 
Register November 25, 2005. Please 
submit this information to EPA by mail, 
fax or e-mail in the following manner. 

By mail to: State Innovation Grant 
Program, Office of Policy, Economics 
and Innovation, U.S. Environmental 
Protection Agency (1807T), 1200 

Pennsylvania Ave., NW., Washington, 
DC 20460. 

By fax to: ‘‘State Innovation Grant 
Program’’, 202–566–2220. 

By e-mail to: 
Innovation_State_Grants@EPA.gov. 

We encourage e-mail responses. If you 
have questions about responding to this 
notice, please contact EPA at this e-mail 
address or fax number, or you may call 
Sherri Walker at 202–566–2186. For 
point of contact information, please 
provide: name, title, department and 
agency, street or Post Office address, 
city, State, zip code, telephone, fax, and 
e-mail address. EPA will acknowledge 
all responses it receives to this notice. 

Opportunity for Dialogue: Between 
now and the initiation of the 
competition with the release of the 
solicitation, States are encouraged to 
discuss potential projects with their 
EPA Regional contact to ascertain 
whether the scope of a potential project 
is suitable for funding under this 
program. Unlike last year, we will not 
be hosting a series of pre-competition 
workshops for all States and Regions. 
Questions that come to us during this 
period, as well as our responses, along 
with helpful resource materials will be 
posted on the State Innovation Grant 
Web site at http://www.epa.gov/ 
innovation/stategrants. The Regional 
contacts and the EPA HQ National 
Center for Environmental Innovation are 
as follows: 
Regional Contacts 
George Frantz 
U.S. EPA Region I 
1 Congress Street, Suite 1100 
Boston, MA 02114–2023 
(617) 918–1883 
frantz.george@epa.gov 
States: ME, NH, VT, MA, CT, RI 
Grace Smith 
U.S. EPA Region 2 
290 Broadway, 26th Floor 
New York, NY 10007–1866 
(212) 637–3589 
smith.grace@epa.gov 
States & Territories: NY, NJ, PR, VI 
Marie Holman 
U.S. EPA Region 3 
1650 Arch Street (3EA40) 
Philadelphia, PA 19103 
(215) 814–5463 
holman.marie@epa.gov 
States: DE, DC, MD, PA, VA, WV 
Melissa Heath 
U.S. EPA Region 4 
61 Forsyth Street, SW 
Atlanta, GA 30303 
(404) 562–8381 
heath.melissa@epa.gov 
States: AL, FL, GA, KY, MS, NC, SC, TN 
Marilou Martin 
U.S. EPA Region 5, B–19J 

77 West Jackson Blvd. 
Chicago, IL 60604–3507 
(312) 353–9660 
martin.marilou@epa.gov 
States: MN, WI, MI, IL, IN, OH 
David Bond 
U.S. EPA Region 6 
Fountain Place, Suite 1200 
1445 Ross Avenue 
Dallas, TX 75202–2733 
(214) 665–6431 
bond.david@epa.gov 
States: AR, LA, NM, OK, TX 
Chrissy Wolfersberger 
U.S. EPA Region 7 
901 N. 5th Street 
Kansas City, KS 66101 
(913) 551–7864 
wolfersberger.chris@epa.gov 
States: KS, MO, NE, IA 
Whitney Trulove-Cranor 
U.S. EPA Region 8 (8P–SA) 
999 18th Street, Suite 300 
Denver, CO 80202–2466 
(303) 312–6099 
trulove-cranor.whitney@epa.gov 
States: CO, MT, ND, SD, UT, WY 
Loretta Barsamian 
U.S. EPA Region 9 
75 Hawthorne Street (SPE–1) 
San Francisco, CA 94105 
(415) 947–4268 
barsamian.loretta@epa.gov 
States & Territories: CA, NV, AZ, HI, 

AS, GU 
Bill Glasser 
U.S. EPA Region 10 
1200 Sixth Avenue (ENF–T) 
Seattle, WA 09101 
206–553–7215 
glasser.william@epa.gov 
States: AK, ID, OR, WA 
Headquarters Office: 
Sherri Walker 
State Innovation Grants Program 
National Center for Environmental 

Innovation 
Office of the Administrator 
U.S. EPA (MC 1807T) 
1200 Pennsylvania Ave., NW. 
Washington, DC 20460 
(202) 566–2186 
(202) 566–2220 fax 
Innovation_State_Grants@epa.gov. 
For courier delivery only: 
Sherri Walker 
U.S. EPA 
EPA West Building, room 4214D 1301 

Constitution Ave., NW. 
Washington, DC 20005 

Dated: November 2, 2005. 
Elizabeth Shaw, 
Director, Office of Environmental Policy 
Innovation. 
[FR Doc. 05–22379 Filed 11–9–05; 8:45 am] 
BILLING CODE 6560–50–P 
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ENVIRONMENTAL PROTECTION 
AGENCY 

[Docket Number ORD–2005–0023; FRL– 
7995–7] 

Board of Scientific Counselors, Global 
Change Subcommittee Meeting— 
Winter 2005 

AGENCY: Environmental Protection 
Agency (EPA). 

ACTION: Notice of meeting. 

SUMMARY: Pursuant to the Federal 
Advisory Committee Act, Public Law 
92–463, the Environmental Protection 
Agency, Office of Research and 
Development (ORD), announces a 
meeting via conference call of the Board 
of Scientific Counselors (BOSC) Global 
Change Subcommittee. The conference 
call will focus on developing a 
consensus review document 
summarizing the findings of the 
Subcommittee’s independent review of 
the Office of Research and 
Development’s Global Change Research 
Program. 

DATES: A teleconference call will be 
held on Tuesday, December 6, 2005, 
from 11 a.m. to 1 p.m. Eastern Standard 
Time. The meeting may adjourn early if 
all business is completed. Written 
comments, and requests for the draft 
agenda or for making oral presentations 
at the meeting will be accepted up to 2 
business days before the meeting date. 

ADDRESSES: Conference call: 
Participation in the conference call will 
be by teleconference only—a meeting 
room will not be used. Members of the 
public may obtain the call-in number 
and access code for the teleconference 
from Janet Gamble, whose contact 
information is listed under the FOR 
FURTHER INFORMATION CONTACT section of 
this notice. 

Document Availability 

A draft agenda for the meeting will be 
available from Janet Gamble, whose 
contact information is listed under the 
FOR FURTHER INFORMATION CONTACT 
section of this notice. The draft agenda 
also can be viewed through EDOCKET, 
as provided in Unit I.A. of the 
SUPPLEMENTARY INFORMATION section. 

Any member of the public interested 
in making an oral presentation at the 
conference call may contact Janet 
Gamble, whose contact information is 
listed under the FOR FURTHER 
INFORMATION CONTACT section of this 
notice. In general, each individual 
making an oral presentation will be 
limited to a total of three minutes. 

Submitting Comments 
Written comments may be submitted 

electronically, by mail, or through hand 
delivery/courier. Follow the detailed 
instructions as provided in Unit I.B. of 
this section. 
FOR FURTHER INFORMATION CONTACT: 
Janet Gamble, Designated Federal 
Officer, Environmental Protection 
Agency, Office of Research and 
Development, Mail Code 8601N, 1200 
Pennsylvania Ave., NW., Washington, 
DC, 20460; telephone and voice mail 
(202) 564–3387; fax (202) 564–2018; 
e-mail gamble.janet@epa.gov. 
SUPPLEMENTARY INFORMATION: 

I. General Information 
This notice announces a meeting of 

the BOSC Global Change Subcommittee. 
The purpose of the meeting is to finalize 
a consensus review draft document 
reflecting the BOSC Global Change 
Subcommittee’s review of ORD’s Global 
Change Research Program. The 
conference call is open to the public. 

Information on Services for 
Individuals with Disabilities: For 
information on access or services for 
individuals with disabilities, please 
contact Janet Gamble at (202) 564–3387 
or gamble.janet@epa.gov. To request 
accommodation of a disability, please 
contact Janet Gamble, preferably at least 
10 days prior to the meeting, to give 
EPA as much time as possible to process 
your request. 

A. How Can I Get Copies Of Related 
Information? 

1. Docket. EPA has established an 
official public docket for this action 
under Docket ID No. ORD–2005–0023. 
The official public docket consists of the 
documents specifically referenced in 
this action, any public comments 
received, and other information related 
to this action. Documents in the official 
public docket are listed in the index in 
EPA’s electronic public docket and 
comment system, EDOCKET. 
Documents are available either 
electronically or in hard copy. 
Electronic documents may be viewed 
through EDOCKET. Hard copies of the 
draft agendas may be viewed at the 
Board of Scientific Counselors, Global 
Change Meetings Docket in the EPA 
Docket Center (EPA/DC), EPA West, 
Room B102, 1301 Constitution Ave., 
NW., Washington, DC. The EPA Docket 
Center Public Reading Room is open 
from 8:30 a.m. to 4:30 p.m., Monday 
through Friday, excluding legal 
holidays. The telephone number for the 
Public Reading Room is (202) 566–1744, 
and the telephone number for the ORD 
Docket is (202) 566–1752. 

2. Electronic Access. You may access 
this Federal Register document 
electronically through the EPA Internet 
under the ‘‘Federal Register’’ listings at 
http://www.epa.gov/fedrgstr/. An 
electronic version of the public docket 
is available through EDOCKET. You 
may use EDOCKET at http:// 
www.epa.gov/edocket/ to submit or 
view public comments, access the index 
listing of the contents of the official 
public docket, and to access those 
documents in the public docket that are 
available electronically. Once in the 
system, select ‘‘search,’’ then key in the 
appropriate docket identification 
number (ORD–2005–0023). 

For those wishing to make public 
comments, it is important to note that 
EPA’s policy is that comments, whether 
submitted electronically or on paper, 
will be made available for public 
viewing in EPA’s electronic public 
docket as EPA receives them and 
without change, unless the comment 
contains copyrighted material, 
confidential business information (CBI), 
or other information whose disclosure is 
restricted by statute. When EPA 
identifies a comment containing 
copyrighted material, EPA will provide 
a reference to that material in the 
version of the comment that is placed in 
EPA’s electronic public docket. The 
entire printed comment, including the 
copyrighted material, will be available 
in the public docket. 

Public comments submitted on 
computer disks mailed or delivered to 
the docket will be transferred to EPA’s 
electronic public docket. Written public 
comments mailed or delivered to the 
Docket will be scanned and placed in 
EPA’s electronic public docket. 

B. How and To Whom Do I Submit 
Comments? 

You may submit comments 
electronically, by mail, or through hand 
delivery/courier. To ensure proper 
receipt by EPA, identify the appropriate 
docket identification number (ORD– 
2005–0023) in the subject line on the 
first page of your comment. Please 
ensure that your comments are 
submitted within the specified comment 
period. 

1. Electronically. If you submit an 
electronic comment as prescribed 
below, EPA recommends that you 
include your name, mailing address, 
and an e-mail address or other contact 
information in the body of your 
comment. Also include this contact 
information on the outside of any disk 
or CD ROM you submit, and in any 
cover letter accompanying the disk or 
CD ROM. This ensures that you can be 
identified as the submitter of the 
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comment, and it allows EPA to contact 
you if further information on the 
substance of the comment is needed or 
if your comment cannot be read due to 
technical difficulties. EPA’s policy is 
that EPA will not edit your comment, 
and any identifying or contact 
information provided in the body of a 
comment will be included as part of the 
comment placed in the official public 
docket and made available in EPA’s 
electronic public docket. If EPA cannot 
read your comment due to technical 
difficulties and cannot contact you for 
clarification, EPA may not be able to 
consider your comment. 

i. EDOCKET. Your use of EPA’s 
electronic public docket to submit 
comments to EPA electronically is 
EPA’s preferred method for receiving 
comments. Go directly to EDOCKET at 
http://www.epa.gov/edocket/, and 
follow the online instructions for 
submitting comments. To access EPA’s 
electronic public docket from the EPA 
Internet Home Page, http:// 
www.epa.gov, select ‘‘Information 
Sources,’’ ‘‘Dockets,’’ and ‘‘EDOCKET.’’ 
Once in the system, select ‘‘search,’’ and 
then key in Docket ID No. ORD–2005– 
0023. The system is an anonymous 
access system, which means EPA will 
not know your identity, e-mail address, 
or other contact information unless you 
provide it in the body of your comment. 

ii. E-mail. Comments may be sent by 
electronic mail (e-mail) to 
ORD.Docket@epa.gov, Attention Docket 
ID No. ORD–2005–0023. In contrast to 
EPA’s electronic public docket, EPA’s e- 
mail system is not an anonymous access 
system. If you send an e-mail comment 
directly to the docket without going 
through EPA’s electronic public docket, 
EPA’s e-mail system automatically 
captures your e-mail address. E-mail 
addresses that are automatically 
captured by EPA’s e-mail system are 
included as part of the comment that is 
placed in the official public docket, and 
made available in EPA’s electronic 
public docket. 

iii. Disk or CD ROM. You may submit 
comments on a disk or CD ROM mailed 
to the mailing address identified in Unit 
I.B.2. These electronic submissions will 
be accepted in Word, WordPerfect or 
rich text files. Avoid the use of special 
characters and any form of encryption. 

2. By Mail. Send your comments to: 
U.S. Environmental Protection Agency, 
ORD Docket, EPA Docket Center (EPA/ 
DC), Mailcode: 28221T, 1200 
Pennsylvania Ave., NW., Washington, 
DC, 20460, Attention Docket ID No. 
ORD–2005–0023. 

3. By Hand Delivery or Courier. 
Deliver your comments to: EPA Docket 
Center (EPA/DC), Room B102, EPA West 

Building, 1301 Constitution Avenue, 
NW., Washington, DC, Attention Docket 
ID No. ORD–2005–0023 (note: this is not 
a mailing address). Such deliveries are 
only accepted during the docket’s 
normal hours of operation as identified 
in Unit I.A.1. 

Dated: November 3, 2005. 
Kevin Y. Teichman, 
Director, Office of Science Policy. 
[FR Doc. 05–22376 Filed 11–9–05; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL–7995–1] 

Adequacy of Indiana Municipal Solid 
Waste Landfill Program 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice of Final Determination of 
Adequacy. 

SUMMARY: The U.S. Environmental 
Protection Agency, Region 5 is 
approving a modification to Indiana’s 
approved municipal solid waste landfill 
(MSWLF) permit program. The 
modification allows the State to issue 
research, development and 
demonstration (RD&D) permits to 
owners and operators of MSWLF units 
in accordance with its state law. 
DATES: This final determination is 
effective November 10, 2005. 
FOR FURTHER INFORMATION CONTACT: 
Susan Mooney, mailcode DW–8J, Waste 
Management Branch, U.S. EPA Region 
5, 77 West Jackson Boulevard, Chicago, 
Illinois 60604, telephone (312) 886– 
3585, mooney.susan@epa.gov. 
SUPPLEMENTARY INFORMATION: 

A. Background 

On March 22, 2004, EPA issued a 
final rule amending the municipal solid 
waste landfill criteria in 40 CFR part 
258 to allow for research, development 
and demonstration (RD&D) permits. (69 
FR 13242). This rule allows for 
variances from specified criteria for a 
limited period of time, to be 
implemented through state-issued 
RD&D permits. RD&D permits are only 
available in states with approved 
MSWLF permit programs which have 
been modified to incorporate RD&D 
permit authority. While States are not 
required to seek approval for this new 
provision, those States that are 
interested in providing RD&D permits to 
owners and operators of MSWLFs must 
seek approval from EPA before issuing 
such permits. Approval procedures for 

new provisions of 40 CFR Part 258 are 
outlined in 40 CFR 239.12. 

Indiana’s MSWLF permit program 
was approved on October 8, 1996 (61 FR 
52791). On May 11, 2005, Indiana 
applied for approval of its RD&D permit 
provisions. On July 26, 2005, EPA 
published a proposed determination of 
adequacy (70 FR 43105) of Indiana’s 
RD&D permit requirements. The notice 
provided a public comment period that 
ended on August 25, 2005. EPA 
received two comments on the proposed 
adequacy determination. One comment 
supported the proposed determination 
and one comment expressed concerns. 

B. Response to Comment 

The adverse commenter urged EPA 
not to approve Indiana’s or any state’s 
application to modify its approved 
MSWLF permit program to add RD&D 
permit authority, because of a pending 
legal challenge to the EPA’s rule 
amending 40 CFR part 258 to allow for 
RD&D variances (GrassRoots Recycling 
Network v. EPA, No. 04–1196 (D.C. 
Cir.)). EPA does not agree that the 
pending legal challenge prevents 
implementation of the RD&D rule. The 
existence of a petition for review does 
not, by itself, suspend implementation 
of the RD&D rule. The commenter also 
opposes modification of the state 
program in order to preserve state 
resources. It is the State’s, not EPA’s, 
decision to implement the RD&D rule 
during the pendency of the legal 
challenge, and Indiana has decided to 
seek approval of its permit program 
modification even with the knowledge 
of the pending case. 

In sum, the comment did not address 
either the substance or adequacy of 
Indiana’s RD&D permit requirements, or 
the basis of EPA’s proposed decision to 
approve those requirements. EPA has 
concluded that the comment is not a 
basis for disapproving Indiana’s permit 
program modification. 

C. Decision 

After a thorough review, EPA Region 
5 has determined that Indiana’s RD&D 
permit provisions as defined under 329 
IAC 10–11–6.5 are adequate to ensure 
compliance with the Federal criteria as 
defined at 40 CFR 258.4. 

Authority: This action is issued under the 
authority of section 2002, 4005 and 4010(c) 
of the Solid Waste Disposal Act, as amended, 
42 U.S.C. 6912, 6945 and 6949(a). 

Dated: October 28, 2005. 
Bharat Mathur, 
Acting Regional Administrator, Region 5. 
[FR Doc. 05–22380 Filed 11–9–05; 8:45 am] 
BILLING CODE 6560–50–P 
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ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL–7995–6] 

A&H Sales Site; Notice of Proposed 
Settlement 

AGENCY: Environmental Protection 
Agency. 
ACTION: Notice of Settlement for 
Recovery of Past Response Costs. 

SUMMARY: Under section 122(h)(1) of the 
Comprehensive Environmental 
Response Compensation and Liability 
Act (CERCLA), the Environmental 
Protection Agency (EPA) has offered a 
cost recovery Settlement at the A&H 
Sales Superfund Site located in Tampa, 
Hillsborough County, Florida. EPA will 
consider comments on the settlement 
until December 12, 2005. EPA may 
withdraw from or modify the proposed 
settlement should such comments 
disclose facts or considerations which 
indicate the proposed settlement is 
inappropriate, improper, or inadequate. 
Copies of the proposed settlement is 
available from: Ms. Paula V. Batchelor, 
U.S. Environmental Protection Agency, 
Region 4, Superfund Enforcement and 
Information Management Branch, Waste 
Management Division, 61 Forsyth 
Street, SW., Atlanta, Georgia 30303. 
(404) 562–8887. 
Batchelor.paula@epa.gov. 

Written or e-mail comments may be 
submitted to Paula V. Batchelor at the 
above address within 30 days of the date 
of publication. 

Dated: October 24, 2005. 
Rosalind H. Brown, 
Chief, Superfund Enforcement and 
Information Management Branch, Waste 
Management Division. 
[FR Doc. 05–22375 Filed 11–9–05; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL–7995–5] 

Forty-Third Street Bay Drum 
Superfund Site; Notice of Settlement 

AGENCY: Environmental Protection 
Agency. 
ACTION: Notice of settlement. 

SUMMARY: Under section 122(h)(1) of the 
Comprehensive Environmental 
Response, Compensation and Liability 
Act (CERCLA), the Environmental 
Protection Agency (EPA) has entered 
into an Agreement for Recovery of Past 
Cost (Agreement) at the Forty-Third 
Street Bay Drum Superfund Site (Site) 

located in Tampa, Hillsborough County, 
Florida, with Kardol, Inc. and FMM 
Drum, Inc. EPA will consider public 
comments on the Agreement until 
December 12, 2005. EPA may withdraw 
from or modify the Agreement should 
such comments disclose facts or 
considerations which indicate the 
Agreement is inappropriate, improper, 
or inadequate. Copies of the Agreement 
are available from: Ms. Paula V. 
Batchelor, U.S. Environmental 
Protection Agency, Region 4, Superfund 
Enforcement & Information Management 
Branch, Waste Management Division, 61 
Forsyth Street, SW., Atlanta, Georgia 
30303, (404) 562–8887, 
Batchelor.Paula@epa.gov. 

Written comments may be submitted 
to Ms. Batchelor at the above address 
within 30 days of the date of 
publication. 

Dated: October 24, 2005. 
Rosalind H. Brown, 
Chief, Superfund Enforcement & Information 
Management Branch. 
[FR Doc. 05–22373 Filed 11–9–05; 8:45 am] 
BILLING CODE 6560–50–M 

ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL–7995–4] 

Northeast Chemical Superfund Site; 
Notice of Proposed Settlement 

AGENCY: Environmental Protection 
Agency. 
ACTION: Notice of Cost Recovery 
Settlement. 

SUMMARY: Under section 122(h)(1) of the 
Comprehensive Environmental 
Response Compensation and Liability 
Act (CERCLA), the Environmental 
Protection Agency has offered a cost 
recovery settlement at the Northeast 
Chemical Superfund Site (Site) located 
in Wilmington, New Hanover County, 
North Carolina. EPA will consider 
public comments on the settlement until 
December 12, 2005. EPA may withdraw 
from or modify the proposed settlement 
should such comments disclose facts or 
considerations which indicate the 
proposed settlement is inappropriate, 
improper, or inadequate. 

Copies of the proposed settlement are 
available from: Ms. Paula V. Batchelor, 
U.S. Environmental Protection Agency, 
Region 4, Superfund Enforcement & 
Information Management Branch, Waste 
Management Division, 61 Forsyth 
Street, SW., Atlanta, Georgia 30303, 
(404) 562–8887, E-mail: 
Batchelor.Paula@EPA.gov. 

Written or e-mail comments may be 
submitted to Paula V. Batchelor at the 

above address within 30 days of the date 
of publication. 

Dated: October 24, 2005. 
Rosalind H. Brown, 
Chief, Superfund Enforcement & Information 
Management Branch, Waste Management 
Division. 
[FR Doc. 05–22374 Filed 11–9–05; 8:45 am] 
BILLING CODE 6560–50–P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL–7996–3] 

Clean Water Act Section 303(d): 
Availability of 43 Total Maximum Daily 
Loads (TMDLs) 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice of availability. 

SUMMARY: This notice announces the 
availability of the administrative record 
file for comment on 43 TMDLs and the 
calculations for these TMDLs prepared 
by EPA Region 6 for waters listed in the 
state of Arkansas under section 303(d) 
of the Clean Water Act (CWA). These 
TMDLs were completed in response to 
the lawsuit styled Sierra Club, et al. v. 
Browner, et al., No. LR–C–99–114. 
DATES: Comments must be submitted in 
writing to EPA on or before December 
12, 2005. 
ADDRESSES: Comments on the 43 
TMDLs should be sent to Ms. Diane 
Smith, Environmental Protection 
Specialist, Water Quality Protection 
Division, U.S. Environmental Protection 
Agency Region 6, 1445 Ross Ave., 
Dallas, TX 75202–2733, facsimile (214) 
665–7373, or e-mail: 
smith.diane@epa.gov. For further 
information, contact Diane Smith at 
(214) 665–2145. Documents from the 
administrative record file for these 
TMDLs are available for public 
inspection at this address as well. 
Documents from the administrative 
record file may be viewed at http:// 
www.epa.gov/region6/water/ 
artmdl.htm, or obtained by calling (214) 
665–2145 or writing Ms. Smith at the 
above address. Please contact Ms. Smith 
to schedule an inspection. 
FOR FURTHER INFORMATION CONTACT: 
Diane Smith at (214) 665–2145. 
SUPPLEMENTARY INFORMATION: In 1999, 
five Arkansas environmental groups, the 
Sierra Club, Federation of Fly Fishers, 
Crooked Creek Coalition, Arkansas Fly 
Fishers, and Save our Streams 
(plaintiffs), filed a lawsuit in Federal 
Court against the EPA, styled Sierra 
Club, et al. v. Browner, et al., No. LR– 
C–99–114. Among other claims, 
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plaintiffs alleged that EPA failed to 
establish Arkansas TMDLs in a timely 
manner. EPA proposes these TMDLs 
pursuant to a consent decree entered in 
this lawsuit. 

EPA Seeks Comments on 43 TMDLs 

By this notice EPA is seeking 
comment on the following 43 TMDLs 

for waters located within the state of 
Arkansas: 

Segment-reach Waterbody name Pollutant 

08020401–003 .................................................... Wabbaseka Bayou ........................................... Siltation/turbidity. 
11110205–011 .................................................... Cadron Creek ................................................... Siltation/turbidity. 
11110205–012 .................................................... Cadron Creek ................................................... Siltation/turbidity. 
11110203–927 .................................................... White Oak Creek ............................................. Siltation/turbidity. 
08020302–004 .................................................... Bayou Deview .................................................. Siltation/turbidity. 
08020302–005 .................................................... Bayou Deview .................................................. Siltation/turbidity. 
08020302–006 .................................................... Bayou Deview .................................................. Siltation/turbidity. 
08020302–007 .................................................... Bayou Deview .................................................. Siltation/turbidity. 
08020302–009 .................................................... Bayou Deview .................................................. Siltation/turbidity. 
08020302–016 .................................................... Cache River ..................................................... Siltation/turbidity. 
08020302–017 .................................................... Cache River ..................................................... Siltation/turbidity. 
08020302–018 .................................................... Cache River ..................................................... Siltation/turbidity. 
08020302–019 .................................................... Cache River ..................................................... Siltation/turbidity. 
08020302–020 .................................................... Cache River ..................................................... Siltation/turbidity. 
08020302–021 .................................................... Cache River ..................................................... Siltation/turbidity. 
08020302–027 .................................................... Cache River ..................................................... Siltation/turbidity. 
08020302–028 .................................................... Cache River ..................................................... Siltation/turbidity. 
08020302–029 .................................................... Cache River ..................................................... Siltation/turbidity. 
08020302–031 .................................................... Cache River ..................................................... Siltation/turbidity. 
08020302–032 .................................................... Cache River ..................................................... Siltation/turbidity. 
11010013–006 .................................................... Village Creek .................................................... Siltation/turbidity. 
11010013–007 .................................................... Village Creek .................................................... Siltation/turbidity. 
11010013–008 .................................................... Village Creek .................................................... Siltation/turbidity. 
11010013–012 .................................................... Village Creek .................................................... Siltation/turbidity. 
11010013–014 .................................................... Village Creek .................................................... Siltation/turbidity. 
11010014–009 .................................................... Ten Mile Creek ................................................ Siltation/turbidity. 
11010012–004 .................................................... Strawberry River .............................................. Siltation/turbidity. 
11010012–005 .................................................... Strawberry River .............................................. Siltation/turbidity. 
11010012–006 .................................................... Strawberry River .............................................. Siltation/turbidity. 
11010 12–008 .................................................... Strawberry River .............................................. Siltation/turbidity. 
11010012–009 .................................................... Strawberry River .............................................. Siltation/turbidity. 
11010012–010 .................................................... Little Strawberry River ..................................... Siltation/turbidity. 
11010012–011 .................................................... Strawberry River .............................................. Siltation/turbidity. 
11010001–023 .................................................... West Fork White River ..................................... Siltation/turbidity. 
11010001–024 .................................................... White River ...................................................... Siltation/turbidity. 
08020203–012 .................................................... Tyronza River ................................................... Siltation/turbidity. 
11110105–001 .................................................... Poteau River near Fort Smith .......................... Siltation/turbidity. 
11110105–031L .................................................. Poteau River near Waldron ............................. Total phosphorus, Copper, and Zinc. 
11140109–919 .................................................... Rolling Fork ...................................................... Total phosphorus, and Nitrate. 
11010001–045L .................................................. Osage Creek near Berryville ........................... Total phosphorus. 

EPA requests that the public provide 
to EPA any water quality related data 
and information that may be relevant to 
the calculations for these 43 TMDLs. 
EPA will review all data and 
information submitted during the public 
comment period and revise the TMDLs 
and determinations where appropriate. 
EPA will then forward the TMDLs to the 
Arkansas Department of Environmental 
Quality (ADEQ). The ADEQ will 
incorporate the TMDLs into its current 
water quality management plan. 

Dated: November 4, 2005. 

Miguel I. Flores, 
Director, Water Quality Protection Division, 
EPA, Region 6. 
[FR Doc. 05–22547 Filed 11–9–05; 8:45 am] 

BILLING CODE 6560–50–P 

FEDERAL ELECTION COMMISSION 

Sunshine Act; Meetings 

DATE AND TIME: Tuesday, November 15, 
2005 at 9:30 a.m. 
PLACE: 999 E Street, NW., Washington, 
DC (ninth floor). 
STATUS: This hearing will be open to the 
public. 
MATTER BEFORE THE COMMISSION:  
Notice of Proposed Rulemaking: 

Definitions of ‘‘Solicit’’ and 
‘‘Direct.’’ 

Note: This meeting will begin at 2:30 p.m. 

DATE AND TIME: Tuesday, November 15, 
2005 at 2:30 p.m. 
PLACE: 999 E Street, NW., Washington, 
DC. 
STATUS: This meeting will be closed to 
the public. 

ITEMS TO BE DISCUSSED:  
Compliance matters pursuant to 2 

U.S.C. 437g. 
Audits conducted pursuant to 2 U.S.C. 

437g, 438(b), and Title 26, U.S.C. 
Internal personnel rules and procedures 

or matters affecting a particular 
employee. 

DATE AND TIME: Thursday, November 17, 
2005 at 10 a.m. 
PLACE: 999 E Street, NW., Washington, 
DC (ninth floor). 
STATUS: This meeting will be open to the 
public. 
ITEMS TO BE DISCUSSED:  
Correction and Approval of Minutes. 
Advisory Opinion 2005–16: Fired Up! 

LLC, by counsel, Marc E. Elias and 
Brian G. Svoboda. 

Advisory Opinion 2005–18: U.S. 
Representative Silvestre Reyes. 

Routine Administrative Matters. 
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PERSON TO CONTACT FOR INFORMATION: 
Mr. Robert Biersack, Press Officer, 
Telephone (202) 694–1220. 

Mary W. Dove, 
Secretary of the Commission. 
[FR Doc. 05–22565 Filed 11–8–05; 3:31 pm] 
BILLING CODE 6715–01–M 

DEPARTMENT OF THE TREASURY 

Office of the Comptroller of the 
Currency 

[Docket No. 05–17] 

FEDERAL RESERVE SYSTEM 

[Docket No. OP–1240] 

FEDERAL DEPOSIT INSURANCE 
CORPORATION 

RIN 3064–AC97 

Community Reinvestment Act; 
Interagency Questions and Answers 
Regarding Community Reinvestment; 
Notice 

AGENCIES: Office of the Comptroller of 
the Currency, Treasury (OCC); Board of 
Governors of the Federal Reserve 
System (Board); Federal Deposit 
Insurance Corporation (FDIC). 
ACTION: Notice and request for comment. 

SUMMARY: This proposal would revise 
guidance of the staffs of the OCC, Board, 
and FDIC (collectively, ‘‘the agencies’’) 
relating to the Community Reinvestment 
Act (‘‘the Act’’ or ‘‘CRA’’) to address 
topics related to the revisions the 
agencies made to their regulations that 
implement the CRA. After reviewing 
comments on this proposal, these 
questions and answers will be added to 
the Interagency Questions and Answers, 
an existing document that contains 
informal staff guidance for examiners 
and other agency personnel, financial 
institutions, and the public. Public 
comment is invited on the proposed 
guidance, as well as any other 
community reinvestment issues. 
DATES: Comments on the proposed 
questions and answers are requested by 
January 9, 2006. 
ADDRESSES: Comments should be 
directed to: 

OCC: You should include OCC and 
Docket Number 05–17 in your comment. 
You may submit comments by any of 
the following methods: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

• OCC Web Site: http:// 
www.occ.treas.gov. Click on ‘‘Contact 
the OCC,’’ scroll down and click on 
‘‘Comments on Proposed Regulations.’’ 

• E-mail Address: 
regs.comments@occ.treas.gov. 

• Fax: (202) 874–4448. 
• Mail: Office of the Comptroller of 

the Currency, 250 E Street, SW., Mail 
Stop 1–5, Washington, DC 20219. 

• Hand Delivery/Courier: 250 E 
Street, SW., Attn: Public Information 
Room, Mail Stop 1–5, Washington, DC 
20219. 

Instructions: All submissions received 
must include the agency name (OCC) 
and docket number for this notice. In 
general, the OCC will enter all 
comments received into the docket 
without change, including any business 
or personal information that you 
provide. You may review comments and 
other related materials by any of the 
following methods: 

• Viewing Comments Personally: You 
may personally inspect and photocopy 
comments at the OCC’s Public 
Information Room, 250 E Street, SW., 
Washington, DC. You can make an 
appointment to inspect comments by 
calling (202) 874–5043. 

• Viewing Comments Electronically: 
You may request e-mail or CD–ROM 
copies of comments that the OCC has 
received by contacting the OCC’s Public 
Information Room at 
regs.comments@occ.treas.gov. 

• Docket: You may also request 
available background documents and 
project summaries using the methods 
described above. 

Board: You may submit comments, 
identified by Docket No. OP–1240, by 
any of the following methods: 

• Agency Web site: http:// 
www.federalreserve.gov. Follow the 
instructions for submitting comments at 
http://www.federalreserve.gov/ 
generalinfo/foia/ProposedRegs.cfm. 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 

• E-mail: 
regs.comments@federalreserve.gov. 
Include docket number in the subject 
line of the message. 

• Fax: 202/452–3819 or 202/452– 
3102. 

• Mail: Jennifer J. Johnson, Secretary, 
Board of Governors of the Federal 
Reserve System, 20th Street and 
Constitution Avenue, NW., Washington, 
DC 20551. 

All public comments are available 
from the Board’s Web site at http:// 
www.federalreserve.gov/generalinfo/ 
foia/ProposedRegs.cfm as submitted, 
except as necessary for technical 
reasons. Accordingly, your comments 
will not be edited to remove any 
identifying or contact information. 

Public comments may also be viewed 
electronically or in paper in Room MP– 

500 of the Board’s Martin Building (20th 
and C Streets, NW.) between 9 a.m. and 
5 p.m. on weekdays. 

FDIC: You may submit comments, 
identified by RIN number 3064–AC97 
by any of the following methods: 

• Agency Web site: http:// 
www.fdic.gov/regulations/laws/federal/ 
propose.html. Follow instructions for 
submitting comments on the Agency 
Web site. 

• E-mail: Comments@FDIC.gov. 
Include the RIN number in the subject 
line of the message. 

• Mail: Robert E. Feldman, Executive 
Secretary, Attention: Comments, Federal 
Deposit Insurance Corporation, 550 17th 
Street, NW., Washington, DC 20429. 

• Hand Delivery/Courier: Guard 
station at the rear of the 550 17th Street 
Building (located on F Street) on 
business days between 7 a.m. and 5 p.m. 

Instructions: All submissions received 
must include the agency name and RIN 
number. All comments received will be 
posted without change to http:// 
www.fdic.gov/regulations/laws/federal/ 
propose.html including any personal 
information provided. 
FOR FURTHER INFORMATION CONTACT: 

OCC: Margaret Hesse, Special 
Counsel, Community and Consumer 
Law Division, (202) 874–5750; or Karen 
Tucker, National Bank Examiner, 
Compliance Policy Division, (202) 874– 
4428, Office of the Comptroller of the 
Currency, 250 E Street, SW., 
Washington, DC 20219. 

Board: Anjanette M. Kichline, 
Supervisory Consumer Financial 
Services Analyst, (202) 785–6054; 
Catherine M.J. Gates, Senior 
Supervisory Consumer Financial 
Services Analyst, (202) 452–3946; 
Kathleen C. Ryan, Counsel, (202) 452– 
3667; or Dan S. Sokolov, Senior 
Attorney, (202) 452–2412, Division of 
Consumer and Community Affairs, 
Board of Governors of the Federal 
Reserve System, 20th Street and 
Constitution Avenue, NW., Washington, 
DC 20551. 

FDIC: Robert W. Mooney, Chief, (202) 
898–3911, or Pamela Freeman, Policy 
Analyst, (202) 898–6568, CRA and Fair 
Lending Policy Section, Division of 
Supervision and Consumer Protection; 
Richard M. Schwartz, Counsel, Legal 
Division, (202) 898–7424; Susan van 
den Toorn, Counsel, Legal Division, 
(202) 898–8707; Federal Deposit 
Insurance Corporation, 550 17th Street, 
NW., Washington, DC 20429. 
SUPPLEMENTARY INFORMATION: 

Background 

On August 2, 2005, the OCC, Board, 
and FDIC published in the Federal 
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Register a joint final rule revising their 
Community Reinvestment Act 
regulations (70 FR 44256). The joint 
final rule became effective September 1, 
2005. 

The joint final rule addressed 
regulatory burden imposed on small 
banks with an asset size between $250 
million and $1 billion by exempting 
them from CRA loan data collection and 
reporting obligations. It also exempted 
such banks from the large bank lending, 
investment, and service tests, and made 
them eligible for evaluation under the 
small bank lending test and a flexible 
new community development test. 
Holding company affiliation is no longer 
a factor in determining which CRA 
evaluation standards apply to a bank. 

The joint final rule also revised the 
term ‘‘community development’’ to 
include activities to revitalize and 
stabilize distressed or underserved 
nonmetropolitan middle-income areas 
and designated disaster areas. Finally, 
the rule adopted amendments to the 
regulations to address the impact on a 
bank’s CRA rating of evidence of 
discrimination or other credit practices 
that violate an applicable law, rule, or 
regulation. 

To help financial institutions meet 
their responsibilities under the CRA and 
to increase public understanding of the 
CRA regulations, the staffs of the OCC, 
Board, FDIC, and Office of Thrift 
Supervision have previously published 
answers to the most frequently asked 
questions about the community 
reinvestment regulations of the four 
federal financial regulatory agencies. 
This guidance is intended to provide 
informal staff guidance for use by 
examiners and other agency personnel, 
financial institutions, and the public, 
and is supplemented periodically. The 
staffs of the OCC, Board, and FDIC are 
jointly issuing these proposed Questions 
and Answers to provide additional 
guidance specific to the new OCC, 
Board, and FDIC rules issued on August 
2, 2005, that apply to their institutions. 

Just as in the Interagency Questions 
and Answers currently in effect (65 FR 
36620 (July 12, 2001)), the proposed 
questions and answers are grouped by 
the provision of the CRA regulations 
that they discuss and are presented in 
the same order as the regulatory 
provisions. The proposed questions and 
answers employ the same abbreviated 
method to cite to the regulations that the 
agencies used in the Interagency 
Questions and Answers. Because the 
regulations of the three agencies are 
substantially identical, corresponding 
sections of the different regulations 
usually bear the same suffix. Therefore, 
the proposed questions and answers cite 

only to the suffix. For example, the 
small bank performance standards for 
national banks appear at 12 CFR 25.26; 
for Federal Reserve System member 
banks supervised by the Board, they 
appear at 12 CFR 228.26; and for 
nonmember state banks, at 12 CFR 
345.26. Accordingly, the citation in this 
document would be to § l .26. Each 
question is numbered using a system 
that consists of the regulatory citation 
(as described above) and a number, 
connected by a dash. For example, the 
first proposed question addressing 
§ ll.12(g)(4) would be identified as 
§ ll.12(g)(4)–1. 

As a result of technical changes made 
to the agencies’ regulations (70 FR 
15570 (March 28, 2005)) and the recent 
revisions mentioned above, some of the 
numbering in the existing 2001 
Interagency Questions and Answers 
does not correspond to the appropriate 
sections of the revised regulation. 
However, in the proposed questions and 
answers, if a reference is made to an 
existing question and answer, the 
number of the existing question and 
answer, as published in the 2001 
Interagency Questions and Answers, is 
given, even if the old reference does not 
accurately describe the current 
provision in the regulations. When the 
proposed questions and answers are 
adopted as final and the rest of the 
questions and answers are updated to 
reflect the revisions to the regulations 
made by the three agencies, as discussed 
above, the references in the questions 
and answers will be updated. 

Proposed Questions and Answers 
Because the agencies made several 

significant revisions to the regulations, 
new Interagency Questions and 
Answers addressing those revisions are 
necessary. Therefore, thirteen new 
questions and answers addressing the 
new revisions are being published for 
comment. 

Revised ‘‘Community Development’’ 
Definition 

Of the thirteen proposed new 
questions and answers, seven questions 
and answers address the revised 
definition of ‘‘community 
development,’’ which includes activities 
that revitalize or stabilize a distressed or 
underserved nonmetropolitan middle- 
income geography or a designated 
disaster area. First, the proposed 
guidance clarifies that the revised 
definition of ‘‘community development’’ 
applies to all banks, and not only to 
intermediate small banks. It also 
discusses what is meant by a designated 
disaster area. Disaster areas are 
designated by Federal agencies or 

States, and these designations are made 
public. Therefore, the agencies do not 
intend to maintain a separate list of all 
government-designated disaster areas. 

The guidance also proposes a one- 
year ‘‘lag period’’ during which a bank 
may continue to receive consideration 
for activities in a disaster area for which 
the Federal or state designation has 
expired. The lag will help promote 
investments that may take an extended 
period of time to arrange and that have 
extended periods of duration that may 
continue to provide meaningful benefits 
to the community after the government 
designation has ended. During the 
proposed lag period, community 
development activities will continue to 
receive consideration just as they would 
have if the area were still designated as 
a disaster area. Comment is specifically 
requested on the appropriateness of a 
one-year lag period. Is one extra year 
generally long enough for a bank to 
finish the preparations for a community 
development project investment or loan, 
the development of which was 
commenced while the area was still a 
designated disaster area? Should a 
longer or shorter period be selected? If 
so, how long and why? 

Comment is also requested on the 
appropriate description of a disaster 
designation’s duration. The proposed 
guidance would recognize the 
revitalization and stabilization efforts in 
disaster areas during such time that 
Federal, State, or local governments 
have determined that the area continues 
to be affected by the disaster event, and 
provides a one-year period after the 
expiration of the disaster designation in 
which revitalization and stabilization 
activities targeted to those areas will 
receive favorable recognition. The 
agencies specifically seek comment on 
this aspect of the proposal. In particular, 
the agencies seek comment on whether 
the period starting with ‘‘designation’’ 
and ending with ‘‘expiration’’ of the 
designation is the most appropriate and 
meaningful way to describe the duration 
of the effect of the disaster for CRA 
purposes. Or, should the guidance be 
more broadly worded to reflect other 
relevant governmental measures of the 
duration of a disaster event? For 
example, should the guidance also refer 
to ‘‘periods of assistance,’’ ‘‘registration 
periods,’’ or other relevant timeframes? 

The proposed guidance next explains 
that all revitalization activities in 
designated disaster areas are not 
considered equally—those that are most 
responsive to community needs, 
including the needs of low- or 
moderate-income individuals, may be 
given more weight than other 
revitalization and stabilization activities 
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in designated disaster areas. Bank 
activities to revitalize and stabilize a 
designated disaster area will be 
evaluated, as appropriate, based on the 
particular circumstances and needs of 
the area. The guidance also includes a 
statement regarding loans to individuals 
displaced by a disaster and refers to 
relevant existing guidance. 

The proposed guidance also describes 
the criteria that the agencies use to 
identify distressed or underserved 
nonmetropolitan middle-income 
geographies and states that the list of 
such geographies will be reviewed and 
updated annually. Additional detail 
about the data sources used in 
developing the list of distressed and 
underserved geographies will be posted 
on the FFIEC Web site (http:// 
www.ffiec.gov) with the list. 

Similar to the ‘‘lag period’’ proposed 
in connection with activities in 
designated disaster areas, a one-year lag 
period also is proposed during which a 
bank may continue to receive 
consideration for activities in a 
distressed or underserved middle- 
income nonmetropolitan area that has 
been removed from the list. Because 
some community development projects 
take an extended amount of time to 
arrange and fund, the staffs of the 
agencies believe that it is important to 
lessen the impact on a bank’s 
investment planning and 
implementation that will occur once a 
distressed or underserved geography has 
been removed from the designated list. 
During the proposed lag period, 
community development activities will 
continue to receive consideration just as 
they would have if the geography were 
still designated as a distressed or 
underserved area. Comment is 
specifically requested on the 
appropriateness of a one-year lag period. 
Is one extra year generally long enough 
for a bank to finish the preparations for 
a community development project 
investment or loan, the development of 
which was commenced while the 
geography was a designated distressed 
or underserved geography? Should a 
longer period be selected? If so, how 
long and why? 

The proposed guidance also clarifies 
that revitalization and stabilization 
activities in middle-income 
nonmetropolitan distressed geographies 
are evaluated differently than those in 
middle-income nonmetropolitan 
underserved geographies. Generally, a 
revitalization or stabilization activity in 
a distressed middle-income 
nonmetropolitan geography that helps 
to attract and retain businesses and 
residents or is part of a bona fide 
revitalization or stabilization plan will 

receive positive consideration. In 
contrast, in an underserved middle- 
income nonmetropolitan area, 
revitalization or stabilization activities 
are activities that facilitate the 
construction, expansion, improvement, 
maintenance, or operation of essential 
infrastructure or facilities for health 
services, education, public safety, 
public services, industrial parks, or 
affordable housing. These activities 
generally will be considered to meet 
essential community needs and qualify 
for consideration as a community 
development activity, so long as the 
infrastructure, facility, or affordable 
housing serves low- and moderate- 
income individuals. 

Finally, the proposed guidance 
explains when housing for middle- and 
upper-income persons in distressed or 
underserved nonmetropolitan middle- 
income geographies or designated 
disaster areas may be considered as a 
community development activity. 

Community development test applicable 
to intermediate small banks 

Three questions and answers are 
proposed to address the community 
development test applicable to 
intermediate small banks and how these 
banks will be evaluated under it. First, 
the proposed guidance discusses what 
examiners will consider when they 
review the responsiveness of an 
intermediate small bank’s community 
development activities to the 
community development needs of the 
area. Next, the proposed guidance 
addresses how the community 
development test for intermediate small 
banks will be applied flexibly so that 
banks can address community 
development needs in their assessment 
areas in the most responsive manner. 
Finally, the proposed guidance includes 
a question and answer that explains 
what examiners will consider when 
evaluating the provision of community 
development services by an 
intermediate small bank in the 
community development test. 

Treatment of Small Banks’ Affiliates’ 
Activities 

The proposed guidance clarifies that 
any small bank (including an 
intermediate small bank) may request 
that activities of an affiliate in the small 
bank’s assessment area(s) be considered 
in its performance evaluation. Those 
activities will be considered in the small 
bank’s performance evaluation subject 
to the same constraints that apply to 
large institutions’ affiliate activities, 
including that the activities have not 
also been considered in the CRA 
evaluation of another institution. 

Small Bank Asset Threshold 
Adjustments 

One question and answer is proposed 
that explains that the asset size 
thresholds for ‘‘small bank’’ and 
‘‘intermediate small bank’’ will be 
adjusted annually based on changes to 
the Consumer Price Index. Any changes 
in the asset size thresholds will be 
published in the Federal Register. 

Consideration of Prior-Period Qualified 
Investments 

A new question and answer is 
proposed that would apply to banks of 
all sizes. It explains how examiners 
evaluate qualified investments that were 
made during the prior evaluation period 
but that are still outstanding during the 
current evaluation period. 

Revisions to Existing Guidance 

Three revisions to existing questions 
and answers are also proposed. The first 
proposed revision adds a bullet to the 
existing question and answer that 
provides examples of community 
development services (existing 
§§ l_.12(j) & 563e.12(i)–3). The new 
bullet clarifies that the provision of 
financial services to low- and moderate- 
income individuals through branches 
and other facilities located in low- and 
moderate-income areas is a community 
development service, unless the 
provision of such services has been 
considered in the evaluation of a bank’s 
retail banking services under the service 
test. 

The second proposed revision is 
consistent with guidance the agencies 
provided in a letter responding to a 
question from a member of Congress. 
This revision would add another new 
bullet to the existing question and 
answer providing examples of 
community development services 
(existing §§ ll.12(j) & 563e.12(i)–3) 
that states that a community 
development service may include 
‘‘providing international remittances 
services that increase access to financial 
services by low- and moderate-income 
persons (for example, by offering 
reasonably priced international 
remittances services in connection with 
a low-cost account).’’ 

The last proposed revision would 
revise the existing question and answer 
that provides examples of qualified 
investments (existing §§ ll.12(s) & 
563e.12(r)–4) to also include banks’ 
investments in Rural Business 
Investment Companies (RBICs). The 
Rural Business Investment Program 
(RBIP), which is a joint initiative 
between the U.S. Small Business 
Administration and the U.S. Department 
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of Agriculture, is intended to promote 
economic development by financing 
small businesses located primarily in 
rural areas. 

General Comments 
Public comment is invited on the new 

and revised questions and answers. 
Public comment is also invited on a 
continuing basis on any issues raised by 
the CRA and the Interagency Questions 
and Answers. If, after reading this 
proposed guidance and the existing 
Interagency Questions and Answers, 
banks, examiners, community 
organizations, or other interested parties 
have unanswered questions or 
comments about the agencies’ 
community reinvestment regulations, 
they should submit them to the 
agencies. Staffs of the agencies will 
consider addressing such questions in 
future revisions to the Interagency 
Questions and Answers. 

Solicitation of Comments Regarding the 
Use of ‘‘Plain Language’’ 

Section 722 of the Gramm-Leach- 
Bliley Act of 1999, 12 U.S.C. 4809, 
requires the agencies to use ‘‘plain 
language’’ in all proposed and final 
rules published after January 1, 2000. 
Although this proposed guidance is not 
a proposed rule, comments are 
nevertheless invited on whether the 
proposed interagency questions and 
answers are stated clearly and 
effectively organized, and how the 
guidance might be revised to make it 
easier to read. 

Small Business Regulatory Enforcement 
Fairness Act of 1996 (SBREFA) 

The SBREFA requires an agency, for 
each rule for which it prepares a final 
regulatory flexibility analysis, to publish 
one or more compliance guides to help 
small entities understand how to 
comply with the rule. 

Pursuant to section 605(b) of the 
Regulatory Flexibility Act, the OCC and 
FDIC certified that their proposed CRA 
rule would not have a significant 
economic impact on a substantial 
number of small entities and invited 
comments on that determination. The 
Board did not so certify, and requested 
comments in several areas. See 70 FR 
12148, 12154 (March 11, 2005). In 
connection with the joint final rule, the 
FDIC and OCC certified that the joint 
final rule would not have a significant 
impact on a substantial number of small 
entities. In response to public comments 
it received, the Board prepared a final 
regulatory flexibility analysis and 
described how the final rule minimizes 
the economic impact on small entities 
by making the twelve affected state 

member banks eligible for the 
streamlined CRA process. See 70 FR at 
44264–65 (August 2, 2005). 

In accordance with section 212 of the 
SBREFA and the agencies’ continuing 
efforts to provide clear, understandable 
regulations, staffs of the agencies have 
compiled the Interagency Questions and 
Answers. The Interagency Questions 
and Answers serve the same purpose as 
the compliance guide described in the 
SBREFA by providing guidance on a 
variety of issues of particular concern to 
small banks. 

The text of the proposed Interagency 
Questions and Answers Regarding 
Community Reinvestment follows: 

§ ll.12(g)(4) Activities That 
Revitalize or Stabilize— 

§ ll.12(g)(4)–1 (proposed): Is the 
revised definition of community 
development, effective September 1, 
2005, applicable to all banks or only to 
intermediate small banks? 

A1 (proposed): The revised 
definition of community development is 
applicable to all banks. 

§ ll.12(g)(4)–2 (proposed): When do 
activities that provide housing for 
middle-income and upper-income 
persons qualify for favorable 
consideration as community 
development activities when they help 
to revitalize or stabilize designated 
distressed or underserved middle- 
income nonmetropolitan geographies or 
designated disaster areas? 

A2 (proposed): A bank activity that 
provides housing, but not necessarily 
for low- or moderate-income 
individuals, may qualify as an activity 
that revitalizes or stabilizes a designated 
distressed nonmetropolitan middle- 
income geography or a designated 
disaster area if the housing helps to 
revitalize or stabilize the community by 
attracting and retaining businesses and 
residents, providing benefits to the 
entire community, including to low- 
and moderate-income individuals and 
neighborhoods. For example, a bank 
activity that provides housing for 
middle- or upper-income individuals in 
a designated distressed 
nonmetropolitan, middle-income 
geography or disaster area that is part of 
a bona fide plan to revitalize or stabilize 
the community by attracting a major 
new employer that will offer significant 
long-term employment opportunities, 
including to low- and moderate-income 
individuals, qualifies as community 
development. See existing Q&As 
§§ ll.12(h)(4) & 563e.12(g)(4)–1 and 
§§ ll.12(i) & 563e.12(h)–4. 

In underserved middle-income 
nonmetropolitan geographies, activities 
that provide housing for middle- and 
upper-income individuals may also 
qualify as activities that revitalize or 
stabilize such underserved areas if the 
activities also provide housing for low- 
or moderate-income individuals. For 
example, a loan to build a mixed- 
income housing development that 
provides housing for middle- and 
upper-income individuals in an 
underserved, middle-income, 
nonmetropolitan geography would 
receive positive consideration if it also 
provides housing for low- or moderate- 
income individuals. 

§ ll.12(g)(4)(ii) Activities That 
Revitalize or Stabilize Designated 
Disaster Areas 

§ ll.12(g)(4)(ii)–1 (proposed): What 
is a ‘‘designated disaster area’’? 

A1 (proposed): A ‘‘designated 
disaster area’’ is a disaster area 
designated by federal or state 
government. Such designations include, 
for example, Major Disaster Declarations 
administered by the Federal Emergency 
Management Agency (http:// 
www.fema.gov). 

When a disaster area’s designation 
expires pursuant to the applicable law 
under which it was declared, the 
agencies will adopt a one-year ‘‘lag 
period.’’ This lag period will be in effect 
for the twelve months immediately 
following the expiration of the disaster 
area declaration. Revitalization or 
stabilization activities undertaken 
during the lag period will receive 
consideration as community 
development activities if they would 
have been considered to have a primary 
purpose of community development if 
the area in which they were located 
were still designated as a disaster area. 

§ ll.12(g)(4)(ii)–2 (proposed): How 
are revitalization activities in a 
designated disaster area considered? 

A2 (proposed): A bank’s 
revitalization or stabilization activities 
in a designated disaster area will be 
evaluated in the same way such 
activities are evaluated in a low- or 
moderate-income area or in a 
nonmetropolitan middle-income 
distressed geography. Examiners will 
determine whether the activities have a 
primary purpose of community 
development by helping to attract and 
retain residents and businesses 
(including by providing jobs) or are part 
of a bona fide plan to revitalize or 
stabilize the geography. The agencies 
will consider all activities that revitalize 
or stabilize a designated disaster area, 
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but will give greater weight to those 
activities that are most responsive to 
community needs, including those of 
low- or moderate-income individuals or 
neighborhoods. (Investments in entities 
that provide community services for, 
and direct loans and financial services 
provided to, individuals in designated 
disaster areas and to individuals who 
are displaced by disasters also receive 
consideration under the CRA (see, e.g., 
existing Q&As § ll.12(j) & 563e.12(i)– 
3; § ll.12(s) & 563e.12(r)–4; 
§ ll.22(b)(2) & (3)–4; § ll.22(b)(2) & 
(3)–5; and § ll.24(d)(3)–1)). 

§ ll.12(g)(4)(iii) Activities That 
Revitalize or Stablize Distressed or 
Underserved Nonmetropolitan Middle- 
Income Geographies 

§ ll.12(g)(4)(iii)–1 (proposed): What 
criteria are used to identify distressed or 
underserved nonmetropolitan, middle- 
income geographies? 

A1 (proposed): Eligible 
nonmetropolitan middle-income 
geographies are those designated by the 
agencies as being in distress or that 
could have difficulty meeting essential 
community needs (underserved). A 
particular geography could be 
designated as both distressed and 
underserved. 

A middle-income, nonmetropolitan 
geography will be designated as 
distressed if it is in a county that meets 
one or more of the following triggers: (1) 
An unemployment rate of at least 1.5 
times the national average, (2) a poverty 
rate of 20 percent or more, or (3) a 
population loss of 10 percent or more 
between the previous and most recent 
decennial census or a net migration loss 
of five percent or more over the five- 
year period preceding the most recent 
census. 

A middle-income, nonmetropolitan 
geography will be designated as 
underserved if it meets criteria for 
population size, density, and dispersion 
that indicate the area’s population is 
sufficiently small, thin, and distant from 
a population center that the tract is 
likely to have difficulty financing the 
fixed costs of meeting essential 
community needs. The agencies will use 
as the basis for these designations the 
‘‘urban influence codes,’’ numbered 
‘‘7,’’ ‘‘10,’’ ‘‘11,’’ and ‘‘12,’’ maintained 
by the Economic Research Service of the 
United States Department of 
Agriculture. 

The agencies will publish data source 
information along with the list of 
eligible rural census tracts on the 
Federal Financial Institutions 
Examination Council Web site (http:// 
www.ffiec.gov). 

§ ll.12(g)(4)(iii)–2 (proposed): 
How often will the agencies update the 
list of designated distressed and 
underserved middle-income, 
nonmetropolitan geographies? 

A2 (proposed): The agencies will 
review and update the list annually. The 
list will be published on the Federal 
Financial Institutions Examination 
Council Web site (http://www.ffiec.gov). 

To the extent that changes to the 
designated census tracts occur, the 
agencies will adopt a one-year ‘‘lag 
period.’’ This lag period will be in effect 
for the twelve months immediately 
following the date when a census tract 
that was designated as distressed or 
underserved is removed from the 
designated list. Revitalization or 
stabilization activities undertaken 
during the lag period will receive 
consideration as community 
development activities if they would 
have been considered to have a primary 
purpose of community development if 
the census tract in which they were 
located were still designated as 
distressed or underserved. 

§ ll.12(g)(4)(iii)–3 (proposed): 
How are ‘‘revitalization or stabilization’’ 
activities in middle-income, 
nonmetropolitan, distressed geographies 
and in middle-income, 
nonmetropolitan, underserved 
geographies evaluated? 

A3 (proposed): A bank’s 
revitalization or stabilization activities 
in a middle-income, nonmetropolitan, 
distressed geography will be evaluated 
in the same way such activities are 
evaluated in a low- or moderate-income 
area. For activities in a middle-income, 
nonmetropolitan, distressed geography, 
examiners will determine whether the 
activities have a primary purpose of 
community development by helping to 
attract and retain residents and 
businesses (including by providing jobs) 
or are part of a bona fide plan to 
revitalize or stabilize the geography. The 
activities must have a long-term direct 
benefit to the entire community, 
including low- and moderate-income 
individuals and neighborhoods. See 
existing Q&As §§ ll.12(h)(4) & 
563e.12(g)(4)–1 and §§ ll.12(i) and 
563e.12(h)–4. 

In a middle-income, nonmetropolitan, 
underserved geography, however, bank 
activities that facilitate the construction, 
expansion, improvement, maintenance, 
or operation of essential infrastructure 
or facilities for health services, 
education, public safety, public 
services, industrial parks, or affordable 
housing generally will be considered to 
meet essential community needs and 
qualify for consideration as a 
community development activity, so 

long as the infrastructure, facility, or 
affordable housing serves low- and 
moderate-income individuals. Examples 
of the types of projects that meet 
essential community needs and serve 
low- or moderate-income individuals 
could be a new or expanded hospital 
that serves the entire county, including 
low- and moderate-income residents; an 
industrial park for businesses whose 
employees include low- or moderate- 
income individuals; a new or 
rehabilitated sewer line that serves 
community residents, including low- or 
moderate-income residents; a mixed- 
income housing development that 
includes affordable housing for low- and 
moderate-income families; or a 
renovated elementary school that serves 
children from the community, including 
children from low- and moderate- 
income families. Other bank activities in 
the area, such as financing a project to 
build a sewer line spur to connect 
services to a housing development 
affordable only to middle- and upper- 
income residents, generally would not 
qualify for revitalization or stabilization 
consideration in geographies designated 
as underserved. However, if an 
underserved geography is also 
designated as distressed, such activities 
are considered to revitalize and stabilize 
the geography if the activity helps to 
attract and retain residents and 
businesses, or are part of a bona fide 
revitalization or stabilization plan as 
further explained in existing Q&A 
§§ ll.12(h)(4) & 563e.12(g)(4)–1. 

§ ll.12(i) Community Development 
Service 

§ ll.12(i)–3 (existing Q&A 
§ ll.12(j) & 563e.12(i)–3 proposed 
revision): What are examples of 
community development services? 

A3 (proposed revision): Examples of 
community development services 
include, but are not limited to, the 
following: 

• Providing financial services to low- 
and moderate-income individuals 
through branches and other facilities 
located in low- and moderate-income 
areas, unless the provision of such 
services has been considered in the 
evaluation of a bank’s retail banking 
services under § ll.24(d); 

• Providing technical assistance on 
financial matters to nonprofit, tribal or 
government organizations serving low- 
and moderate-income housing or 
economic revitalization and 
development needs; 

• Providing technical assistance on 
financial matters to small businesses or 
community development organizations, 
including organizations and individuals 
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who apply for loans or grants under the 
Federal Home Loan Banks’ Affordable 
Housing Program; 

• Lending employees to provide 
financial services for organizations 
facilitating affordable housing 
construction and rehabilitation or 
development of affordable housing; 

• Providing credit counseling, home- 
buyer and home-maintenance 
counseling, financial planning or other 
financial services education to promote 
community development and affordable 
housing; 

• Establishing school savings 
programs and developing or teaching 
financial education curricula for low- or 
moderate-income individuals; 

• Providing electronic benefits 
transfer and point of sale terminal 
systems to improve access to financial 
services, such as by decreasing costs, for 
low- or moderate-income individuals; 

• Providing international remittances 
services that increase access to financial 
services by low- and moderate-income 
persons (for example, by offering 
reasonably priced international 
remittances services in connection with 
a low-cost account); and 

• Providing other financial services 
with the primary purpose of community 
development, such as low-cost bank 
accounts, including ‘‘Electronic Transfer 
Accounts’’ provided pursuant to the 
Debt Collection Improvement Act of 
1996, or free government check cashing 
that increases access to financial 
services for low- or moderate-income 
individuals. 

Examples of technical assistance 
activities that might be provided to 
community development organizations 
include: 

• Serving on a loan review 
committee; 

• Developing loan application and 
underwriting standards; 

• Developing loan processing 
systems; 

• Developing secondary market 
vehicles or programs; 

• Assisting in marketing financial 
services, including development of 
advertising and promotions, 
publications, workshops and 
conferences; 

• Furnishing financial services 
training for staff and management; 

• Contributing accounting/ 
bookkeeping services; and 

• Assisting in fund raising, including 
soliciting or arranging investments. 

§ ll.12(t) Qualified Investment 

§ ll.12(t)–1 (proposed): When 
evaluating a qualified investment, what 
consideration will be given for prior- 
period investments? 

A1 (proposed): When evaluating a 
bank’s qualified investment record, 
examiners will consider investments 
that were made prior to the current 
examination, but that are still 
outstanding. Qualitative factors will 
affect the weighting given to both 
current period and outstanding prior- 
period qualified investments. For 
example, a prior-period outstanding 
investment with a multi-year impact 
that addresses assessment area 
community development needs may 
receive more consideration than a 
current period investment of a 
comparable amount that is less 
responsive to area community 
development needs. 

§ ll.12(t)–4 (existing Q&A 
§§ ll.12(s) & 563e.12(r)–4 proposed 
revision): What are examples of 
qualified investments? 

A4 (proposed revision). Examples of 
qualified investments include, but are 
not limited to, investments, grants, 
deposits or shares in or to: 

• Financial intermediaries (including, 
Community Development Financial 
Institutions (CDFIs), Community 
Development Corporations (CDCs), 
minority- and women-owned financial 
institutions, community loan funds, and 
low-income or community development 
credit unions) that primarily lend or 
facilitate lending in low- or moderate- 
income areas or to low- and moderate- 
income individuals in order to promote 
community development, such as a 
CDFI that promotes economic 
development on an Indian reservation; 

• Organizations engaged in affordable 
housing rehabilitation and construction, 
including multifamily rental housing; 

• Organizations, including for 
example, Small Business Investment 
Companies (SBICs), specialized SBICs, 
and Rural Business Investment 
Companies (RBICs), that promote 
economic development by financing 
small businesses; 

• Facilities that promote community 
development in low- and moderate- 
income areas for low- and moderate- 
income individuals, such as youth 
programs, homeless centers, soup 
kitchens, health care facilities, battered 
women’s centers, and alcohol and drug 
recovery centers; 

• Projects eligible for low-income 
housing tax credits; 

• State and municipal obligations, 
such as revenue bonds, that specifically 
support affordable housing or other 
community development; 

• Not-for-profit organizations serving 
low- and moderate-income housing or 
other community development needs, 
such as counseling for credit, home- 

ownership, home maintenance, and 
other financial services education; and 

• Organizations supporting activities 
essential to the capacity of low- and 
moderate-income individuals or 
geographies to utilize credit or to 
sustain economic development, such as, 
for example, day care operations and job 
training programs that enable people to 
work. 

§ ll.12(u)(2): Small Bank 
Adjustment 

§ ll.12(u)(2)–1 (proposed): How 
often will the asset size thresholds for 
small banks and intermediate small 
banks be changed, and how will these 
adjustments be communicated? 

A1 (proposed): The asset size 
thresholds for ‘‘small bank’’ and 
‘‘intermediate small bank’’ will be 
adjusted annually based on changes to 
the Consumer Price Index. More 
specifically, the dollar thresholds will 
be adjusted annually based on the year- 
to-year change in the average of the 
Consumer Price Index for Urban Wage 
Earners and Clerical Workers, not 
seasonally adjusted for each twelve- 
month period ending in November, with 
rounding to the nearest million. Any 
changes in the asset size thresholds will 
be published in the Federal Register. 

§ ll.26 Small Bank Performance 
Standards 

§ ll.26–1 (proposed): When 
evaluating a small or intermediate small 
bank’s performance, will examiners 
consider, at the institution’s request, 
retail and community development 
loans, qualified investments, or 
community development services 
originated or purchased by affiliates? 

A1 (proposed): Yes. However, a 
small institution that elects to have 
examiners consider affiliate activities 
must maintain sufficient information 
that the examiners may evaluate these 
activities under the appropriate 
performance criteria and ensure that the 
activities are not claimed by another 
institution. The constraints applicable 
to affiliate activities claimed by large 
institutions also apply to small and 
intermediate small institutions. See 
existing Q&A § ll.22(c)(2) and related 
guidance provided to large institutions 
regarding affiliate activities. Examiners 
will not include affiliate lending in 
calculating the percentage of loans and, 
as appropriate, other lending-related 
activities located in a bank’s assessment 
area. 
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§ ll.26(c) Intermediate Small Bank 
Community Development Test 

§ ll.26(c)–1 (proposed): How will 
the community development test be 
applied flexibly for intermediate small 
banks? 

A1 (proposed): Generally, 
intermediate small banks engage in a 
combination of community 
development loans, qualified 
investments, and community 
development services. A bank may not 
simply ignore one or more of these 
categories of community development, 
nor do the regulations prescribe a 
required threshold for community 
development loans, qualified 
investments, and community 
development services. Instead, based on 
the bank’s assessment of community 
development needs in its assessment 
area(s), it may engage in different 
categories of community development 
activities that are responsive to those 
needs and consistent with the bank’s 
capacity. 

An intermediate small bank has the 
flexibility to allocate its resources 
among community development loans, 
qualified investments, and community 
development services in amounts that it 
reasonably determines are most 
responsive to community development 
needs and opportunities. Appropriate 
levels of each of these activities would 
depend on the capacity and business 
strategy of the bank, community needs, 
and number and types of opportunities 
for community development. 

§ ll.26(c)(3) Community 
Development Services under 
Intermediate Small Bank Community 
Development Test 

§ ll.26(c)(3)–1 (proposed): What will 
examiners consider when evaluating the 
provision of community development 
services by an intermediate small bank? 

A1 (proposed): Examiners will 
consider not only the types of services 
provided to benefit low- and moderate- 
income individuals, such as low-cost 
bank checking accounts and low-cost 
remittance services, but also the 
provision and availability of services to 
low- and moderate-income individuals, 
including through branches and other 
facilities located in low- and moderate- 
income areas. 

§ ll.26(c)(4) Responsiveness to 
Community Development Needs under 
Intermediate Small Bank Community 
Development Test 

§ ll.26(c)(4)–1 (proposed): When 
evaluating an Intermediate Small Bank’s 
community development record, what 
will examiners consider when 
reviewing the responsiveness of 
community development lending, 
qualified investments, and community 
development services to the community 
development needs of the area? 

A1 (proposed): When evaluating an 
Intermediate Small Bank’s community 
development record, examiners will 
consider not only quantitative measures 
of performance, such as the number and 
amount of community development 
loans, qualified investments, and 
community development services, but 
also qualitative aspects of performance. 
In particular, examiners will evaluate 
the responsiveness of the bank’s 
community development activities in 
light of the bank’s capacity, business 
strategy, the needs of the community, 
and the number and types of 
opportunities for each type of 
community development activity (its 
performance context). Examiners also 
will consider the results of any 
assessment by the institution of 
community development needs, and 
how the bank’s activities respond to 
those needs. 

An evaluation of the degree of 
responsiveness considers the following 
factors: the volume, mix, and qualitative 
aspects of community development 
loans, qualified investments, and 
community development services. 
Consideration of the qualitative aspects 
of performance recognizes that 
community development activities 
sometimes require special expertise or 
effort on the part of the institution or 
provide a benefit to the community that 
would not otherwise be made available. 
(However, ‘‘innovativeness’’ and 
‘‘complexity,’’ factors examiners 
consider when evaluating a large bank 
under the lending, investment, and 
service tests, are not criteria in the 
intermediate small banks’ community 
development test.) In some cases, a 
smaller loan may have more qualitative 
benefit to a community than a larger 
loan. Activities are considered 
particularly responsive to community 
development needs if they benefit low- 
and moderate-income individuals in 
low- or moderate-income geographies, 
designated disaster areas, or distressed 
or underserved middle-income 
nonmetropolitan geographies. Activities 
are also considered particularly 
responsive to community development 

needs if they benefit low- or moderate- 
income geographies. 

This concludes the text of the 
proposed Interagency Questions and 
Answers Regarding Community 
Reinvestment. 

Dated: October 31, 2005. 
John C. Dugan, 
Comptroller of the Currency. 

By order of the Board of Governors of the 
Federal Reserve System, November 4, 2005. 
Jennifer J. Johnson, 
Secretary of the Board. 

Dated at Washington, DC, this third day of 
November, 2005. 
Federal Deposit Insurance Corporation. 
Robert E. Feldman, 
Executive Secretary. 
[FR Doc. 05–22468 Filed 11–9–05; 8:45 am] 
BILLING CODE 4810–33–P; 6210–01–P; 6714–01–P 

GENERAL SERVICES 
ADMINISTRATION 

Notice of Availability of the Draft 
Environmental Impact Statement for 
Improvements to the Andrade Port of 
Entry, Andrade, California 

AGENCY: Public Buildings Service, GSA. 
ACTION: Notice of Availability and 
Public Hearing. 

SUMMARY: The General Services 
Administration (GSA) announces the 
availability of the Draft Environmental 
Impact Statement (EIS) for 
Improvements to the Andrade Port of 
Entry, Andrade, California, for public 
review and comment. The EIS provides 
GSA and its stakeholders an analysis of 
the environmental impacts resulting 
from ongoing operations as well as 
reasonable alternatives for new 
operations and facilities at the Andrade 
Port of Entry, located in southeastern 
California, and a potential new Port of 
Entry west of Yuma, Arizona. 
DATES: Written comments on the Draft 
EIS are invited from the public and may 
be submitted through the end of the 
comment period, which ends January 9, 
2006 (see ADDRESSES section for more 
details). Comments must be postmarked 
by January 9, 2006, to ensure 
consideration; late comments will be 
considered to the extent practicable. 
The GSA will use the comments 
received to help prepare the final 
version of the Andrade Port of Entry 
EIS. A public hearing on the Draft EIS 
will be held on Wednesday, November 
16, 2005, from 3:00 pm to 6:00 pm, at 
the Shilo Inn, Yuma Conference Room, 
1550 South Castle Dome Road, Yuma, 
AZ. 
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The hearing will provide 
opportunities for information exchange 
and discussion between GSA and the 
public, as well as for submitting 
prepared statements. For more 
information call (415) 522–3473. 
FOR FURTHER INFORMATION CONTACT: 
Morris Angell, Regional Environmental 
Quality Advisor, GSA, 450 Golden Gate 
Ave., 3rd Floor E, San Francisco, CA 
94102, (415)522–3473, or via e-mail to 
Morris.Angell@gsa.gov. Oral and written 
comments may also be submitted at the 
public hearing described in the DATES 
section. Requests for copies of the Draft 
Andrade Port of Entry EIS or other 
matters regarding this environmental 
review should be referred to Morris 
Angell at the address above. 
SUPPLEMENTARY INFORMATION: A notice 
of availability will be mailed to all 
agencies, organizations, and individuals 
who participated in the scoping process 
or were identified during the EIS 
process. GSA has distributed copies of 
the Draft Andrade Port of Entry EIS to 
appropriate Congressional members and 
committees, the states of California and 
Arizona, American Indian tribal 
governments, local county governments, 
other federal agencies, and other 
interested parties who have already 
requested copies. 

The Draft EIS was prepared pursuant 
to the National Environmental Policy 
Act of 1969 (NEPA) [42 U.S.C. 4321 et 
seq.] and the Council on Environmental 
Quality NEPA regulations [40 CFR part 
1500]. GSA proposes to continue 
operating the Andrade Port of Entry, 
which is located in the extreme 
southeastern corner of California. GSA 
has identified and assessed five action 
alternatives for the operation of the 
Andrade Port of Entry: (1) New Facility 
on Current Site and Adjacent Land to 
West (Variants A and B), (2) New 
Facility on Current Site and Adjacent 
Land to East, (3) New Pedestrian and 
Vehicle Facility on the Peninsula 
between the Alamo Canal and the 
Colorado River, (4) New Facility on the 
Peninsula for Vehicles Only, and (5) 
New Facility in Arizona for Vehicles 
Only. In addition, GSA analyzed the No 
Action Alternative in which GSA would 
continue the status quo, that is, operate 
the port of entry in its current 
configuration, with only minor planned 
upgrades. 

The Draft Andrade Port of Entry EIS 
identifies the expected environmental 
impacts from facility operations for each 
alternative, and presents comparisons of 
these impacts among the six 
alternatives. For each alternative, 
impact discussions are presented by 
resource area (e.g., land use, geology 

and soils) or topic area (e.g., traffic, 
environmental justice). 

After the public comment period, 
which ends January 9, 2006, GSA will 
consider the comments received, revise 
the Draft EIS, select a preferred 
alternative, and issue a Final EIS. GSA 
will consider the Final EIS, along with 
other economic and technical 
considerations, to make a decision on 
the appropriate course for 
improvements at the Andrade Port of 
Entry. 

ADDRESSES: Comments may be 
submitted in writing to: Morris Angell, 
Regional Environmental Quality 
Advisor, GSA, 450 Golden Gate Ave., 
3rd Floor E, San Francisco, CA 94102, or 
via e-mail to Morris.Angell@gsa.gov. 
Oral and written comments may also be 
submitted at the public hearing 
described in the DATES section. 
Requests for copies of the Draft Andrade 
Port of Entry EIS or other matters 
regarding this environmental review 
should be referred to Morris Angell at 
the address above. 

Dated: October 27, 2005. 
Peter G. Stamison, 
Regional Administrator,Public Building 
Service,Pacific Rim Region. 

Dated: October 27, 2005. 
Jeffrey Neely, 
Assistant Regional Administrator,Public 
Building Service,Pacific Rim Region. 
[FR Doc. 05–22428 Filed 11–9–05; 8:45 am] 
BILLING CODE 6820–YF–S 

GENERAL SERVICES 
ADMINISTRATION 

Federal Travel Regulation (FTR), 
Maximum Per Diem Rates for 
California, Colorado, Florida, Georgia, 
Idaho, Illinois, Kansas, Missouri, New 
Jersey, New York, Ohio, Pennsylvania, 
South Carolina, Tennessee, Texas, 
Virginia and Wisconsin 

AGENCY: Office of Governmentwide 
Policy, General Services Administration 
(GSA). 
ACTION: Notice of Per Diem Bulletin 06– 
03, revised continental United States 
(CONUS) per diem rates. 

SUMMARY: The General Services 
Administration (GSA) has reviewed the 
lodging rates of certain locations in the 
States of California, Colorado, Florida, 
Georgia, Idaho, Kansas, Missouri, New 
Jersey, New York, Ohio, Pennsylvania, 
South Carolina, Tennessee, Texas, 
Virginia and Wisconsin and determined 
that they are inadequate. Also, GSA is 
changing the FY 2006 meals and 
incidental expenses rate in Illinois, city 

of Chicago, including Cook and Lake 
Counties, to provide for the 
reimbursement of Federal employees’ 
meals and incidental expenses covered 
by the per diem. The per diems 
prescribed in Bulletin 06–03 may be 
found at http://www.gsa.gov/perdiem. 
DATES: This notice is effective 
November 10, 2005 and applies to travel 
performed on or after November 21, 
2005. 
FOR FURTHER INFORMATION CONTACT: For 
clarification of content, contact Patrick 
McConnell, Office of Governmentwide 
Policy, Travel Management Policy, at 
(202) 501–2362. Please cite FTR Per 
Diem Bulletin 06–03. 
SUPPLEMENTARY INFORMATION: 

A. Background 
After an analysis of the per diem rates 

established for FY 2005 (see the Federal 
Register notices at 70 FR 52100, 
September 1, 2005, and 70 FR 59349, 
October 12, 2005), the per diem rate is 
being changed in the following 
locations: 

State of California 
• Butte County 
State of Colorado 
• El Paso County 
• Summitt County 
State of Florida 
• Broward County 
State of Georgia 
• Glynn County 
State of Idaho 
• Twin Falls County 
State of Illinois 
• Cook and Lake Counties 
State of Kansas 
• Wyandotte and Johnson Counties 
State of Missouri 
• Jackson, Clay, Cass and Platte 

Counties 
State of New Jersey 
• Atlantic and Cape May Counties 
State of New York 
• Erie County 
State of Ohio 
• Franklin County 
• Greene, Darke, and Montgomery 

Counties 
State of Pennsylvania 
• Dauphin County 
• City of Hershey 
State of South Carolina 
• Charleston, Berkeley and Dorchester 

Counties 
State of Tennessee 
• Shelby County 
State of Texas 
• Bexar County 
State of Virginia 
• Albemarle County 
State of Wisconsin 
• Milwaukee County 

B. Procedures 
Per diem rates are published on the 

Internet at www.gsa.gov/perdiem as an 
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FTR Per Diem Bulletin and published in 
the Federal Register on a periodic basis. 
This process ensures timely increases or 
decreases in per diem rates established 
by GSA for Federal employees on 
official travel within CONUS. Notices 
published periodically in the Federal 
Register, such as this one, now 
constitute the only notification of 
revisions in CONUS per diem rates to 
agencies. 

Dated: November 3, 2005. 

Becky Rhodes, 
Deputy Associate Administrator, Office of 
Transportation and Personal Property. 
[FR Doc. 05–22470 Filed 11–9–05; 8:45 am] 

BILLING CODE 6820–14–S 

GENERAL SERVICES 
ADMINISTRATION 

Privacy Act of 1974; Proposed Privacy 
Act System of Records 

AGENCY: General Services 
Administration. 

ACTION: Notice of a system of records 
subject to the Privacy Act of 1974. 

SUMMARY: The General Services 
Administration (GSA) is providing 
notice of the establishment of the record 
system, System for Tracking and 
Administering Real-property (STAR) 
(GSA/PBS–4). The system collects and 
maintains information on individuals 
who lease or receive lease payments for 
buildings leased to the U.S. government. 
System information is used to provide 
contact information and payment 
information for leased buildings. 

DATES: This privacy notification for the 
System for Tracking and Administering 
Real-property (STAR) will become 
effective 30 days after December 12, 
2005 unless comments received on or 
before that date result in a contrary 
determination. 

ADDRESSES: Comments should be 
directed to the STAR Program Manager, 
Systems Development Division (PGAB), 
Office of Technology Capital Asset 
Management, Room 5217, General 
Services Administration, 1800 F Street 
NW, Washington DC, 20405–0001. 

FOR FURTHER INFORMATION CONTACT: GSA 
Privacy Act Officer (CIB), General 
Services Administration, 1800 F Street 
NW, Washington DC 20405; telephone 
(202) 501–1452. 

Dated: November 4, 2005. 
JUNE V. HUBER, 
Director, Office ofInformation Management. 

GSA/PBS–4 
System name: System for Tracking 

and Administering Real-property 
(STAR). 

System location: Electronic records 
are maintained at the GSA Public 
Buildings Service (PBS) Enterprise 
Service Center site. Paper records are 
located in PBS regional and field offices. 
Contact the system manager for 
additional information. 

Categories of individuals covered by 
the system: STAR includes information 
on individuals who are sole proprietors 
who lease property to the Federal 
Government. In addition to sole 
proprietors, individuals who might be 
designated to receive lease payments are 
included. Information on these 
individuals includes their name, contact 
information, and their Taxpayer 
Identification Number (TIN). 

Categories of Records in the System: 
The system maintains an inventory of 
government owned and leased property 
and includes: 

a. Personal information of property 
owners, including sole proprietors who 
are designated as Lessors, or the sole 
proprietor’s designee who is authorized 
to receive payments for the lease, 
designated as Lease Payee. 

b. Internal communications that 
reference the Lessors and Lease Payees. 

Authorities for maintenance of the 
system: 40 U.S.C. Chapters 5, 31, and 
33. 

Purpose: To establish and maintain a 
system for tracking and administering 
leased property. 

Routine uses of the system records, 
including categories of users and their 
purpose for using the system: 

System information may be accessed 
and used by authorized GSA employees 
or contractors in the conduct of official 
duties associated with the tracking and 
administration of leased property. The 
information may be shared with the 
GSA real property management systems 
Rent Estimate, Business Information 
Solution, Occupancy Agreement Tool, 
and Data Gateway. 

Information from this system also may 
be disclosed as a routine use: 

a. In any legal proceeding, where 
pertinent, to which GSA is a party 
before a court or administrative body. 

b. To a Federal, State, local, or foreign 
agency responsible for investigating, 
prosecuting, enforcing, or carrying out a 
statute, rule, regulation, or order when 
GSA becomes aware of a violation or 
potential violation of civil or criminal 
law or regulation. 

c. To duly authorized officials 
engaged in investigating or settling a 
grievance, complaint, or appeal filed by 
an individual who is the subject of the 
record. 

d. To the Office of Personnel 
Management (OPM) and the 
Government Accountability Office 
(GAO) when the information is required 
for evaluation of the program. 

e. To a Member of Congress or his or 
her staff on behalf of and at the request 
of the individual who is the subject of 
the record. 

f. To an expert, consultant, or 
contractor of GSA in the performance of 
a Federal duty to which the information 
is relevant. 

g. To the National Archives and 
Records Administration (NARA) for 
records management purposes. 

Policies and practices for storing, 
retrieving, accessing, retaining, and 
disposing of system records: 

Storage: Information may be collected 
on paper or electronically and may be 
stored on paper or on electronic media, 
as appropriate. Electronic records are 
kept on server hard drives and/or CD 
ROM. 

Retrievability: Records are retrievable 
by a lessor’s or designee’s name and/or 
TIN. 

Safeguards: System records are 
safeguarded in accordance with the 
requirements of the Privacy Act, the 
Computer Security Act, and the STAR 
System Security Plan. Technical, 
administrative, and personnel security 
measures are implemented to ensure 
confidentiality and integrity of the 
system data that is stored, processed, 
and transmitted. Paper records are 
stored in secure cabinets or rooms. 
Electronic records are protected by 
passwords and other appropriate 
security measures. 

Retention and disposal: Disposition 
of records is according to the National 
Archives and Records Administration 
(NARA) guidelines, as set forth in the 
GSA Records Maintenance and 
Disposition System handbooks OAD P 
1820.2A and CIO P 1820.1, and 
authorized GSA records schedules. 

System manager and address: STAR 
Program Manager, Systems 
Development Division (PGAB), Office of 
Technology Capital Asset Management, 
Room 5217, General Services 
Administration, 1800 F Street NW, 
Washington DC 20405–0001. 

Notification procedure: An individual 
may obtain information on whether the 
system contains his or her record by 
addressing a request to the STAR 
Program Manager at the above address. 

Record access procedure: Requests 
from individuals for access to their 
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records should be addressed to the 
STAR Program Manager at the above 
address. 

Contesting record procedures: GSA 
rules for access to systems of records, 
for contesting the contents of systems of 
records, and for appealing initial 
determinations are published in the 
Federal Register, 41 CFR part 105–64. 

Record source categories: Information 
is obtained from individuals who are 
sole proprietor property owners or 
individuals who are designated to 
receive lease payments. 
[FR Doc. 05–22460 Filed 11–9–05; 8:45 am] 
BILLING CODE 6820–34–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Announcement of Anticipated 
Availability of Funds for Family 
Planning Services Grants 

AGENCY: Department of Health and 
Human Services, Office of the Secretary, 
Office of Public Health and Science, 
Office of Population Affairs. 
ACTION: Notice; correction. 

SUMMARY: The Office of Population 
Affairs, OPHS, HHS published a notice 
in the Federal Register of Friday, May 
6, 2005, announcing the anticipated 

availability of funds for family planning 
services grants. This notice contained an 
error. An eligible State/Population/Area 
was not listed as available for 
competition in 2006. This Notice 
corrects the omission of the State of 
Nebraska State/Population/Area as 
competitive in 2006. 

FOR FURTHER INFORMATION CONTACT: 
Susan B. Moskosky, 240–453–2818. 

Correction 

In the Federal Register of May 6, 
2005, FR Doc. 05–9017, on page 24266, 
correct Table I to read: 

TABLE I. 

States/populations/areas to be served 
Approximate 

funding 
available 

Application 
due date 

Approx. 
grant fund-

ing date 

Region I: No service areas competitive in FY 2006 
Region II: No service areas competitive in FY 2006 
Region III: 

Delaware ........................................................................................................................................... $1,062,000 12/1/05 4/1/06 
Pittsburgh, PA ................................................................................................................................... 3,743,000 3/1/06 7/1/06 
Wilkes Barre, PA .............................................................................................................................. 1,588,000 3/1/06 7/1/06 

Region IV: 
Alabama ............................................................................................................................................ 4,768,000 3/1/06 7/1/06 
Florida ............................................................................................................................................... 8,638,000 3/1/06 7/1/06 
Mississippi ........................................................................................................................................ 5,009,000 3/1/06 7/1/06 
North Carolina .................................................................................................................................. 6,483,000 3/1/06 7/1/06 
Miami, Florida ................................................................................................................................... 544,000 6/1/06 9/30/06 

Region V: 
Indiana .............................................................................................................................................. 4,812,000 10/1/05 2/1/06 
Minnesota ......................................................................................................................................... 190,000 5/30/06 9/30/06 
Ohio .................................................................................................................................................. 4,632,000 11/1/05 3/1/06 
Central Ohio ..................................................................................................................................... 701,000 11/1/05 3/1/06 
Ohio, Summit, Portage & Medina Cos. ............................................................................................ 782,000 3/1/06 7/1/06 

Region VI: 
Oklahoma ......................................................................................................................................... 3,681,000 8/1/05 12/1/05 
Eastern Oklahoma, including the Choctaw Nation and the Osage Nation ...................................... 475,000 8/1/05 12/1/05 

Region VII: 
Missouri ............................................................................................................................................ 4,876,000 12/1/05 4/1/06 
Nebraska .......................................................................................................................................... 1,782,000 3/1/06 7/1/06 

Region VIII: No service areas competitive in FY–06. 
Region IX: 

Nevada, Clark County ...................................................................................................................... 923,000 9/1/05 1/1/06 
California, East/Southeast Los Angeles ........................................................................................... 400,000 9/1/05 1/1/06 
Hawaii ............................................................................................................................................... 1,665,000 3/1/06 7/1/06 
Federated States of Micronesia ....................................................................................................... 411,000 3/1/06 7/1/06 

Region X: No service areas competitive in FY 2006 

Dated: November 2, 2005. 

Alma L. Golden, 
Deputy Assistant Secretary for Population 
Affairs. 
[FR Doc. 05–22455 Filed 11–9–05; 8:45 am] 

BILLING CODE 4150–34–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Disease Control and 
Prevention 

[60 Day–06–0587] 

Proposed Data Collections Submitted 
for Public Comment and 
Recommendations 

In compliance with the requirement 
of section 3506(c)(2)(A) of the 
Paperwork Reduction Act of 1995 for 
opportunity for public comment on 

proposed data collection projects, the 
Centers for Disease Control and 
Prevention (CDC) will publish periodic 
summaries of proposed projects. To 
request more information on the 
proposed projects or to obtain a copy of 
the data collection plans and 
instruments, call 404–639–4766 or send 
comments to Seleda Perryman, CDC 
Assistant Reports Clearance Officer, 
1600 Clifton Road, MS–D74, Atlanta, 
GA 30333 or send an e-mail to 
omb@cdc.gov. 

Comments are invited on: (a) Whether 
the proposed collection of information 
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is necessary for the proper performance 
of the functions of the agency, including 
whether the information shall have 
practical utility; (b) the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information; (c) 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collection of information 
on respondents, including through the 
use of automated collection techniques 
or other forms of information 
technology. Written comments should 
be received within 60 days of this 
notice. 

Proposed Project 

Outcome Evaluation of CDC’s Youth 
Media Campaign: Continuation of 
Follow-up Survey—Extension-0920– 
0587—National Center for Chronic 
Disease Prevention and Health 
Promotion (NCCHPHP), Centers for 
Disease Control and Prevention (CDC). 

Background and Brief Description 

In FY 2001, Congress established the 
Youth Media Campaign at the CDC. 
Specifically, the House Appropriations 
language said: ‘‘The Committee believes 
that, if we are to have a positive impact 
on the future health of the American 
population, we must change the 
behaviors of our children and young 
adults by reaching them with important 
health messages.’’ CDC, working in 
collaboration with federal partners, 
continuing to coordinate an effort to 
implement and evaluate a campaign 
designed to clearly communicate 
messages that will help youth develop 
habits that foster good health over a 
lifetime. The campaign has been based 

on principles that have been shown to 
enhance success, including: Designing 
messages based on research; testing 
messages with the intended audiences; 
involving young people in all aspects of 
campaign planning and 
implementation; enlisting the 
involvement and support of parents and 
other influencers; refining the messages 
based on research; and measuring the 
effect of the campaign on the target 
audiences. 

To measure the effect of the campaign 
on the target audiences, CDC has 
conducted an annual survey for parent/ 
tween dyads (Youth Media Campaign’s 
Longitudinal Survey (YMCLS)) that 
assessed aspects of the knowledge, 
attitudes, beliefs, and levels of 
involvement in physical activities of 
tweens (children ages 9–13) and a 
parent or guardian. The baseline survey 
was conducted prior to the launch of the 
campaign from April 8, 2002, through 
June 21, 2002. Follow-up surveys were 
conducted in 2003, 2004, and 2005. The 
methodology was to use a panel design 
and to survey approximately 3000 dyads 
(3120 parents and 3120 tweens) from a 
nationally representative sample. 
Additionally, a survey of parent/tween 
dyads was conducted in six high-dose 
communities at baseline, 2003, 2004, 
and for a portion of the sample in 2005 
(high-dose communities were those in 
which an intensive Youth Media 
Campaign was conducted). The survey 
was conducted using random digit 
dialing. 

The next steps in the measurement of 
effects of the campaign were to collect 
follow-up data one year post baseline 
survey and two years post baseline 
survey. The same panel members 

(minus attrition) of approximately 6000 
parent/tween dyads used in the baseline 
survey—the nationally representative 
sample and the six high-dose 
metropolitan areas—were re-contacted 
to complete a survey that was similar to 
that used at baseline. Items on campaign 
awareness were added to the survey to 
enable segmentation of the respondents 
by awareness of the campaign. The data 
collection was with a total of 
approximately 6000 parent/tween dyads 
in spring 2003 and 6000 parent/tween 
dyads in 2004. Due to lower than 
expected attrition rates, members of the 
national panel were re-contacted in 
2005 to assess the continued impact of 
the campaign. 

Due to the large number of parent/ 
tween dyads in the sample, the 
proposed data collection seeks to add an 
observation five years after baseline for 
a longitudinal data set exploring 
physical activity behaviors for a cohort 
of tweens as they mature. There is no 
other nationally representative data set 
that provides longitudinal data on 
physical activity for youth in this age 
range. The same YMCLS will be used. 
Participants will be contacted by letter 
to tell them of our intent to re-contact 
them. The burden table reflects time for 
an anticipated 3,120 households (the 
number that completed the survey in 
2002) to read the letter and to be re- 
screened by telephone. We anticipate 
2,000 parent/tween dyads will complete 
the survey. The telephone survey will 
be conducted with the same parent/ 
tween dyads as in the national sample 
in 2003. There are no costs to 
respondents other than their time to 
participate in the survey. 

Estimated Annualized Burden: 

Type of respondent Form name Number of re-
spondents 

Number of re-
sponses per 
respondent 

Average 
burden per 
response 
(in hours) 

Response 
burden 

(in hours) 

Parent ............................................... Intro Letter and Screening ............... 3,120 1 3/60 156 
YMCLS Parent Interview .................. 2,000 1 15/60 500 

Tween ............................................... YMCLS Child Interview .................... 2,000 1 15/60 500 

Total ........................................... ........................................................... ........................ ........................ ........................ 1,156 
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Dated: November 4, 2005. 
Betsey S. Dunaway, 
Acting Reports Clearance Officer, Centers for 
Disease Control and Prevention. 
[FR Doc. 05–22440 Filed 11–9–05; 8:45 am] 
BILLING CODE 4163–18–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Disease Control and 
Prevention 

Vaccine Information Statements for 
Influenza Vaccines; Revised 
Instructions for Use of Vaccine 
Information Statements 

AGENCY: Centers for Disease Control and 
Prevention (CDC), Department of Health 
and Human Services (HHS). 
ACTION: Notice. 

SUMMARY: Under the National 
Childhood Vaccine Injury Act (NCVIA) 
(42 U.S.C. 300aa-26), the CDC must 
develop vaccine information materials 
that all health care providers are 
required to give to patients/parents prior 
to administration of specific vaccines. 
On July 28, 2005, CDC published a 
notice in the Federal Register (70 FR 
43694) seeking public comments on 
proposed new vaccine information 
materials for trivalent influenza 
vaccines and hepatitis A vaccines. The 
60 day comment period ended on 
September 26, 2005. Following review 
of the comments submitted and 
consultation as required under the law, 
CDC has finalized the influenza vaccine 
information materials. The final 
influenza materials, and revised 
instructions for their use and for use of 
materials for other covered vaccines, are 
contained in this notice. The final 
hepatitis A vaccine information 
materials will be published later. 
DATES: Beginning no later than January 
1, 2006, each health care provider who 
administers any trivalent influenza 
vaccine to any child or adult in the 
United States shall provide copies of the 
relevant vaccine information materials 
contained in this notice, dated October 
20, 2005, in conformance with the 
November 4, 2005 CDC Instructions for 
the Use of Vaccine Information 
Statements, also contained in this 
notice. 

FOR FURTHER INFORMATION CONTACT: 
Stephen L. Cochi, M.D., M.P.H., Acting 
Director, National Immunization 
Program, Centers for Disease Control 
and Prevention, Mailstop E–05, 1600 
Clifton Road, NE., Atlanta, Georgia 
30333, telephone (404) 639–8200. 

SUPPLEMENTARY INFORMATION: The 
National Childhood Vaccine Injury Act 
of 1986 (Pub. L. 99–660), as amended by 
section 708 of Public Law 103–183, 
added section 2126 to the Public Health 
Service Act. Section 2126, codified at 42 
U.S.C. 300aa–26, requires the Secretary 
of Health and Human Services to 
develop and disseminate vaccine 
information materials for distribution by 
all health care providers in the United 
States to any patient (or to the parent or 
legal representative in the case of a 
child) receiving vaccines covered under 
the National Vaccine Injury 
Compensation Program. 

Development and revision of the 
vaccine information materials, also 
known as Vaccine Information 
Statements (VIS), have been delegated 
by the Secretary to the Centers for 
Disease Control and Prevention (CDC). 
Section 2126 requires that the materials 
be developed, or revised, after notice to 
the public, with a 60-day comment 
period, and in consultation with the 
Advisory Commission on Childhood 
Vaccines, appropriate health care 
provider and parent organizations, and 
the Food and Drug Administration. The 
law also requires that the information 
contained in the materials be based on 
available data and information, be 
presented in understandable terms, and 
include: 

(1) A concise description of the 
benefits of the vaccine, 

(2) A concise description of the risks 
associated with the vaccine, 

(3) A statement of the availability of 
the National Vaccine Injury 
Compensation Program, and 

(4) Such other relevant information as 
may be determined by the Secretary. 

The vaccines initially covered under 
the National Vaccine Injury 
Compensation Program were diphtheria, 
tetanus, pertussis, measles, mumps, 
rubella and poliomyelitis vaccines. 
Since April 15, 1992, any health care 
provider in the United States who 
intends to administer one of these 
covered vaccines is required to provide 
copies of the relevant vaccine 
information materials prior to 
administration of any of these vaccines. 
Since June 1, 1999, health care 
providers are also required to provide 
copies of vaccine information materials 
for the following vaccines that were 
added to the National Vaccine Injury 
Compensation Program: hepatitis B, 
haemophilus influenzae type b (Hib), 
and varicella (chickenpox) vaccines. In 
addition, use of vaccine information 
materials for pneumococcal conjugate 
vaccine has been required since 
December 15, 2002. 

Instructions for use of the vaccine 
information materials and copies of the 
materials can be downloaded in PDF 
format from the CDC Web site at: http:// 
www.cdc.gov/nip/publications/VIS. In 
addition, single camera-ready copies are 
available from State health departments. 
A list of State health department 
contacts for obtaining copies of these 
materials is included in a December 17, 
1999 Federal Register notice (64 FR 
70914). 

New Vaccine Information Materials 

Inactivated Influenza Vaccine 
Information Statement; Live, Intranasal 
Influenza Vaccine Information 
Statement; Hepatitis A Vaccine 
Information Statement 

Following the addition of hepatitis A 
and trivalent influenza vaccines to the 
National Vaccine Injury Compensation 
Program, CDC, as required under 42 
U.S.C. 300aa–26, proposed vaccine 
information materials covering those 
vaccines in a Federal Register notice 
published on July 28, 2005 (70 FR 
43694). In order to have Influenza 
Vaccine Information Statements 
available for voluntary use in the 
current influenza vaccination season, 
the proposed influenza vaccine 
materials were also issued as interim 
VISs through that notice. 

The new vaccine information 
materials referenced in this notice were 
developed in consultation with the 
Advisory Commission on Childhood 
Vaccines, the Food and Drug 
Administration, the American Academy 
of Family Physicians, American 
Academy of Pediatrics, American 
Medical Association, Emory Vaccine 
Research Center, Every Child By Two, 
Immunization Action Coalition and the 
National PTA. Also, CDC sought 
consultation with other organizations; 
however, those organizations did not 
provide comments. 

Following consultation and review of 
comments submitted, the vaccine 
information materials covering trivalent 
influenza vaccines have been finalized 
and are contained in this notice. These 
Vaccine Information Statements, dated 
October 20, 2005, are entitled: 
‘‘Inactivated Influenza Vaccine: What 
You Need to Know’’ and ‘‘Live, 
Intranasal Influenza Vaccine: What You 
Need to Know.’’ CDC has also revised 
the ‘‘Instructions for the Use of Vaccine 
Information Statements.’’ The vaccine 
information materials covering hepatitis 
A vaccine will be finalized and 
published at a later date. 

With publication of this notice, as of 
January 1, 2006, all health care 
providers will be required to provide 

VerDate Aug<31>2005 19:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00070 Fmt 4703 Sfmt 4703 E:\FR\FM\10NON1.SGM 10NON1



68462 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Notices 

copies of influenza vaccine information 
materials prior to immunization in 
conformance with CDC’s November 4, 
2005 ‘‘Instructions for the Use of 
Vaccine Information Statements’’ which 
are contained in this notice. 
* * * * * 

Instructions for the Use of Vaccine 
Information Statements 

Required Use 

1. Provide Vaccine Information 
Statement (VIS) When Vaccination Is 
Given 

As required under the National 
Childhood Vaccine Injury Act (42 U.S.C. 
300aa–26), all health care providers in 
the United States who administer to any 
child or adult any vaccine containing 
diphtheria, tetanus, pertussis, measles, 
mumps, rubella, polio, Haemophilus 
influenzae type b (Hib), hepatitis B, 
trivalent influenza (use of influenza 
VISs required effective January 1, 2006), 
pneumococcal conjugate, or varicella 
(chickenpox) vaccine shall, prior to 
administration of each dose of the 
vaccine, provide a copy to keep of the 
relevant current edition vaccine 
information materials that have been 
produced by the Centers for Disease 
Control and Prevention (CDC): 

• To the parent or legal 
representative* of any child to whom 
the provider intends to administer such 
vaccine, and 

• To any adult to whom the provider 
intends to administer such vaccine. (In 
the case of an incompetent adult, 
relevant VISs shall be provided to the 
individual’s legal representative.* If the 
incompetent adult is living in a long- 
term care facility, all relevant VISs may 
be provided at the time of admission, or 
at the time of consent if later than 
admission, rather than prior to each 
immunization.) 

The materials shall be supplemented 
with visual presentations or oral 
explanations, as appropriate. 

If there is not a single VIS for a 
combination vaccine, use the VISs for 
all component vaccines. 

• A Legal representative is defined as 
a parent or other individual who is 
qualified under State law to consent to 
the immunization of a minor child or 
incompetent adult. 

2. Record information for each VIS 
provided 

Health care providers shall make a 
notation in each patient’s permanent 
medical record at the time vaccine 
information materials are provided 
indicating (1) the edition date of the 
Vaccine Information Statement 

distributed and (2) the date the VIS was 
provided. 

This recordkeeping requirement 
supplements the requirement of 42 
U.S.C. 300aa–25 that all health care 
providers administering these vaccines 
must record in the patient’s permanent 
medical record (or in a permanent office 
log): (3) The name, address and title of 
the individual who administers the 
vaccine, (4) the date of administration 
and (5) the vaccine manufacturer and lot 
number of the vaccine used. 

Applicability of State Law 

Health care providers should consult 
their legal counsel to determine 
additional State requirements pertaining 
to immunization. The Federal 
requirement to provide the vaccine 
information materials supplements any 
applicable State laws. 

Availability of Copies 

Single camera-ready copies of the 
vaccine information materials are 
available from State health departments. 
Copies are also available on the Centers 
for Disease Control and Prevention’s 
Web site at http://www.cdc.gov/nip/ 
publications/VIS. Copies are available 
in English and in other languages. 

Edition Dates of Current VISs 

Diphtheria, Tetanus, Pertussis (DTaP/ 
DT): July 30, 2001. 

Haemophilus influenzae type b (Hib): 
December 16, 1998. 

Hepatitis B: July 11, 2001. 
Inactivated Influenza: October 20, 

2005. 
Live, Intranasal Influenza: October 20, 

2005. 
Measles, Mumps, Rubella (MMR): 

January 15, 2003. 
Pneumococcal conjugate: September 

30, 2002. 
Polio: January 1, 2000. 
Tetanus Diphtheria (Td): June 10, 

1994. 
Varicella (chickenpox): December 16, 

1998. 
Reference 42 U.S.C. 300aa–26: November 4, 
2005. 

* * * * * 

Inactivated Influenza Vaccine 
Information Statement 

Inactivated Influenza Vaccine: What 
You Need To Know 

1. Why get vaccinated? 

Influenza (‘‘flu’’) is a very contagious 
disease. 

It is caused by the influenza virus, 
which spreads from infected persons to 
the nose or throat of others. 

Other illnesses can have the same 
symptoms and are often mistaken for 

influenza. But only an illness caused by 
the influenza virus is really influenza. 

Anyone can get influenza. For most 
people, it lasts only a few days. It can 
cause: 

• Fever • Sore throat • Chills 
• Fatigue • Cough • Headache 
• Muscle aches. 

Some people get much sicker. 
Influenza can lead to pneumonia and 
can be dangerous for people with heart 
or breathing conditions. It can cause 
high fever and seizures in children. 
Influenza kills about 36,000 people each 
year in the United States, mostly among 
the elderly. 

Influenza vaccine can prevent 
influenza. 

2. Inactivated influenza vaccine. 

There are two types of influenza 
vaccine: 

An inactivated (killed) vaccine, given 
as a shot, has been used in the United 
States for many years. 

A live, weakened vaccine was 
licensed in 2003. It is sprayed into the 
nostrils. This vaccine is described in a 
separate Vaccine Information Statement. 

Influenza viruses are constantly 
changing. Therefore, influenza vaccines 
are updated every year, and an annual 
vaccination is recommended. 

For most people influenza vaccine 
prevents serious illness caused by the 
influenza virus. It will not prevent 
‘‘influenza-like’’ illnesses caused by 
other viruses. 

It takes about 2 weeks for protection 
to develop after the shot, and protection 
can last up to a year. 

Inactivated influenza vaccine may be 
given at the same time as other vaccines, 
including pneumococcal vaccine. 

Some inactivated influenza vaccine 
contains thimerosal, a preservative that 
contains mercury. Some people believe 
thimerosal may be related to 
developmental problems in children. In 
2004 the Institute of Medicine 
published a report concluding that, 
based on scientific studies, there is no 
evidence of such a relationship. If you 
are concerned about thimerosal, ask 
your doctor about thimerosal-free 
influenza vaccine. 

3. Who should get inactivated influenza 
vaccine? 

Influenza vaccine can be given to 
people 6 months of age and older. It is 
recommended for people who are at risk 
of serious influenza or its 
complications, and for people who can 
spread influenza to those at high risk 
(including all household members): 

People at high risk for complications 
from influenza: 

• All children 6–23 months of age. 
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• People 65 years of age and older. 
• Residents of long-term care 

facilities housing persons with chronic 
medical conditions. 

• People who have long-term health 
problems with: 
—Heart disease 
—Lung disease 
—Asthma 
—Kidney disease 
—Metabolic disease, such as diabetes 
—Anemia, and other blood disorders 

• People with certain muscle or nerve 
disorders (such as seizure disorders or 
severe cerebral palsy) that can lead to 
breathing or swallowing problems. 

• People with a weakened immune 
system due to: 
—HIV/AIDS or other diseases affecting 

the immune system. 
—Long-term treatment with drugs such 

as steroids. 
—Cancer treatment with x-rays or drugs. 

• People 6 months to 18 years of age 
on long-term aspirin treatment (these 
people could develop Reye Syndrome if 
they got influenza). 

• Women who will be pregnant 
during influenza season. 

People who can spread influenza to 
those at high risk: 

• Household contacts and out-of- 
home caretakers of infants from 0–23 
months of age. 

• Physicians, nurses, family 
members, or anyone else in close 
contact with people at risk of serious 
influenza. 

Influenza vaccine is also 
recommended for adults 50–64 years of 
age and anyone else who wants to 
reduce their chance of catching 
influenza. 

An annual flu shot should be 
considered for: 

• People who provide essential 
community services. 

• People living in dormitories or 
under other crowded conditions, to 
prevent outbreaks. 

• People at high risk of influenza 
complications who travel to the 
Southern hemisphere between April 
and September, or to the tropics or in 
organized tourist groups at any time. 

4. When should I get influenza vaccine? 

The best time to get influenza vaccine 
is in October or November. 

Influenza season usually peaks in 
February, but it can peak any time from 
November through May. So getting the 
vaccine in December, or even later, can 
be beneficial in most years. 

Some people should get their flu shot 
in October or earlier: 
—People 50 years of age and older, 
—Younger people at high risk from 

influenza and its complications 

(including children 6 through 23 
months of age), 

—Household contacts of people at high 
risk, 

—Healthcare workers, and 
—Children younger than 9 years of age 

getting influenza vaccine for the first 
time. 
Most people need one flu shot each 

year. Children younger than 9 years of 
age getting influenza vaccine for the first 
time should get 2 doses, given at least 
one month apart. 

5. Some people should talk with a 
doctor before getting influenza vaccine. 

Some people should not get 
inactivated influenza vaccine or should 
wait before getting it. 

• Tell your doctor if you have any 
severe (life-threatening) allergies. 
Allergic reactions to influenza vaccine 
are rare. 
—Influenza vaccine virus is grown in 

eggs. People with a severe egg allergy 
should not get the vaccine. 

—A severe allergy to any vaccine 
component is also a reason to not get 
the vaccine. 

—If you have had a severe reaction after 
a previous dose of influenza vaccine, 
tell your doctor. 
• Tell your doctor if you ever had 

Guillain-Barré Syndrome (a severe 
paralytic illness, also called GBS). You 
may be able to get the vaccine, but your 
doctor should help you make the 
decision. 

• People who are moderately or 
severely ill should usually wait until 
they recover before getting flu vaccine. 
If you are ill, talk to your doctor or 
nurse about whether to reschedule the 
vaccination. People with a mild illness 
can usually get the vaccine. 

6. What are the risks from inactivated 
influenza vaccine? 

A vaccine, like any medicine, could 
possibly cause serious problems, such 
as severe allergic reactions. The risk of 
a vaccine causing serious harm, or 
death, is extremely small. 

Serious problems from influenza 
vaccine are very rare. The viruses in 
inactivated influenza vaccine have been 
killed, so you cannot get influenza from 
the vaccine. 

Mild problems: 
• Soreness, redness, or swelling 

where the shot was given. 
• Fever. 
• Aches. 
If these problems occur, they usually 

begin soon after the shot and last 1–2 
days. 

Severe problems: 
• Life-threatening allergic reactions 

from vaccines are very rare. If they do 

occur, it is within a few minutes to a 
few hours after the shot. 

• In 1976, a certain type of influenza 
(swine flu) vaccine was associated with 
Guillain-Barré Syndrome (GBS). Since 
then, flu vaccines have not been clearly 
linked to GBS. However, if there is a 
risk of GBS from current flu vaccines, it 
would be no more than 1 or 2 cases per 
million people vaccinated. This is much 
lower than the risk of severe influenza, 
which can be prevented by vaccination. 

7. What if there is a severe reaction? 

What should I look for? 
• Any unusual condition, such as a 

high fever or behavior changes. Signs of 
a serious allergic reaction can include 
difficulty breathing, hoarseness or 
wheezing, hives, paleness, weakness, a 
fast heart beat or dizziness. 

What should I do? 
• Call a doctor, or get the person to 

a doctor right away. 
• Tell your doctor what happened, 

the date and time it happened, and 
when the vaccination was given. 

• Ask your doctor, nurse, or health 
department to report the reaction by 
filing a Vaccine Adverse Event 
Reporting System (VAERS) form. 

Or you can file this report through the 
VAERS Web site at http:// 
www.vaers.hhs.gov, or by calling 1–800– 
822–7967. VAERS does not provide 
medical advice. 

8. The National Vaccine Injury 
Compensation Program 

In the event that you or your child has 
a serious reaction to a vaccine, a federal 
program has been created to help pay 
for the care of those who have been 
harmed. 

For details about the National Vaccine 
Injury Compensation Program, call 1– 
800–338–2382 or visit their Web site at 
http://www.hrsa.gov/osp/vicp. 

9. How can I learn more? 

• Ask your immunization provider. 
They can give you the vaccine package 
insert or suggest other sources of 
information. 

• Call your local or state health 
department. 

• Contact the Centers for Disease 
Control and Prevention (CDC): 
—Call 1–800–232–4636 (1–800–CDC– 

INFO) 
—Visit CDC’s Web site at http:// 

www.cdc.gov/flu. 
—Vaccine Information Statement. 
—(October 20, 2005) Inactivated 

Influenza Vaccine. 
42 U.S.C. 300aa–26. 

Department of Health and Human 
Services, Centers for Disease Control 
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and Prevention, National Immunization 
Program. 
* * * * * 

Live, Intranasal Influenza Vaccine 
Information Statement 

Live Intranasal Influenza Vaccine: What 
You Need to Know 

1. Why get vaccinated? 
Influenza (‘‘flu’’) is a very contagious 

disease. 
It is caused by the influenza virus, 

which spreads from infected persons to 
the nose or throat of others. 

Other illnesses can have the same 
symptoms and are often mistaken for 
influenza. But only an illness caused by 
the influenza virus is really influenza. 

Anyone can get influenza, but rates of 
infection are highest among children. 
For most people, it lasts only a few 
days. It can cause: 

• Fever 
• Sore throat 
• Chills 
• Fatigue 
• Cough 
• Headache 
• Muscle aches 
Some people get much sicker. 

Influenza can lead to pneumonia and 
can be dangerous for people with heart 
or breathing conditions. It can cause 
high fever and seizures in children. 
Influenza kills about 36,000 people each 
year in the United States. 

Influenza vaccine can prevent 
influenza. 

2. Live, attenuated influenza vaccine 
(nasal spray) 

There are two types of influenza 
vaccine: 

Live, attenuated influenza vaccine 
(LAIV) was licensed in 2003. LAIV 
contains live but attenuated (weakened) 
influenza virus. It is sprayed into the 
nostrils rather than injected into the 
muscle. It is recommended for healthy 
children and adults from 5 through 49 
years of age, who are not pregnant. 

Inactivated influenza vaccine, 
sometimes called the ‘‘flu shot,’’ has 
been used for many years and is given 
by injection. This vaccine is described 
in a separate Vaccine Information 
Statement. 

Influenza viruses are constantly 
changing. Therefore, influenza vaccines 
are updated every year, and annual 
vaccination is recommended. 

For most people influenza vaccine 
prevents serious illness caused by the 
influenza virus. It will not prevent 
‘‘influenza-like’’ illnesses caused by 
other viruses. 

It takes about 2 weeks for protection 
to develop after vaccination, and 
protection can last up to a year. 

3. Who can get LAIV? 

Live, intranasal influenza vaccine is 
approved for healthy children and 
adults from 5 through 49 years of age, 
including those who can spread 
influenza to people at high risk, such as: 

• Household contacts and out-of- 
home caretakers of infants from 0–23 
months of age. 

• Physicians and nurses, and family 
members or anyone else in close contact 
with people at risk of serious influenza. 

Influenza vaccine is also 
recommended for anyone else who 
wants to reduce their chance of catching 
influenza. 

LAIV may be considered for: 
• People who provide essential 

community services. 
• People living in dormitories or 

under other crowded conditions, to 
prevent outbreaks. 

4. Who should not get LAIV? 

LAIV is not licensed for everyone. 
The following people should check with 
their health-care provider about getting 
the inactivated vaccine: 

• Adults 50 years of age or older or 
children younger than 5. 

• People who have long-term health 
problems with: 
—Heart disease 
—Lung disease 
—Asthma 
—Kidney disease 
—Metabolic disease, such as diabetes 
—Anemia, and other blood disorders 

• People with a weakened immune 
system. 

• Children or adolescents on long- 
term aspirin treatment. 

• Pregnant women. 
• Anyone with a history of Guillain- 

Barré syndrome (a severe paralytic 
illness, also called GBS). 

Inactivated influenza vaccine (the flu 
shot) is the preferred vaccine for people 
(including health-care workers and 
family members) coming in close 
contact with anyone who has a severely 
weakened immune system (that is, 
anyone who requires care in a protected 
environment). 

Some people should talk with a 
doctor before getting either influenza 
vaccine: 

• Anyone who has ever had a serious 
allergic reaction to eggs or to a previous 
dose of influenza vaccine. 

• People who are moderately or 
severely ill should usually wait until 
they recover before getting flu vaccine. 
If you are ill, talk to your doctor or 
nurse about whether to reschedule the 
vaccination. People with a mild illness 
can usually get the vaccine. 

5. When should I get influenza vaccine? 

The best time to get influenza vaccine 
is in October or November, but LAIV 
may be given as soon as it is available. 
Influenza season usually peaks in 
February, but it can peak any time from 
November through May. So getting the 
vaccine in December, or even later, can 
be beneficial in most years. 

Most people need one dose of 
influenza vaccine each year. Children 
younger than 9 years of age getting 
influenza vaccine for the first time 
should get 2 doses For LAIV, these 
doses should be given 6–10 weeks apart. 

LAIV may be given at the same time 
as other vaccines. 

6. What are the risks from LAIV? 

A vaccine, like any medicine, could 
possibly cause serious problems, such 
as severe allergic reactions. However, 
the risk of a vaccine causing serious 
harm, or death, is extremely small. 

Live influenza vaccine viruses rarely 
spread from person to person. Even if 
they do, they are not likely to cause 
illness. 

LAIV is made from weakened virus 
and does not cause influenza. The 
vaccine can cause mild symptoms in 
people who get it (see below). 

Mild problems: 
Some children and adolescents 5–17 

years of age have reported mild 
reactions, including: 

• Runny nose, nasal congestion or 
cough. 

• Headache and muscle aches. 
• Fever. 
• Abdominal pain or occasional 

vomiting or diarrhea. 
Some adults 18–49 years of age have 

reported: 
• Runny nose or nasal congestion. 
• Sore throat. 
• Cough, chills, tiredness/weakness. 
• Headache. 
These symptoms did not last long and 

went away on their own. Although they 
can occur after vaccination, they may 
not have been caused by the vaccine. 

Severe problems: 
• Life-threatening allergic reactions 

from vaccines are very rare. If they do 
occur, it is within a few minutes to a 
few hours after the vaccination. 

• If rare reactions occur with any new 
product, they may not be identified 
until thousands, or millions, of people 
have used it. Over two million doses of 
LAIV have been distributed since it was 
licensed, and no serious problems have 
been identified. Like all vaccines, LAIV 
will continue to be monitored for 
unusual or severe problems. 

7. What if there is a severe reaction? 

What should I look for? 
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• Any unusual condition, such as a 
high fever or behavior changes. Signs of 
a serious allergic reaction can include 
difficulty breathing, hoarseness or 
wheezing, hives, paleness, weakness, a 
fast heart beat or dizziness. 

What should I do? 
• Call a doctor, or get the person to 

a doctor right away. 
• Tell your doctor what happened, 

the date and time it happened, and 
when the vaccination was given. 

• Ask your doctor, nurse, or health 
department to report the reaction by 
filing a Vaccine Adverse Event 
Reporting System (VAERS) form. 

Or you can file this report through the 
VAERS Web site at http:// 
www.vaers.hhs.gov, or by calling 1–800– 
822–7967. 

VAERS does not provide medical 
advice. 

8. The National Vaccine Injury 
Compensation Program 

In the event that you or your child has 
a serious reaction to a vaccine, a Federal 
program has been created to help pay 
for the care of those who have been 
harmed. 

For details about the National Vaccine 
Injury Compensation Program, call 1– 
800–338–2382 or visit their Web site at 
http://www.hrsa.gov/osp/vicp. 

9. How can I learn more? 

• Ask your immunization provider. 
They can give you the vaccine package 
insert or suggest other sources of 
information. 

• Call your local or state health 
department. 

• Contact the Centers for Disease 
Control and Prevention (CDC): 

—Call 1–800–232–4636 (1–800–CDC– 
INFO). 

—Visit CDC’s Web site at http:// 
www.cdc.gov/flu. 

—Vaccine Information Statement. 
—Live, Attenuated Influenza Vaccine. 

(October 20, 2005) 

42 U.S.C. 300aa–26. 

Department of Health and Human Services, 
Centers for Disease Control and Prevention, 
National Immunization Program. 

Dated: November 4, 2005. 

James D. Seligman, 
Associate Director for Program Services, 
Centers for Disease Control and Prevention. 
[FR Doc. 05–22441 Filed 11–9–05; 8:45 am] 

BILLING CODE 4163–18–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. 2001D–0281] 

Medical Devices: A Pilot Program to 
Evaluate a Proposed Globally 
Harmonized Alternative for Premarket 
Procedures; Guidance for Industry and 
FDA Staff; Availability 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of a guidance entitled ‘‘A 
Pilot Program to Evaluate a Proposed 
Globally Harmonized Alternative for 
Premarket Procedures; Guidance for 
Industry and FDA Staff.’’ The revised 
guidance extends the voluntary pilot 
premarket review program Summary 
Technical Documentation (STED pilot) 
until we have received an adequate 
number of submissions to evaluate the 
STED pilot. The pilot program is 
intended for evaluating the utility of an 
alternative submission procedure. 
DATES: Submit written or electronic 
comments on the guidance at any time. 

ADDRESSES: Submit written requests for 
single copies on a 3.5’’ diskette of the 
guidance document entitled ‘‘A Pilot 
Program to Evaluate a Proposed 
Globally Harmonized Alternative for 
Premarket Procedures; Guidance for 
Industry and FDA Staff’’ to the Division 
of Small Manufacturers, International, 
and Consumer Assistance (HFZ–220), 
Center for Devices and Radiological 
Health, Food and Drug Administration, 
1350 Piccard Dr., Rockville, MD 20850. 
Send one self-addressed adhesive label 
to assist that office in processing your 
request, or fax your request to 301–443– 
8818. See SUPPLEMENTARY INFORMATION 
section for information on electronic 
access to the guidance. 

Submit written comments concerning 
this guidance to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Submit 
electronic comments to http:// 
www.fda.gov/dockets/ecomments. 
Identify comments with the docket 
number found in brackets in the 
heading of this document. 
FOR FURTHER INFORMATION CONTACT: 
Harry R. Sauberman, Center for Devices 
and Radiological Health (HFZ–480), 
Food and Drug Administration, 9200 
Corporate Blvd., Rockville, MD 20850, 
301–443–4879, or Kenneth J. Cavanaugh 
Jr., Center for Devices and Radiological 

Health (HFZ–450), Food and Drug 
Administration, 9200 Corporate Blvd., 
Rockville, MD 20850, 301–443–8517. 
SUPPLEMENTARY INFORMATION: 

I. Background 
In the Federal Register of June 26, 

2003 (68 FR 38068), FDA announced the 
availability of a guidance document 
entitled ‘‘A Pilot Program to Evaluate a 
Proposed Globally Harmonized 
Alternative for Premarket Procedures; 
Guidance for Industry and FDA Staff.’’ 
The guidance document announced a 
pilot program for a premarket review 
program and encouraged participation 
from the medical device industry. The 
pilot program is intended to evaluate 
the utility of an alternative submission 
procedure as described in the draft 
STED document prepared by Study 
Group 1 of the Global Harmonization 
Task Force (GHTF). The document seeks 
to harmonize the different requirements 
for premarket submissions in various 
countries. 

The June 26, 2003, guidance and 
notice of availability announced that the 
pilot program would be in effect for 1 
year from the date of publication of the 
notice of availability. In the Federal 
Register of July 23, 2004 (69 FR 44040), 
the pilot program was subsequently 
extended until June 25, 2005. FDA has 
received no comments on the guidance 
issued on June 26, 2003, or the updated 
version published on July 23, 2004. In 
this revised guidance, FDA is extending 
the pilot program until we have 
received a sufficient number of 
submissions to evaluate the pilot 
program. In addition, FDA is updating 
the contact information and the 
references to the GHTF documents, 
along with other minor editorial 
changes. The FDA guidance document 
is intended to assist the medical device 
industry in making submissions to FDA 
that use a proposed internationally 
harmonized format and content for 
premarket submissions, e.g., premarket 
approval applications and 510(k) 
submissions in the United States. The 
revised guidance is a level 2 guidance 
under FDA’s good guidance practices 
(GGPs) regulation (21 CFR 10.115). FDA 
made the guidance available on its Web 
site at http://www.fda.gov/cdrh/ode/ 
guidance/1347.html. 

The GHTF is a voluntary group 
comprised of medical device regulatory 
officials and industry representatives 
from the United States, Canada, 
Australia, the European Union, and 
Japan. The goals of the GHTF include 
the following items: (1) Encourage 
convergence in regulatory practices with 
respect to ensuring the safety, 
effectiveness, performance, and quality 
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of medical devices; (2) promote 
technological innovation; and (3) 
facilitate international trade. GHTF 
provides further information concerning 
the structure, goals, and procedures at 
the GHTF Web site and can be accessed 
at http://ghtf.org. 

II. Significance of Guidance 
This guidance is being issued 

consistent with FDA’s Good Guidance 
Practice (GGP) regulation (21 CFR 
10.115). The guidance represents the 
agency’s current thinking on the GHTF 
recommendations as related to 
premarket submission to FDA. It does 
not create or confer any rights for or on 
any person and does not operate to bind 
FDA or the public. An alternative 
approach may be used if such approach 
satisfies the requirements of the 
applicable statute and regulations. 

III. Electronic Access 
To receive a copy of ‘‘A Pilot Program 

to Evaluate a Proposed Globally 
Harmonized Alternative for Premarket 
Procedures; Guidance for Industry and 
FDA Staff,’’ by fax call CDRH Facts-On- 
Demand system at 800–899–0381 or 
301–827–0111 from a touch-tone 
telephone. Press 1 to enter the system. 
At the second voice prompt press 1 to 
order a document. Enter the document 
number (1347) followed by the pound 
sign #. Follow the remaining voice 
prompts to complete your request. 

To receive ‘‘A Pilot Program to 
Evaluate a Proposed Globally 
Harmonised Alternative for Premarket 
Procedures; Guidance for Industry and 
FDA Staff,’’ you may either send a fax 
request to 301–443–8818 to receive a 
hard copy of the document, or send an 
e-mail request to gwa@cdrh.fda.gov to 
receive a hard copy or an electronic 
copy. Please use the document number 
1347 to identify the guidance you are 
requesting. 

Persons interested in obtaining a copy 
of the guidance may also do so by using 
the Internet. CDRH maintains an entry 
on the Internet for easy access to 
information including text, graphics, 
and files that may be downloaded to a 
personal computer with Internet access. 
Updated on a regular basis, the CDRH 
home page includes: Device safety 
alerts, Federal Register reprints, 
information on premarket submissions 
(including lists of approved applications 
and manufacturers’ addresses), small 
manufacturer’s, information on video 
conferencing, and electronic 
submissions, Mammography Matters, 
and other device-related information. 
The CDRH web site home page may be 
accessed at http://www.fda.gov/cdrh. A 
search capability for all CDRH guidance 

documents is available at http:// 
www.fda.gov/cdrh/guidance.html. 
Guidance documents are also available 
on the Division of Dockets Management 
Internet site at http://www.fda.gov/ 
ohrms/dockets. 

IV. Comments 

Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES) written or electronic 
comments regarding this document. 
Submit a single copy of electronic 
comments or two paper copies of any 
mailed comments, except that 
individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Comments 
received may be seen in the Division of 
Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: November 2, 2005. 

Jeffrey Shuren, 
Assistant Commissioner for Policy. 
[FR Doc. 05–22387 Filed 11–9–05; 8:45 am] 

BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Office of Inspector General 

Program Exclusions: October 2005 

AGENCY: Office of Inspector General, 
HHS. 

ACTION: Notice of program exclusions. 

During the month of October 2005, 
the HHS Office of Inspector General 
imposed exclusions in the cases set 
forth below. When an exclusion is 
imposed, no program payment is made 
to anyone for any items or services 
(other than an emergency item or 
service not provided in a hospital 
emergency room) furnished, ordered or 
prescribed by an excluded party under 
the Medicare, Medicaid, and all Federal 
Health Care programs. In addition, no 
program payment is made to any 
business or facility, e.g., a hospital, that 
submits bills for payment for items or 
services provided by an excluded party. 
Program beneficiaries remain free to 
decide for themselves whether they will 
continue to use the services of an 
excluded party even though no program 
payments will be made for items and 
services provided by that excluded 
party. The exclusions have national 
effect and also apply to all Executive 
Branch procurement and non- 
procurement programs and activities. 

Subject name/address Effective 
date 

PROGRAM-RELATED CONVICTIONS 

ADAIR, KARISTA ..................... 11/20/2005 
LEWISBURG, TN 

AUSTIN, HOWARD .................. 11/20/2005 
OAKDALE, LA 

BAILEY, LAWRENCE ............... 11/20/2005 
SHREVEPORT, LA 

BESAW NALEN, KIMBERLY ... 11/20/2005 
MANCHESTER, NH 

BLACK, ANTONIA .................... 11/20/2005 
FLINT, TX 

CONVENIENT DENTAL CARE 
CENTER, PC ........................ 11/20/2005 
OKEMOS, MI 

DE LA CRUZ, ALFONSO ......... 11/20/2005 
LOS ANGELES, CA 

ERLICH, RUSSELL .................. 11/20/2005 
BROOKLYN, NY 

FLORES, SILVIA ...................... 11/20/2005 
ONTARIO, CA 

GARCIA, ROSEMARIE ............ 11/20/2005 
SAN DIEGO, CA 

HAMILTON BENNETT, 
MAISHA ................................ 11/20/2005 
CHICAGO, IL 

HAWKINS, KIMBERLY ............. 11/20/2005 
SHAKOPEE, MN 

HERNANDEZ, KAREN ............. 11/20/2005 
OKLAHOMA CITY, OK 

KATZ, RONALD ....................... 11/20/2005 
OTISVILLE, NY 

KEMMETT, BARBARA ............. 11/20/2005 
BRIDGEWATER, MA 

KUBRICKY, MARK ................... 11/20/2005 
OGDEN, UT 

LAKHTER, ALEXANDER ......... 11/20/2005 
E STROUDSBURG, PA 

LEBEL, ALEXANDER ............... 11/20/2005 
BROOKLYN, NY 

LEEDS, LORI ........................... 11/20/2005 
SHAKOPEE, MN 

LITTLE, MARK ......................... 11/20/2005 
ANTHONY, TX 

MALVAREZ, NORBERTO ........ 11/20/2005 
MIAMI, FL 

MARTINEZ, CESAR ................. 11/20/2005 
MIAMI, FL 

MORAN, PAT ........................... 11/20/2005 
WICHITA FALLS, TX 

SHUMATE, TAMMY ................. 11/20/2005 
LOUISVILLE, KY 

UTUK, BECALO ....................... 11/20/2005 
BRYAN, TX 

VU, PHOUA .............................. 11/20/2005 
SAN DIEGO, CA 

WALLACE, SHIRLEY ............... 11/20/2005 
JONESBORO, AR 

WILLIAMS-WRIGHT, MYRA .... 11/20/2005 
MIAMI, FL 

FELONY CONVICTION FOR HEALTH CARE 
FRAUD 

CHAVEZ, WILLIAM .................. 11/20/2005 
MIAMI, FL 

GONZALEZ, DUVIEL ............... 11/20/2005 
MIAMI, FL 

GORRIN, EDDY ....................... 11/20/2005 
MIAMI, FL 

KRZYS, PENNY ....................... 11/20/2005 
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Subject name/address Effective 
date 

ASHTABULA, OH 

FELONY CONTROL SUBSTANCE 
CONVICTION 

BROWN, MARY ....................... 11/20/2005 
MARICOPA, AZ 

CASTAGNETTI, LEINA ............ 11/20/2005 
HILO, HI 

GUY, CRYSTAL ....................... 11/20/2005 
COLUMBIA, MS 

ILIADES, EMMANUEL ............. 11/20/2005 
CENTERVILLE, MA 

MASCOLO, JOSEPHINE ......... 11/20/2005 
ELMWOOD PARK, NJ 

MEHTA, DONNA ...................... 11/20/2005 
CHATTANOOGA, TN 

THATCHER, GILIE ................... 11/20/2005 
CHARLOTTESVILLE, VA 

WELCH, PAUL ......................... 11/20/2005 
EDGEFIELD, SC 

PATIENT ABUSE/NEGLECT CONVICTIONS 

ACKLEY, CHRISTINE .............. 11/20/2005 
CANON CITY, CO 

BEDDIE, ELIZABETH ............... 11/20/2005 
BURLINGTON, VT 

COLBY, DEBORAH .................. 11/20/2005 
EAST PROVIDENCE, RI 

COOK, SHANNON ................... 11/20/2005 
FRESNO, CA 

CRUZ, EVELYN ....................... 11/20/2005 
BROOKLYN, NY 

HALLMARK NURSING CEN-
TER, INC ............................... 11/20/2005 
SCHENECTADY, NY 

MANLAPAZ, CARLOS ............. 11/20/2005 
CERRITOS, CA 

PRIMO, ROFINO ...................... 11/20/2005 
LONDON, OH 

SANDY, ANJI ........................... 11/20/2005 
MCLOUD, OK 

YOUNG, LAKEYSHA ............... 11/20/2005 
MONTGOMERY, AL 

CONVICTION FOR HEALTH CARE FRAUD 

BROWNING, MISTY ................ 11/20/2005 
WALLKER, LA 

JUNKINS, MICHELLE .............. 11/20/2005 
HAMPTON, ME 

SPOTWOOD, JEFFREY .......... 11/20/2005 
VERNON, TX 

LICENSE REVOCATION/SUSPENSION/ 
SURRENDERED 

ABBINANTE, ROBIN ................ 11/20/2005 
MADISON, AL 

ALOISI, MARTHA ..................... 11/20/2005 
WORCESTER, MA 

ANDREWS, TRACIE ................ 11/20/2005 
ORMOND BEACH, FL 

BAIRD, TIMOTHY .................... 11/20/2005 
PARKERS LAKE, KY 

BILODEAU, JOHN .................... 11/20/2005 
HOOKSETT, NH 

BRINSER, STACEY ................. 11/20/2005 
PINETOP, AZ 

CARTER, BRENDA .................. 11/20/2005 
HOOVER, AL 

CAUDILL, TAMMY ................... 11/20/2005 

Subject name/address Effective 
date 

FLATWOODS, KY 
CAVANAUGH, TRACIE ............ 11/20/2005 

RENSSELAER, NY 
CHAN, DENNIS ........................ 11/20/2005 

SACRAMENTO, CA 
CLAYTON, MICHELLE ............. 11/20/2005 

VERNON, VT 
COLBY, JULIE .......................... 11/20/2005 

BYFIELD, MA 
CORBETT, KELLY ................... 11/20/2005 

LAGUNA BEACH, CA 
CUNNINGHAM, RICHARD ...... 11/20/2005 

DAPHNE, AL 
DAVIS, LACIANA ..................... 11/20/2005 

METAIRIE, LA 
DENHALTER, MARY ............... 11/20/2005 

CLEARFIELD, UT 
DENTON, TAMMY ................... 11/20/2005 

MORTON, MS 
DINKINS, LINDA ...................... 11/20/2005 

JACKSONVILLE, FL 
DOVE, LAURA ......................... 11/20/2005 

SHREVEPORT, LA 
DUBRULE, ROSAIRE .............. 11/20/2005 

TIPTONVILLE, TN 
ECKLUND, DAN ....................... 11/20/2005 

SILVERHILL, AL 
FARCHIONE, LOUIS ................ 11/20/2005 

PITTSFORD, NY 
FENSKE, JOANA ..................... 11/20/2005 

TUCSON, AZ 
FLOYD, AMANDA .................... 11/20/2005 

MARIETTA, MS 
FRANKS, SUSANN .................. 11/20/2005 

TOWN CREEK, AL 
GIRARDI, DEBORAH ............... 11/20/2005 

NAPLES, FL 
GIROUARD, MARGARET ........ 11/20/2005 

BEDFORD, MA 
GOEPP, JULIUS ...................... 11/20/2005 

ROCHESTER, NY 
GOODLUCK-JONES, KANDY 11/20/2005 

PHOENIX, AZ 
GULLEDGE, WILLIAM ............. 11/20/2005 

MOUNDVILLE, AL 
HANSON, ROBIN ..................... 11/20/2005 

LOGANSPORT, LA 
HARRIS, KANDY ...................... 11/20/2005 

MAYFIELD, KY 
HAVARD, REBA ....................... 11/20/2005 

MOBILE, AL 
HOLLAND, ANNISSA ............... 11/20/2005 

MILLRY, AL 
JOHNSON, ROSIE ................... 11/20/2005 

HATTIESBURG, MS 
JONES, CINDY ........................ 11/20/2005 

LONE WOLF, OK 
KASH, CONNIE ........................ 11/20/2005 

CAMPTON, KY 
KINCHEN, STACEY ................. 11/20/2005 

NEW BERLIN, WI 
KROL, GERALD ....................... 11/20/2005 

EVERGREEN PARK, IL 
LANDRUM, DEBORAH ............ 11/20/2005 

FT MYERS, FL 
LONGWOOD MASSAGE AND 

TANNING STUDIO ............... 11/20/2005 
LONGWOOD, FL 

LOPEZ, LISA ............................ 11/20/2005 
WILDWOOD, FL 

MABE, MARY ........................... 11/20/2005 
LAKE FOREST, CA 

MACKEY, CHARLOTTE ........... 11/20/2005 

Subject name/address Effective 
date 

WEST HOLLYWOOD, CA 
MAESTRE, NANCY .................. 11/20/2005 

KEYSTONE HEIGHTS, FL 
MARRON, TIMOTHY ............... 11/20/2005 

APACHE JUNCTION, AZ 
MARTIN, ELIZABETH .............. 11/20/2005 

DOTHAN, AL 
MARTINEZ, SYNTHIA .............. 11/20/2005 

TYLER, TX 
MCBRIDE, MARGO ................. 11/20/2005 

ANNAPOLIS, MD 
MCCALL, STEVEN ................... 11/20/2005 

GOODYEAR, AZ 
MCCOY, TIERRA ..................... 11/20/2005 

RICHMOND, VA 
MCGEOGHEAN, ANTOINETTE 11/20/2005 

GILFORD, NH 
MCHUGH, LAURA ................... 11/20/2005 

CHELMSFORD, MA 
MCMAHON, KATHY ................. 11/20/2005 

MOSA POINT, MS 
MIRANNE, CHRISTOPHER ..... 11/20/2005 

OAKLAND, CA 
MORRIS, LAWRENCE ............. 11/20/2005 

FT LAUDERDALE, FL 
O’DAY, JAMES ......................... 11/20/2005 

CANTON, MI 
PALUMBO, TAMARA ............... 11/20/2005 

GOLDEN, CO 
PATTERSON, ENOLA ............. 11/20/2005 

SPRINGFIELD, IL 
PAYTON, JEAN ........................ 11/20/2005 

GRENADA, MS 
PEEPLES, DEBRA ................... 11/20/2005 

DINSMORE, FL 
PETERS, ALONZO .................. 11/20/2005 

HOUSTON, TX 
RAINEY, APRIL ........................ 11/20/2005 

DAYTON, NV 
RICHARD, MARY ..................... 11/20/2005 

SPRINGFIELD, IL 
SANDS, VANESSA .................. 11/20/2005 

PHOENIX, AZ 
SCALLY, MICHAEL .................. 11/20/2005 

HOUSTON, TX 
SCHIRMER, BARBARA ........... 11/20/2005 

DUDLEY, NC 
SCHWARTZ, MONTY .............. 11/20/2005 

OAKLAND, FL 
SHAFFER, CYNTHIA ............... 11/20/2005 

CLEARWATER, FL 
SINDERS, DONITTA ................ 11/20/2005 

DUGGER, IN 
STREETER, WILBERT ............ 11/20/2005 

TOPEKA, IN 
URSIDA, JOSEPH .................... 11/20/2005 

ALIQUIPPA, PA 
VOIT, SHARON ........................ 11/20/2005 

DWIGHT, IL 
WARD, TINIKA ......................... 11/20/2005 

HATTIESBURG, MS 
WEISS, LEENA ........................ 11/20/2005 

MERRITT ISLAND, FL 
WILLIAMS, LEANNE ................ 11/20/2005 

TUPELO, MS 
WILLIAMS, SUSAN .................. 11/20/2005 

WAKE FOREST, NC 
WILMSHURST, SANDRA ........ 11/20/2005 

VAN NUYS, CA 
WOODALL, JOHN .................... 11/20/2005 
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Subject name/address Effective 
date 

PARIS, KY 

OWNED/CONTROLLED BY CONVICTED 
ENTITIES 

INTEGRITY OXYGEN & MED-
ICAL EQUIPMENT, INC ....... 11/20/2005 
SHREVEPORT, LA 

JACKSONVILLE HEALTH 
CARE SYSTEMS INC .......... 11/20/2005 
JACKSONVILLE, FL 

OK MEDICAL EQUIPMENT & 
SUPPLY COMPANY LLC ..... 11/20/2005 
SOUTHFIELD, MI 

OLD TOWNE CHIROPRACTIC 11/20/2005 
CHISAGO CITY, MN 

DEFAULT ON HEAL LOAN 

ESTE-MCDONALD, JAIME ...... 11/20/2005 
ANDOVER, MA 

RATLIFF, CYNTHIA ................. 11/20/2005 
APTOS, CA 

SNOW, EDDIE ......................... 11/20/2005 
OAKLAND, CA 

WELLMAN, FRED .................... 11/20/2005 
FLORENCE, MA 

WOODS, REBEKAH ................ 11/20/2005 
LOUISVILLE, KY 

OWNERS OF EXCLUDED ENTITIES 

ZAGERMAN, RHEA ................. 11/20/2005 
FARMINGTON HILLS, MI 

Dated: November 1, 2005. 
Katherine B. Petrowski, 
Director, Exclusions Staff, Office of Inspector 
General. 
[FR Doc. 05–22438 Filed 11–9–05; 8:45 am] 
BILLING CODE 4152–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institute of Diabetes and 
Digestive and Kidney Diseases; Notice 
of Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Diabetes and Digestive and Kidney Diseases 
Special Emphasis Panel; Program Project 
Review Meeting. 

Date: December 5, 2005. 
Time: 8 a.m. to 2 p.m. 
Agenda: To Review and evaluate grant 

applications. 
Place: Hyatt Arlington, 1325 Wilson 

Boulevard, Arlington, VA 22209. 
Contact Person: John F. Connaughton, 

PhD., Scientific Review Administrator, 
Review Branch, DEA, NIDDK, National 
Institutes of Health, Room 757, 6707 
Democracy Boulevard, Bethesda, MD 20892– 
5452. (301) 594–7797, 
connaughtonj@extra.niddk.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.847, Diabetes, 
Endocrinology and Metabolic Research; 
93.848, Digestive Diseases and Nutrition 
Research; 93.849, Kidney Diseases, Urology 
and Hematology Research, National Institutes 
of Health, HHS) 

Dated: November 2, 2005. 
Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 05–22479Filed 11–9–05; 8:45 am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Allergy and 
Infectious Diseases; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Microbiology, 
Infectious Diseases and AIDS Initial Review 
Group, Acquired Immunodeficiency 
Syndrome Research Review Committee. 
AIDS Research Review Committee. 

Date: November 28–29, 2005. 
Time: 8:30 a.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Latham Hotel, 3000 M Street, NW., 

Washington, DC 20007. 
Contact Person: Leyla S. Diaz, PhD, 

Scientific Review Administrator, Scientific 

Review Program, Division of Extramural 
Activities, National Institutes of Health/ 
NIAID, 6700B Rockledge Drive, MSC 7616, 
Bethesda, MD 20892, (301) 451–3679, 
diazl@niaid.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.855, Allergy, Immunology, 
and Transplantation Research; 93.856, 
Microbiology and Infectious Diseases 
Research, National Institutes of Health, HHS) 

Dated: November 2, 2005. 
Anne Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 05–22480 Filed 11–9–05; 8:45 am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Environmental 
Health Sciences; Amended Notice of 
Meeting 

Notice is hereby given of a change in 
the meeting of the National Institute of 
Environmental Health Sciences Special 
Emphasis Panel, November 15, 2005, 1 
p.m. to November 15, 2005, 3:30 p.m. 
Nat. Inst. of Environmental Health 
Sciences, Building 101, Rodbell 
Auditorium, 111 T.W. Alexander Drive, 
Research Triangle Park, NC, 27709 
which was published in the Federal 
Register on October 24, 2005, FR 70 204 
61464. 

The meeting will be held December 6, 
2005 instead of November 15, 2005. The 
meeting is closed to the public. 

Dated: November 2, 2005. 
Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 05–22481 Filed 11–9–05; 8:45am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Allergy and 
Infectious Diseases; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), title 5 U.S.C., 
as amended. the grant applications and 
the discussions could disclose 
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confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Allergy and Infectious Diseases Special 
Emphasis Panel, ‘‘Review of an Unsolicited 
(R24) Application’’. 

Date: November 22, 2005. 
Time: 4 p.m. to 6 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge 6700, 6700B Rockledge Drive, 
Bethesda, MD 20817, (Telephone Conference 
Call). 

Contact Person: Cheryl K. Lapham, PhD, 
Scientific Review Administrator, NIH/NIAID, 
Scientific Review Program, Room 2217, 
6700–B Rockledge Drive, MSC 7616, 
Bethesda, MD 20892–7616, 301–496–2550, 
clapham@niaid.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.855, Allergy, Immunology, 
and Transplantation Research; 93.856, 
Microbiology and Infectious Diseases 
Research, National Institutes of Health, HHS) 

Dated: November 1, 2005. 
Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 05–22482 Filed 11–9–05; 8:45 am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Child Health and 
Human Development; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Child Health and Human Development 
Special Emphasis Panel, Social Sciences 
Population Studies. 

Date: November 29, 2005. 
Time: 12:30 p.m. to 2:30 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: National Institute of Health, 6100 
Executive Boulevard, Room 5B01, Rockville, 
MD 20852 (Telephone Conference Call). 

Contact Person: Michele C. Hindi- 
Alexander, Division of Scientific Review, 
National Institute for Child Health and 
Development, 1600 Executive Boulevard, R. 
5B01, Bethesda, MD 20812–7510, (301) 435– 
8382, hindialm@mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.864, Population Research; 
93.865, Research for Mothers and Children; 
93.929, Center for Medical Rehabilitation 
Research; 93.209, Contraception and 
Infertility Loan Repayment Program, National 
Institutes of Health, HHS) 

Dated: November 1, 2005. 
Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 05–22483 Filed 11–9–05; 8:45am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Child Health and 
Human Development; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Child Health and Human Development 
Special Emphasis Panel, Training Program in 
MR/DD. 

Date: November 16, 2005. 
Time: 11 a.m. to 12 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6100 

Executive Boulevard, Room 5B01, Rockville, 
MD 20852, (Telephone Conference Call). 

Contact Person: Carla T. Walls, PhD, 
Scientific Review Administrator, Division of 
Scientific Review, National Institute of Child 
Health and Human Development, NIH, 6100 
Executive Blvd., Room 5B01, Bethesda, MD 
20892, (301) 435–6898, wallsc@mail.nih.gov. 

This notice is being published less than 15 
days prior to the meeting due to the timing 

limitations imposed by the review and 
funding cycle. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.864, Population Research; 
93.865, Research for Mothers and Children; 
93.929, Center for Medical Rehabilitation 
Research; 93.209, Contraception and 
Infertility Loan Repayment Program, National 
Institutes of Health, HHS) 

Dated: November 1, 2005. 
Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 05–22484 Filed 11–9–05; 8:45am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute Of Child Health And 
Human Development; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Child Health and Human Development 
Special Emphasis Panel, Urban Agriculture 
as a Primary Source for Childhood Lead 
Exposure in Kenya. 

Date: November 28, 2005. 
Time: 12:30 a.m. to 2 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6100 

Executive Boulevard, Rockville, MD 20852 
(Telephone Conference Call). 

Contact Person: Michele C. Hindi- 
Alexander, Division of Scientific Review, 
National Institutes of Health, National 
Institute of Child Health And Development, 
1600 Executive Boulevard, R. 5B01, 
Bethesda, MD 20812–7510. (301) 435–8382. 
hindialm@mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.864, Population Research; 
93.865, Research for Mothers and Children; 
93.929, Center for Medical Rehabilitation 
Research; 93.209, Contraception and 
Infertility Loan Repayment Program, National 
Institutes of Health, HHS) 
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Dated: November 1, 2005. 

Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 05–22485 Filed 11–9–05; 8:45 am] 

BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Child Health And 
Human Development; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The contract proposals and 
the discussions could disclose 
confidential trade secrets or commercial 
property such a patentable material, and 
personal information concerning 
individuals associated with the contract 
proposals, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Child Health and Human Development 
Special Emphasis Panel, Contract Proposal 
Tech Review Panel on Meropenem. 

Date: November 29, 2005. 
Time: 9 a.m. to 5 p.m. 
Agenda: To review and evaluate contract 

proposals. 
Place: The Hotel Lombardy, 209 

Pennsylvania Ave., Washington, DC 20006. 
Contact Person: Kishena C. Wadhwani, 

PhD, MpH, Scientific Review Administrator, 
Division of Scientific Review, 9000 Rockville 
Pike, MSC 7510, 6100 Building, Room 5B01, 
Bethesda, MD 20892–7510. (301) 496–1485. 
wadhwank@mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.864, Population Research; 
93.865, Research for Mothers and Children; 
93.929, Center for Medical Rehabilitation 
Research; 93.209, Contraception and 
Infertility Loan Repayment Program, National 
Institutes of Health, HHS) 

Dated: November 1, 2005. 

Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 05–22486 Filed 11–9–05; 8:45am] 

BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Child Health and 
Human Development; Notice of 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of a meeting of the 
Board of Scientific Counselors, NICHD. 

The meeting will be open to the 
public as indicated below, with 
attendance limited to space available. 
Individuals who plan to attend and 
need special assistance, such as sign 
language interpretation or other 
reasonable accommodations, should 
notify the Contact Person listed below 
in advance of the meeting. The meeting 
will be closed to the public as indicated 
below in accordance with the provisions 
set forth in section 552b(c)(6), Title 5 
U.S.C., as amended for the review, 
discussion, and evaluation of individual 
intramural programs and projects 
conducted by the National Institute of 
Child Health and Human Development, 
including consideration of personnel 
qualifications and performance, and the 
competence of individual investigators, 
the disclosure of which would 
constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Board of Scientific 
Counselors, NICHD. 

Date: December 2, 2005. 
Time: 8:30 a.m. to 5 p.m. 
Agenda: Personal qualifications and 

performance, and competence of individual 
investigators. 

Place: National Institutes of Health, 
Building 31, 31 Center Drive, Bethesda, MD 
20892. 

Contact Person: Owen M. Rennert, MD, 
Scientific Director, National Institutes of 
Child Health and Human Development, 9000 
Rockville Pike, Building 31, Room 2A50, 
Bethesda, MD 20892, (301) 496–2133, 
rennerto@mail.nih.gov. 

Information is also available on the 
Institute’s/Center’s home page: http:// 
www.nichd.nih.gov/about/bsd/htm, where an 
agenda and any additional information for 
the meeting will be posted when available. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.864, Population Research; 
93.865, Research for Mothers and Children; 
93.929, Center for Medical Rehabilitation 
Research; 93.209, Contraception and 
Infertility Loan Repayment Program, National 
Institutes of Health, HHS) 

Dated: November 1, 2005. 
Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 05–22487 Filed 11–9–05; 8:45 am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; Notice of 
Closed Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, Neuro 
Genetics of Neuron Number. 

Date: November 10, 2005. 
Time: 4 p.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Wyndham Washington, DC, 1400 M 

Street, NW., Washington, DC 20005. 
Contact Person: Peter B Guthrie, PhD, 

Scientific Review Administrator, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4142, 
MSC 78590, Bethesda, MD 20892, (301) 435– 
1239, guthriep@csr.nih.gov. 

This notice is being published less than 15 
days prior to the meeting due to the timing 
limitations imposed by the review and 
funding cycle. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, Member 
Conflict. 

Date: November 17, 2005. 
Time: 1 p.m. to 3 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892, 
(Telephone Conference Call). 

Contact Person: Scott Osborne, MPH, PhD, 
Scientific Review Administrator, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4114, 
MSC 7816, Bethesda, MD 20892, (301) 435– 
1782, osbornes@csr.nih.gov. 

This notice is being published less than 15 
days prior to the meeting due to the timing 
limitations imposed by the review and 
funding cycle. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, 
Neurotechnology/Engineering SEP2. 

Date: November 22, 2005. 
Time: 3:30 p.m. to 4:30 p.m. 
Agenda: To review and evaluate grant 

applications. 
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Place: National Institutes of Health, 6701 
Rockledge Drive, Bethesda, MD 20892, 
(Telephone Conference Call). 

Contact Person: Robert C. Elliott, PhD, 
Scientific Review Administrator, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 3130, 
MSC 7850, Bethesda, MD 20892, (301) 435– 
3009, elliotro@.csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, Special 
Emphasis Panel for Synaptic and Receptor 
Processes. 

Date: November 28, 2005. 
Time: 3 p.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892, 
(Telephone Conference Call). 

Contact Person: Michael A. Lang, PhD, 
Scientific Review Administrator, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4140, 
MSC 7850, Bethesda, MD 20892, (301) 435– 
1265, langm@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, Special 
Emphasis Panel for Molecular and Cellular 
Developmental Neuroscience Small Business 
Applications. 

Date: November 29, 2005. 
Time: 3 p.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892 
(Telephone Conference Call). 

Contact Person: Michael A. Lang, PhD, 
Scientific Review Administrator, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4140, 
MSC 7850, Bethesda, MD 20892, (301) 435– 
1265, langm@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, BSPH 
Member Conflict Applications. 

Date: December 2, 2005. 
Time: 2 p.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892 
(Telephone Conference Call). 

Contact Person: Mark P. Rubert, PhD, 
Scientific Review Administrator, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 5218, 
MSC 7852, Bethesda, MD 20892, (301) 435– 
1775, rubertm@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, Skeletal 
Biology. 

Date: December 7, 2005. 
Time: 1:30 p.m. to 2:30 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892 
(Telephone Conference Call). 

Contact Person: Priscilla B. Chen, PhD, 
Scientific Review Administrator, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4104, 
MSC 7814, Bethesda, MD 20892, (301) 435– 
1787, chenp@csr.nih.gov. 

(Catalogue of Federal Domestic Assistance 
Program Nos. 93.306, Comparative Medicine; 
93.333, Clinical Research; 93.306, 93.333, 
93.337, 93.393–93.396, 93.837–93.844, 
93.846–93.878, 93.892, 93.893, National 
Institutes of Health, HHS) 

Dated: November 1, 2005. 
Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 05–22488 Filed 11–9–05; 8:45am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

[Docket No. FR–4980–N–45] 

Federal Property Suitable as Facilities 
to Assist the Homeless 

AGENCY: Office of the Assistant 
Secretary for Community Planning and 
Development, HUD. 

ACTION: Notice. 

SUMMARY: This Notice identifies 
unutilized, underutilized, excess, and 
surplus Federal property reviewed by 
HUD for suitability for possible use to 
assist the homeless. 

EFFECTIVE DATE: November 10, 2005. 

FOR FURTHER INFORMATION CONTACT: 
Kathy Ezzell, Department of Housing 
and Urban Development, Room 7262, 
451 Seventh Street, SW., Washington, 
DC 20410; telephone (202) 708–1234; 
TTY number for the hearing- and 
speech-impaired (202) 708–2565, (these 
telephone numbers are not toll-free), or 
call the toll-free Title V information line 
at 1–800–927–7588. 

SUPPLEMENTARY INFORMATION: In 
accordance with the December 12, 1988 
court order in National Coalition for the 
Homeless v. Veterans Administration, 
No. 88–2503–OG (D.D.C.), HUD 
publishes a Notice, on a weekly basis, 
identifying unutilized, underutilized, 
excess and surplus Federal buildings 
and real property that HUD has 
reviewed for suitability for use to assist 
the homeless. Today’s Notice is for the 
purpose of announcing that no 
additional properties have been 
determined suitable or unsuitable this 
week. 

Dated: November 3, 2005. 
Mark R. Johnston, 
Director, Office of Special Needs Assistance 
Programs. 
[FR Doc. 05–22265 Filed 11–9–05; 8:45 am] 
BILLING CODE 4210–29–M 

DEPARTMENT OF THE INTERIOR 

Notice of Natural Resource Damage 
Assessment and Restoration Advisory 
Committee Meeting 

AGENCY: Office of the Secretary, Natural 
Resource Damage Assessment and 
Restoration Program Office, Interior. 
ACTION: Notice; FACA Committee 
Meeting Announcement. 

SUMMARY: As required by the Federal 
Advisory Committee Act, Public Law 
92–463, the Department of the Interior, 
Natural Resource Damage Assessment 
and Restoration Program Office gives 
notice of the first meeting of the 
Department’s Natural Resource Damage 
Assessment and Restoration Advisory 
Committee. The Advisory Committee 
will meet at the U.S. Fish and Wildlife 
Service National Conservation and 
Training Center, 698 Conservation Way, 
Shepherdstown, WV 25443 from 8 a.m. 
to 3 p.m. on December 1. Members of 
the public are invited to attend the 
Committee Meeting to listen to the 
committee proceedings and to provide 
public input. The Committee Meeting 
will be preceded on November 30 by a 
half-day administrative business 
meeting that will deal with non- 
substantive administrative matters such 
as logistics and travel reimbursement. 
The administrative business meeting is 
not open to the public. Maps and 
directions to the training center are 
available online at http:// 
training.fws.gov/mapdir.html. Anyone 
without Internet access can call the 
Training Center at 304–876–1600 to 
request a map and directions. 

Public Input: Any member of the 
public interested in providing public 
input at the Committee Meeting should 
contact Ms. Barbara Schmalz, whose 
contact information is listed under the 
FOR FURTHER INFORMATION CONTACT 
section of this notice. Each individual 
providing oral input is requested to 
limit those comments to three minutes. 
This time frame may be adjusted to 
accommodate all those who would like 
to speak. Requests to be added to the 
public speaker list must be received in 
writing (letter, e-mail, or fax) by noon 
eastern standard time on November 21, 
2005. Anyone wishing to submit written 
comments should provide a copy of 
those comments to Ms. Schmalz in the 
following formats: one hard copy with 
original signature, and one electronic 
copy via e-mail (acceptable file formats 
are: Adobe Acrobat, WordPerfect, Word, 
or Rich Text files) by noon eastern 
standard time on November 21, 2005. 

Document Availability: Interested 
individuals may view the draft agenda 
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for the meeting online at http:// 
restoration.doi.gov/faca or may request 
the draft agenda from Ms. Schmalz. In 
preparation for the first meeting of the 
Advisory Committee, the Committee 
and the public can find helpful 
background information at the 
Restoration Program website http:// 
restoration.doi.gov. The site provides a 
good introduction to the program for 
those who are relatively new to the 
damage assessment and restoration 
arena and a useful reference for 
seasoned practitioners and policy 
leaders. Links to the statutory and 
regulatory framework for the program 
are found at http://restoration.doi.gov/ 
laws.htm. DOI Program policies are 
found at http://restoration.doi.gov/ 
policy.htm. 

Agenda for Meeting 

The agenda will cover the following 
principal subjects: 
—Keynote/Kickoff address by senior 

Departmental official 
—Discussion and finalization of committee 

by-laws 
—Program Authorities, Responsibilities, and 

Application 
—Formal public input (if any) 
—Charge to the Committee 

Meeting Access: Individuals requiring 
special accommodation at this meeting 
must contact Ms. Barbara Schmalz (see 
contact information below) by noon 
eastern standard time on November 21, 
2005, so that appropriate arrangements 
can be made. 
DATES: November 30, 2005, from 1 p.m. 
to 5 p.m. (administrative business 
meeting) December 1, 2005, from 8 a.m. 
to 3 p.m. (open to the public). 
ADDRESSES: Auditorium, U.S Fish and 
Wildlife Service National Conservation 
and Training Center, 698 Conservation 
Way, Shepherdstown, WV 25443. 

All individuals attending the 
Committee Meeting will be required to 
present photo identification to NCTC 
security to gain access to the Training 
Center campus. 
FOR FURTHER INFORMATION CONTACT: 
Barbara Schmalz, U.S. Department of 
the Interior, Denver Federal Center, 6th 
Avenue & Kipling, Building 56 Room 
1003 Mail Stop D–108, Denver, CO 
80225–0007; phone 303–445–2500; fax 
303–445–6320 or 
barbara_schmalz@ios.doi.gov. 

Dated: November 4, 2005. 
Frank M. DeLuise, 
Designated Federal Officer, DOI Natural 
Resource Damage Assessment and 
Restoration Advisory Committee. 
[FR Doc. 05–22392 Filed 11–9–05; 8:45 am] 
BILLING CODE 4310–01–P 

DEPARTMENT OF THE INTERIOR 

Fish and Wildlife Service 

Draft Environmental Assessment/ 
Habitat Conservation Plan; Incidental 
Take Permit Amendment for the 
Struthers Ranch Property, Colorado 
Springs, El Paso County, CO 

AGENCY: Fish and Wildlife Service, 
Interior. 
ACTION: Notice of availability and 
receipt of application. 

SUMMARY: WL Homes, LLC, doing 
business as John Laing Homes 
(Applicant), has applied to the Fish and 
Wildlife Service (Service) for an 
incidental take permit pursuant to 
section 10(a)(1)(B) of the Endangered 
Species Act (Act) of 1973, as amended. 
The requested permit amendment 
would authorize the incidental take of 
the federally threatened Preble’s 
meadow jumping mouse, Zapus 
hudsonius preblei (Preble’s), through 
loss and modification of its habitat 
associated with the expansion and 
amendment of the Struthers Ranch 
Property Environmental Assessment/ 
Habitat Conservation Plan (EA/HCP) in 
El Paso County, Colorado. The EA/HCP 
is available for public review and 
comment. It fully describes the 
proposed project and the measures the 
Applicant would undertake to minimize 
and mitigate project impacts to the 
Preble’s. 

The Service requests comments on the 
EA/HCP and associated documents for 
the proposed issuance of the incidental 
take permit. All comments on the EA 
and permit amendment application will 
become part of the administrative record 
and will be available to the public. 
DATES: Written comments on the permit 
amendment application and EA/HCP 
should be received on or before 
December 12, 2005. 
ADDRESSES: Comments regarding the 
permit amendment application and EA/ 
HCP should be addressed Susan Linner, 
Field Supervisor, U.S. Fish and Wildlife 
Service, Colorado Field Office, 755 
Parfet Street, Suite 361, Lakewood, 
Colorado 80215. Comments also may be 
submitted by facsimile to (303) 275– 
2371. Individuals wishing copies of the 
EA/HCP and associated documents for 
review or public inspection should 
immediately contact the above office 
during normal business hours at the 
above address. 
FOR FURTHER INFORMATION CONTACT: 
Adam Misztal, Fish and Wildlife 
Biologist, Colorado Field Office (see 
ADDRESSES above), telephone (303) 275– 
2377. 

SUPPLEMENTARY INFORMATION: 

Background 
Section 9 of the Act (16 U.S.C. 1531 

et seq.) and Federal regulations prohibit 
the ‘‘take’’ of a species listed as 
endangered or threatened. Take is 
defined under the Act, in part, as to kill, 
harm, or harass a federally listed 
species. However, the Service may issue 
permits to authorize ‘‘incidental take’’ of 
listed species under limited 
circumstances. Incidental take is 
defined under the Act as take of a listed 
species that is incidental to, and not the 
purpose of, the carrying out of an 
otherwise lawful activity under limited 
circumstances. Regulations governing 
permits for threatened species are 
promulgated in 50 CFR 17.32. 

The Applicant currently holds a 
permit for incidental take of Preble’s at 
the Struthers Ranch Property (69 FR 
1998). The permit was issued on 
December 12, 2003, to Struthers Ranch 
Development, LLC, then transferred to 
the Applicant on January 28, 2005, and 
expires on January 28, 2035. The 
Struthers Ranch Property is located 
along Black Forest Creek southeast of 
the Town of Monument, El Paso County, 
Colorado. The Applicant, using the 
Service’s definition of Preble’s habitat, 
has determined that the proposed 
amended project would impact 
approximately 0.2 hectare (0.5 acre) of 
potential Preble’s habitat, in addition to 
the 6.6 hectares (16.4 acres) of impacts 
from the original project, and may result 
in incidental take of the Preble’s in an 
area that may be periodically used as 
foraging, breeding or hibernation 
habitat. 

An HCP has been developed as part 
of the preferred alternative. Three other 
alternatives to this action were 
considered and rejected because the 
environmental impacts would be greater 
than, or similar to, the proposed action, 
but would not provide as great a 
conservation benefit as the proposed 
action, and/or were not economically 
viable. The draft EA analyzes the onsite, 
offsite, and cumulative impacts of the 
proposed project and all associated 
development and construction activities 
and mitigation activities on the Preble’s, 
and also on other threatened or 
endangered species, vegetation, wildlife, 
wetlands, geology/soils, land use, water 
resources, air and water quality, and 
cultural resources. 

Only the threatened Preble’s occurs 
on site and has the potential to be 
adversely affected by the project. 
Activities proposed to be covered by the 
EA/HCP amendment are a larger box 
culvert crossing over Black Forest Creek, 
new road alignment, and relocation 

VerDate Aug<31>2005 19:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00081 Fmt 4703 Sfmt 4703 E:\FR\FM\10NON1.SGM 10NON1



68473 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Notices 

and/or additional placement of rip-rap 
used to stabilize the drainage. Measures 
will be taken during construction to 
minimize impact to the habitat, 
including the use of silt fencing to 
reduce the amount of sediment from 
construction activities that reaches the 
creek. Mitigation is planned for 
approximately 0.2 hectare (0.5 acre) in 
addition to the 14.4 hectares (35.5 acres) 
of varying amounts of restoration, 
enhancement, and creation of on-site 
upland and riparian Preble’s habitat as 
described in the original HCP. Limited 
enhancement has already occurred on 
3.3 hectares (8.1 acres) of uplands from 
the removal of cattle grazing to 
encourage existing native grass 
recovery. This results in a mitigation 
ratio of 2.14:1 for temporary impacts as 
well as permanent impacts. The 
mitigation will likely provide a net 
benefit to the Preble’s and other wildlife 
by improving and creating new riparian 
areas, planting of native shrubs and 
grasses, and protecting the habitat 
corridor along Black Forest Creek from 
any future development. All of the 
proposed mitigation area is within the 
boundaries of the Struthers Ranch 
property, all of which is included in the 
drainage basin of Black Forest Creek. 

We will evaluate the permit 
amendment application, the EA/HCP, 
and comments submitted therein to 
determine whether the application 
meets the requirements of section 10(a) 
of the Act. If it is determined that those 
requirements are met, a permit 
amendment will be issued for the 
incidental take of the Preble’s in 
conjunction with the Struthers Ranch 
Property. The final permit decision will 
be made no sooner than 30 days after 
the date of this notice. 

Dated: October 14, 2005. 
Ralph O. Morgenweck, 
Regional Director, Region 6. 
[FR Doc. 05–22439 Filed 11–9–05; 8:45 am] 
BILLING CODE 4310–55–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[NV–030–5101–ER–F340; N–76800, N– 
76897] 

Notice of Availability for the North 
Valleys Rights-of-Way Projects Final 
Environmental Impact Statement 

AGENCY: Department of the Interior, 
Bureau of Land Management, Carson 
City Field Office, Nevada. 
ACTION: Notice of availability of a final 
environmental impact statement (EIS) 
for the North Valleys Rights-of-Way 

Projects and initiation of a 30-day 
comment period. 

SUMMARY: Pursuant to Section 102(2)(C) 
of the National Environmental Policy 
Act (NEPA) and 40 CFR 1500–1508 
Council on Environmental Quality 
Regulations (CEQ), notice is given that 
the Bureau of Land Management, Carson 
City Field Office (BLM) has prepared, 
with the assistance of a third-party 
consultant, a Final EIS for the proposed 
North Valleys Rights-of-Way Projects, 
and has made the document available 
for public and agency review. The 
proposed Projects include the 
construction and operation of two 
separate water supply and transmission 
projects located in Washoe County, 
Nevada. Rights-of-way applications 
were submitted to the BLM from 
Intermountain Water Supply, LTD and 
Fish Springs Ranch, LLC for production 
well(s), pump station(s), transmission 
pipeline(s), terminal water storage tank, 
electrical substation, overhead power 
lines, and access road rights-of-way. 

DATES: Effective Dates: The comment 
period for the Final EIS will commence 
with the publication of this notice. The 
formal comment period will end 30 
days after publication of this notice. 
Comments should be received on or 
before the end of the comment period at 
the address listed below. 

ADDRESSES: Written comments should 
be sent to BLM Carson City Field Office, 
Attn: Terri Knutson, 5665 Morgan Mill 
Road, Carson City, NV 89701; Fax (775) 
885–6147; or e-mail address 
nvalleyswater_eis@blm.gov. A limited 
number of the Final EIS may be 
obtained at the above BLM Field Office 
in Carson City, NV. Comments, 
including names and street addresses of 
respondents, will be available for public 
review at the above address during 
regular business hours (7:30 a.m.–5 
p.m.), Monday through Friday, except 
holidays, and may be published as part 
of the EIS. Individual respondents may 
request confidentiality. If you wish to 
withhold your name or street address 
from public review or from disclosure 
under the Freedom of Information Act, 
you must state this prominently at the 
beginning of your written comment. 
However, we will not consider 
anonymous comments. Such requests 
will be honored to the extent allowed by 
law. All submissions from organizations 
or businesses, and from individuals 
identifying themselves as 
representatives or officials of 
organizations or businesses, will be 
made available for public inspection in 
their entirety. 

FOR FURTHER INFORMATION CONTACT: For 
additional information, write to the 
above address or call Terri Knutson 
(BLM Environmental Planner) at (775) 
885–6156 or Ken Nelson (BLM Realty 
Specialist) at (775) 885–6114. 
SUPPLEMENTARY INFORMATION: The BLM 
Carson City Field Office received 
separate rights-of-way applications from 
the Fish Springs Ranch, LLC and 
Intermountain Water Supply, LTD, two 
independent water companies, 
proposing to construct and operate 
water transmission pipelines across 
public lands in Washoe County, 
Nevada. The BLM determined that due 
to the same timing, geography, and 
similarity of the types of actions, the 
two proposals would be analyzed in one 
EIS, together known as the North 
Valleys Rights-of-Way Projects. Each 
company is proposing to construct and 
operate water supply and transmission 
projects to meet present and future 
water demands of the Stead/Silver Lake/ 
Lemmon Valley areas (North Valleys) in 
Washoe County. The proposed Projects 
consist of groundwater production 
wells, pump station(s), transmission 
pipeline(s), electrical substation, 
overhead power lines, and terminal 
water storage tank to convey water. The 
Fish Springs Ranch, LLC proposed 
pipeline (carrying 8000 acre-feet per 
year) would begin at the Fish Springs 
Ranch and proceed approximately 33 
miles to the North Valleys. The 
Intermountain Water Supply, LTD 
original proposal included a water 
pipeline to convey approximately 3500 
acre-feet per year that would begin in 
Dry Valley and proceed east a short 
distance before tying into the same 
general route south approximately 24 
miles to the North Valleys. As a result 
of a review of public comments and 
groundwater modeling results for the 
Draft EIS, Intermountain Water Supply, 
LTD has reduced their proposed 
pumping rate to a total of 2500 acre-feet 
per year for the Final EIS. 

The Final EIS assesses the impacts of 
the two proposed rights-of-way actions 
and the No Action alternatives and 
considers an alternative alignment of 
the pipelines. The Final EIS addresses 
issues brought forth through scoping 
and the Draft EIS and has been 
evaluated by an interdisciplinary team 
of specialists. The proposed rights-of- 
way cross several jurisdictions with 
permitting responsibilities, therefore, 
the following agencies or entities are 
active participants in the EIS process as 
formal cooperating agencies: U.S. Fish & 
Wildlife Service; U.S. Bureau of Indian 
Affairs; U.S. Geological Survey; Sierra 
Army Depot; Pyramid Lake Paiute Tribe; 
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Susanville Indian Rancheria; California 
Department of Water Resources; 
California Department of Fish and 
Game; Lassen County, CA; Washoe 
County, NV; City of Reno; City of 
Sparks; Airport Authority of Washoe 
County; and Truckee Meadows Regional 
Planning Agency. 

Public participation has occurred 
throughout the EIS process. A Notice of 
Intent to Prepare an EIS was published 
in the Federal Register on September 
15, 2003 and the public comment period 
was initiated. A public scoping open 
house was held in Reno, NV in October 
2003 and eight additional presentations 
were conducted between October 2003 
and April 2004. A Notice of Availability 
for the Draft EIS was published in the 
Federal Register on May 20, 2005 and 
a 60-day comment period was initiated. 
Two public open houses and three local 
government presentations were 
conducted in Reno, NV and one 
community public meeting was 
conducted in Susanville, CA. A total of 
26 comment letters were received on the 
Draft EIS and the letters and responses 
to comments are included in the Final 
EIS. 

Comments on the Final EIS should be 
as specific as possible and should refer 
to specific pages or chapters in the 
document. After the comment period 
ends, all comments will be considered 
by the BLM in preparing the Record of 
Decision (ROD). 

Dated: September 27, 2005. 
Donald T. Hicks, 
Manager, Carson City Field Office. 
[FR Doc. 05–22345 Filed 11–9–05; 8:45 am] 
BILLING CODE 4310–HC–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

[WO–220–05–1020–JA–VEIS] 

Notice of Availability of Draft 
Programmatic Environmental Impact 
Statement and Environmental Report 
for Vegetation Treatments on Public 
Lands Administered by the Bureau of 
Land Management in the Western 
United States, Including Alaska 

AGENCY: Bureau of Land Management, 
Interior. 

ACTION: Notice of availability for public 
review and comment. 

SUMMARY: Pursuant to section 102(2)(C) 
of the National Environmental Policy 
Act of 1969 (NEPA), the BLM is making 
available for public review and 
comment a draft national programmatic 
EIS and environmental report on 
vegetation treatments involving the use 
of chemical herbicides and other 
methods on the public lands 
administered by BLM in 17 western 
states, including Alaska. 

DATES: Written or e-mailed comments 
for the review of the EIS and 
environmental report may be submitted 
through January 9, 2006. BLM will hold 
public meetings to solicit written and 
oral comments on the proposed action 
during the 60-day public review period. 

Dates and time locations for the 
public meetings are as follows: 

Date & time Locations BLM contact 

November 28, 2005: 6 p.m. Open House, 7 
p.m. Public Meeting.

BLM Office, 333 SW 1st Avenue, 3rd Floor 
Conference Room, Portland, Oregon 97204.

Michael Campbell, PH: (503) 808–6031. 

November 29, 2005: 6 p.m. Open House, 7 
p.m. Public Meeting.

Clarion Hotel, 2600 Auburn Blvd., Sac-
ramento, CA.

Dianna Brink, PH: (916) 978–4645. 

November 30, 2005: 6 p.m. Open House, 7 
p.m. Public Meeting.

Little America Hotel, 500 South Main Street, 
Salt Lake City, Utah 84101.

Laura J. Williams, PH: (801) 539–4027. 

December 1, 2005: 6 p.m. Open House, 7 p.m. 
Public Meeting.

Marriott Pyramid North, 5151 San Francisco 
Rd. NE, Albuquerque, NM.

Bernie Chavez, PH: (505) 438–7668. 

December 5, 2005: 6 p.m. Open House, 7 p.m. 
Public Meeting.

Grand Vista Hotel, 2790 Crossroads Blvd., 
Grand Junction, CO.

Melodie Lloyd, PH: (970) 244–3097. 

December 6, 2005: 6 p.m. Open House, 7 p.m. 
Public Meeting.

Holiday Inn—Airport Hotel, 3300 S. Vista, 
Boise, ID.

Sharon Paris, PH: (208) 373–4028. 

December 7, 2005: 6 p.m. Open House, 7 p.m. 
Public Meeting.

BLM Office, 5001 Southgate Drive, Billings, 
MT.

Theresa Hanley, PH: (406) 896–5068. 

December 8, 2005: 6 p.m. Open House, 7 p.m. 
Public Meeting.

Holiday Inn—Yellowstone, Room 204 West 
Fox Farm Road, Cheyenne, WY.

Ken Henke, PH: (307) 775–6041. 

December 13, 2005: 6 p.m. Open House, 7 
p.m. Public Meeting.

BLM Office, 4701 N Torrey Pines Dr., Las 
Vegas, NV.

Kirsten Cannon, PH: (702) 515–5057. 

December 13, 2005: 6 p.m. Open House, 7 
p.m. Public Meeting.

Courtyard by Marriott—Embassy Row, 1600 
Rhode Island Avenue, NW., Washington 
DC.

Sharon Wilson, PH: (202) 425–5130. 

ADDRESSES: Written comments should 
be sent to: Project Manager, National 
Vegetation EIS, BLM Nevada State 
Office, P.O. Box 12000, Reno, NV 
89520–0006. Comments may also be 
sent by e-mail to vegeis@nv.blm.gov. 
Individual respondents may request 
confidentiality. If you wish to withhold 
your name or street address from public 
review or from disclosure under the 
Freedom of Information Act, you must 
state this prominently at the beginning 
of your written comment. Such requests 
will be honored to the extent allowed by 

law. The BLM will not consider 
anonymous comments. All submissions 
from organizations and businesses, and 
from individuals identifying themselves 
as representatives or officials of 
organizations or businesses, will be 
available for public inspection in their 
entirety. The Draft EIS and associated 
documents will be available for review 
in either hard copy or on compact disks 
(CDs) at all BLM State, District, and 
Field Office public rooms. The entire 
document can also be reviewed or 

downloaded at the BLM National Web 
site http://www.blm.gov/. 

SUPPLEMENTARY INFORMATION: This 
national, draft programmatic EIS will 
provide a comprehensive analysis of 
BLM’s use of chemical herbicides in its 
various vegetation treatment programs 
related to hazardous fuels reduction, 
noxious weed and invasive terrestrial 
plant species management, resource 
rehabilitation following catastrophic 
fires and other disturbances. In 
addition, an accompanying 
environmental report will provide an 
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assessment of the expected impacts of 
the use of herbicides, in addition to 
other vegetation treatment methods 
(fire, mechanical, manual, and 
biological) on up to approximately 
5,030,000 acres of public lands per year. 
Together, these documents will: 

• Consider reasonably foreseeable 
activities, particularly hazardous fuels 
reduction treatments, emergency 
stabilization and rehabilitation efforts, 
noxious weed, and invasive terrestrial 
plant species management. 

• Address human health and 
ecological risk for proposed use of 
chemical herbicides on public lands. 

• Provide a cumulative impact 
analysis of the use of chemical 
herbicides in conjunction with other 
treatment methods. 

The EIS is neither a land-use plan nor 
a land-use plan amendment. The EIS 
and ER will provide a comprehensive 
programmatic NEPA document and 
environmental report to allow effective 
tiering and incorporation by reference of 
baseline cumulative impact assessment 
to be used for other new, revised or 
existing land use and activity level 
plans that involve vegetation 
modification or maintenance. This EIS 
does not affect the status of the 
herbicide court injunction in Oregon. 

The analysis area includes only 
surface estate public lands administered 
by 11 BLM state offices: Alaska, 
Arizona, California, Colorado, Idaho, 
Montana (Dakotas), New Mexico 
(Oklahoma/Texas/Nebraska), Nevada, 
Oregon (Washington), Utah and 
Wyoming. 

Ed Shepard, 
Assistant Director, Renewable Resources and 
Planning. 
[FR Doc. 05–22343 Filed 11–9–05; 8:45 am] 
BILLING CODE 4310–84–P 

DEPARTMENT OF THE INTERIOR 

Bureau of Reclamation 

South Delta Improvements Program, 
Sacramento-San Joaquin Bay Delta, 
California 

AGENCY: Bureau of Reclamation, 
Interior. 
ACTION: Notice of Availability of the 
Draft Environmental Impact Statement/ 
Environmental Impact Report (EIS/EIR) 
and notice of public workshops and 
hearings. 

SUMMARY: The Bureau of Reclamation 
(Reclamation) and the California 
Department of Water Resources (DWR) 
have made available for public review 
and comment the Draft EIS/EIR for the 

South Delta Improvements Program 
(SDIP). 

The proposed SDIP would (1) 
construct and operate a fish control gate 
at the Head of Old River; (2) construct 
and operate up to 3 flow control gates 
(one each in Middle River, Grant Line 
Canal, and Old River, near the Tracy 
Pumping Plant) to maintain adequate 
water quality and water levels available 
for agricultural diversions in the south 
Delta, downstream of the Head of Old 
River; (3) dredge various channels 
within the south Delta to improve 
conveyance; (4) construct extensions of 
up to 24 shallow agricultural diversions; 
(5) increase water deliveries by 
increasing the maximum diversion 
through the existing intake gates at 
Clifton Court Forebay to 8,500 cubic feet 
per second; and (6) implement an 
interim operations regime between 
December 15 and March 15 until the 
permanent gates are fully operable. 
DATES: Submit written comments on the 
Draft EIS/EIR on or before February 7, 
2006 to the address provided below. 
Public meetings will be held to discuss 
the purpose and content of the Draft 
EIS/EIR. The public meetings will be 
held as follows: 

• December 6, 2005, 1:30 to 3:30 p.m., 
Sacramento, CA. 

• December 7, 2005, 7 to 9 p.m., 
Stockton, CA. 

• December 8, 2005, 7 to 9 p.m., 
Oakland, CA. 

• December 13, 2005, 7 to 9 p.m., 
Visalia, CA. 

• December 14, 2005, 1 to 3 p.m., Los 
Angeles, CA. 

Three public hearings have been 
scheduled to receive oral or written 
comments regarding the project’s 
environmental effects: 

• January 18, 2005, 1 to 4 p.m., 
Sacramento CA. 

• January 24, 2005, 1 to 3 p.m., Los 
Angeles, CA. 

• January 25, 2005, 1 to 4 p.m., 
Stockton, CA. 
ADDRESSES: The locations of the public 
meetings are: 

• Resources Auditorium, 1416 Ninth 
Street, Sacramento, CA. 

• American Legion Post 803, 3110 
West Lane, Stockton, CA. 

• CSU East Bay Oakland Conference 
Room, 1000 Broadway, Oakland, CA. 

• Mill Creek Auditorium, 3100 West 
Main, Visalia, CA. 

• Junipero Serra State Building, 
Carmel Room 225, 320 West Fourth 
Street, Los Angeles, CA. 

The locations of the public hearings 
are: 

• CALFED, Bay Delta Room, 5th 
Floor, 650 Capitol Mall, Sacramento CA 

(need driver’s license to enter the 
building; no picture phones allowed). 

• Junipero Serra State Building, 
Carmel Room 225, 320 West Fourth 
Street, Los Angeles, CA. 

• Department of General Services 
Auditorium, 31 East Channel Street, 
Stockton, CA. 

Hardcopy comments may be mailed to 
Mr. Paul Marshall, SDIP EIS/EIR 
Comments, State of California 
Department of Resources, Bay Delta 
Office, 1416 Ninth Street, Sacramento, 
California, 95814. Electronic comments 
may be emailed to sdip 
comments@water.ca.gov, or posted on 
the SDIP Web site at http:// 
sdip.water.ca.gov. 

See SUPPLEMENTARY INFORMATION 
section for locations where copies of the 
Draft EIS/EIR are available for public 
review. 

FOR FURTHER INFORMATION CONTACT: Ms. 
Sharon McHale, Reclamation Program 
Manager, at 916–978–5086, or e-mail: 
smchale@mp.usbr.gov; or Mr. Paul A. 
Marshall, DWR Program Manager at 
916–653–2118, or e-mail at 
marshall@water.ca.gov. The Draft EIS/ 
EIR may be viewed at http:// 
sdip.water.ca.gov or at Reclamation’s 
Web site at http://www.usbr.gov/mp/ 
nepa/nepa_projdetails.
cfm?Project_ID=316. To request a copy 
of the Draft EIS/EIR, please contact Ms. 
McHale as indicated above. 
SUPPLEMENTARY INFORMATION: The Draft 
EIS/EIR addresses facilities-related 
impacts including the effects of project 
construction and operation on 
hydrology, water quality, fish resources, 
recreation, vegetation and wildlife, 
visual resources, cultural resources, 
land use, geology, soils, seismicity, 
groundwater, traffic and circulation, air 
quality, noise, and public health and 
safety. Diversion-related impacts 
include the effects of increased 
diversions from the Bay Delta and 
associated changes in Reclamation’s 
operation of Central Valley Project 
(CVP) facilities and DWR’s operation of 
State Water Project (SWP) facilities. 
Project diversions therefore may directly 
or indirectly affect the Sacramento 
River, its tributaries, San Joaquin River, 
its tributaries, and Delta resources 
including water supply, fish and aquatic 
habitat, riparian vegetation and habitat, 
water quality, recreation, visual and 
cultural resources. The Draft EIS/EIR 
also evaluates potential growth- 
inducing impacts for the CVP and SWP 
water service areas. An evaluation of 
cumulative hydrologic and water 
service area impacts associated with 
reasonably foreseeable actions is also 
included. 
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Copies of the Draft EIS/EIR are 
available for public review at the 
following locations: 

• California Department of Water 
Resources, Bay-Delta Office, 1416 Ninth 
Street, Sacramento, CA 95814. 

• Bureau of Reclamation, Regional 
Library, 2800 Cottage Way, Sacramento, 
CA 95825–1898, 916–978–5593. 

• Bureau of Reclamation, Denver 
Office Library, Building 67, Room 167, 
Denver Federal Center, 6th and Kipling, 
Denver, CO 80225, 303–445–2072. 

• Natural Resources Library, U.S. 
Department of the Interior, 1849 C Street 
NW., Main Interior Building, 
Washington, DC 20240–0001. 

• Sacramento Public Library, 828 I 
Street, Sacramento, CA 95814. 

• Tracy Branch Library, 20 E. Eaton 
Ave., Tracy, CA 95376. 

• Lathrop Branch Library, 15461 
Seventh St. Lathrop, CA 95330. 

• Cesar Chavez Central Library, 60 N. 
El Dorado St. Stockton, CA 95202. 

• Shasta County Main Library, 1855 
Shasta Street Redding, CA 96001. 

• Oakland Main Library, 125 14th 
Street, Oakland CA 94612. 

• Los Angeles Central Library, 630 W. 
5th St., Los Angeles, CA 90071. 

• Visalia Branch Library—Main 
Library, 200 West Oak Avenue, Visalia, 
CA 93291–4993. 

Comments, including names and 
home addresses of respondents, will be 
made available for public review. 
Individual respondents may request that 
their home address be withheld from 
public disclosure, which will be 
honored to the extent allowable by law. 
There also may be circumstances in 
which respondent’s identity may also be 
withheld from public disclosure, as 
allowable by law. If you wish to have 
your name and/or address withheld, 
you must state so prominently at the 
beginning of your comment. All 
submissions from organizations or 
businesses, and from individuals 
identifying themselves as 
representatives or officials of 
organizations or businesses, will be 
made available for public disclosure in 
their entirety. 

Dated: August 4, 2005. 

Allan Oto, 
Acting Assistant Regional Director, Mid- 
Pacific Region. 
[FR Doc. 05–22259 Filed 11–9–05; 8:45 am] 

BILLING CODE 4310–MN–P 

INTERNATIONAL TRADE 
COMMISSION 

[USITC SE–05–040] 

Government in the Sunshine Act 
Meeting Notice 

AGENCY HOLDING THE MEETING: United 
States International Trade Commission. 
DATE AND TIME: November 17, 2005 at 
11 a.m. 
PLACE: Room 101, 500 E Street, SW., 
Washington, DC 20436, Telephone: 
(202) 205–2000. 
STATUS: Open to the public. 
MATTERS TO BE CONSIDERED: 

1. Agenda for future meetings: None. 
2. Minutes. 
3. Ratification List. 
4. Inv. Nos. 731–TA–340–E and H 

(Second Review) (Solid Urea From 
Russia and Ukraine)—briefing and vote. 
(The Commission is currently scheduled 
to transmit its determination and 
Commissioners’ opinions to the 
Secretary of Commerce on or before 
December 2, 2005.) 

5. Outstanding action jackets: None. 
In accordance with Commission 

policy, subject matter listed above, not 
disposed of at the scheduled meeting, 
may be carried over to the agenda of the 
following meeting. 

By order of the Commission. 
Issued: November 8, 2005. 

Marilyn R. Abbott, 
Secretary to the Commission. 
[FR Doc. 05–22559 Filed 11–8–05; 2:56 pm] 
BILLING CODE 7020–02–P 

INTERNATIONAL TRADE 
COMMISSION 

[USITC SE–05–039] 

Government in the Sunshine Act 
Meeting Notice 

AGENCY HOLDING THE MEETING: United 
States International Trade Commission. 
DATE AND TIME: November 15, 2005 at 11 
a.m. 
PLACE: Room 101, 500 E Street, SW., 
Washington, DC 20436, Telephone: 
(202) 205–2000. 
STATUS: Open to the public. 
MATTERS TO BE CONSIDERED: 

1. Agenda for future meetings: None. 
2. Minutes. 
3. Ratification List. 
4. Inv. No. 731–TA–669 (Second 

Review) (Cased Pencils From China)— 
briefing and vote. (The Commission is 
currently scheduled to transmit its 
determination and Commissioners’ 
opinions to the Secretary of Commerce 
on or before November 30, 2005.) 

5. Outstanding action jackets: None. 
In accordance with Commission 

policy, subject matter listed above, not 
disposed of at the scheduled meeting, 
may be carried over to the agenda of the 
following meeting. 

By order of the Commission. 
Issued: November 8, 2005. 

Marilyn R. Abbott, 
Secretary to the Commission. 
[FR Doc. 05–22561 Filed 11–8–05; 2:56 pm] 
BILLING CODE 7020–02–P 

DEPARTMENT OF LABOR 

Bureau of Labor Statistics 

Proposed Collection; Comment 
Request 

ACTION: Notice. 

SUMMARY: The Department of Labor, as 
part of its continuing effort to reduce 
paperwork and respondent burden, 
conducts a pre-clearance consultation 
program to provide the general public 
and Federal agencies with an 
opportunity to comment on proposed 
and/or continuing collections of 
information, in accordance with the 
Paperwork Reduction Act of 1995 
(PRA95) [44 U.S.C. 3506(c)(2)(A)]. This 
program helps to ensure that requested 
data can be provided in the desired 
format, reporting burden (time and 
financial resources) is minimized, 
collection instruments are clearly 
understood, and the impact of collection 
requirements on respondents can be 
properly assessed. The Bureau of Labor 
Statistics (BLS) is soliciting comments 
concerning the proposed extension of 
the ‘‘Job Openings and Labor Turnover 
Survey (BLS–1411).’’ A copy of the 
proposed information collection request 
(ICR) can be obtained by contacting the 
individual listed below in the 
ADDRESSES section of this notice. 
DATES: Written comments must be 
submitted to the office listed in the 
Addresses section below on or before 
January 9, 2006. 
ADDRESSES: Send comments to Amy A. 
Hobby, BLS Clearance Officer, Division 
of Management Systems, Bureau of 
Labor Statistics, Room 4080, 2 
Massachusetts Avenue, NE., 
Washington, DC 20212, telephone 
number 202–691–7628. (This is not a 
toll free number.) 
FOR FURTHER INFORMATION CONTACT: 
Amy A. Hobby, BLS Clearance Officer, 
telephone number 202–691–7628. (See 
ADDRESSES section.) 
SUPPLEMENTARY INFORMATION: 
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I. Background 

The Job Openings and Labor Turnover 
Survey (JOLTS) collects data on job 
vacancies, labor hires, and labor 
separations. As the monthly JOLTS time 
series grow longer, their value in 
assessing the business cycle, the 
difficulty that employers have in hiring 
workers, and the extent of the mismatch 
between the unused supply of available 
workers and the unmet demand for 
labor by employers will increase. The 
study of the complex relationship 
between job openings and 
unemployment will be of particular 
interest to researchers. While these two 
measures are expected to move in 
opposite directions over the course of 
the business cycle, their relative levels 
and movements depend on the 
efficiency of the labor market in 
matching workers and jobs. 

Along with the job openings rate, 
trends in hires and separations may 
broadly identify which aggregate 
industries face the tightest labor 
markets. Quits rates, the number of 
persons who quit during an entire 
month as a percentage of total 
employment, may provide clues about 
workers’ views of the labor market or 
their success in finding better jobs. In 
addition, businesses will be able to 
compare their own turnover rates to the 
national, regional, and major industry 
division rates. 

The BLS uses the JOLTS form to 
gather employment, job openings, hires, 
and total separations from business 
establishments. The information is 
collected once a month at the BLS Data 
Collection Center (DCC) in Atlanta, 
Georgia. The information is collected 
using Computer Assisted Telephone 
Interviewing (CATI), Touch-tone Data 
Entry (TDE), FAX, and mail. An 
establishment is in the sample for 24 
consecutive months. 

II. Current Action 

Office of Management and Budget 
(OMB) clearance is being sought for the 
JOLTS. The BLS is requesting an 
extension to the existing clearance for 
the JOLTS. There are no major changes 
being made to the forms, procedures, 
data collection methodology, or other 
aspects of the survey. 

III. Desired Focus of Comments 

The Bureau of Labor Statistics is 
particularly interested in comments 
that: 

• Evaluate whether the proposed 
collection of information is necessary 
for the proper performance of the 
functions of the agency, including 

whether the information will have 
practical utility; 

• Evaluate the accuracy of the 
agency’s estimate of the burden of the 
proposed collection of information, 
including the validity of the 
methodology and assumptions used; 

• Enhance the quality, utility, and 
clarity of the information to be 
collected; and 

• Minimize the burden of the 
collection of information on those who 
are to respond, through the use of 
appropriate automated, electronic, 
mechanical, or other technological 
collection techniques or other forms of 
information technology, e.g., permitting 
electronic submissions of responses. 

Type of Review: Extension of a 
currently approved collection. 

Agency: Bureau of Labor Statistics. 
Title: Job Openings and Labor 

Turnover Survey (BLS–1411). 
OMB Number: 1220–0170. 
Affected Public: Federal Government; 

State, Local, or Tribal governments; 
Businesses or other for-profit; Not-for- 
profit institutions; Small businesses and 
organizations. 

Total Respondents: 16,400. 
Frequency: Monthly. 
Total Responses: 132,840. 
Average Time Per Response: 10 

minutes. 
Estimated Total Burden Hours: 22,140 

hours. 
Total Burden Cost (capital/startup): 

$0. 
Total Burden Cost (operating/ 

maintenance): $0. 
Comments submitted in response to 

this notice will be summarized and/or 
included in the request for Office of 
Management and Budget approval of the 
information collection request; they also 
will become a matter of public record. 

Signed at Washington, DC, this 3rd day of 
November 2005. 
Cathy Kazanowski, 
Chief, Division of Management Systems, 
Bureau of Labor Statistics. 
[FR Doc. 05–22446 Filed 11–9–05; 8:45 am] 
BILLING CODE 4510–24–P 

DEPARTMENT OF LABOR 

Bureau of Labor Statistics 

Federal Economic Statistics Advisory 
Committee; Notice of Open Meeting 
and Agenda 

The ninth meeting of the Federal 
Economic Statistics Advisory 
Committee will be held on December 9, 
2005 in the Postal Square Building, 2 
Massachusetts Avenue, NE., 
Washington, DC. 

The Federal Economic Statistics 
Advisory Committee is a technical 
committee composed of economists, 
statisticians, and behavioral scientists 
who are recognized for their attainments 
and objectivity in their respective fields. 
Committee members are called upon to 
analyze issues involved in producing 
Federal economic statistics and 
recommend practices that will lead to 
optimum efficiency, effectiveness, and 
cooperation among the Department of 
Labor, Bureau of Labor Statistics and the 
Department of Commerce, Bureau of 
Economic Analysis and Bureau of the 
Census. 

The meeting will be held in Meeting 
Rooms 1 and 2 of the Postal Square 
Building Conference Center. The 
schedule and agenda for the meeting are 
as follows: 
9 a.m. Opening session. 
9:30 a.m. Measuring the cost of owner- 

occupied housing. 
1 p.m. Report from working group on 

the CPS–CES discrepancy. 
1:30 p.m. Service-sector expansion and 

non-residential construction 
initiative in the PPI. 

2 p.m. Priorities for future meetings. 
2:45 p.m. Treatment of catastrophic 

events in Federal statistical 
programs. 

4:45 p.m. Conclude (approximate time). 
The meeting is open to the public. 

Any questions concerning the meeting 
should be directed to Margaret Johnson, 
Federal Economic Statistics Advisory 
Committee, on Area Code (202) 691– 
5600. Individuals with disabilities, who 
need special accommodations, should 
contact Ms. Johnson at least two days 
prior to the meeting date. 

Signed at Washington, DC the 3rd day of 
November 2005. 
Kathleen P. Utgoff, 
Commissioner of Labor Statistics. 
[FR Doc. 05–22447 Filed 11–9–05; 8:45 am] 
BILLING CODE 4510–24–P 

NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 

[Notice 05–151] 

NASA Advisory Council; Meeting 

AGENCY: National Aeronautics and 
Space Administration. 
ACTION: Notice of Meeting. 

SUMMARY: In accordance with the 
Federal Advisory Committee Act, Public 
Law 92–463, as amended, the National 
Aeronautics and Space Administration 
announces a meeting of the NASA 
Advisory Council. 
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DATES: Tuesday, November 29, 2005, 8 
a.m. to 5 p.m.; and Wednesday, 
November 30, 2005, 8 a.m. to 2 p.m. 
ADDRESSES: On Tuesday, November 29, 
2005, the meeting will be held at the 
Rayburn House Office Building (RHOB), 
Room 2318. 

The RHOB is located southwest of the 
Capitol on a site bounded by 
Independence Avenue, South Capitol 
Street, First Street, and C Street, SW., 
(Use the Independence Avenue 
entrance.) On Wednesday, November 
30, 2005, the meeting will be held at the 
Senate Dirksen Office Building (SDOB), 
Room 562. The SDOB is located 
northeast of the Capitol, adjoining the 
Hart Senate Office Building on a site 
bounded by Constitution Avenue, 
Second Street, First Street, and C Street, 
NE., (Use the Constitution Avenue 
entrance.) 
FOR FURTHER INFORMATION CONTACT: Mr. 
Christopher Blackerby, Designated 
Federal Official, National Aeronautics 
and Space Administration, Washington, 
DC 20546, 202/358–4688. 
SUPPLEMENTARY INFORMATION: The 
meeting will be open to the public up 
to the seating capacity of the room. The 
agenda for the meeting includes the 
following topics: 

• Welcoming remarks. 
• Council organizational structure 

and membership. 
• Exploration Systems Architecture 

Study Overview. 
• Shuttle/Station Operations 

Overview. 
• Science Overview. 
• Aeronautics Research Overview. 
• Workforce Overview (including 

Minority Business, Education). 
• Audit and Finance Overview. 
It is imperative that the meeting be 

held on these dates to accommodate the 
scheduling priorities of the key 
participants. 

Dated: November 3, 2005. 
P. Diane Rausch, 
Advisory Committee Management Officer, 
National Aeronautics and Space 
Administration. 
[FR Doc. 05–22389 Filed 11–9–05; 8:45 am] 
BILLING CODE 7510–13–P 

NATIONAL SCIENCE FOUNDATION 

Membership of National Science 
Foundation’s Senior Executive Service 
Performance Review Board 

AGENCY: National Science Foundation. 
ACTION: Announcement of Membership 
of the National Science Foundation’s 
Senior Executive Service Performance 
Review Board. 

SUMMARY: This announcement of the 
membership of the National Science 
Foundation’s Senior Executive Service 
Performance Review Board is made in 
compliance with 5 U.S.C. 4314(c)(4). 
ADDRESSES: Comments should be 
addressed to Director, Division of 
Human Resource Management, National 
Science Foundation, Room 315, 4201 
Wilson Boulevard, Arlington, VA 22230. 
FOR FURTHER INFORMATION CONTACT: Mr. 
Joseph F. Burt at the above address or 
(703) 292–8180. 
SUPPLEMENTARY INFORMATION: The 
membership of the National Science 
Foundation’s Senior Executive 
Performance Review Board is as follows: 
Kathie L. Olsen, Deputy Director, 

Chairperson 
Anthony A. Arnolie, Director, Office of 

Information and Resource 
Management and Chief Human 
Capital Officer 

Richard A. Behnke, Head, Upper 
Atmosphere Research Section 

Deborah L. Crawford, Deputy Assistant 
Director for Computer and 
Information Science and Engineering 

Nathaniel Pitts, Director, Office of 
Integrative Activities 

Thomas A. Weber, Director, Division of 
Materials Research 
Dated: November 4, 2005. 

Joseph F. Burt, 
Director, Division of Human Resource 
Management. 
[FR Doc. 05–22458 Filed 11–9–05; 8:45am] 
BILLING CODE 7555–01–M 

NUCLEAR REGULATORY 
COMMISSION 

[Docket No. 72–8] 

Notice of Issuance of Amendment to 
Materials License SNM–2505; Calvert 
Cliffs Nuclear Power Plant, Inc.; 
Calvert Cliffs Independent Spent Fuel 
Storage Installation 

AGENCY: Nuclear Regulatory 
Commission. 
ACTION: Notice of issuance of license 
amendment. 

FOR FURTHER INFORMATION CONTACT: 
Joseph M. Sebrosky, Senior Project 
Manager, Spent Fuel Project Office, 
Office of Nuclear Material Safety and 
Safeguards, U.S. Nuclear Regulatory 
Commission, Washington, DC 20555. 
Telephone: (301) 415–1132; fax number: 
(301) 415–8555; e-mail: jms3@nrc.gov. 
SUPPLEMENTARY INFORMATION: 

I. Introduction 
The U.S. Nuclear Regulatory 

Commission (NRC or the Commission) 

has issued Amendment 7 to Materials 
License SNM–2505 held by Calvert 
Cliffs Nuclear Power Plant, Inc. 
(CCNPP) for the receipt, possession, 
transfer, and storage of spent fuel at the 
Calvert Cliffs Independent Spent Fuel 
Storage Installation (ISFSI), located in 
Calvert County, Maryland. The 
amendment is effective as of the date of 
issuance. 

II. Background 
By application dated May 16, 2005, as 

supplemented on September 29, 2005, 
and October 28, 2005, CCNPP requested 
to amend its ISFSI license to incorporate 
changes to the updated safety analysis 
report to alter the design basis limit for 
the dry shielded canister (DSC) internal 
pressure from 50 psig to 100 psig. 

III. Finding 
This amendment complies with the 

standards and requirements of the 
Atomic Energy Act of 1954, as amended 
(the Act), and the Commission’s rules 
and regulations. The Commission has 
made appropriate findings as required 
by the Act and the Commission’s rules 
and regulations in 10 CFR Chapter I, 
which are set forth in the license 
amendment. 

In accordance with 10 CFR 
72.46(b)(2), a determination has been 
made that the amendment does not 
present a genuine issue as to whether 
public health and safety will be 
significantly affected. Therefore, the 
publication of a notice of proposed 
action and an opportunity for hearing or 
a notice of hearing is not warranted. 
Notice is hereby given of the right of 
interested persons to request a hearing 
on whether the action should be 
rescinded or modified. 

Also in connection with this action, 
the Commission prepared an 
Environmental Assessment (EA) and 
Finding of No Significant Impact 
(FONSI). The EA and FONSI were 
published in the Federal Register on 
September 12, 2005 (70 FR 53812). 
FOR FURTHER INFORMATION CONTACT: For 
further details with respect to this 
action, see the application dated May 
16, 2005, available for public inspection 
at the Commission’s Public Document 
Room (PDR), located at One White Flint 
North, Public File Area O–1F21, 11555 
Rockville Pike (first floor) Rockville, 
Maryland. Publicly available records 
will be accessible electronically from 
the Agencywide Documents Access and 
Management System (ADAMS) Public 
Electronic Reading Room on the Internet 
at the NRC Web site, http:// 
www.nrc.gov/reading-rm/adams.html. 
Persons who do not have access to 
ADAMS or who encounter problems in 
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accessing the documents located in 
ADAMS, should contact the NRC PDR 
Reference staff by telephone at 1 (800) 
397–4209, 301–415–4737, or by e-mail 
to pdr@nrc.gov. 

Dated at Rockville, Maryland, this 2nd day 
of November, 2005. 

For the Nuclear Regulatory Commission. 
Joseph M. Sebrosky, 
Senior Project Manager, Licensing Section, 
Spent Fuel Project Office, Office of Nuclear 
Material Safety and Safeguards. 
[FR Doc. 05–22431 Filed 11–9–05; 8:45 am] 
BILLING CODE 7590–01–P 

OCCUPATIONAL SAFETY AND 
HEALTH REVIEW COMMISSION 

Privacy Act of 1974; New Systems of 
Records 

AGENCY: Occupational Safety and Health 
Review Commission. 
ACTION: Notice. 

SUMMARY: This notice announces 
proposed new systems of records, 
maintained by the Occupational Safety 
and Health Review Commission 
(Review Commission or OSHRC), in 
accordance with the Privacy Act of 
1974, 5 U.S.C. 552a, as amended. 
DATES: Comments must be received by 
the Review Commission by December 
12, 2005. The new and revised systems 
of records will become effective on 
January 9, 2006, without any further 
notice in the Federal Register, unless 
comments or government approval 
procedures necessitate otherwise. 
ADDRESSES: Submit any written 
comments to Ron Bailey, Attorney 
Advisor, Office of General Counsel, 
1120 20th Street, NW., Ninth Floor, 
Washington, DC 20036–3457. 
FOR FURTHER INFORMATION CONTACT: Ron 
Bailey, Attorney Advisor, Office of 
General Counsel, (202) 606–5410. 
SUPPLEMENTARY INFORMATION: On August 
27, 2004, the President signed 
Homeland Security Presidential 
Directive (HSPD) 12, Policy for a 
Common Identification Standard for 
Federal Employees and Contractors. 
HSPD 12 requires the development and 
agency implementation of a mandatory, 
government-wide standard for secure 
and reliable forms of identification for 
Federal employees and contractors. On 
February 25, 2005, in accordance with 
HSPD 12, the United States Department 
of Commerce issued Federal 
Information Processing Standard 
Publication 201 (FIPS 201), Personal 
Identity Verification (PIV) of Federal 
Employees and Contractors. Part 1 of 
the standard (PIV I) requires the 

adoption and use of an approved 
identity proofing and registration 
process, see FIPS 201 sec. 2, and Part 2 
(PIV II) requires the adoption and use of 
a PIV system that supports ‘‘a common 
(smart card-based) platform for identity 
authentication across Federal 
departments and agencies for access to 
multiple types of physical and logical 
access environments,’’ see FIPS 201 sec. 
3. On August 5, 2005, in Memorandum 
M–05–24, the Office of Management and 
Budget (OMB) instructed agencies to 
implement PIV I by October 27, 2005. 

In implementing PIV I, the Review 
Commission has created one new 
system of records, Personnel Security 
Records, and has determined that notice 
of a preexisting system of records, 
Identification Card Records, has not yet 
been published. In this notice, these 
systems of records are designated as 
OSHRC–7 and OSHRC–8, respectively. 

OSHRC–7 

SYSTEM NAME: 
Personnel Security Records. 

SECURITY CLASSIFICATION: 
None. 

SYSTEM LOCATION: 
The administrative office at each 

OSHRC location maintains the records 
for its employees and contractors. The 
central office is located at 1120 20th 
Street, NW., Ninth Floor, Washington, 
DC 20036–3457. The branch offices are 
located at 100 Alabama Street, SW., 
Building 1924, Room 2R90, Atlanta, GA 
30303–3104; and 1244 North Speer 
Boulevard, Room 250, Denver, CO 
80204–3582. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

The system of records notice covers 
individuals who require long-term 
access to federally controlled buildings 
and federally controlled information 
systems. Specifically, the categories of 
individuals covered by this system of 
records include: (1) Federal employees, 
as defined under 5 U.S.C. 2105, within 
OSHRC; (2) individuals employed by, 
detailed to, or assigned to OSHRC; (3) 
short-term employees of OSHRC, whose 
terms are for 6 or more months; and (4) 
individuals under contract to OSHRC, 
requiring routine access to OSHRC’s 
federally controlled facilities and/or 
federally controlled information 
systems. 

Federally controlled buildings are 
defined in FIPS 201 as: (1) Federally 
owned buildings or leased space, 
whether for single or multi-tenant 
occupancy, and its grounds and 
approaches, all or any of which is under 

the jurisdiction, custody or control of a 
department or agency covered by HSPD 
12; and (2) federally controlled 
commercial space shared with non- 
government tenants. Federally 
controlled information systems are 
defined by the Federal Security 
Management Act of 2002, 44 U.S.C. 
3544(a)(1)(A)(ii), as ‘‘[i]nformation 
systems used or operated by an agency 
or by a contractor of an agency or other 
organization on behalf of an agency.’’ 

CATEGORIES OF RECORDS IN THE SYSTEM: 

The system of records contains a 
form, titled ‘‘Personal Identity 
Verification (PIV) Request for OSHRC 
Credential,’’ on which information 
relevant to the credentialing process is 
recorded. The form includes the 
following information about the 
individual being credentialed: (1) Name; 
(2) country of citizenship; (3) phone 
number; (4) birth date; (5) hair color, eye 
color, height, weight, and gender; (6) 
employment position (or position to 
which individual is to be hired) and 
work address; (7) e-mail address; (8) 
information gathered from identity 
source documents, including the name 
on the documents, the document 
numbers, the document titles, the 
issuers, and the expiration dates; and (9) 
the name, identifier, and expiration date 
on the credential issued by OSHRC. The 
form also includes the signature of the 
individual being credentialed, and the 
names, phone numbers, email 
addresses, and signatures of the various 
OSHRC employees responsible for 
sponsoring, registering, and issuing the 
credential. 

The system of records also contains a 
passport-sized color photograph of each 
credentialed individual. And, once a 
National Agency Check with Written 
Inquiries (NACI) has been completed, a 
copy of the OFI–79A, which may 
include information regarding a 
credentialed individual’s criminal 
history, is included in the system of 
records. 

Other security forms, such as the 
Standard Form 85 and a fingerprint 
chart, are completed by each 
credentialed individual. However, these 
forms are forwarded to the Office of 
Personnel Management (OPM) by 
overnight/FedEx or by certified mail, 
return receipt requested, and copies of 
these forms will not be maintained in 
the system of records. Accordingly, 
these records are covered by OPM’s 
notice for OPM/CENTRAL–9, Personnel 
Investigations Records, see 58 FR 19154, 
19184, Apr. 12, 1993, and not by the 
instant notice. 
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AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 
Executive Orders 10450 and 10577; 

HSPD 12; FIPS 201; and OMB 
Memorandum M–05–24. 

PURPOSE(S): 
The categories of records contained in 

the system must be collected pursuant 
to the policy that OSHRC has developed 
to comply with HSPD 12. The purpose 
of this policy is to create a ‘‘reliable, 
government-wide PIV system for use in 
applications such as access to federally 
controlled facilities and information 
systems.’’ See FIPS 201 sec. 1.1. 

The specific information collected by 
OSHRC allows OPM to conduct NACIs 
on those individuals being credentialed, 
assists OSHRC in verifying the identity 
of those for whom credentials have been 
requested, and provides OSHRC the 
necessary information to issue 
identification cards. 

ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

See Blanket Routine Uses, 44 FR 
18572, Mar. 28, 1979, and 53 FR 36142, 
Sept. 16, 1988. Also, as to the form 
titled ‘‘Personal Identity Verification 
(PIV) Request for OSHRC Credential,’’ 
and the file copy of the passport-sized 
photograph, this information is 
routinely used for the internal agency 
purpose of verifying the identity of the 
person applying for a PIV Card. 

DISCLOSURE TO CONSUMER REPORTING 
Not applicable. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 
Stored on paper in a file cabinet. 

RETRIEVABILITY: 

Records are retrievable by an 
individual’s identification card number. 

SAFEGUARDS: 

Records are maintained in a file 
cabinet. During duty hours, the file 
cabinet is under surveillance of 
personnel charged with custody of the 
records and, after duty hours, the 
records are stored behind locked doors. 
Access to the cabinet is limited to 
personnel having a need for access to 
perform their official functions. 

RETENTION AND DISPOSAL: 

The records are maintained for 3 years 
after an employee’s or contractor’s final 
separation from OSHRC. 

SYSTEM MANAGER(S) AND ADDRESS: 
The Administrative Officer at the 

following OSHRC locations: 1120 20th 

Street, NW., Ninth Floor, Washington, 
DC 20036–3457; 100 Alabama Street, 
SW., Building 1924, Room 2R90, 
Atlanta, GA 30303–3104; and 1244 
North Speer Boulevard, Room 250, 
Denver, CO 80204–3582. 

NOTIFICATION PROCEDURE: 
Individuals interested in inquiring 

about their records should notify: 
Patricia Randle, Executive Director, 
OSHRC, 1120 20th Street, NW., Ninth 
Floor, Washington, DC 20036–3457. For 
an explanation on how such requests 
should be drafted, refer to 29 CFR 
2400.5 (notification), and 29 CFR 2400.6 
(procedures for requesting records). 

RECORD ACCESS PROCEDURES: 
Individuals who wish to gain access 

to their records should notify: Patricia 
Randle, Executive Director, OSHRC, 
1120 20th Street, NW., Ninth Floor, 
Washington, DC 20036–3457. For an 
explanation on how such requests 
should be drafted, refer to 29 CFR 
2400.6 (procedures for requesting 
records). 

CONTESTING RECORD PROCEDURES: 
Individuals who wish to contest their 

records should notify: Patricia Randle, 
Executive Director, OSHRC, 1120 20th 
Street, NW., Ninth Floor, Washington, 
DC 20036–3457. For an explanation on 
the specific procedures for contesting 
the contents of a record, refer to 29 CFR 
2400.7 (procedures for requesting 
amendment). 

RECORD SOURCE CATEGORIES: 
Information contained in the system 

is obtained from individuals subject to 
the credentialing process, OSHRC 
employees involved in the credentialing 
process, and investigative record 
materials furnished by OPM. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 
None. 

OSHRC–8 

SYSTEM NAME: 
Identification Card Records. 

SECURITY CLASSIFICATION: 
None. 

SYSTEM LOCATION: 
The administrative office at each 

OSHRC location maintains the records 
for its employees and contractors. The 
central office is located at 1120 20th 
Street, NW., Ninth Floor, Washington, 
DC 20036–3457. The branch offices are 
located at 100 Alabama Street, SW., 
Building 1924, Room 2R90, Atlanta, GA 
30303–3104; and 1244 North Speer 
Boulevard, Room 250, Denver, CO 
80204–3582. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

The system of records notice covers 
individuals who require long-term 
access to federally controlled buildings. 
Specifically, the categories of 
individuals covered by this system of 
records include: (1) Federal employees, 
as defined under 5 U.S.C. 2105, within 
OSHRC; (2) individuals employed by, 
detailed to, or assigned to OSHRC; (3) 
short-term employees of OSHRC, whose 
terms are for 6 or more months; and (4) 
individuals under contract to OSHRC, 
requiring routine access to OSHRC’s 
federally controlled facilities. 

Federally controlled buildings are 
defined in FIPS 201 as: (1) Federally 
owned buildings or leased space, 
whether for single or multi-tenant 
occupancy, and its grounds and 
approaches, all or any of which is under 
the jurisdiction, custody or control of a 
department or agency covered by HSPD 
12; and (2) federally controlled 
commercial space shared with non- 
government tenants. 

CATEGORIES OF RECORDS IN THE SYSTEM: 

The system of records contains the 
following information regarding each 
identification card issued: (1) The name 
of the individual identified on the card; 
(2) the identification number associated 
with the card (the cards are numbered 
sequentially, starting at ‘‘1’’); (3) the 
dates on which the card was issued and, 
if applicable, destroyed; and (4) whether 
the card was issued as a replacement. 
The system of records also contains 
memoranda verifying which 
identification cards have been lost or 
stolen. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 

Federal Property and Administrative 
Services Act of 1949, 40 U.S.C. 121(c); 
HSPD 12; FIPS 201; and OMB 
Memorandum M–05–24. 

PURPOSE(S): 

The categories of records contained in 
the system must be collected pursuant 
to the policy that OSHRC has developed 
to comply with HSPD 12. The purpose 
of this policy is to create a ‘‘reliable, 
government-wide PIV system for use in 
applications such as access to Federally 
controlled facilities and information 
systems.’’ See FIPS 201 sec. 1.1. 

The system of records assists OSHRC 
in (1) Restricting access to OSHRC 
facilities, (2) ensuring positive 
identification of those who are 
permitted access, (3) maintaining a 
record of all holders of identification 
cards, and (4) identifying lost or stolen 
cards. 
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ROUTINE USES OF RECORDS MAINTAINED IN THE 
SYSTEM, INCLUDING CATEGORIES OF USERS AND 
THE PURPOSES OF SUCH USES: 

See Blanket Routine Uses, 44 FR 
18572, Mar. 28, 1979, and 53 FR 36142, 
Sept. 16, 1988. Also, the information in 
this system of records is routinely used 
to maintain a record of all holders of 
identification cards and to identify 
those cards that are lost or stolen. 

DISCLOSURE TO CONSUMER REPORTING 
AGENCIES: 

Not applicable. 

POLICIES AND PRACTICES FOR STORING, 
RETRIEVING, ACCESSING, RETAINING, AND 
DISPOSING OF RECORDS IN THE SYSTEM: 

STORAGE: 
Stored on paper in a file cabinet. 

RETRIEVABILITY: 

Records are retrievable by (1) An 
individual’s name, (2) the identification 
card number, and (3) the date on which 
the card was issued or destroyed. 

SAFEGUARDS: 

Records are maintained in a file 
cabinet. During duty hours, the file 
cabinet is under surveillance of 
personnel charged with custody of the 
records and, after duty hours, the 
records are stored in a locked file 
cabinet behind locked doors. Access to 
the cabinet is limited to personnel 
having a need for access to perform their 
official functions. 

RETENTION AND DISPOSAL: 

The records will be maintained for the 
life of the system of records. 

SYSTEM MANAGER(S) AND ADDRESS: 
The Administrative Officer at the 

following OSHRC locations: 1120 20th 
Street, NW., Ninth Floor, Washington, 
DC 20036–3457; 100 Alabama Street, 
SW., Building 1924, Room 2R90, 
Atlanta, GA 30303–3104; and 1244 
North Speer Boulevard, Room 250, 
Denver, CO 80204–3582. 

NOTIFICATION PROCEDURE: 

Individuals interested in inquiring 
about their records should notify: 
Patricia Randle, Executive Director, 
OSHRC, 1120 20th Street, NW., Ninth 
Floor, Washington, DC 20036–3457. For 
an explanation on how such requests 
should be drafted, refer to 29 CFR 
2400.5 (notification), and 29 CFR 2400.6 
(procedures for requesting records). 

RECORD ACCESS PROCEDURES: 
Individuals who wish to gain access 

to their records should notify: Patricia 
Randle, Executive Director, OSHRC, 
1120 20th Street, NW., Ninth Floor, 
Washington, DC 20036–3457. For an 

explanation on how such requests 
should be drafted, refer to 29 CFR 
2400.6 (procedures for requesting 
records). 

CONTESTING RECORD PROCEDURES: 

Individuals who wish to contest their 
records should notify: Patricia Randle, 
Executive Director, OSHRC, 1120 20th 
Street, NW., Ninth Floor, Washington, 
DC 20036–3457. For an explanation on 
the specific procedures for contesting 
the content of a record, refer to 29 CFR 
2400.7 (procedures for requesting 
amendment). 

RECORD SOURCE CATEGORIES: 

Information contained in the system 
is obtained from individuals who have 
been issued OSHRC identification cards. 

EXEMPTIONS CLAIMED FOR THE SYSTEM: 

None. 
Dated: November 3, 2005. 

W. Scott Railton, 
Chairman. 
[FR Doc. 05–22409 Filed 11–9–05; 8:45 am] 
BILLING CODE 7600–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 35–28057] 

Filings Under the Public Utility Holding 
Company Act of 1935, as Amended 
(‘‘Act’’) 

November 4, 2005. 
Notice is hereby given that the 

following filing(s) has/have been made 
with the Commission pursuant to 
provisions of the Act and rules 
promulgated under the Act. All 
interested persons are referred to the 
application(s) and/or declaration(s) for 
complete statements of the proposed 
transaction(s) summarized below. The 
application(s) and/or declaration(s) and 
any amendment(s) is/are available for 
public inspection through the 
Commission’s Branch of Public 
Reference. 

Interested persons wishing to 
comment or request a hearing on the 
application(s) and/or declaration(s) 
should submit their views in writing by 
November 29, 2005, to the Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–9303, and serve a copy on the 
relevant applicant(s) and/or declarant(s) 
at the address(es) specified below. Proof 
of service (by affidavit or, in the case of 
an attorney at law, by certificate) should 
be filed with the request. Any request 
for hearing should identify specifically 
the issues of facts or law that are 

disputed. A person who so requests will 
be notified of any hearing, if ordered, 
and will receive a copy of any notice or 
order issued in the matter. After 
November 29, 2005, the application(s) 
and/or declaration(s), as filed or as 
amended, may be granted and/or 
permitted to become effective. 

Ameren Corp., et al. (70–8945) 

Ameren Corporation (‘‘Ameren’’), a 
registered holding company, 1901 
Chouteau Avenue, St. Louis, Missouri 
63103, CIPSCO Investment Company 
(‘‘CIPSCO Investment’’), a wholly 
owned subsidiary of Ameren, and 
CIPSCO Investment’s wholly owned 
subsidiary, CIPSCO Leasing Company 
(‘‘CIPSCO Leasing’’), both of 607 East 
Adams Street, Springfield, Illinois 
62739, and AmernEnergy Resources 
Generating Company (‘‘AERG’’), a 
wholly owned indirect electric utility 
company subsidiary of Ameren, 300 
Liberty Street, Peoria, Illinois 61602, 
have filed an application-declaration 
under Sections 6(a), 7, 9(a),10, 11(b)(1), 
12(b) and 12(f) of the Act and Rules 45 
and 54 under the Act (‘‘Application’’). 

Applicants seek a divestiture order for 
tax purposes that would require the 
divestiture of CIPSCO Leasing’s wholly- 
owned subsidiary, CLC Aircraft Leasing 
Company (‘‘CLC’’) or of CLC’s 100% 
interest in an MD–88 commercial 
passenger aircraft that is leased to Delta 
Air Lines, Inc. (‘‘Delta’’). 

I. Background 

A.The Ameren System 

Ameren directly owns all of the 
issued and outstanding common stock 
of Union Electric Company, doing 
business as ‘‘AmerenUE,’’ Central 
Illinois Public Service Company, doing 
business as ‘‘AmerenCIPS,’’ and Illinois 
Power Company doing business as 
‘‘AmerenIP,’’ and indirectly through 
CILCORP Inc., an exempt holding 
company, owns all of the issued and 
outstanding common stock of Central 
Illinois Light Company, doing business 
as ‘‘AmerenCILCO.’’ 

Together, AmerenUE, AmerenCIPS, 
AmerenIP and AmerenCILCO provide 
retail and wholesale electric service to 
approximately 2.3 million customers 
and retail natural gas service to 
approximately 935,000 customers in 
parts of Missouri and Illinois. In 
addition, AmerenCILCO holds all of the 
outstanding common stock of AERG. 
AERG is a non-exempt electric utility 
generating subsidiary to which 
AmerenCILCO transferred substantially 
all of its generating assets in October 
2003. 
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1 On September 14, 2005, Delta and its 
subsidiaries filed voluntary petitions for 
reorganization under Chapter 11 of the U.S. 
Bankruptcy Code. The matter is pending before the 
U.S. Bankruptcy Court for the Southern District of 
New York. 

2 Any such transfer would be qualified by and 
subject to any restriction or limitations on transfer 
set forth in the operative lease documents, the 
Bankruptcy Code, and other applicable law, 
including the Revised Interim Order Pursuant to 
Sections 105(a) and 362 of the Bankruptcy Code 
Establishing Notification Procedures and Approving 
Restriction on Certain Transfers of Claims against 
and Interests in the Debtors’ Estates entered in the 
Delta bankruptcy case on September 16, 2005. 

Ameren also directly owns all of the 
issued and outstanding common stock 
of CIPSCO Investment, a non-utility 
subsidiary that in turn owns all of the 
issued and outstanding common stock 
of, among other subsidiaries, CIPSCO 
Leasing. CIPSCO Leasing, directly or 
through subsidiaries, invests in certain 
long-term leveraged lease transactions. 
As relevant to this Post-Effective 
Amendment, CIPSCO Leasing’s wholly- 
owned subsidiary, CLC, holds a 100% 
interest as the owner participant in an 
MD–88 commercial passenger aircraft 
that is leased to Delta (the ‘‘Aircraft 
Lease Interest’’). 

B. Relevant History 
By order dated December 30, 1997, in 

this proceeding (Holding Co. Act 
Release No. 26809) (the ‘‘Merger 
Order’’), the Commission authorized 
Ameren to acquire all of the issued and 
outstanding common stock of 
AmerenUE and CIPSCO Incorporated, 
which was then the parent company of 
AmerenCIPS, to organize a service 
company subsidiary, and to issue and 
sell common stock pursuant to certain 
stock plans. In addition, the 
Commission authorized Ameren to 
retain the direct and indirect non-utility 
subsidiaries and investments of 
AmerenUE and CIPSCO Incorporated, 
subject to certain exceptions. 
Specifically as it relates to the instant 
Application, the Commission 
determined that the Aircraft Lease 
Interest was retainable under Section 
9(c)(3) of the Act. 

Although the Aircraft Lease Interest is 
a ‘‘passive’’ investment, CIPSCO Leasing 
has already captured the tax benefits (in 
the form of accelerated depreciation) 
associated with the leased equipment. 
Thus, the economic characteristics 
associated with this investment are no 
longer the same as they were at the time 
of the Merger Order. Ameren has 
concluded, therefore, that the Aircraft 
Lease Interest is not retainable under the 
standards of either Section 11(b)(1) of 
the Act or under Commission 
precedents interpreting Section 9(c)(3) 
of the Act. 

Accordingly, Ameren requests that 
the Commission issue a supplemental 
order in this proceeding to: (i) Require 
Ameren to sell or otherwise dispose of 
the Aircraft Lease Interest or of the 
equity securities of CLC Aircraft not 
later than February 8, 2006; (ii) recite 
that such sale or disposition of the 
Aircraft Lease Interest or of the equity 
securities of CLC Aircraft is necessary or 
appropriate to the integration or 
simplification of the Ameren holding 
company system and to effectuate the 
provisions of Section 11(b)(1); (iii) 

require that the net proceeds from such 
sale or disposition be utilized within 24 
months of the receipt thereof to retire or 
cancel securities representing 
indebtedness of the transferor or 
otherwise expended for property other 
than ‘‘nonexempt property’’ within the 
meaning of section 1083 of the Internal 
Revenue Code, as amended (the ‘‘Code’’) 
or invested as a contribution to the 
capital, or as paid-in surplus, of another 
direct or indirect subsidiary of Ameren 
in a manner that satisfies the 
nonrecognition provisions of Code 
section 1081; and (iv) recite that such 
expenditure or investment by the 
transferor is necessary or appropriate to 
the integration or simplification of the 
Ameren holding company system. 

C. Summary of Relevant Provisions of 
the Code 

Ameren explains that Code section 
1081(b)(1) provides for the 
nonrecognition of gain or loss from a 
sale or exchange of property made in 
obedience to a Commission order. Code 
section 1082(a)(2) requires that any 
unrecognized gain under Code section 
1081(b)(1) be applied to reduce the basis 
of the transferor’s remaining assets in a 
specified manner. 

Ameren submits that an exception 
from this nonrecognition treatment 
exists under Code section 1081(b)(2), 
which specifies that if property received 
in connection with any sale or 
disposition is ‘‘nonexempt property,’’ 
then such ‘‘nonexempt property’’ or an 
amount equal to the fair market value of 
such ‘‘nonexempt property’’ must, 
within 24 months of the time of the 
transfer, in accordance with an order of 
the Commission, be expended for 
property other than ‘‘nonexempt 
property’’ or invested as a contribution 
to the capital, or as paid-in surplus, of 
another corporation, and the 
Commission’s order recites that such 
expenditure or investment by the 
transferor corporation is necessary or 
appropriate to the integration or 
simplification of the holding company 
system of which the transferor 
corporation is a member. Code section 
1081(b)(3) provides that an appropriate 
expenditure for property other than 
‘‘nonexempt property’’ for purposes of 
Code section 1081(b)(2) includes each of 
(1) a payment in complete or partial 
retirement or cancellation of securities 
representing indebtedness of the 
transferor and (2) the amount of any 
liability of the transferor that is assumed 
(or to which transferred property is 
subject) in connection with any transfer 
of property in obedience to a 
Commission order. 

Ameren further submits that Code 
section 1081(d) provides for the 
nonrecognition of gain or loss from 
certain intercompany transactions 
within the same system group if such 
transactions are made in obedience to a 
Commission order. 

D. Sale of the Lease Interests 
CIPSCO Leasing intends to seek a 

buyer or buyers for the Aircraft Lease 
Interest or of the equity securities of 
CLC Aircraft in a privately negotiated 
transaction. Alternatively, as a result of 
the bankruptcy of Delta,1 CLC Aircraft, 
as owner participant under the lease, 
may, in the bankruptcy proceeding, 
forfeit its beneficial interest (as owner 
participant) in the leased aircraft if the 
indenture trustee, on behalf of the debt 
participants in the leveraged lease 
transaction, exercises its remedy to take 
title to the aircraft.2 Such transfer of the 
beneficial interest in the leased aircraft 
to the indenture trustee would be 
treated as a ‘‘sale’’ for federal income tax 
purposes for an amount equal to the 
outstanding balance of the leveraged 
lease debt. In either event, Ameren 
expects that such transfer will result in 
a significant amount of gain for federal 
income tax purposes. Accordingly, 
CIPSCO Leasing will structure any such 
transfer in a manner that will enable it 
to utilize the non-recognition provisions 
of Code section 1081. 

In order to achieve this result, the 
Applicants will engage in a series of 
essentially simultaneous intercompany 
transactions the purpose of which is to 
structure the sale of the Aircraft Lease 
Interest or of the equity securities of 
CLC Aircraft to occur from a subsidiary 
of Ameren (in this case AERG) that has 
sufficient tax basis in similar classes of 
property to absorb the basis reductions 
required by Code section 1082(b). 

More specifically, CIPSCO Leasing 
intends to engage in the following 
transactions (the ‘‘Proposed 
Transactions’’): 

1. On or prior to the closing date with 
respect to the sale of the Aircraft Lease 
Interest or of the equity securities of CLC 
Aircraft (the ‘‘Closing Date’’), CIPSCO 
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3 By order dated December 18, 2003 (Holding Co. 
Act Release No. 27777) (the ‘‘December 2003 
Order’’), the Commission authorized Ameren and 
its non-utility subsidiaries to, among other things, 
convert the capital structure of non-utility 
subsidiaries from one business form to another. 

Leasing will transfer the stock of CLC Aircraft 
to AERG in exchange for a promissory note 
in the form of Exhibit B–7 (the ‘‘AERG Note’’) 
and/or cash (together, the AERG Note and the 
cash are referred to herein as the ‘‘AERG 
Consideration’’). 

2. On or prior to the Closing Date, Ameren 
will cause CLC Aircraft to convert into a 
Delaware limited liability company.3 

3. On the Closing Date, AERG will either 
sell the Aircraft Lease Interest or the 
membership interests of CLC Aircraft to a 
buyer or buyers in exchange for 
consideration (which is expected to be 
nominal) or transfer the Aircraft Lease 
Interest and/or the membership interests of 
CLC Aircraft to the indenture trustee for the 
benefit of the debt participants in the existing 
leveraged lease structure, which, for federal 
income tax purposes, will be treated as a 
deemed sale of the Aircraft Lease Interest. 

4. Within 24 months after such Closing 
Date, AERG will expend the consideration 
received from the buyer or buyers to reduce 
the AERG Note (if any) or will otherwise 
expend or invest such cash in accordance 
with Code section 1081(b). 

As indicated, the Proposed 
Transactions are intended to allow 
Ameren to match the unrecognized gain 
from the sale of the Aircraft Lease 
Interest or of the membership interests 
of CLC Aircraft under Code section 
1081(b) to AERG since AERG is one of 
the subsidiaries of Ameren that has a 
sufficiently high tax basis in other 
similar classes of property such that the 
unrecognized gain can be fully absorbed 
by the basis reductions required by 
Code section 1082(a)(2). 

II. Requests for Authority 
Ameren requests that the Commission 

authorize (a) AERG to acquire the stock 
of CLC Aircraft from CIPSCO Leasing 
and (b) AERG to issue and CIPSCO 
Leasing to acquire the AERG Note, in 
each case prior to February 8, 2006. The 
aggregate amount of the AERG 
Consideration (i.e., AERG Note and/or 
cash) will be fixed on or before the 
Closing Date to be equal to or less than 
the amount of consideration (which may 
be nominal) agreed to be paid by the 
buyer or buyers of the Aircraft Lease 
Interest or of the membership interests 
of CLC Aircraft, such that the proceeds 
of the sale will be at least sufficient to 
enable AERG to retire the AERG Note (if 
any) on or shortly after the Closing Date; 
and, in any event will not exceed $10 
million. The AERG Note (if any) will 
bear interest at a daily floating rate per 
annum (computed on the basis of a 360- 
day year consisting of twelve 30 day 

months) equal to the ‘‘1-Month 
Nonfinancial Commercial Paper’’ rate 
published by the Federal Reserve in its 
H.15 Selected Interest Rates publication. 

In addition, in accordance with Code 
section 1081(f), Ameren requests that 
the Commission’s supplemental order in 
this proceeding confirm that (1) The 
proposed disposition of the Aircraft 
Lease Interest or of the membership 
interests of CLC Aircraft through the 
Proposed Transactions will be a 
disposition for cash or cash equivalents 
in compliance with the supplemental 
order, (2) the application of the net 
proceeds to retire all or part of the 
AERG Note will be a complete or partial 
retirement of securities representing 
indebtedness of AERG, (3) the amount 
of liabilities assumed and the amount of 
liabilities to which transferred property 
is subject upon the disposition of the 
Aircraft Lease Interest or membership 
interests of CLC Aircraft through the 
Proposed Transactions will be an 
expenditure for property other than 
‘‘nonexempt property’’ in compliance 
with the supplemental order, and (4) 
accordingly, each of the Proposed 
Transactions is necessary or appropriate 
to the integration or simplification of 
the Ameren holding company system 
and will effectuate the provisions of 
Section 11(b)(1) of the Act. 

FirstEnergy Corp., et al. (70–10122) 
FirstEnergy Corp. (‘‘FirstEnergy’’), a 

registered holding company, and the 
following subsidiaries of FirstEnergy 
(together with FirstEnergy, 
‘‘Applicants’’), Ohio Edison Company, a 
wholly-owned public-utility company 
subsidiary of FirstEnergy, its nonutility 
company subsidiaries, The Cleveland 
Electric Illuminating Company, a 
wholly-owned public-utility company 
subsidiary of FirstEnergy, its nonutility 
subsidiary companies, The Toledo 
Edison Company, a wholly-owned 
public-utility company subsidiary of 
FirstEnergy, its nonutility subsidiary 
companies, Pennsylvania Power 
Company (‘‘Penn Power’’), a wholly- 
owned public-utility company 
subsidiary of FirstEnergy, American 
Transmission Systems, Incorporated 
(‘‘ATSI’’), a wholly-owned public-utility 
company subsidiary of FirstEnergy, 
Jersey Central Power & Light Company 
(‘‘JCP&L’’), a wholly-owned public- 
utility company subsidiary of 
FirstEnergy, its nonutility subsidiary 
companies, Pennsylvania Electric 
Company (‘‘Penelec’’), a wholly-owned 
public-utility company subsidiary of 
FirstEnergy, its nonutility subsidiary 
companies, Metropolitan Edison 
Company (‘‘Met-Ed’’), a wholly-owned 
public-utility company subsidiary of 

FirstEnergy, its nonutility subsidiary 
companies, York Haven Power 
Company, a wholly-owned public- 
utility company subsidiary of 
FirstEnergy, The Waverly Electric Power 
& Light Company, a wholly-owned 
public-utility company subsidiary of 
FirstEnergy, FE Acquisition Corp., a 
wholly-owned nonutility subsidiary of 
FirstEnergy, its nonutility subsidiary 
companies, FirstEnergy Properties, Inc., 
a wholly-owned nonutility subsidiary of 
FirstEnergy, its nonutility subsidiary 
companies, FirstEnergy Facilities 
Services Group, LLC, a wholly-owned 
nonutility subsidiary of FirstEnergy, its 
nonutility subsidiary companies, 
FELHC, Inc., a wholly-owned nonutility 
subsidiary of FirstEnergy, FirstEnergy 
Securities Transfer Company, a wholly- 
owned nonutility subsidiary of 
FirstEnergy, FirstEnergy Nuclear 
Operating Company, a wholly-owned 
nonutility subsidiary of FirstEnergy, 
FirstEnergy Solutions Corp., a wholly- 
owned nonutility subsidiary of 
FirstEnergy, its nonutility subsidiary 
companies, FirstEnergy Ventures Corp., 
a wholly-owned nonutility subsidiary of 
FirstEnergy, its nonutility subsidiary 
companies, Marbel Energy Corporation, 
a wholly-owned nonutility subsidiary of 
FirstEnergy, its nonutility subsidiary 
companies, FirstEnergy Service 
Company (‘‘Service Company’’), a 
wholly-owned service company 
subsidiary of FirstEnergy, GPU Capital, 
Inc., a wholly-owned nonutility 
subsidiary of FirstEnergy, its nonutility 
subsidiary companies, GPU Electric, 
Inc., a wholly-owned nonutility 
subsidiary of FirstEnergy, its nonutility 
subsidiary companies, GPU Diversified 
Holdings, LLC, a wholly-owned 
nonutility subsidiary of FirstEnergy, its 
nonutility subsidiary companies, GPU 
Power, Inc., a wholly-owned nonutility 
subsidiary of FirstEnergy, its nonutility 
subsidiary companies, FirstEnergy 
Telecom Services, Inc., a wholly-owned 
nonutility subsidiary of FirstEnergy, its 
nonutility subsidiary companies, GPU 
Nuclear, Inc., a wholly-owned 
nonutility subsidiary of FirstEnergy, 
MYR Group, Inc. (‘‘MYR’’), a wholly- 
owned nonutility subsidiary of 
FirstEnergy, and its nonutility 
subsidiary companies, all 76 South 
Main Street, Akron, Ohio 44308, have 
filed a post-effective amendment (‘‘Post- 
Effective Amendment’’) to a previously 
filed application-declaration under 
sections 6(a), 7, 9(a), 10, 12 and 13(b) of 
the Act and rules 42, 43, 45, 46, 53, 54, 
87(b), and 90–92 under the Act. 

By order dated June 30, 2003 (HCAR 
No. 27694, as modified ‘‘Current 
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4 The Commission modified HCAR No. 27694 by 
order dated November 25, 2003 (HCAR No. 27769). 

5 February 8, 2006 is the effective date of repeal 
of the Act. 

6 The Nonutility Subsidiaries and Utility 
Subsidiaries are referred to collectively as 
‘‘Subsidiaries.’’ 

7 More specifically, Energy Related Companies 
may engage in energy management and consulting 
activities anywhere outside the United States and 
energy marketing and related activities in Canada 
and Mexico. Under the Current Financing Order, 
investments in Energy Related Companies count 
toward FirstEnergy’s limit under rule 58 on 
investments in ‘‘energy-related companies.’’ 

8 In a separate, pending post-effective 
amendment, FirstEnergy is requesting that the 
Commission release jurisdiction over the sale of 
infrastructure services by MYR and other Energy 
Related Companies in Canada. 

Financing Order’’),4 the Commission 
authorized FirstEnergy Corp., an Ohio 
corporation (‘‘FirstEnergy’’) and its 
subsidiaries to engage in a program of 
external financing, intrasystem 
financing, and other related transactions 
for the period through and including 
December 31, 2005 (‘‘Prior 
Authorization Period’’). FirstEnergy and 
its subsidiaries request by this Post- 
Effective Amendment a further order 
extending through February 8, 2006 
(‘‘New Authorization Period’’) 5: (1) 
Their existing financing authority under 
the Current Financing Order; and (2) the 
Commission’s reservations of 
jurisdiction over various matters, 
described below. 

Generally, by the Current Financing 
Order, the Commission authorized 
Applicants to engage in the following 
transactions during the Authorization 
Period: 

(1) FirstEnergy may issue and sell directly 
or indirectly through one or more special 
purpose financing entities (‘‘Financing 
Subsidiaries’’): (a) Common stock and/or 
options, warrants, equity-linked securities or 
stock purchase contracts convertible into or 
exercisable for common stock, (b) preferred 
stock and other forms of preferred securities 
(including trust preferred securities), (c) new 
long-term debt securities having maturities of 
one year or more up to 50 years, and (d) 
commercial paper, promissory notes and 
other forms of short-term indebtedness 
having maturities of less than one year 
(‘‘Short-term Debt’’) in an aggregate amount 
not to exceed $4.5 billion, excluding 
securities issued for purposes of refunding or 
replacing other outstanding securities where 
FirstEnergy’s capitalization is not increased 
as a result thereof, provided that the 
aggregate amount of Short-term Debt at any 
time outstanding shall not exceed $1.5 
billion; 

(2) FirstEnergy may enter into and perform 
interest rate hedging transactions (‘‘Hedge 
Instruments’’) and with respect to anticipated 
debt offerings (‘‘Anticipatory Hedges’’) to 
manage volatility of interest rates associated 
with its and its subsidiaries’ outstanding 
indebtedness and anticipated debt offerings; 

(3) FirstEnergy may issue and/or purchase 
on the open market for purposes of 
reissuance up to 30 million shares of 
common stock and/or stock options or other 
stock-based awards exercisable for common 
stock pursuant to its dividend reinvestment 
and stock-based management incentive and 
employee benefits plans (‘‘Stock Plans’’) 
maintained by FirstEnergy for the benefit of 
shareholders, officers, directors and 
employees; 

(4) FirstEnergy may issue one purchase 
right together with each new share of 
common stock issued in accordance with the 
authority requested; (5) JCP&L, Penn Power, 

Met-Ed, Penelec and ATSI may issue and sell 
Short-term Debt in aggregate principal 
amounts at any time outstanding not to 
exceed: (a) in the case of JCP&L and Penn 
Power, the limitation on short-term 
indebtedness contained in their respective 
charters ($414 million and $49 million, 
respectively, as of June 30, 2005), (b) $250 
million in the cases of Penelec and Met-Ed, 
and (c) $500 million in the case of ATSI; 

(5) FirstEnergy may guarantee and provide 
other forms of credit support (‘‘FirstEnergy 
Guarantees’’) on behalf of its subsidiaries in 
an aggregate amount which, taking into 
account any guarantees provided by 
FirstEnergy’s nonutility subsidiaries 
(‘‘Nonutility Subsidiaries’’), will not exceed 
$4.0 billion outstanding at any time; 

(6) FirstEnergy may maintain and continue 
funding a money pool (‘‘Utility Money Pool’’) 
for its public-utility company subsidiaries 
(‘‘Utility Subsidiaries’’) and a separate money 
pool (‘‘Nonutility Money Pool’’) for the 
benefit of the Nonutility Subsidiaries 
(together, ‘‘Money Pools’’) and, to the extent 
not exempt under rule 52, FirstEnergy’s 
subsidiaries may borrow and extend credit to 
each other through the Money Pools by 
issuing and acquiring demand notes 
evidencing those borrowings and extensions 
of credit; 6 

(7) Applicants are authorized to make 
loans Nonutility Subsidiaries that are less 
than wholly-owned (directly or indirectly) by 
FirstEnergy at interest rates and maturities 
designed to provide a return to the lending 
company of not less than its effective cost of 
capital; 

(8) FirstEnergy and the Subsidiaries may 
enter into a tax allocation agreement with 
respect to tax year 2002 and later years that 
does not conform in all respects to the 
requirements of rule 45(c); 

(9) FirstEnergy and the Subsidiaries may 
change the capitalization of any Subsidiary 
50% or more of whose stock is held by 
FirstEnergy or any other intermediate parent 
company; 

(10) Nonutility Subsidiaries may declare 
and pay dividends out of capital or unearned 
surplus, subject to certain restrictions; 

(11) FirstEnergy may acquire interests in 
certain companies (‘‘Energy Related 
Companies’’) that would qualify as ‘‘energy- 
related companies,’’ as defined in rule 58, but 
for the fact that a substantial portion of their 
revenues are derived from activities outside 
the United States,7 subject to certain 
reservations of jurisdiction described below; 

(12) FirstEnergy may invest, directly or 
through Nonutility Subsidiaries, up to $300 
million at any time on preliminary 
development activities relating to potential 
new investments in nonutility businesses; 

(13) FirstEnergy may consolidate the direct 
and indirect ownership interests in certain 

existing nonutility businesses and former 
subsidiaries of GPU, Inc. (‘‘GPU’’) under one 
or more existing or future nonutility holding 
companies; and 

(14) to the extent not exempt under rule 
90(d), Nonutility Subsidiaries may provide 
services and sell goods to certain specified 
types of Nonutility Subsidiaries at market 
prices determined without regard to cost. 

The authorized securities are subject 
to numerous terms, conditions, and 
limitations, including: Limitations on 
interest rate, maturity, issuance 
expenses, and use of proceeds; 
commitments by FirstEnergy and each 
of the Utility Subsidiaries to maintain 
common equity equal to at least 30% of 
consolidated capitalization; and certain 
investment grade rating criteria as 
applicable to securities (other than 
common stock of FirstEnergy and 
Money Pool borrowings) to be issued 
pursuant to the authority granted under 
the Current Financing Order and to 
other outstanding securities of the issuer 
and of FirstEnergy. 

By the Current Financing Order, the 
Commission reserved jurisdiction, 
pending completion of the record, over: 
(1) Issuances of securities in those 
circumstances where FirstEnergy or a 
Utility Subsidiary does not comply with 
the 30% common equity criteria 
(described above); (2) issuances of 
securities where one or more of 
investment grade ratings criteria are not 
met; (3) entering into Hedge Instruments 
and Anticipatory Hedges by FirstEnergy 
that do not qualify for hedge accounting 
treatment by the Financial Accounting 
Standards Board; (4) issuances by 
FirstEnergy of guarantees on behalf of 
its Subsidiaries for the benefit of non- 
affiliated third parties; (5) the ability of 
FirstEnergy to make certain additional 
investments in ‘‘exempt wholesale 
generators’’ and ‘‘foreign utility 
companies,’’ as those terms are defined 
by sections 32 and 33 of the Act, 
respectively, in an amount over $1.5 
billion; (6) the ability of Energy Related 
Companies to engage in energy 
marketing outside of the United States, 
Canada and Mexico; and (7) the ability 
of Energy Related Companies to engage 
in the sale of infrastructure services 
anywhere outside the United States.8 

For the Commission, by the Division of 
Investment Management, pursuant to 
delegated authority. 
Jonathan G. Katz, 
Secretary. 
[FR Doc. 05–22453 Filed 11–9–05; 8:45 am] 
BILLING CODE 8010–01–P 
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1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 See Form 19b–4 dated October 21, 2005, which 

replaced the original filing in its entirety 
(‘‘Amendment No. 1’’). 

4 See partial amendment dated November 3, 2005, 
which corrected a minor omission in the current 
rule text and a typographical error in the filing 
(‘‘Amendment No. 2’’). 

5 See Securities Exchange Act Release No. 49931 
(June 28, 2004), 69 FR 40696 (July 6, 2004) (‘‘June 
2004 Filing’’). 

6 ISE Rule 717 imposes various limitations on 
orders that Electronic Access Members may enter 
on the ISE, while ISE Rule 805 governs market 
maker orders. 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–52729; File No. SR–ISE– 
2005–48] 

Self-Regulatory Organizations; 
International Securities Exchange, Inc.; 
Notice of Filing of Proposed Rule 
Change and Amendments No. 1 and 
No. 2 Thereto Relating to Market Maker 
Quote Interaction 

November 3, 2005. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’),1 and Rule 19b–4 thereunder,2 
notice is hereby given that on October 
3, 2005, the International Securities 
Exchange, Inc. (‘‘ISE’’ or ‘‘Exchange’’) 
filed with the Securities and Exchange 
Commission (‘‘Commission’’) the 
proposed rule change as described in 
Items I, II, and III below, which Items 
have been prepared by the Exchange. 
On October 21, 2005, the ISE submitted 
Amendment No. 1 to the proposed rule 
change.3 On November 3, 2005, the ISE 
submitted Amendment No. 2 to the 
proposed rule change.4 The Commission 
is publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The ISE proposes to amend its rules 
regarding a delay of up to one second 
before two market maker quotations 
interact. The text of the proposed rule 
change is as follows. Proposed new 
language is in italics; proposed 
deletions are in [brackets]. 
* * * * * 

Rule 804. Market Maker Quotations 

* * * * * 
(d) Firm Quotes. (1) Market maker 

bids and offers are firm for orders and 
Exchange market maker quotations both 
under this Rule and Rule 602 of 
Regulation NMS[11Ac1–1] under the 
Exchange Act (‘‘Rule 602 of Reg 
NMS[11Ac1–1]’’) for the number of 
contracts specified according to the 
requirements of paragraph (b) above. 
Market maker bids and offers are not 
firm under this Rule and Rule 602 of 
Reg NMS[11Ac1–1] if: 

(i) A system malfunction or other 
circumstance impairs the Exchange’s 
ability to disseminate or update market 
quotes in a timely and accurate manner; 

(ii) The level of trading activities or 
the existence of unusual market 
conditions is such that the Exchange is 
incapable of collecting, processing, and 
making available to quotation vendors 
the data for the option in a manner that 
accurately reflects the current state of 
the market on the Exchange, and as a 
result, the market in the option is 
declared to be ‘‘fast’’ pursuant to Rule 
704; 

(iii) During trading rotations; or 
(iv) Any of the circumstances 

provided in paragraph (c)(3) of Rule 602 
of Reg NMS[11Ac1–1] exist. 

(2) Notwithstanding Paragraph (1) 
above, if a market maker’s bid (offer) can 
trade with the offer (bid) of another 
market maker, the Exchange shall have 
the authority to implement a delay so 
that no execution shall occur between 
such quotations for a period of no more 
than one second. During such [this] 
period, the System will update 
quotations that may be received; 
provided however, that during such 
[this] period all quotations shall 
otherwise remain firm and the System 
shall [will] automatically execute all 
incoming orders against such 
quotations. 
* * * * * 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Exchange included statements 
concerning the purpose of and basis for 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. The 
Exchange has prepared summaries, set 
forth in Sections A, B, and C below, of 
the most significant aspects of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
In June 2004, the Commission 

approved a proposed rule change by the 
Exchange adopting a delay of up to one 
second before two market maker 
quotations at the same price would 
trade.5 As represented in the June 2004 

Filing, the ISE treats orders and 
quotations differently, with ISE Rule 
804(a) stating that only market makers 
may enter quotations on the ISE. Market 
makers use quotations to input and 
update prices on multiple series of 
options at the same time. Quotations 
generally are based on pricing models 
that rely on various factors, including 
the price and volatility of the 
underlying security. The ISE states that 
as these variables change, a market 
maker’s pricing model automatically 
updates quotations for some or all of an 
option’s series. In contrast, an order is 
an interest to buy a stated number of 
contracts of one specific options series. 
The ISE states that all ISE members, 
including ISE market makers, can enter 
orders.6 

The ISE states that the purpose of the 
one-second delay adopted by the June 
2004 Filing was to allow a market maker 
to update its quotation to reflect price 
changes in an underlying stock before 
another market maker’s quotation would 
‘‘hit’’ its quote. During this brief period, 
market maker quotations remain firm for 
all orders the ISE receives. This 
includes orders from customers, broker- 
dealers and even other market makers. 
The only exclusion is for executions 
against other market maker quotes. 

However, as the ISE trading system 
and its market maker members’ quoting 
systems continue to advance 
technologically, the ISE believes that, at 
some point, providing this one-second 
delay may no longer be necessary. Thus, 
in order to have the flexibility to remove 
this delay at that point, the ISE proposes 
to amend this rule to specify that this is 
a functionality that the ISE can, but is 
not required, to use. Additionally, if the 
Exchange determines to remove the one- 
second delay entirely, this proposed 
rule change would give ISE the ability 
to reinstate the one-second delay, if 
needed, due to, for example, such 
removal resulting in a disruption to the 
market or other unintended 
consequences. In making any 
determination to remove the delay, the 
Exchange would take into consideration 
input from its market maker members, 
particularly through the Exchange’s 
Market Maker Advisory Committee. 

The Exchange notes that any change 
made to this functionality would be 
implemented in a uniform, market-wide 
basis (as opposed to, for example, a 
class-by-class basis). The Exchange 
would inform its members of any 
changes made to this functionality by 
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7 15 U.S.C. 78f(b). 
8 15 U.S.C. 78f(b)(5). 9 17 CFR 200.30–3(a)(12). 

1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 Amendment No. 1 replaced the original filing in 

its entirety. 

distributing a Regulatory Information 
Circular prior to the implementation of 
any change. 

2. Statutory Basis 

The Exchange believes the proposal is 
consistent with Section 6(b) of the Act 7, 
in general, and furthers the objectives of 
Section 6(b)(5) of the Act,8 in particular, 
in that it is designed to promote just and 
equitable principles of trade, remove 
impediments to and perfect the 
mechanisms of a free and open market 
and a national market system, and, in 
general, to protect investors and the 
public interest in that it would promote 
efficient interaction of market maker 
quotations. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange believes the proposed 
rule change does not impose any burden 
on competition that is not necessary or 
appropriate in furtherance of the 
purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants or Others 

No written comments were solicited 
or received by the Exchange on this 
proposal. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Within 35 days of the date of 
publication of this notice in the Federal 
Register or within such longer period (i) 
as the Commission may designate up to 
90 days of such date if it finds such 
longer period to be appropriate and 
publishes its reasons for so finding, or 
(ii) as to which the Exchange consents, 
the Commission will: 

(A) By order approve the proposed 
rule change, or 

(B) Institute proceedings to determine 
whether the proposed rule change 
should be disapproved. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change, as amended is consistent with 
the Act. Comments may be submitted by 
any of the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–ISE–2005–48 on the subject 
line. 

Paper Comments 

• Send paper comments in triplicate 
to Jonathan G. Katz, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–9303. 

All submissions should refer to File 
Number SR–ISE–2005–48. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room. Copies of the filing also will be 
available for inspection and copying at 
the principal office of the Exchange. All 
comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–ISE–2005–48 and should be 
submitted on or before December 1, 
2005. 

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority.9 

Jonathan G. Katz, 
Secretary. 
[FR Doc. 05–22416 Filed 11–9–05; 8:45 am] 

BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–52725; File No. SR–NASD– 
2005–118] 

Self-Regulatory Organizations; 
National Association of Securities 
Dealers, Inc.; Notice of Filing and 
Order Granting Accelerated Approval 
of a Proposed Rule Change and 
Amendment No. 1 Thereto Relating to 
the Listing and Trading of 9% Targeted 
Income Strategic Total Return 
SecuritiesSM Linked to the CBOE 
Nasdaq–100 BuyWrite Index 

November 3, 2005. 
Pursuant to Section 19(b)(1) of the 

Securities Exchange Act of 1934 
(‘‘Act’’),1 and Rule 19b–4 thereunder,2 
notice is hereby given that on 
September 30, 2005, the National 
Association of Securities Dealers, Inc. 
(‘‘NASD’’), through its subsidiary, The 
Nasdaq Stock Market, Inc. (‘‘Nasdaq’’), 
filed with the Securities and Exchange 
Commission (‘‘SEC’’ or ‘‘Commission’’) 
the proposed rule change as described 
in Items I and II below, which Items 
have been prepared by Nasdaq. On 
October 14, 2005, Nasdaq filed 
Amendment No. 1 to the proposed rule 
change.3 The Commission is publishing 
this notice to solicit comments on the 
proposed rule change from interested 
persons and is approving the proposal 
on an accelerated basis. 

I. Self-Regulatory Organization’s 
Statement of the Terms of the Substance 
of the Proposed Rule Change 

Nasdaq proposes to list and trade 9% 
Targeted Income Strategic Total Return 
SecuritiesSM (‘‘9% STRS’’ or ‘‘Notes’’), 
the return on which is based upon the 
CBOE Nasdaq–100 BuyWrite Index 
(‘‘BXN Index’’ or ‘‘Index’’) and issued by 
Morgan Stanley. The text of the 
proposed rule change is available on the 
NASD’s Web site (http:// 
www.nasd.com), at the principal offices 
of the Nasdaq, and at the Commission’s 
Public Reference Room. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, 
Nasdaq included statements concerning 
the purpose of, and basis for, the 
proposed rule change and discussed any 
comments it received on the proposed 
rule change. The text of these statements 
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4 Telephone conference between Jonathan Cayne, 
Associate General Counsel, Nasdaq, and Geoffrey 
Pemble, Special Counsel, Division of Market 
Regulation (‘‘Division’’), Commission, on November 
1, 2005 (relating to additional descriptive material 
about the Notes provided in prospectus 
supplement). 

5 Id. 
6 On any trading day, the Adjustment Amount is 

the sum of (i) 9% multiplied by the Issue Price 
multiplied by the number of calendar days since the 
previous calculation of NEW divided by 365 plus 
(ii) 2% multiplied by NEV on the previous trading 
day multiplied by the number of calendar days 
since the previous calculation of NEV divided by 
365. 

7 The BXN Index is similar to Chicago Board 
Options Exchange’s (‘‘CBOE’’) BXM and BXD 
indexes, which are buy-writes on the S&P 500 and 
the Dow Jones Industrial Average, respectively. The 
Commission has previously, on multiple occasions, 
approved the listing and trading of notes linked to 
the BXM and BXD indexes. See Securities Exchange 
Act Release Nos. 51966, (July 1, 2005), 70 FR 40069 
(July 12, 2005) (approving an exception to the 

requirement in the American Stock Exchange LLC 
(‘‘Amex’’) ‘‘generic’’ listing standards pursuant to 
Rule 19b–4(e) for index-linked notes that index 
values be disseminated at least every 15 seconds, 
thereby allowing the listing and trading of notes 
linked to the BXM and BXD even though the BXM 
and BXD values are not so disseminated); 51840 
(June 14, 2005), 70 FR 35468 (June 20, 2005) 
(approving the listing and trading of JPMorgan 
Chase notes linked to the BXD Index); 51634 (April 
29, 2005), 70 FR 24138 (May 6, 2005) (approving 
the listing and trading of Wachovia notes linked to 
the BXM Index); 51426 (March 23, 2005), 70 FR 
16315 (March 30, 2005) (approving the listing and 
trading of Morgan Stanley notes linked to the BXM 
Index); and 50719 (November 22, 2004), 69 FR 
69644 (November 30, 2004) (approving the listing 
and trading of Morgan Stanley notes linked to the 
BXM Index). 

8 Morgan Stanley and Nasdaq have entered into 
a non-exclusive license agreement providing for the 
use of the Index by Morgan Stanley in connection 
with the Notes. Nasdaq is not responsible for and 
will not participate in the issuance of the Notes. 

9 A ‘‘buy-write’’ is a conservative options strategy 
in which an investor buys a stock or portfolio and 
writes call options on the stock or portfolio. This 
strategy is also known as a ‘‘covered call’’ strategy. 
A buy-write strategy provides option premium 
income to cushion decreases in the value of an 
equity portfolio, but will underperform stocks in a 
rising market. A buy-write strategy tends to lessen 
overall volatility in a portfolio. 

10 The BXN Index consists of a long position in 
the component securities of the Nasdaq-100 Index 
and options on the Nasdaq-100 Index. The 
Commission has approved the listing of numerous 
securities linked to the performance of the Nasdaq- 
100 Index as well as options on the Nasdaq-100 
Index. See, e.g., Securities Exchange Act Release 
Nos. 50916 (December 22, 2004), 69 FR 78508 
(December 30, 2004) (approving the listing and 
trading of Performance Leveraged Upside Securities 
based on the value of the Nasdaq-100 Index); 48065 
(June 19, 2003), 68 FR 38414 (June 27, 2003) 
(approving the listing and trading of Performance 
Leveraged Upside Securities based on the value of 
the Nasdaq-100 Index); 45429 (February 11, 2002), 
67 FR 7438 (February 19, 2002) (approving the 

Continued 

may be examined at the places specified 
in Item III below. Nasdaq has prepared 
summaries, set forth in Sections A, B, 
and C below, of the most significant 
aspects of such statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
Nasdaq proposes to list and trade the 

Notes. The Notes provide for a return 
based upon the BXN Index. 

Description of Notes 
The Notes are non-convertible debt 

issued by Morgan Stanley that are due 
on October 30, 2011 and have a 
principal amount and issue price of $10. 
The Notes will trade as a single, 
exchange-listed security. However, the 
principal amount is initially reduce by 
underwriting commissions of 1.20%, so 

that the Notes, in fact, are initially 
valued at $9.88, which is known as the 
initial net entitlement value (‘‘Initial 
NEV’’). Additional fees of 2% each year 
reduce the Net Entitlement Value 
(‘‘NEV’’). Because the initial NEV is 
1.20% less than the issue price of the 
securities and because the 2% per 
annum adjustment amount reduces the 
NEV over the term of the securities, the 
BXN Index must increase for the 
investor to receive an amount upon sale, 
exchange, redemption or at maturity 
equal to the issue price for each 
security. Thus, unlike ordinary debt, the 
Notes have no guaranteed return of 
principal and do not pay interest.4 

The Notes will pay 9% per annum, 
payable monthly beginning November 
30, 2005. If the investor exchanges the 
Notes, or Morgan Stanley calls the Notes 
the investor will receive accrued but 
unpaid interim payments on the 
exchanged or redeemed Notes in 

exchange for a reduction of the NEV of 
the Notes (‘‘Adjustment Amount’’). This 
Adjustment Amount takes into account 
the interim payments on the Notes. As 
a result, for investing in the Notes, the 
investor will receive current income in 
the form of the interim payments on the 
Notes in exchange for a reduction in the 
NEV of the Notes.5 

The payout on the Notes upon 
exchange, upon redemption, or at 
maturity will be based on the applicable 
NEV of the securities determined on a 
valuation date, as compared to the 
Initial NEV. 

For each trading day, the NEV is equal 
to $9.88 (e.g., the Initial NEV) 
multiplied by the ratio of the BXN Index 
closing value on that trading day over 
the closing value of the Index on the 
pricing date (‘‘Initial BXN Index Value’’) 
minus the Adjustment Amount 6 as of 
that trading day. In other words: 

NEV NEV
BXN

BXNT T
T

T

=






−−
−

1
1

* Adjustment Amount

Where 
T = each trading day 
BXNT = the closing value of the BXN 

Index on T. 
The Notes are cash-settled in U.S. 

dollars and do not give the holder any 
right to receive a portfolio security, 
dividend payments or any other 
ownership right or interest in the 
portfolio or index of securities 
comprising the Index. The Commission 
has previously approved the listing of 
options on, and other securities the 
performance of which have been linked 
to or based on similar and parallel buy- 
write indexes.7 

Beginning in October 2008, upon at 
least 10 but not more than 30 days 
notice to the holders, Morgan Stanley 
may redeem the Notes each quarter on 
certain dates specified in the prospectus 
(‘‘Exchange Date’’). In addition, prior to 
October 2008, Morgan Stanley may 
redeem the Notes for mandatory 
exchange on any Exchange Date if the 
NEV (which is a value calculated as 
described in the immediately following 
paragraph) equals or is less than $2.00 
on any trading day. Furthermore, during 
the period from January 2006 to July 
2011, a holder may exchange the Notes 
each quarter on certain specified dates 

for an amount of cash for each security 
equal to the NEV, plus accrued but 
unpaid interim payments, subject to a 
minimum of at least 10,000 Notes. The 
payout on the Notes upon exchange, 
upon redemption, or at maturity will be 
based on the applicable NEV of the 
securities determined on a valuation 
date, as compared to the Initial NEV. 

Description of the Index 

The BXN Index 8 is a benchmark 
index designed to measure the 
performance of a hypothetical ‘‘buy- 
write’’ 9 strategy on the Nasdaq-100 
Index.10 Developed by the CBOE in 
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listing and trading of Enhanced Return Notes 
Linked to the Nasdaq-100 Index); 45024 (November 
5, 2001), 66 FR 56872 (November 13, 2001) 
(approving the listing and trading of Enhanced 
Return Notes Linked to the Nasdaq-100 Index); 
44913 (October 9, 2001), 66 FR 52469 (October 15, 
2001) (approving the listing and trading of 
Performance Leveraged Upside Securities based 
upon the performance of the Nasdaq-100 Index); 
43000 (June 30, 2000), 65 FR 42409 (July 10, 2000) 
(approving the listing and trading of options based 
upon one-tenth of the value of the Nasdaq-100 
Index); 41119 (February 26, 1999), 64 FR 11510 
(March 9, 1999) (approving the listing and trading 
of Portfolio Depositary Receipts based on the 
Nasdaq-100 Index); and 33428 (January 5, 1994), 59 
FR 1576 (January 11, 1994) (approving the listing 
and trading of options on the Nasdaq-100 Index). 

As of the close of business on September 30, 
2005, the adjusted market capitalization of the 
securities included in the Index ranged from a high 
of $178 billion to a low of $3 billion. As of the same 
date, the average daily trading volume for these 
same securities since the beginning of 2005 ranged 
from a high of 67 million shares to a low of 450,000 
shares. 

11 See supra note 7. 
12 The daily rate of return on the covered Nasdaq- 

100 portfolio is based on (a) the change in the 
closing value of the stocks in the Nasdaq-100 
portfolio, (b) the value of ordinary cash dividends 
on the stocks underlying the Nasdaq-100 that are 
trading ‘‘exdividend’’ on that date (that is, when 
transactions in the stock on an organized securities 
exchange or trading system no longer carry the right 
to receive that dividend or distribution) as 
measured from the close in trading on the previous 

day and (c) the change in the market price of the 
call option. 

13 Call options on the Nasdaq-100 are traded on 
the CBOE, and both last sale and quotation 
information for the call options are disseminated in 
real-time through OPRA. Nasdaq states that the 
value of the BXN can be readily approximated as 
a function of observable market prices throughout 
the trading day. In particular, such a calculation 
would require information on the current price of 
the Nasdaq-100 Index and specific nearest-to- 
expiration call and put options on that Index. These 
components trade in highly liquid markets, and 
real-time prices are available continuously 
throughout the trading day from a number of 
sources including Bloomberg and the CBOE. 

14 The Commission previously approved the 
listing and trading of notes linked to similar CBOE 
indexes (BXM and BXD) that are not disseminated 
every 15 seconds. The Commission also recently 
approved an exception to the 15-second 
requirement in the American Stock Exchange 
‘‘generic’’ listing standards for notes linked to these 
indexes. See supra note 7. 

15 Prior to such change in the manner in which 
the Index is calculated, or in the event of any Index 
substitution, Nasdaq will file a proposed rule 
change pursuant to Rule 19b–4, which must be 
approved by the Commission prior to continued 
listing and trading in the Notes. 

16 See Securities Exchange Act Release No. 32988 
(September 29, 1993); 58 FR 52124 (October 6, 
1993). 

17 Morgan Stanley satisfies this listing criterion. 
18 NASD Rule 4420(f)(2) requires issuers of 

securities designated pursuant to this paragraph to 
be listed on The Nasdaq National Market or the 
New York Stock Exchange, Inc. (‘‘NYSE’’) or be an 
affiliate of a company listed on The Nasdaq 
National Market or the NYSE; provided, however, 
that the provisions of NASD Rule 4450 will be 
applied to sovereign issuers of ‘‘other’’ securities on 
a case-by-case basis. 

cooperation with Nasdaq, the Index was 
initially announced in 2005.11 The 
CBOE developed the BXN Index in 
response to requests by options portfolio 
managers that the CBOE provide an 
objective benchmark for evaluating the 
performance of buy-write strategies, one 
of the most popular option trading 
strategies. In addition, the BXN Index 
could provide investors with a 
straightforward indicator of the risk- 
reducing character of options. 

The BXN Index is a passive total 
return index based on (1) buying a 
portfolio consisting of the component 
stocks of the Nasdaq-100, and (2) 
‘‘writing’’ (or selling) near-term Nasdaq- 
100 call options with the closest out-of- 
the money strike price, generally on the 
third Friday of each month. This 
strategy consists of a hypothetical 
portfolio consisting of a ‘‘long’’ position 
indexed to the Nasdaq-100 on which are 
deemed sold a succession of one-month, 
at-the-money call options on the 
Nasdaq-100 listed on the CBOE. 
Dividends paid on the component 
stocks underlying the Nasdaq-100 and 
the dollar value of option premium 
deemed received from the sold call 
options are functionally ‘‘reinvested’’ in 
the covered Nasdaq-100 portfolio. 

The value of the BXN Index on any 
given date will equal: (1) The value of 
the BXN Index on the previous day, 
multiplied by (2) the daily rate of 
return 12 on the covered Nasdaq-100 

portfolio on that date. Thus, the daily 
change in the BXN Index reflects the 
daily changes in value of the covered 
Nasdaq-100 portfolio, which consists of 
the Nasdaq-100 (including dividends) 
and the component Nasdaq-100 option. 
The daily closing price of the BXN 
Index is calculated and disseminated by 
the CBOE on its Web site at http:// 
www.cboe.com and via the Options 
Pricing and Reporting Authority 
(‘‘OPRA’’) at the end of each trading 
day. The value of the Nasdaq-100 Index 
is disseminated at least once every 
fifteen (15) seconds throughout the 
trading day. Nasdaq believes that the 
intraday dissemination of the Nasdaq- 
100 Index along with the ability of 
investors to obtain real-time, intraday 
Nasdaq-100 call option pricing provides 
sufficient transparency regarding the 
BXN Index.13 In addition, as indicated 
above, the value of the BXN Index is 
calculated once every trading day, 
thereby providing investors with a daily 
value of such ‘‘hypothetical’’ buywrite 
options strategy on the Nasdaq-100. 

As noted above, the Index is not 
calculated or disseminated continuously 
throughout the trading day. Instead, the 
CBOE calculates the value of the Index 
shortly after the close.14 In addition, 
CBOE will disseminate daily an updated 
value of the amount investors would 
receive for the Notes if exchanged or 
redeemed (‘‘Indicative Value’’). The 
Indicative Value equals the performance 
of the Index less fees and other 
adjustment amounts, if any. The 
Indicative Value is calculated by the 
CBOE after the close of trading and after 
the BXN is calculated for use by 
investors during the next trading day. It 
is designed to provide investors with a 
daily reference value of the adjusted 
Index. The Indicative Value may not 
reflect the precise value of the Notes. 

As stated below, in the event the 
calculation and dissemination of the 
Index is discontinued, Nasdaq will 
consult with the Commission and will 
prohibit the continued listing of the 
Notes unless otherwise authorized by 
the Commission.15 

Listing and Trading Rules 
Under NASD Rule 4420(f), Nasdaq 

may approve for listing and trading 
innovative securities that cannot be 
readily categorized under traditional 
listing guidelines.16 Nasdaq proposes to 
list and trade Notes based on the BXN 
Index under NASD Rule 4420(f). 

The Notes, which will be registered 
under Section 12 of the Act, will 
initially be subject to Nasdaq’s listing 
criteria for other securities under NASD 
Rule 4420(f). Specifically, under NASD 
Rule 4420(f)(1): 

(A) The issuer shall have assets in 
excess of $100 million and stockholders’ 
equity of at least $10 million.17 In the 
case of an issuer which is unable to 
satisfy the income criteria set forth in 
Rule 4420(a)(1), Nasdaq generally will 
require the issuer to have the following: 
(i) Assets in excess of $200 million and 
stockholders’ equity of at least $10 
million; or (ii) assets in excess of $100 
million and stockholders’ equity of at 
least $20 million; 

(B) There must be a minimum of 400 
holders of the security; provided, 
however, that if the instrument is traded 
in $1,000 denominations, there must be 
a minimum of 100 holders; 

(C) For equity securities designated 
pursuant to this paragraph, there must 
be a minimum public distribution of 
1,000,000 trading units; 

(D) The aggregate market value/ 
principal amount of the security will be 
at least $4 million. 

In addition, Morgan Stanley satisfies 
the listed marketplace requirement set 
forth in NASD Rule 4420(f)(2).18 Lastly, 
pursuant to NASD Rule 4420(f)(3), prior 
to the commencement of trading of the 
Notes, Nasdaq will distribute a circular 
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19 NASD Rule 2310(b) requires members to make 
reasonable efforts to obtain information concerning 
a customer’s financial status, a customer’s tax 
status, the customer’s investment objectives, and 
such other information used or considered to be 
reasonable by such member or registered 

representative in making recommendations to the 
customer. 

20 Telephone conference between Jonathan 
Cayne, Associate General Counsel, Nasdaq, and 
Geoffrey Pemble, Special Counsel, Division of 
Market Regulation, Commission, on November 1, 
2005. 

21 15 U.S.C. 78o–3. 
22 15 U.S.C. 78o–3(6). 

to members providing guidance 
regarding compliance responsibilities 
and requirements, including suitability 
recommendations, and highlighting the 
special risks and characteristics of the 
Notes. In particular, Nasdaq will advise 
members recommending a transaction 
in the Notes to: (1) Determine that such 
transaction is suitable for the customer; 
and (2) have a reasonable basis for 
believing that the customer can evaluate 
the special characteristics of, and is able 
to bear the financial risks of, such 
transaction. 

The Notes will be subject to Nasdaq’s 
continued listing criterion for other 
securities pursuant to NASD Rule 
4450(c). Under this criterion, the 
aggregate market value or principal 
amount of publicly held units must be 
at least $1 million. The Notes also must 
have at least two registered and active 
market makers, which is a continued 
listing requirement under NASD Rule 
4310(c)(1). In addition, Nasdaq will 
commence delisting or removal 
proceedings with respect to the Notes 
(unless the Commission has approved 
the continued trading of the Notes) 
under any of the following 
circumstances: 

(i) If the aggregate market value or the 
principal amount of the Notes publicly 
held is less than $400,000; 

(ii) If the value of the Index is no 
longer calculated or widely 
disseminated as described above in this 
filing; or 

(iii) If such other event shall occur or 
condition exist which, in the opinion of 
Nasdaq, makes further dealings on 
Nasdaq inadvisable. 

Nasdaq will also consider prohibiting 
the continued listing of the Notes if 
Morgan Stanley is not able to meet its 
obligations on the Notes. The Notes will 
be subject to the NASD’s existing 
trading halt rules. 

Since the Notes will be deemed equity 
securities for the purpose of NASD Rule 
4420(f), the NASD and Nasdaq’s existing 
equity trading rules will apply to the 
Notes. First, pursuant to NASD Rule 
2310 and IM–2310–2, members must 
have reasonable grounds for believing 
that a recommendation to a customer 
regarding the purchase, sale or exchange 
of any security is suitable for such 
customer upon the basis of the facts, if 
any, disclosed by such customer as to 
his other security holdings and as to his 
financial situation and needs.19 In 

addition, as previously described, 
Nasdaq will distribute a circular to 
members providing guidance regarding 
compliance responsibilities and 
requirements, including suitability 
recommendations, and highlighting the 
special risks and characteristics of the 
Notes. Furthermore, the Notes will be 
subject to the equity margin rules. 
Lastly, the regular equity trading hours 
of 9:30 a.m. to 4 p.m. will apply to 
transactions in the Notes. 

Surveillance 

Nasdaq represents that NASD’s 
surveillance procedures are adequate to 
properly monitor the trading of the 
Notes. Specifically, NASD will rely on 
its current surveillance procedures 
governing equity securities and will 
include additional monitoring on key 
pricing dates, such as redemption, call, 
and maturity dates.20 

Pursuant to Rule 10A–3 of the Act 
and Section 3 of the Sarbanes-Oxley Act 
of 2002, Pub. L. No. 107–204, 116 Stat. 
745 (2002), Nasdaq will prohibit the 
initial or continued listing of any 
security of an issuer that is not in 
compliance with the requirements set 
forth therein. 

Morgan Stanley will deliver a 
prospectus in connection with every 
purchase of the Notes. The procedure 
for the delivery of a prospectus will be 
the same as Morgan Stanley’s current 
procedure involving primary offerings. 

2. Statutory Basis 

Nasdaq believes that the proposed 
rule change is consistent with the 
provisions of Section 15A of the Act,21 
in general, and with Section 15A(b)(6) 
of the Act,22 in particular, in that the 
proposal is designed to prevent 
fraudulent and manipulative acts and 
practices, to promote just and equitable 
principles of trade, to remove 
impediments to and perfect the 
mechanism of a free and open market 
and, in general, to protect investors and 
the public interest. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

Nasdaq does not believe that the 
proposed rule change will result in any 
burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants, or Others 

Written comments were neither 
solicited nor received. 

III. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change, as amended, is consistent with 
the Act. Comments may be submitted by 
any of the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–NASD–2005–118 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Jonathan G. Katz, Secretary, 
Securities and Exchange Commission, 
Station Place, 100 F Street, NE., 
Washington, DC 20549–9303. 

All submissions should refer to File 
Number SR–NASD–2005–118. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room. Copies of such filing also will be 
available for inspection and copying at 
the principal office of the NASD. All 
comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–NASD–2005–118 and 
should be submitted on or before 
December 1, 2005. 
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23 See supra note 10. 
24 15 U.S.C. 78o–3. 
25 In approving the proposed rule, the 

Commission has considered the proposed rule’s 
impact on efficiency, competition, and capital 
formation. 15 U.S.C. 78c(f). 

26 The issuer, Morgan Stanley, disclosed in the 
prospectus that the original issue price of the Notes 
includes commissions (and the secondary market 
prices are likely to exclude commissions) and 
Morgan Stanley’s costs of hedging its obligations 
under the Notes. These costs could increase the 
initial value of the Notes, thus affecting the 
payment investors receive at maturity. 
Additionally, the issuer discloses in the prospectus 
that the hedging activities of its affiliates, including 
selling call options on the Nasdaq-100, could affect 
the value of these call option during the half hour 

period in which their value is determined for 
purposes of inclusion in the BXN Index. Such 
hedging activity must, of course, be conducted in 
accordance with applicable regulatory 
requirements. 

27 See Securities Exchange Act Release Nos. 
44913 (October 9, 2001), 66 FR 52469 (October 15, 
2001) (order approving the listing and trading of 
notes whose return is based on the performance of 
the Nasdaq-100 Index) (SR–NASD–2001–73); 44483 
(June 27, 2001), 66 FR 35677 (July 6, 2001) (order 
approving the listing and trading of notes whose 
return is based on a portfolio of 20 securities 
selected from the Amex Institutional Index) (File 
No. SR–Amex–2001–40); and 3774 (September 27, 
1996), 61 FR 52480 (October 7, 1996) (order 
approving the listing and trading of notes whose 
return is based on a weighted portfolio of 
healthcare/biotechnology industry securities) (SR– 
Amex–96–27). 

28 See supra not 10. 

29 15 U.S.C. 78f(b)(5) and 78s(b)(2). 
30 15 U.S.C. 78o3(b)(6) and 78s(b)(2). 
31 15 U.S.C. 78s(b)(2). 
32 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 15 U.S.C. 78a. 
3 17 CFR 240.19b–4. 

IV. Commission’s Findings and Order 
Granting Accelerated Approval of the 
Proposed Rule Change 

Nasdaq requests that the Commission 
approve this filing on an accelerated 
basis since it raises no new or novel 
issues and will enable Nasdaq to 
accommodate the timetable of listing the 
Notes. In this regard, Nasdaq notes that 
the Commission has previously 
approved the listing of securities the 
performance of which has been linked 
to the Index.23 

After careful review, the Commission 
finds that the proposed rule change is 
consistent with the requirements of the 
Act and the rules and regulations 
thereunder applicable to a national 
securities association, and, in particular, 
the requirements of Section 15A of the 
Act.24 Specifically, the Commission 
finds that the proposal is consistent 
with Section 15A(b)(6) of the Act, which 
requires that the rules be designed to 
promote just and equitable principles of 
trade, foster cooperation and 
coordination with persons engaged in 
processing information with respect to 
and facilitating transactions in 
securities, as well as to remove 
impediments to and perfect the 
mechanism of a free and open market, 
and, in general, to protect investors and 
the public interest.25 

In approving the product, the 
Commission recognizes that the Index is 
a passive total return index based on (1) 
buying a portfolio consisting of the 
component stocks of the Nasdaq-100, 
and (2) ‘‘writing’’ (or selling) near-term 
Nasdaq-100 call options, with the 
closest out-of-the money strike price, 
generally on the third Friday of each 
month. Given the large trading volume 
and capitalization of the compositions 
of the stocks underlying the Index, the 
Commission believes that the listing and 
trading of the Notes that are linked to 
the BXN Index should not unduly 
impact the market for the underlying 
securities compromising the Nasdaq-100 
or raise manipulative concerns.26 

Moreover, the issuers of the underlying 
securities comprising the Nasdaq-100 
are subject to reporting requirements 
under the Act, and all of the component 
stocks are either listed or traded on, or 
traded through the facilities of, U.S. 
securities markets. 

The Commission also believes that 
any concerns that a broker-dealer, such 
as Morgan Stanley, or a subsidiary 
providing a hedge for the issuer, will 
incur undue position exposure are 
minimized by the size of the Notes 
issuance in relation to the net worth of 
Morgan Stanley.27 

Finally, the Commission notes that 
the value of the Index will be calculated 
and disseminated by CBOE once every 
trading day after the close of trading. 
However, the Commission notes that the 
value of the Nasdaq-100 will be widely 
disseminated at least once every fifteen 
seconds throughout the trading day and 
that investors are able to obtain real- 
time call option pricing on the Nasdaq- 
100 Index during the trading day. 
Further, the Indicative Value, which 
will be calculated by the CBOE after the 
close of trading and after the CBOE 
calculates the BXN Index for use by 
investors the next trading day, is 
designed to provide investors with a 
daily reference value of the adjusted 
Index. 

Further, the Commission notes that 
the Nasdaq has agreed to undertake to 
delist the Notes in the event that CBOE 
ceases to calculate and disseminate the 
Index, and Morgan Stanley is unable to 
arrange to have the BXN Index 
calculated and widely disseminated 
through a third party. 

The Commission finds good cause for 
approving the proposed rule change 
prior to the 30th day after the date of 
publication of the notice of filing thereof 
in the Federal Register. Nasdaq has 
requested accelerated approval because 
this product is similar to several other 
instruments currently listed and traded 
on the Nasdaq.28 Additionally, the 

Notes will be listed pursuant to 
Nasdaq’s existing hybrid security listing 
standards as described above. Therefore, 
the Commission finds good cause, 
consistent with Section 19(b)(2) of the 
Act,29 to approve the proposal on an 
accelerated basis. 

Accordingly, the Commission believes 
there is good cause, consistent with 
Sections 15A(b)(6) and 19(b)(2) of the 
Act,30 to approve the proposal, on an 
accelerated basis. 

V. Conclusion 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act,31 that the 
proposed rule change (SR–NASD–2005– 
118) is hereby approved on an 
accelerated basis. 

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority.32 
Jonathan G. Katz, 
Secretary. 
[FR Doc. 05–22414 Filed 11–9–05; 8:45 am] 
BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–52715; File No. SR–NYSE– 
2005–65] 

Self-Regulatory Organizations; New 
York Stock Exchange, Inc.; Notice of 
Filing of Proposed Rule Change 
Regarding the Euro Currency Trust 

November 1, 2005. 
Pursuant to section 19(b)(1) 1 of the 

Securities Exchange Act of 1934 (the 
‘‘Exchange Act’’) 2 and Rule 19b–4 
thereunder,3 notice is hereby given that 
on September 29, 2005, the New York 
Stock Exchange, Inc. (‘‘NYSE’’ or 
‘‘Exchange’’) filed with the Securities 
and Exchange Commission (‘‘SEC’’ or 
‘‘Commission’’) the proposed rule 
change as described in Items I, II, III 
below, which Items have been prepared 
by the Exchange. The Commission is 
publishing this notice to solicit 
comments on the proposed rule change 
from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange proposes to list and 
trade under new NYSE Rules 1300A et 
seq. (‘‘Currency Trust Shares’’) Euro 
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4 The Sponsor, on behalf of the Trust, filed the 
Form S–1 (the ‘‘Registration Statement’’) on June 7, 

Continued 

Shares, which represent units of 
fractional undivided beneficial interest 
in and ownership of the Euro Currency 
Trust. The text of the proposed rule 
change is set forth below. Proposed new 
language is in italics. 
* * * * * 

NYSE Constitution and Rules 

Rule 1300A 

Currency Trust Shares 
(a) The provisions of this Rule 1300A 

series apply only to Currency Trust 
Shares. The term ‘‘Currency Trust 
Shares’’ as used in this Rule and in Rule 
1301A means a security that (a) is 
issued by a trust (‘‘Trust’’) which holds 
a specified non-U.S. currency deposited 
with the Trust; (b) when aggregated in 
some specified minimum number may 
be surrendered to the Trust by the 
beneficial owner to receive the specified 
non-U.S. currency; and (c) pays 
beneficial owners interest and other 
distributions on the deposited non-U.S. 
currency, if any, declared and paid by 
the Trust. While Currency Trust Shares 
are not technically Investment Company 
Units and thus are not covered by Rule 
1100, all other rules that reference 
‘‘Investment Company Units,’’ as 
defined and used in Para. 703.16 of the 
Listed Company Manual, including, but 
not limited to Rules 13, 36.30, 98, 104, 
460.10, 1002, and 1005 shall also apply 
to Currency Trust Shares. When these 
rules reference Investment Company 
Units, the word ‘‘index’’ (or derivative or 
similar words) will be deemed to be the 
applicable non-U.S. currency spot price 
and the word ‘‘security’’ (or derivative 
or similar words) will be deemed to be 
‘‘Currency Trust Shares’’. The term 
‘‘applicable non-U.S. currency’’ as used 
in Rule 1300A and 1301A means the 
currency that is held by the trust for a 
particular issue of Currency Trust 
Shares. 

(b) As is the case with Investment 
Company Units, paragraph (m) of the 
Guidelines to Rule 105 shall also apply 
to Currency Trust Shares. Specifically, 
Rule 105(m) shall be deemed to prohibit 
an equity specialist, his member 
organization, other member, allied 
member or approved person in such 
member organization or officer or 
employee thereof from acting as a 
market maker or functioning in any 
capacity involving market-making 
responsibilities in the applicable non- 
U.S. currency, options, futures or 
options on futures on such currency, or 
any other derivatives based on such 
currency. However, an approved person 
of an equity specialist entitled to an 
exemption from Rule 105(m) under Rule 
98 may act in a market making 

capacity, other than as a specialist in 
the same issue of Currency Trust Shares 
in another market center, options, 
futures or options on futures on the 
applicable non-U.S. currency, or any 
other derivatives based on such 
currency. 

(c) Except to the extent that specific 
provisions in this Rule govern, or unless 
the context otherwise requires, the 
provisions of the Constitution, all other 
Exchange Rules and policies shall be 
applicable to the trading of Currency 
Trust Shares on the Exchange. Pursuant 
to Exchange Rule 3 (‘‘Security’’), 
Currency Trust Shares are included 
within the definition of ‘‘security’’ or 
‘‘securities’’ as those terms are used in 
the Constitution and Rules of the 
Exchange. 

Rule 1301A 

Currency Trust Shares: Securities 
Accounts and Orders of Specialists 

(a) The member organization acting as 
specialist in Currency Trust Shares is 
obligated to conduct all trading in the 
Shares in its specialist account, subject 
only to the ability to have one or more 
investment accounts, all of which must 
be reported to the Exchange. (See Rules 
104.12 and 104.13.) In addition, the 
member organization acting as 
specialist in Currency Trust Shares must 
file with the Exchange in a manner 
prescribed by the Exchange and keep 
current a list identifying all accounts for 
trading in the applicable non-U.S. 
currency options, futures or options on 
futures on such currency, or any other 
derivatives based on such currency, 
which the member organization acting 
as specialist may have or over which it 
may exercise investment discretion. No 
member organization acting as 
specialist in Currency Trust Shares shall 
trade in the applicable non-U.S. 
currency, options, futures or options on 
futures on such currency, or any other 
derivatives based on such currency, in 
an account in which a member 
organization acting as specialist, 
directly or indirectly, controls trading 
activities, or has a direct interest in the 
profits or losses thereof, which has not 
been reported to the Exchange as 
required hereby. 

(b) In addition to the existing 
obligations under Exchange rules 
regarding the production of books and 
records (see, e.g., Rule 476(a)(11)), the 
member organization acting as 
specialist in Currency Trust Shares shall 
make available to the Exchange such 
books, records or other information 
pertaining to transactions by such entity 
or any member, allied member, 
approved person, registered or non- 

registered employee affiliated with such 
entity for its or their own accounts in the 
applicable non-U.S. currency options, 
futures or options on futures on such 
currency, or any other derivatives on 
such currency, as may be requested by 
the Exchange. 

(c) In connection with trading the 
applicable non-U.S. currency, options, 
futures or options on futures on such 
currency or any other derivative on such 
currency (including Currency Trust 
Shares), the specialist registered as such 
in an issue of Currency Trust Shares 
shall not use any material nonpublic 
information received from any person 
associated with a member or employee 
of such person regarding trading by 
such person or employee in the 
applicable non-U.S. currency, options, 
futures or options on futures of such 
currency, or any other derivatives on 
such currency. 
* * * * * 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
NYSE included statements concerning 
the purpose of and basis for the 
proposed rule change and discussed any 
comments it received on the proposed 
rule change. The text of these statements 
may be examined at the places specified 
in item IV below and is set forth in 
sections A, B, and C below. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
The Exchange proposes to list and 

trade under new NYSE Rules 1300A et 
seq. Euro Shares (‘‘Shares’’), which 
represent units of fractional undivided 
beneficial interest in and ownership of 
the Euro Currency Trust (‘‘Trust’’). 
Rydex Specialized Products LLC is the 
sponsor of the Trust (‘‘Sponsor’’), The 
Bank of New York is the trustee of the 
Trust (‘‘Trustee’’), JPMorgan Chase 
Bank, N.A., London Branch, is the 
depository for the Trust (‘‘Depository’’), 
and Rydex Distributors, Inc. is the 
Distributor for the Trust (‘‘Distributor’’). 
The Sponsor, Trustee, Depository, and 
Distributor are not affiliated with the 
Exchange or one another, with the 
exception that the Sponsor and 
Distributor are affiliated. 

As stated in the Trust’s Registration 
Statement,4 the investment objective of 
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2005, Amendment No. 1 thereto on August 12, 
2005, and Amendment No. 2 thereto on October 25, 
2005. See Registration No. 333–125581. 

5 The Exchange states that, except as otherwise 
specifically noted, the information provided in its 
Rule 19b–4 filing relating to the Shares, foreign 
currency markets, movements in foreign currency 
or euro pricing, and the like is based entirely on 
information included in the Registration Statement. 

6 For April 2004, the daily average foreign 
exchange turnover of the US dollar against the euro 
was approximately $550 billion. See Bank for 
International Settlements, Triennial Central Bank 
Survey, March 2005, Statistical annex tables, Table 
E–2. In addition, the reported daily turnover of 
foreign exchange contracts (USD against euro) in 
over-the-counter derivatives markets for April 2004, 
including outright forwards and Forex swaps, was 
$1.15 trillion. See id. at 17. 

7 Volume in euro futures (Euro FX) on the CME 
for 2004 was 17,791,457 contracts. The 2005 Euro 
FX futures volume on the CME through October 19, 
2005 was 25,222,252 contracts. Euro options 
(EURFX) volume on the Phlx was 6,162 contracts 
in June 2005 and 2,918 in July 2005. The 2005 
EURFX volume through July was 33,408 contracts. 
See Telephone conference between Michael 
Cavalier, Assistant General Counsel, NYSE, and 
Florence E. Harmon, Senior Special Counsel, 
Division of Market Regulation, Commission, on 
October 21, 2005 (confirming Euro FX volume on 
CME). 

8 See Bank for International Settlements, 
Triennial Central Bank Survey of Foreign Exchange 
and Derivatives Market Activity in April 2004, 
September 2004 (Tables 2 and 6). 

9 The Exchange states that the Trust is not a 
registered investment company under the 
Investment Company Act of 1940 (‘‘1940 Act’’) and 
is not required to register under the 1940 Act. 

10 The Deposit Account is the euro account of the 
Trust established with the Depository (the London 
branch of JP Morgan Chase Bank, N.A.) by the 
Deposit Account Agreement. The Deposit Account 
holds the euro deposited with the Trust. 

11 The Sponsor expects interest paid by the 
Depository on the deposited euro to offset the 
Trust’s expenses; however, in the event that the 
Trust has to sell deposited euro to pay Trust 
expenses, the Shares would reflect the price of the 
euro, less the Trust’s expenses. See Telephone 
conference between Michael Cavalier, Assistant 
General Counsel, NYSE, and Florence E. Harmon, 
Senior Special Counsel, Division of Market 
Regulation, Commission, on October 21, 2005. 

the Trust is for the Shares to reflect the 
price of the euro. The shares are 
intended to provide institutional and 
retail investors with a simple, cost- 
effective means of gaining investment 
benefits similar to those of holding euro. 

Overview of the Foreign Exchange 
Industry 5 

The Exchange represents that the 
foreign exchange market is the largest 
and most liquid financial market in the 
world. As of April 2004, the foreign 
exchange market experienced average 
daily turnover of approximately $1.88 
trillion, which was a 57% increase (at 
current exchange rates) from 2001 daily 
averages. The foreign exchange market 
is predominantly an over-the-counter 
market with no fixed location, and it 
operates 24 hours a day, seven days a 
week. London, New York, and Tokyo 
are the principal geographic centers of 
the worldwide foreign exchange market, 
with approximately 58% of all foreign 
exchange business executed in the 
United Kingdom, United States (‘‘US’’), 
and Japan. Other, smaller markets 
include Singapore, Zurich, and 
Frankfurt. 

Approximately 89% of foreign 
exchange transactions involve the U.S. 
dollar (‘‘USD’’), and approximately 37% 
involve the euro. The euro/USD pair is 
by far the most-traded currency pair and 
in recent years has comprised 
approximately 28% of the global 
turnover in foreign exchange. As of 
September 26, 2005, $1 USD was worth 
approximately 0.828 euro, calculated at 
the then-current Noon Buying Rate 
(described below in ‘‘Issuance of the 
Shares’’).6 

The Exchange states that there are 
three major kinds of transactions in the 
traditional foreign exchange markets: 
Spot transactions, outright forwards, 
and foreign exchange swaps. ‘‘Spot’’ 
trades are foreign exchange transactions 
that settle typically within two business 
days with the counterparty to the trade. 
Spot transactions account for 

approximately 35% of reported daily 
volume in the traditional foreign 
exchange markets. ‘‘Forward’’ trades, 
which are transactions that settle on a 
date beyond spot, account for 12% of 
the reported daily volume, and ‘‘swap’’ 
transactions, in which two parties 
exchange two currencies on one or more 
specified dates over an agreed period 
and exchange them again when the 
period ends, account for the remaining 
53% of volume. 

There also are transactions in 
currency options, which trade both 
over-the-counter and, in the US, on the 
Philadelphia Stock Exchange (‘‘Phlx’’). 
Currency futures are transactions in 
which an institution buys or sells a 
standardized amount of foreign 
currency on an organized exchange for 
delivery on one of several specified 
dates. Currency futures are traded on a 
number of regulated markets, including 
the International Monetary Market 
division of the Chicago Mercantile 
Exchange (‘‘CME’’), the Singapore 
Exchange Derivatives Trading Limited 
(‘‘SGX,’’ formerly the Singapore 
International Monetary Exchange or 
SIMEX), and the London International 
Financial Futures Exchange (‘‘LIFFE’’).7 
Over 85% of currency derivative 
products (swaps, options, and futures) 
are traded over-the-counter.8 

Participants in the foreign exchange 
market have various reasons for 
participating. Multinational 
corporations and importers need foreign 
currency to acquire materials or goods 
from abroad. Banks and multinational 
corporations sometimes require specific 
wholesale funding for their commercial 
loan or other foreign investment 
portfolios. Some participants hedge 
open currency exposure through off- 
balance-sheet products. 

The primary participants in the 
foreign exchange market are banks 
(including government-controlled 
central banks), investment banks, 
money managers, multinational 
corporations, and institutional 
investors. The most significant 
participants are the major international 

commercial banks that act both as 
brokers and as dealers. In their dealer 
role, these banks maintain long or short 
positions in a currency and seek to 
profit from changes in exchange rates. In 
their broker role, the banks handle buy 
and sell orders from commercial 
customers, such as multinational 
corporations. The banks earn 
commissions when acting as agent. 
They profit from the spread between the 
rates at which they buy and sell 
currency for customers when they act as 
principal. 

Typically, banks engage in 
transactions ranging from $5 million to 
$50 million in amount. Although banks 
will engage in smaller transactions, the 
fees that they charge have made the 
foreign currency markets relatively 
inaccessible to individual investors. 
Some banks allow individual investors 
to engage in spot trades without paying 
traditional commissions on the trades. 
Such trading is often not profitable for 
individual investors, however, because 
the banks charge the investor the spread 
between the bid and the ask price 
maintained by the bank on all purchases 
and sales. The overall effect of this fee 
structure depends on the spread 
maintained by the bank and the 
frequency with which the investor 
trades. Generally, this fee structure is 
particularly disadvantageous to active 
traders. 

The Sponsor believes that the Trust is 
the first exchange-traded fund 9 whose 
assets are limited to a particular foreign 
currency. The Trust will not hold or 
trade in any currency swaps, options, 
futures, or other currency derivative 
products, or engage in any foreign 
exchange market transactions. The sole 
assets of the Trust are the euro 
deposited into the Deposit Account 10 
upon the creation of Baskets of 50,000 
Shares each (as described below), and 
the euro earned as interest on the 
Deposit Account. The investment 
objective of the Trust is for the Shares 
to reflect the price of the euro.11 The 
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12 The CFTC is an independent government 
agency with the mandate to regulate commodity 
futures and options markets in the US under the 
Commodity Exchange Act. In addition to its 
oversight of regulated futures exchanges, the CFTC 
has jurisdiction over certain foreign currency 
futures, options, and options on futures transactions 
occurring other than on a regulated exchange and 
involving retail customers. 

13 See Telephone conference between Michael 
Cavalier, Assistant General Counsel, NYSE, and 
Florence E. Harmon, Senior Special Counsel, 
Division of Market Regulation, Commission, on 
October 21, 2005. 

Sponsor believes that, for many 
investors, the Shares represent a cost- 
effective investment relative to 
traditional means of investing in the 
foreign exchange market. Because the 
Shares will be traded on the NYSE, 
investors will be able to access the euro 
market through a traditional brokerage 
account, which will provide investors 
with an efficient means of implementing 
investment tactics and strategies that 
involve the euro. 

Foreign Currency Regulation. Most 
trading in the global over-the-counter 
foreign currency markets is conducted 
by regulated financial institutions such 
as banks and broker-dealers. In addition, 
in the US, the Foreign Exchange 
Committee of the New York Federal 
Reserve Bank has issued Guidelines for 
Foreign Exchange Trading, and central- 
bank sponsored committees in Japan 
and Singapore have published similar 
best practice guidelines. In the United 
Kingdom, the Bank of England has 
published the Non-Investment Products 
Code, which covers foreign currency 
trading. The Financial Markets 
Association, whose members include 
major international banking 
organizations, has also established best 
practices guidelines called the Model 
Code. 

Participants in the U.S. over-the- 
counter market for foreign currencies 
are generally regulated by their 
oversight regulators. For example, 
participating banks are regulated by the 
banking authorities. In addition, in the 
US, the SEC regulates trading of options 
on foreign currencies on the Phlx, and 
the Commodity Futures Trading 
Commission (‘‘CFTC’’) regulates trading 
of futures, options, and options on 
futures on foreign currencies on 
regulated futures exchanges.12 Both the 
SEC and CFTC have established rules 
designed to prevent market 
manipulation, abusive trade practices, 
and fraud, as have the exchanges on 
which the foreign currency products 
trade. 

The Phlx, CME, SGX, and LIFFE have 
authority to perform surveillance on 
their members’ trading activities, review 
positions held by members and large- 
scale customers, and monitor the price 
movements of options and/or futures 
markets by comparing them with cash 
and other derivative markets’ prices. 

The Euro. According to the 
Registration Statement, in 1998, the 
European Central Bank in Frankfurt was 
organized by Austria, Belgium, Finland, 
France, Germany, Ireland, Italy, 
Luxembourg, the Netherlands, Portugal, 
and Spain in order to establish a 
common currency—the euro. In 2001, 
Greece joined as the twelfth country 
adopting the euro as its national 
currency. Unlike the U.S. Federal 
Reserve System, the Bank of Japan, and 
other comparable central banks, the 
European Central Bank is a central 
authority that conducts monetary policy 
for an economic area consisting of many 
otherwise largely autonomous states. 

At its inception on January 1, 1999, 
the euro was launched as an electronic 
currency used by banks, foreign 
exchange dealers, and stock markets. In 
2002, the euro became cash currency for 
approximately 300 million citizens of 12 
European countries. On May 1, 2004, 
ten additional countries joined the 
European Union and, subject to meeting 
rigorous criteria established by the 
European Central Bank, are expected to 
adopt the euro as their national 
currency on or about 2010. These 
countries are Cyprus (South), the Czech 
Republic, Estonia, Hungary, Latvia, 
Lithuania, Malta, Poland, Slovakia, and 
Slovenia. Although the European 
countries that have adopted the euro are 
members of the European Union, the 
United Kingdom, Denmark, and Sweden 
are European Union members that have 
not adopted the euro as their national 
currency. 

Trust’s Sponsor, Trustee, Depository, 
and Distributor 

The Sponsor. The Sponsor of the 
Trust is Rydex Specialized Products 
LLC, a Delaware LLC that is wholly- 
owned by PADCO Advisors II, Inc., a 
privately-held Maryland corporation 
owned and controlled by two 
irrevocable trusts. The Sponsor and its 
affiliates, collectively, do business as 
‘‘Rydex Investments.’’ 

The Sponsor is responsible for 
establishing the Trust and for the 
registration of the Shares. The Sponsor 
generally oversees the performance of 
the Trustee and the Trust’s principal 
service providers, but does not exercise 
day-to-day oversight over the Trustee or 
service providers to the Trust. The 
Sponsor regularly communicates with 
the Trustee to monitor the overall 
performance of the Trust. The Sponsor, 
with assistance and support from the 
Trustee, is responsible for preparing and 
filing periodic reports on behalf of the 
Trust with the SEC and will provide any 
required certification for such reports. 
The Sponsor will designate the 

independent certified public 
accountants of the Trust and may, from 
time to time, employ legal counsel for 
the Trust. 

To assist the Sponsor in marketing the 
Shares and in accordance with the 
Depositary Trust Agreement, the 
Sponsor will enter into a Distributor 
Agreement with the Distributor and the 
Trust. The Sponsor may determine to 
engage additional or successor 
distributors. The fees of the Distributor 
(an affiliate of the Sponsor) and of any 
additional or successor distributor will 
be paid by the Sponsor from its fee paid 
from the assets of the Trust. 

The Sponsor will maintain a public 
Web site on behalf of the Trust, 
http://www.currencyshares.com, which 
will contain information about the Trust 
and the Shares, and will oversee certain 
shareholder services, such as a call 
center and prospectus delivery.13 

The Sponsor may direct the Trustee in 
the conduct of its affairs, but only as 
provided in the Depositary Trust 
Agreement. For example, the Sponsor 
may direct the Trustee to sell the Trust’s 
euro to pay expenses, to suspend a 
redemption order or postpone a 
redemption settlement date, or to 
terminate the Trust if certain criteria are 
met. The Sponsor anticipates that, if the 
market capitalization of the Trust is less 
than $300 million (as adjusted for 
inflation) at any time after the first 
anniversary of the Trust’s inception, 
then the Sponsor will, in accordance 
with the Depositary Trust Agreement, 
direct the Trustee to terminate and 
liquidate the Trust. 

Fees are paid to the Sponsor as 
compensation for services performed 
under the Depositary Trust Agreement 
and for services performed in 
connection with maintaining the Trust’s 
Web site and marketing the Shares. The 
Sponsor’s fee is payable monthly in 
arrears and is accrued daily at an annual 
rate equal to 0.40% of the Net Asset 
Value (‘‘NAV’’) of the Trust. 

The Trustee. The Bank of New York, 
the Trustee, is generally responsible for 
the day-to-day administration of the 
Trust, including keeping the Trust’s 
operational records. The Trustee’s 
principal responsibilities include selling 
the Trust’s euro if needed to pay the 
Trust’s expenses, calculating the NAV of 
the Trust and the NAV per Share, 
receiving and processing orders from 
Authorized Participants to create and 
redeem Baskets (as discussed below), 
and coordinating the processing of such 
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14 While the Depository will hold the Trust’s 
assets, the Depository is not a trustee for the Trust 
or the Shareholders. 

15 See infra ‘‘Description of the Trust.’’ 
16 Interest on the Deposit Account accrues daily 

at an initial annual nominal rate of Euro Overnight 
Index Average (‘‘EONIA’’) minus 27 basis points, 
and is paid monthly. EONIA is calculated by the 
European Central Bank and published by the 
European Banking Federation on TELERATE. 
EONIA is the effective overnight reference rate for 
the euro and is the benchmark for the competitive 
market interest rate to be paid to the Shareholders 
of the Trust. However, the Depository is free to 
invest the Trust’s assets as it sees fit, and is entitled 
to any proceeds that exceed the interest payable to 
the Trust. See Telephone conference between 
Michael Cavalier, Assistant General Counsel, NYSE, 
and Florence E. Harmon, Senior Special Counsel, 
Division of Market Regulation, Commission, on 
October 21, 2005. 

17 The Exchange notes that the Commission has 
permitted the listing of prior securities products for 
which the underlying was a commodity or 
otherwise was not a security trading on a regulated 
market. See, e.g, Securities Exchange Act Release 
Nos. 50603 (October 28, 2004), 69 FR 64614 
(November 5, 2004) (SR–NYSE–2004–22) 
(approving listing and trading on NYSE of 
StreetTRACK  Gold Shares); 19133 (October 14, 
1982), 47 FR 46946 (October 21, 1982) (SR–Phlx– 
81–4) (approving the listing of standardized options 
on foreign currencies); 36505 (November 22, 1995), 
60 FR 61277 (November 29, 1995) (SR–Phlx–95–42) 
(approving the listing of dollar-denominated 
delivery foreign currency options on the Japanese 
Yen); 36165 (August 29, 1995), 60 FR 46653 
(September 7, 1995) (SR–NYSE–94–41) (approving 
listing standards for, among other things; currency 
and currency index warrants). 

18 Shareholders will not have the protections 
associated with ownership of a demand deposit 
account insured in the US by the Federal Deposit 
Insurance Corporation nor the protection provided 
under English law. 

19 See Securities Exchange Act Release No. 48745 
(November 4, 2003), 68 FR 64154 (November 12, 
2003) (SR–NYSE–2002–33, SR–NASD–2002–77, 
SR–NASD–2002–80, SR–NASD–2002–138, SR– 
NASD–2002–139, and SR–NASD–2002–141) 
(specifically noting that the corporate governance 
standards will not apply to, among others, passive 
business organizations in the form of trusts). See 
also Securities Exchange Act Release No. 47654 
(April 9, 2003), 68 FR 18788 (April 16, 2003) 
(noting in section II(F)(3)(c) that ‘‘SROs may 
exclude from Exchange Act Rule 10A–3’s 
requirements issuers that are organized as trusts or 
other unincorporated associations that do not have 
a board of directors or persons acting in a similar 
capacity and whose activities are limited to 
passively owning or holding (as well as 
administering and distributing amounts in respect 
of) securities, rights, collateral or other assets on 
behalf of or for the benefit of the holders of the 
listed securities.’’) 

orders with the Depository and The 
Depository Trust Company (‘‘DTC’’). 
The Trustee will earn a monthly fee that 
will be paid by the Sponsor from its fee 
paid from the assets of the Trust. 

The Trustee intends to regularly 
communicate with the Sponsor to 
monitor the over-all performance of the 
Trust. The Trustee, along with the 
Sponsor, consults with the Trust’s legal, 
accounting and other professional 
service providers as needed. The 
Trustee assists and supports the 
Sponsor with the preparation of all 
periodic reports required to be filed 
with the SEC on behalf of the Trust. 

Affiliates of the Trustee may, from 
time to time, act as Authorized 
Participants or purchase or sell euro or 
Shares for their own account, as agent 
for their customers, and for accounts 
over which they exercise investment 
discretion. 

The Depository. The London Branch 
of JPMorgan Chase Bank, N.A., a U.S. 
national banking association, is the 
Depository. The Depository accepts 
Trust euro deposited with it as a 
banker 14 by Authorized Participants in 
connection with the creation of Baskets. 
The Depository facilitates the transfer of 
euro into and out of the Trust through 
the euro deposit account maintained 
with it as a banker by the Trust. The 
Depository will not be paid a fee for its 
services to the Trust but will be 
reimbursed for certain expenses.15 The 
Depository may earn a ‘‘spread’’ or 
‘‘margin’’ over the rate of interest it pays 
to the Trust on the euro deposit 
balances.16 The Depository and its 
affiliates may, from time to time, act as 
Authorized Participants or purchase or 
sell euro or Shares for their own 
account, as agent for their customers, 
and for accounts over which they 
exercise investment discretion. 

The Distributor. Rydex Distributors, 
Inc., the Distributor, assists the Sponsor 
in developing a marketing plan for the 
Trust on an ongoing basis, preparing 

marketing materials regarding the 
Shares, including the content on the 
Trust’s Web site, executing the 
marketing plan for the Trust, and 
providing strategic and tactical research 
on the global foreign exchange market. 
The Distributor and its affiliates may, 
from time to time, act as Authorized 
Participants or purchase or sell euro or 
Shares for their own account, as agent 
for their customers, and for accounts 
over which they exercise investment 
discretion. 

Description of the Trust 
General Description. The Exchange 

states that the Trust will be formed 
under the laws of the State of New York 
as of the date the Sponsor and the 
Trustee sign the Depositary Trust 
Agreement and the Initial Purchaser 
makes the initial deposit for the 
issuance of three Baskets. A Basket is a 
block of 50,000 Shares. The Trust holds 
euro 17 and is expected, from time to 
time, to issue Baskets in exchange for 
deposits of euro and to distribute euro 
in connection with redemptions of 
Baskets. The investment objective of the 
Trust is for the Shares to reflect the 
price of the euro. The Shares represent 
units of fractional undivided beneficial 
interest in, and ownership of, the Trust. 
The Trust is not managed like a 
business corporation or an active 
investment vehicle. The euro held by 
the Trust will only be sold: (1) If needed 
to pay Trust expenses, (2) in the event 
the Trust terminates and liquidates its 
assets, or (3) as otherwise required by 
law or regulation. The Exchange notes 
that, according to the Registration 
Statement, the sale of euro by the Trust 
is a taxable event to Shareholders. 

The Trust’s assets will consist only of 
euro on demand deposit in a euro- 
denominated, interest-bearing account 
at JPMorgan Chase, London Branch.18 

The Trust will not hold any derivative 
products. Each Share represents a 
proportional interest, based on the total 
number of Shares outstanding, in the 
euro owned by the Trust, less the 
estimated accrued but unpaid expenses 
(both asset-based and non-asset based) 
of the Trust. The Sponsor expects that 
the price of a Share will fluctuate in 
response to fluctuations in the price of 
the euro, and that the price of a Share 
will reflect accumulated interest as well 
as the estimated accrued but unpaid 
expenses of the Trust. 

The Trust will terminate upon the 
occurrence of any of the termination 
events listed in the Depositary Trust 
Agreement and will otherwise terminate 
on a specified date in 2045. 

The Sponsor, on behalf of the Trust, 
intends to request relief from certain 
trading requirements of the Exchange 
Act; it has also requested guidance on 
the application of the certification rules 
for quarterly and annual reports adopted 
pursuant to section 302 of the Sarbanes- 
Oxley Act of 2002. In addition, the Trust 
will not be subject to the Exchange’s 
corporate governance requirements, 
including the Exchange’s audit 
committee requirements.19 

Trust’s Expenses. The Trust’s only 
ordinary recurring expense is expected 
to be the Sponsor’s fee. The Sponsor is 
obligated under the Depositary Trust 
Agreement to pay the following 
administrative and marketing expenses 
of the Trust: the Trustee’s monthly fee, 
the Distributor’s fee, NYSE listing fees, 
SEC registration fees, printing and 
mailing costs, audit fees and expenses, 
and up to $100,000 per year in legal fees 
and expenses. The Sponsor is also 
obligated to pay the costs of the Trust’s 
organizational expenses and the costs of 
the initial sale of the Shares, including 
the applicable SEC registration fees. 

As stated in the Trust’s Registration 
Statement, the Trust will use interest 
earned on the Deposit Account to pay 
the Sponsor’s fee and any other Trust 
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20 On the last calendar day of each month, the 
Depository will deposit into the Deposit Account 
the accrued but unpaid interest for that month and 
pay the accrued Sponsor’s fee for the month plus 
any other Trust expenses. If the last calendar day 
of the month is not a business day, the deposit of 
interest and payment of the Sponsor’s fee and 
expenses will be made on the next following 
business day. In the event that the interest 
deposited exceeds the sum of the Sponsor’s fees for 
the month plus other Trust expenses, if any, then 
the Trustee shall convert the excess into dollars 
based on the Noon Buying Rate and distribute the 
dollars promptly to Shareholders of record on the 
last calendar day of the month, on a pro rata basis 
(in accordance with the number of Shares that they 
own). The distribution per Share shall be rounded 
down to the nearest penny, and any excess 
remaining after the rounding shall be retained by 
the Trust in euro. 

21 The Exchange notes that the Trust, which will 
only hold euro as an asset in the normal course of 
its operations, differs from index-based exchange- 
traded funds, which may involve a trust holding 
hundreds or even thousands of underlying 
component securities, necessarily involving in the 
arbitrage process movements in a large number of 
security positions. See, e.g., Securities Exchange 
Act Release No. 46306 (August 2, 2002), 67 FR 
51916 (August 9, 2002) (SR–NYSE–2002–28) 
(approving the UTP trading of, among other things, 
Vanguard Total Market VIPERs based on the 
Wilshire 5000 Total Market Index). 

expenses that may arise from time to 
time. If that interest is not sufficient to 
fully pay the Sponsor’s fee and Trust 
expenses, then the Trustee will sell 
deposited euro as needed. 

The following additional expenses 
may be charged to the Trust: (1) 
Expenses and costs of any extraordinary 
services performed by the Trustee or the 
Sponsor on behalf of the Trust or action 
taken by the Trustee or the Sponsor to 
protect the Trust or interests of 
Shareholders; (2) indemnification of the 
Sponsor; (3) taxes and other 
governmental charges; and (4) expenses 
of the Trust other than those the 
Sponsor is obligated to pay pursuant to 
the Depositary Trust Agreement. 

Under the Deposit Account 
Agreement, the Depository is entitled to 
invoice the Trustee or debit the Deposit 
Account for out-of-pocket expenses. The 
Trust has also agreed to reimburse the 
Depository for any taxes, levies, 
imposts, deductions, charges, stamp, 
transaction and other duties and 
withholdings in connection with the 
Deposit Account, except for such items 
imposed on the overall net income of 
the Depository. Except for the 
reimbursable expenses just described, 
the Depository will not be paid a fee for 
its services to the Trust. 

Description of the Shares. The 
Exchange states that the Shares are not 
a traditional investment. They are 
dissimilar from the ‘‘shares’’ of a 
corporation operating a business 
enterprise, with management and a 
board of directors. For example, the 
Exchange concludes that Trust 
Shareholders do not have rights 
normally associated with owning shares 
of a business corporation, including, for 
example, the right to bring ‘‘oppression’’ 
or ‘‘derivative’’ actions. Shareholders 
have only those rights explicitly set 
forth in the Depositary Trust Agreement. 
All Shares are of the same class with 
equal rights and privileges. Each Share 
is transferable, is fully paid and non- 
assessable, and entitles the holder to 
vote on the limited matters upon which 
Shareholders may vote under the 
Depositary Trust Agreement (see 
‘‘Voting and Approvals,’’ below). The 
Shares do not entitle their holders to 
any conversion or pre-emptive rights or, 
except as provided below, any 
redemption or distribution rights. 

Distributions. The Depositary Trust 
Agreement requires the Trustee to 
promptly distribute ‘‘Surplus Property’’ 
that are in USD and sell or convert all 
other Surplus Property into USD and 
distribute the proceeds. ‘‘Surplus 
Property’’ includes, among other things, 
interest on euro in the Deposit Account 
that the Trustee determines is not 

required to pay estimated Trust 
expenses within the following month. In 
addition, if the Trust is terminated and 
liquidated, then the Trustee will 
distribute to the Shareholders upon 
surrender of their Shares any amounts 
remaining after the satisfaction of all 
outstanding liabilities of the Trust and 
the establishment of such reserves for 
applicable taxes, other governmental 
charges and contingent or future 
liabilities as the Trustee shall 
determine. All distributions will be 
made monthly in USD. The Trustee will 
effectuate the conversion and will 
determine the exchange rate, which will 
be proximate to the Noon Buying Rate 
on the record date for the distribution. 
Shareholders of record on the record 
date fixed by the Trustee for any 
distribution will be entitled to receive 
their pro-rata portion of the 
distribution.20 

Liquidity. The amount of the discount 
or premium in the trading price relative 
to the NAV per Share may be influenced 
by non-concurrent trading hours 
between the major euro markets and the 
NYSE. The period of greatest liquidity 
in the euro market is typically that time 
of the day when trading in the European 
time zones overlap with trading in the 
US, which is when over-the-counter 
market trading in London, New York, 
and other centers coincides with futures 
and options trading on the euro. While 
the Shares will trade on the NYSE until 
4:15 p.m. (New York time), liquidity in 
the over-the-counter market for euro 
will be slightly reduced after the close 
of the London foreign currency markets. 

Because of the potential for arbitrage 
inherent in the structure of the Trust, 
the Sponsor believes that the Shares 
will not trade at a material discount or 
premium to the value of underlying 
euro held by the Trust. The arbitrage 
process, which, in general, provides 
investors the opportunity to profit from 
differences in prices of assets, increases 
the efficiency of the markets, serves to 
prevent potentially manipulative efforts, 

and can be expected to operate 
efficiently in the case of the Shares and 
euro. If the price of the Shares deviates 
enough from the price of euro to create 
a material discount or premium, an 
arbitrage opportunity is created. If the 
Shares are inexpensive compared to the 
euro that underlies them, an Authorized 
Participant, either on its own behalf or 
acting as agent for investors, 
arbitrageurs, or traders, may buy the 
Shares at a discount, immediately 
redeem them in exchange for euro, and 
sell the euro in the cash market at a 
profit. If the Shares are expensive 
compared to the euro that underlies 
them, an Authorized Participant may 
sell the Shares short, buy enough euro 
to create the number of Shares sold 
short, acquire the Shares through the 
creation process, and deliver the Shares 
to close out the short position.21 In both 
instances, the arbitrageur serves 
efficiently to correct price discrepancies 
between the Shares and the underlying 
euro. 

Voting and Approvals. Shareholders 
have no voting rights under the 
Depositary Trust Agreement, except in 
limited circumstances. If the holders of 
at least 25% of the Shares outstanding 
determine that the Trustee is in material 
breach of its obligations under the 
Depositary Trust Agreement, they may 
provide written notice to the Trustee (or 
require the Sponsor to do so) specifying 
the default and requiring the Trustee to 
cure such default. If the Trustee fails to 
cure such breach within 30 days after 
receipt of the notice, the Sponsor, acting 
on behalf of the Shareholders, may 
remove the Trustee. The holders of at 
least 662⁄3% of the Shares outstanding 
may vote to remove the Trustee. The 
Trustee must terminate the Trust at the 
request of the holders of at least 75% of 
the outstanding Shares. 

Book-Entry Form. The Sponsor and 
the Trustee will apply to DTC for 
acceptance of the Shares in its book- 
entry settlement system. If the Shares 
are eligible for book-entry settlement, all 
Shares will be evidenced by global 
certificates issued by the Trustee to DTC 
and registered in the name of Cede & 
Co., as nominee for DTC. The global 
certificates will evidence all of the 
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22 See Telephone conference between Michael 
Cavalier, Assistant General Counsel, NYSE, and 
Florence E. Harmon, Senior Special Counsel, 
Division of Market Regulation, Commission, on 
October 21, 2005. 

23 See Telephone conference between Michael 
Cavalier, Assistant General Counsel, NYSE, and 
Florence E. Harmon, Senior Special Counsel, 
Division of Market Regulation, Commission, on 
October 21, 2005. 

24 The Trustee and the Sponsor may determine to 
apply an alternative basis for evaluation in 
extraordinary circumstances, such as if the Federal 
Reserve Bank of New York does not announce a 
Noon Buying Rate, or discontinues such 
announcements, of if there is an extraordinary 
change in the spot price of euro after the Noon 
Buying Rate is established. In the event the Sponsor 
and Trustee determine to use, on a regular and 
ongoing basis, a source other than the Noon Buying 
Rate, the Exchange will make an appropriate filing 
pursuant to Rule 19b–4 under the Exchange Act. 

25 Shares deliverable under a purchase order will 
be considered outstanding for purposes of 
determining NAV per Share; Shares deliverable 
under a redemption order will not be considered 
outstanding for this purpose. 

26 The total deposit required to create each 
Basket, called the Basket Euro Amount, is an 
amount of euro bearing the same proportion to the 
number of Baskets to be created as the total assets 
of the Trust (net of estimated accrued but unpaid 
expenses) bears to the total number of Baskets 
outstanding on the date that the order to purchase 
is properly received. The amount of the required 
deposit is determined by dividing the number of 
euro held by the Trust (net of estimated accrued but 
unpaid expenses) by the number of Baskets 
outstanding. 

27 The Trustee shall determine the Basket Euro 
Amount ‘‘as promptly as practicable’’ after the 

Shares outstanding at any time. In order 
to transfer Shares through DTC, 
Shareholders must be DTC Participants. 
The Shares will be transferable only 
through the book-entry system of DTC. 
A Shareholder that is not a DTC 
Participant will be able to transfer its 
Shares through DTC by instructing the 
DTC Participant holding its Shares. 
Transfers will be made in accordance 
with standard securities industry 
practice. 

Issuance of the Shares 
The Trust creates and redeems Shares 

in Baskets on a continuous basis. Each 
Share will initially represent 100 euro.22 
A Basket is a block of 50,000 Shares. 
The creation and redemption of Baskets 
requires the delivery to the Trust or the 
distribution by the Trust of the amount 
of euro represented by the Baskets being 
created or redeemed. This amount is 
based on the combined NAV per Share 
of the number of Shares included in the 
Baskets being created or redeemed, 
determined on the day the order to 
create or redeem Baskets is properly 
received. The number of Shares 
outstanding is expected to increase and 
decrease from time to time as a result of 
the creation and redemption of Baskets. 
Authorized Participants pay for Baskets 
with euro. Shareholders pay for Shares 
with U.S. dollars. 

The Trustee expects to determine the 
NAV of the Trust between 12 p.m. and 
2 p.m. (New York time) each business 
day.23 In doing so, the Trustee values 
the euro held by the Trust on the basis 
of the Noon Buying Rate, which is the 
USD/euro exchange rate as determined 
by the Federal Reserve Bank of New 
York as of 12 p.m. (New York time) on 
each day that the NYSE is open for 
regular trading.24 If, on a particular 
business day, the Noon Buying Rate has 
not been determined and announced by 
2 p.m. (New York time), then the most 
recent Federal Reserve Bank of New 

York determination of the Noon Buying 
Rate shall be used to determine the 
value of the euro held by the Trust, 
unless the Trustee, in consultation with 
the Sponsor, determines that such price 
is inappropriate to use as the basis for 
such valuation. In the event that the 
Trustee and the Sponsor determine that 
the most recent Federal Reserve Bank of 
New York determination of the Noon 
Buying Rate is not an appropriate basis 
for valuation of the Trust’s euro, they 
shall determine an alternative basis for 
such evaluation to be employed by the 
Trustee. 

To calculate the NAV of the Trust, the 
Trustee will subtract the Sponsor’s 
accrued fee for the current day from the 
euro held by the Trust (including all 
unpaid interest accrued through the 
immediately preceding day). The 
Trustee also determines the NAV per 
Share, which equals the NAV of the 
Trust divided by the number of 
outstanding Shares.25 The NAV will be 
posted on the Trust Web site as soon as 
the valuation of the euro held by the 
Trust is complete (ordinarily by 2 p.m. 
(New York time)). Ordinarily, it will be 
posted no more than thirty minutes after 
the Noon Buying Rate is published by 
the Federal Reserve Bank of New York. 
All market participants will have access 
to this data at the same time and, 
therefore, no market participant will 
have a time advantage in using such 
data. 

Creation and Redemption 
Authorized Participants, which have 

entered into a Participation Agreement 
with the Sponsor and the Trustee, are 
the only entities that may place orders 
to create and redeem Baskets. An 
Authorized Participant is a DTC 
Participant that is registered as a broker- 
dealer under the Exchange Act and will 
be regulated by the National Association 
of Securities Dealers, Inc., or else will be 
exempt from being (or otherwise will 
not be required to be) so registered or 
regulated, and will be qualified to act as 
a broker or dealer in the states or other 
jurisdictions where the nature of its 
business so requires. Certain Authorized 
Participants may be regulated under 
federal and state banking laws and 
regulations. The Participant Agreement 
provides the procedures for the creation 
and redemption of Baskets and for the 
delivery of euro required for creations 
and redemptions. Authorized 
Participants pay a transaction fee of 
$500 to the Trustee for each order that 

they place to create or redeem one or 
more Baskets. The transaction fee may 
be reduced or, with the consent of the 
Sponsor, increased. The Trustee shall 
notify DTC of any agreement to change 
the transaction fee and will not 
implement any increase in the fee for 
the redemption of Baskets until thirty 
days after the date of the notice. 
Authorized Participants may sell to 
other investors all or part of the Shares 
included in the Baskets that they 
purchase from the Trust. Authorized 
Participants who make deposits with 
the Trust in exchange for Baskets 
receive no fees, commissions, or other 
form of compensation or inducement of 
any kind from either the Sponsor or the 
Trust. No Authorized Participant has 
any obligation or responsibility to the 
Sponsor or the Trust to effect any sale 
or resale of Shares. 

Certain Authorized Participants are 
expected to have the facilities to 
participate directly in the global foreign 
exchange market. In some cases, an 
Authorized Participant may acquire 
euro from, or sell euro to, an affiliated 
foreign exchange trading desk, which 
may profit in these instances. The 
Sponsor believes that the size and 
operation of the foreign exchange 
market make it unlikely that an 
Authorized Participant’s direct activities 
in the foreign exchange and securities 
markets will impact the price of euro or 
the price of Shares. Each Authorized 
Participant will have its own set of rules 
and procedures, internal controls, and 
information barriers as it determines to 
be appropriate in light of its own 
regulatory regime. 

Authorized Participants may act for 
their own accounts or as agents for 
broker-dealers, depositories, and other 
securities or foreign currency market 
participants that wish to create or 
redeem Baskets. An order for one or 
more Baskets may be placed by an 
Authorized Participant on behalf of 
multiple clients. 

Creation Orders. In order to create a 
Basket, the Authorized Participant 
deposits the Basket Euro Amount 26 
with the Depository and orders Shares 
from the Trustee.27 The Trustee directs 
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Federal Reserve Bank of New York announces the 
Noon Buying Rate on each day that the NYSE is 
open for regular trading. Ordinarily, this will occur 
by 2 p.m. (New York time). The Basket Euro 
Amount will be published on the Trust’s Web site 
every day the NYSE is open for regular trading. The 
Basket Euro Amount will be published 
simultaneously with the NAV, between 12 p.m. and 
2 p.m. (New York time). See Telephone conference 
between Michael Cavalier, Assistant General 
Counsel, NYSE, and Florence E. Harmon, Senior 
Special Counsel, Division of Market Regulation, 
Commission, on October 21, 2005. 

28 The Trustee also is authorized to deliver the 
redemption distribution notwithstanding that the 
Baskets to be redeemed are not credited to the 
Trustee’s DTC account by 2:30 p.m. (Central 
European time) on the third business day after the 
redemption order date if the Authorized Participant 
has collateralized its obligation to deliver the 
Baskets through DTC’s book-entry system on such 
terms as the Sponsor and the Trustee may agree 
upon from time to time. The Trustee will reject a 
redemption order if the order is not in proper form 
as described in the Participant Agreement or if the 
fulfillment of the order, in the opinion of its 
counsel, might be unlawful. 

29 ‘‘Indirect Participants’’ are defined in the 
Registration Statement as ‘‘[t]hose banks, brokers, 
dealers, trust companies and others that maintain, 
either directly or indirectly, a custodial relationship 
with a DTC Participant.’’ See Amendment No. 2 to 
Registration No. 333–125581. 

DTC to credit Shares to the Authorized 
Participant. The Authorized Participant 
will then be able to sell Shares to 
Purchasers on the NYSE or any other 
market in which the Shares may trade. 

An Authorized Participant who places 
a purchase order is responsible for 
delivering the Basket Euro Amount to 
the Deposit Account by 2:30 p.m. 
(Central European time) on the third 
business day after the purchase order 
date. Authorized Participants will use 
the SWIFT system to make timely 
deposits through their bank 
correspondents in London. Upon receipt 
of the euro deposit of an Authorized 
Participant, the Trustee will direct DTC 
to credit the number of Baskets ordered 
to the Authorized Participant’s DTC 
account. The expense and risk of 
delivery, ownership, and safekeeping of 
euro until such euro have been received 
by the Depository shall be borne solely 
by the Authorized Participant. 

Redemption Orders. In order to 
redeem Shares, an Authorized 
Participant must send the Trustee a 
Redemption Order specifying the 
number of Baskets (e.g., 50,000 Shares) 
that the Authorized Participant wishes 
to redeem. The Trustee then instructs 
the Depository to send the Authorized 
Participant euro and directs DTC to 
cancel the Authorized Participant’s 
Shares that were redeemed. 

The procedures by which an 
Authorized Participant can redeem one 
or more Baskets mirror the procedures 
for the creation of Baskets. On any 
business day, an Authorized Participant 
may place an order with the Trustee to 
redeem one or more Baskets. 
Redemption orders must be placed by 4 
p.m. (New York time) or the close of 
regular trading on the NYSE, whichever 
is earlier. A redemption order so 
received is effective on the date it is 
received in satisfactory form by the 
Trustee. The redemption procedures 
allow Authorized Participants to redeem 
Baskets and do not entitle an individual 
Shareholder to redeem any Shares in an 
amount less than a Basket or to redeem 
Baskets other than through an 
Authorized Participant. 

The redemption distribution due from 
the Trust is delivered to the Authorized 

Participant on the third business day 
after the redemption order date if, by 
2:30 p.m. (Central European time) on 
the third business day after the 
redemption order date, the Trustee’s 
DTC account has been credited with the 
Baskets to be redeemed. If the Trustee’s 
DTC account has not been credited with 
all of the Baskets to be redeemed by that 
time, then the redemption distribution 
is delivered to the extent of whole 
Baskets received. Any remainder of the 
redemption distribution is delivered on 
the next business day to the extent of 
remaining whole Baskets received if the 
Trustee receives the fee applicable to 
the extension of the redemption 
distribution date that the Trustee may, 
from time to time, determine, and the 
remaining Baskets to be redeemed are 
credited to the Trustee’s DTC account 
by 2:30 p.m. (Central European time) on 
such next business day. Any further 
outstanding amount of the redemption 
order will be cancelled.28 

Clearance and Settlement 

If the Shares are eligible for book- 
entry settlement, individual certificates 
will not be issued for the Shares. 
Instead, global certificates will be signed 
by the Trustee and the Sponsor on 
behalf of the Trust, registered in the 
name of Cede & Co., as nominee for 
DTC, and deposited with the Trustee on 
behalf of DTC. The representations, 
undertakings, and agreements made on 
the part of the Trust in the global 
certificates will be made and intended 
for the purpose of binding only the 
Trust and not the Trustee or the Sponsor 
individually. 

Upon the settlement date of any 
creation, transfer, or redemption of 
Shares, DTC will credit or debit, on its 
book-entry registration and transfer 
system, the amount of the Shares so 
created, transferred, or redeemed to the 
accounts of the appropriate DTC 
Participants. The Trustee and the 
Authorized Participants will designate 
the accounts to be credited and charged 
in the case of creation or redemption of 
Shares. 

Beneficial ownership of the Shares is 
limited to DTC Participants, Indirect 

Participants,29 and persons holding 
interests through DTC Participants and 
Indirect Participants. Ownership of 
beneficial interests in the Shares will be 
shown on, and the transfer of ownership 
will be effected only through, records 
maintained by DTC (with respect to 
DTC Participants), the records of DTC 
Participants (with respect to Indirect 
Participants), and the records of Indirect 
Participants (with respect to 
Shareholders that are not DTC 
Participants or Indirect Participants). A 
Shareholder is expected to receive from 
or through the DTC Participant 
maintaining the account through which 
the Shareholder purchased its Shares a 
written confirmation relating to the 
purchase. 

Risk Factors to Investing in the Shares 
An investment in the Shares carries 

certain risks. The following risk factors 
are taken from and discussed in more 
detail in the Registration Statement. 

• The value of the Shares relates 
directly to the value of the euro held by 
the Trust. Fluctuations in the price of 
the euro could materially and adversely 
affect the value of the Shares. 

• The USD/euro exchange rate, like 
foreign exchange rates in general, can be 
volatile and difficult to predict. This 
volatility could materially and adversely 
affect the performance of the Shares. 

• The Deposit Account is not entitled 
to payment at any office of JP Morgan 
Chase Bank, N.A. located in the US. 

• Shareholders will not have the 
protections associated with ownership 
of a demand deposit account insured in 
the U.S. by the Federal Deposit 
Insurance Corporation nor the 
protection provided under English law. 

• Euro held in the Deposit Account 
will not be segregated from the 
Depository’s assets. If the Depository 
becomes insolvent, then its assets might 
not be adequate to satisfy a claim by the 
Trust or any Authorized Participant. In 
addition, in the event of the insolvency 
of the Depository or the U.S. bank of 
which it is a branch, there may be a 
delay and costs incurred in identifying 
the euro held in the Deposit Account. 

• The Shares are a new securities 
product. Their value could decrease if 
unanticipated operational or trading 
problems were to arise. 

• Shareholders will not have the 
protections associated with ownership 
of shares in an investment company 
registered under the 1940 Act. 
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30 There may be incremental differences in the 
euro spot price among the various information 
service sources. While the Exchange believes the 
differences in the euro spot price may be relevant 
to those entities engaging in arbitrage or in the 
active daily trading of euro or foreign currency 
derivatives, the Exchange believes such differences 
are likely of less concern to individual investors 
intending to hold the Shares as part of a long-term 
investment strategy. 

31 See, e.g., Securities Exchange Act Release No. 
46252 (July 24, 2002), 67 FR 49715 (July 31, 2002) 
(SR–Amex–2001–35) (noting that quote and trade 
information regarding debt securities is widely 
available to market participants from a variety of 

sources, including broker-dealers, information 
service providers, newspapers and Web sites). 

32 The Trust Web site’s euro spot price will be 
provided by The Bullion Desk (http:// 
www.thebulliondesk.com). The NYSE will provide 
a link to the Trust Web site. The Bullion Desk is 
not affiliated with the Trust, Trustee, Sponsor, 
Depository, Distributor, or the Exchange. In the 
event that the Trust’s Web site should cease to 
provide this euro spot price information from an 
unaffiliated source and the intraday indicative 
value of the Shares, the NYSE will commence 
delisting proceedings for the Shares. 

33 The midpoint will be calculated by the 
Sponsor. The midpoint is used for purposes of 
calculating the premium or discount of the Shares. 
Assuming a euro spot bid of $1.2235 and an offer 
of $1.2236, the midpoint would be calculated as 
follows:(Euro spot bid plus ((euro spot offer minus 
euro spot bid) divided by 2)) or ($1.2235 + 
(($1.2236–$1.2235)/2)) = $1.22355 

34 The intraday indicative value of the Shares is 
analogous to the intraday optimized portfolio value 
(sometimes referred to as the IOPV), indicative 
portfolio value, and the intraday indicative value 
(sometimes referred to as the IIV) associated with 
the trading of exchange-traded funds. See, e.g., 
Securities Exchange Act Release No. 46686 (October 
18, 2002), 67 FR 65388 (October 24, 2002) (SR– 
NYSE–2002–51) for a discussion of indicative 
portfolio value in the context of an exchange-traded 
fund. The Trust’s Web site is expected to indicate 
that the intraday indicative value and euro spot 
prices are subject to an average delay of 5 to 10 
seconds. 

35 The last sale price of the Shares in the 
secondary market is available on a real-time basis 
for a fee from regular data vendors. 

• Shareholders will not have the 
rights enjoyed by investors in certain 
other financial instruments. 

• The Shares may trade at a price 
which is at, above, or below the NAV 
per Share. 

• The interest rate earned by the 
Trust, although competitive, may not be 
the best rate available. If the Sponsor 
determines that the interest rate is 
inadequate, then its sole recourse will 
be to remove the Depositary and 
terminate the Deposit Account. 

• The possible sale of euro by the 
Trust to pay expenses, if required, will 
reduce the amount of euro represented 
by each Share on an ongoing basis 
regardless of whether the price of a 
Share rises or falls in response to 
changes in the price of the euro. 

• The sale of the Trust’s deposited 
euro, if necessary, to pay expenses at a 
time when the price of the euro is 
relatively low could adversely affect the 
value of the Shares. 

• The Depository owes no fiduciary 
duties to the Trust or the Shareholders, 
is not required to act in their best 
interest and could resign or be removed 
by the Sponsor, triggering early 
termination of the Trust. 

• The Trust may be required to 
terminate and liquidate at a time 
disadvantageous to Shareholders. 

• Redemption orders are subject to 
rejection by the Trustee under certain 
circumstances. 

• Substantial sales of euro by the 
official sector could adversely affect an 
investment in the Shares. 

• Shareholders that are not 
Authorized Participants may only 
purchase or sell their Shares in 
secondary trading markets. 

• The liability of the Sponsor and the 
Trustee under the Depositary Trust 
Agreement is limited, and, except as set 
forth in the Depositary Trust Agreement, 
they are not obligated to prosecute any 
action, suit or other proceeding in 
respect to any Trust property. 

• The Depositary Trust Agreement 
may be amended to the detriment of 
Shareholders without their consent. 

• The License Agreement with the 
Bank of New York may be terminated by 
the Bank of New York in the event of 
a material breach by the Sponsor. 
Termination of the License Agreement 
might lead to early termination and 
liquidation of the Trust. 

Availability of Information Regarding 
Euro Prices 

Currently, the Consolidated Tape Plan 
does not provide for dissemination of 
the spot price of a foreign currency, 
such as euro, over the Consolidated 
Tape. However, the last sale price for 

the Shares will be disseminated over the 
Consolidated Tape, as is the case for all 
equity securities traded on the Exchange 
(including exchange-traded funds). In 
addition, there is a considerable amount 
of euro price and euro market 
information available on public Web 
sites and through professional and 
subscription services. As is the case 
with equity securities generally and 
exchange-traded funds specifically, in 
most instances, real-time information is 
only available for a fee, and information 
available free of charge is subject to 
delay (typically, 15 to 20 minutes). 

Investors may obtain on a 24-hour 
basis euro pricing information based on 
the euro spot price from various 
financial information service providers. 
Current spot prices are also generally 
available with bid/ask spreads from 
foreign exchange dealers. Complete real- 
time data for euro futures and options 
prices traded on the CME and Phlx are 
also available by subscription from 
information service providers. The CME 
and Phlx also provide delayed futures 
and options information on current and 
past trading sessions and market news 
free of charge on their respective Web 
sites. 

There are a variety of other public 
Web sites that provide information on 
foreign currency and the euro, such as 
Bloomberg (http://www.bloomberg.com/ 
markets/currencies/ 
eurafr_currencies.html), which regularly 
reports current foreign exchange pricing 
for a fee. Other service providers 
include CBS Market Watch (http:// 
www.marketwatch.com/tools/ 
stockresearch/globalmarkets) and 
Yahoo! Finance (http:// 
finance.yahoo.com/currency). Many of 
these sites offer price quotations drawn 
from other published sources, and as the 
information is supplied free of charge, it 
generally is subject to time delays.30 
Like bond securities traded in the over- 
the-counter market with respect to 
which pricing information is available 
directly from bond dealers, current euro 
spot prices are also generally available 
with bid/ask spreads from foreign 
currency dealers.31 

In addition, the Trust’s Web site will 
provide the following information: (1) 
The euro spot price,32 including the bid 
and offer and the midpoint between the 
bid and offer for the euro spot price, 
updated every 5 to 10 seconds,33 which 
is an essentially real-time basis; (2) an 
intraday indicative value (‘‘IIV’’) per 
share for the Shares calculated by 
multiplying the indicative spot price of 
euro by the quantity of euro backing 
each Share, on a 5 to 10 second delay 
basis; 34 (3) a delayed indicative value 
(subject to a 20 minute delay), which is 
used for calculating premium/discount 
information; (4) premium/discount 
information, calculated on a 20 minute 
delayed basis; (5) the NAV of the Trust 
as calculated each business day by the 
Sponsor; (6) accrued interest per Share; 
(7) the daily Federal Reserve Bank of 
New York Noon Buying Rate; (8) the 
Basket Euro Amount; and (9) the last 
sale price (under symbol FXE) of the 
Shares as traded in the U.S. market, 
subject to a 20-minute delay, as it is 
provided free of charge.35 The Exchange 
will provide on its own public Web site 
(http://www.nyse.com) a link to the 
Trust’s Web site. The market prices for 
the Shares will also be available from a 
variety of sources, including brokerage 
firms, financial information Web sites, 
and other information service providers. 
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36 See Telephone conference between Michael 
Cavalier, Assistant General Counsel, NYSE, and 
Florence E. Harmon, Senior Special Counsel, 
Division of Market Regulation, Commission, on 
October 21, 2005 (correcting the statement that each 
Share represents 100 euro, rather than 40 euro as 
previously stated). 

37 In particular, proposed NYSE Rule 1300A 
provides that NYSE Rule 105(m) is deemed to 
prohibit an equity specialist, his member 
organization, other member, allied member, or 
approved person in such member organization or 
officer or employee thereof from acting as a market 
maker or functioning in any capacity involving 
market-making responsibilities in the applicable 
non-US currency, options, futures, or options on 
futures on such currency, or any other derivatives 
based on such currency, except as otherwise 
provided therein. 

38 15 U.S.C. 78s(b)(2). 
39 17 CFR 240.19b–4. 

40 Proposed NYSE Rule 1301A also states that, in 
connection with trading the applicable non-US 
currency, options, futures, or options on futures, or 
any other derivatives on such currency (including 
Currency Trust Shares), the specialist shall not use 
any material nonpublic information received from 
any person associated with a member or employee 
of such person regarding trading by such person or 
employee in the applicable non-US currency, 
options, futures, or options on futures, or any other 
derivatives on such currency. For purposes of 
proposed NYSE Rule 1301A, ‘‘person associated 
with a member’’ shall have the same meaning 
ascribed to it in section 3(a)(21) of the Exchange 
Act. 

41 See Telephone conference between Michael 
Cavalier, Assistant General Counsel, NYSE, and 
Florence E. Harmon, Senior Special Counsel, 
Division of Market Regulation, Commission, on 
October 21, 2005. 

Other Characteristics of the Shares 
General Information. A minimum of 

three Baskets, representing 150,000 
Shares, will be outstanding at the 
commencement of trading on the 
Exchange. Each Share initially 
represents 100 euro, and the value of 
Shares outstanding at the start of trading 
will be approximately 15,000,000 
euro.36 

Trading in Shares on the Exchange 
will be effected normally until 4:15 p.m. 
(New York time) each business day. The 
minimum trading increment for Shares 
on the Exchange will be $0.01. 

Listing Fees. The Exchange original 
listing fee applicable to the listing of the 
Trust will be $5,000. The annual 
continued listing fee for the Trust will 
be $2,000. 

Continued Listing Criteria. Under the 
applicable continued listing criteria, the 
Shares may be delisted if: (1) Following 
the initial twelve-month period 
beginning upon the commencement of 
trading of the Shares, there are fewer 
than 50 record and/or beneficial holders 
of the Shares for 30 or more consecutive 
trading days; (2) the value of euro is no 
longer calculated or available on at least 
a 15-second delayed basis from a source 
unaffiliated with the Sponsor, the Trust, 
the Trustee, or the Exchange, or the 
Exchange stops providing a hyperlink 
on the Exchange’s Web site to any such 
unaffiliated euro value; (3) the IIV is no 
longer made available on at least a 15- 
second delayed basis; or (4) such other 
event shall occur or condition exist that, 
in the opinion of the Exchange, makes 
further dealings on the Exchange 
inadvisable. In addition, the Exchange 
will remove Shares from listing and 
trading upon termination of the Trust. 

Exchange Trading Rules and Policies. 
The Shares are considered ‘‘securities’’ 
pursuant to NYSE Rule 3 and are subject 
to all applicable trading rules. The 
Exchange’s surveillance procedures will 
be comparable to those used for 
investment company units currently 
trading on the Exchange and will 
incorporate and rely upon existing 
NYSE surveillance procedures 
governing equities. 

The Exchange hereby proposes to 
adopt new NYSE Rule 1300A 
(‘‘Currency Trust Shares’’) to deal with 
issues related to the trading of the 
Shares. Specifically, for purposes of 
NYSE Rules 13 (‘‘Definitions of 
Orders’’), 36.30 (‘‘Communications 

Between Exchange and Members’ 
Offices: Specialist Post Wires’’), 98 
(‘‘Restrictions on Approved Person 
Associated with a Specialist’s Member 
Organization’’), 104 (‘‘Dealings by 
Specialists’’), 105(m) (‘‘Specialists’ 
Interest in Pools, Options, and Single 
Stock Futures: Specialist Shall Not Be 
Options or Single Stock Futures Market- 
Maker’’), 460.10 (‘‘Specialists 
Participating in Contests’’), 1002 
(‘‘Availability of Automatic Execution 
Feature’’), and 1005 (‘‘Orders May Not 
Be Broken Into Smaller Amounts’’) the 
Shares will be treated the same as 
Investment Company Units.37 When 
these Rules discuss Investment 
Company Units, references to the word 
‘‘index’’ (or derivative or similar words) 
will be deemed to be references to the 
applicable currency spot price, and 
reference to the word ‘‘security’’ (or 
derivative or similar words) will be 
deemed to be references to the Currency 
Trust Shares. The term ‘‘applicable non- 
US currency’’ as used in proposed 
NYSE Rules 1300A and 1301A, is 
defined as the currency held by the 
Trust for a particular issue of Currency 
Trust Shares. Proposed NYSE Rules 
1300A and 1301A are intended to 
accommodate possible future listings of 
trusts based on non-US currencies in 
addition to the euro. Any Exchange 
listing of an issue of Currency Trust 
Shares will be subject to approval of a 
proposed rule change by the 
Commission pursuant to section 19(b)(2) 
of the Exchange Act 38 and Rule 19b–4 39 
thereunder. 

The Exchange does not currently 
intend to exempt Currency Trust Shares 
from the Exchange’s ‘‘Market-on-Close/ 
Limit-on-Close/Pre-Opening Price 
Indications’’ Policy, although the 
Exchange may do so by means of a rule 
change in the future if, after having 
experience with the trading of the 
Shares, the Exchange believes such an 
exemption is appropriate. 

The Exchange is proposing to adopt 
new NYSE Rule 1301A (‘‘Currency 
Trust Shares: Securities Accounts and 
Orders of Specialists’’) to ensure that 
specialists handling Currency Trust 
Shares provide the Exchange with all 

necessary information relating to their 
trading in the applicable non-U.S. 
currency, options, futures contracts and 
options thereon or any other derivative 
on such currency.40 As a general matter, 
the Exchange has regulatory jurisdiction 
over its member organizations and any 
person or entity controlling a member 
organization. The Exchange also has 
regulatory jurisdiction over a subsidiary 
or affiliate of a member organization 
that is in the securities business. A 
member organization subsidiary or 
affiliate that does business only in 
commodities would not be subject to 
NYSE jurisdiction, but the Exchange 
could obtain certain information 
regarding the activities of such 
subsidiary or affiliate through reciprocal 
agreements with regulatory 
organizations of which such subsidiary 
or affiliate is a member. 

Surveillance. The Exchange’s 
surveillance procedures will be 
comparable to those used for Investment 
Company Units and streetTRACKS 
Gold Shares and will incorporate and 
rely upon existing NYSE surveillance 
procedures governing equities. The 
Exchange represents that these 
procedures are adequate to monitor 
Exchange trading of the Shares and to 
detect violations of Exchange rules, 
thereby deterring manipulation.41 

The Exchange’s current trading 
surveillance focuses on detecting 
securities trading outside their normal 
patterns. When such situations are 
detected, surveillance analysis follows 
and investigations are opened, where 
appropriate, to review the behavior of 
all relevant parties for all relevant 
trading violations. The Exchange is able 
to obtain information regarding trading 
in the Shares, euro options, and euro 
futures through NYSE members, in 
connection with such members’ 
proprietary or customer trades which 
they effect on any relevant market. In 
addition, the Exchange may obtain 
trading information via the Intermarket 
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42 Phlx is a member of ISG. CME and LIFFE are 
affiliate members of ISG. 

43 See NYSE Rule 80B. 

44 The Information Memo will also discuss 
exemptive relief granted by the Commission from 
certain rules under the Exchange Act. The 
applicable rules are: Rule 10a–1; Rule 200(g) of 
Regulation SHO; Section 11(d)(1) and Rule 11d1– 
2; and Rules 101 and 102 of Regulation M under 
the Exchange Act. 

45 See Telephone conference between Michael 
Cavalier, Assistant General Counsel, NYSE, and 
Florence E. Harmon, Senior Special Counsel, 
Division of Market Regulation, Commission, on 
October 21, 2005. 

46 15 U.S.C. 78f(b)(5). 

47 The NYSE has requested accelerated approval 
of this proposed rule change prior to the 30th day 
after the date of publication of notice of the filing 
thereof, following the conclusion of a 15-day 
comment period. See Telephone conference 
between Michael Cavalier, Assistant General 
Counsel, NYSE, and Florence E. Harmon, Senior 
Special Counsel, Division of Market Regulation, 
Commission, on October 27, 2005. 

Surveillance Group (‘‘ISG’’) from other 
exchanges who are members or affiliates 
of the ISG. Specifically, the NYSE can 
obtain such information from the Phlx 
in connection with euro options trading 
on the Phlx and from the CME and 
LIFFE in connection with euro futures 
trading on those exchanges.42 

Trading Halts. With respect to trading 
halts, the Exchange may consider all 
relevant factors in exercising its 
discretion to halt or suspend trading in 
the Shares. Trading on the Exchange in 
the Shares may be halted because of 
market conditions or for reasons that, in 
the view of the Exchange, make trading 
in the Shares inadvisable. These may 
include: (1) The extent to which trading 
is not occurring in euro, or (2) whether 
other unusual conditions or 
circumstances detrimental to the 
maintenance of a fair and orderly 
market are present. In addition, trading 
in Shares is subject to trading halts 
caused by extraordinary market 
volatility pursuant to the Exchange’s 
‘‘circuit breaker’’ rule.43 

Due Diligence. Before a member, 
member organization, allied member, or 
employee thereof recommends a 
transaction in the Shares, such person 
must exercise due diligence to learn the 
essential facts relative to the customer 
pursuant to NYSE Rule 405, and must 
determine that the recommendation 
complies with all other applicable 
Exchange and federal rules and 
regulations. A person making such 
recommendation should have a 
reasonable basis for believing, at the 
time of making the recommendation, 
that the customer has sufficient 
knowledge and experience in financial 
matters that he or she may reasonably be 
expected to be capable of evaluating the 
risks and any special characteristics of 
the recommended transaction, and is 
financially able to bear the risks of the 
recommended transaction. 

Information Memo. The Exchange 
will distribute an Information Memo to 
its members in connection with the 
trading in the Shares. The Information 
Memo will discuss the special 
characteristics and risks of trading this 
type of security. Specifically, the 
Information Memo, among other things, 
will discuss what the Shares are, that 
Shares are not individually redeemable 
but are redeemable only in Baskets of 
50,000 shares or multiples thereof, how 
a Basket is created and redeemed, 
applicable Exchange rules, the 
indicative price of euro and IIV, 
dissemination information, trading 

information, and the applicability of 
suitability rules.44 The Information 
Memo will also state that the number of 
euro required to create a Basket or to be 
delivered upon redemption of a Basket 
may gradually decrease over time in the 
event that the Trust is required to sell 
deposited euro to pay the Trust’s 
expenses, and that if done at a time 
when the price of the euro is relatively 
low, it could adversely affect the value 
of the Shares.45 The Information Memo 
will also reference the fact that there is 
no regulated source of last sale 
information regarding euro, and that the 
Commission has no jurisdiction over the 
trading of euro. Finally, the Information 
Memo will also note to members 
language in the Registration Statement 
regarding prospectus delivery 
requirements for the Shares. 

2. Statutory Basis 
The basis under the Exchange Act for 

this proposed rule change is the 
requirement under section 6(b)(5) 46 that 
an Exchange have rules that are 
designed to prevent fraudulent and 
manipulative acts and practices, to 
promote just and equitable principles of 
trade, to foster cooperation and 
coordination with persons engaged in 
facilitating transactions in securities, to 
remove impediments to and perfect the 
mechanism of a free and open market 
and a national market system and, in 
general, to protect investors and the 
public interest. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Exchange Act. 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants or Others 

The Exchange has neither solicited 
nor received written comments on the 
proposed rule change. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Within 35 days of the date of 
publication of this notice in the Federal 
Register or within such longer period (i) 
as the Commission may designate up to 
90 days of such date if it finds such 
longer period to be appropriate and 
publishes its reasons for so finding or 
(ii) as to which the Exchange consents, 
the Commission will: 

(A) By order approve the proposed 
rule change, or 

(B) Institute proceedings to determine 
whether the proposed rule change 
should be disapproved. 

The Commission is considering 
granting accelerated approval of the 
proposed rule change at the end of a 15- 
day comment period.47 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change is consistent with the Exchange 
Act. Comments may be submitted by 
any of the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–NYSE–2005–65 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Jonathan G. Katz, Secretary, 
Securities and Exchange Commission, 
Station Place, 100 F Street, NE., 
Washington, DC 20549–9303. 

All submissions should refer to File 
Number SR–NYSE–2005–65. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro/shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
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48 17 CFR 200.30–3(a)(12). 
1 15 U.S.C. 78s(b)(1). 
2 15 U.S.C. 78s et seq. 
3 17 CFR 240.19b–4. 
4 SR–NYSE–204–39: Amendment No. 1. The 

NYSE, in coordination with the Chicago Board 
Options Exchange, Incorporated (‘‘CBOE’’), filed the 
partial amendment to conform the complex options 
spreads strategies to which its rule amendments 
apply to those of the CBOE. 

5 At the request of the NYSE, the Commission 
staff clarified that the Exchange filed a partial 
amendment. Telephone conversation between Al 
Lucks, Managing Director, Member Firm 
Regulation, NYSE, and Matthew Comstock, Branch 
Chief, Division of Market Regulation (‘‘Division’’), 
on November 4, 2005. 

6 NYSE Rule 431(f)(2)(C) defines a ‘‘butterfly 
spread’’ as an aggregation of positions in three 
series of either puts or calls all having the same 
underlying component or index, and time of 
expiration, and based on the same aggregate current 
underlying value, where the interval between the 
exercise price of each series is equal, which 
positions are structured as either: (A) A ‘‘long 
butterfly spread’’ in which two short options in the 
same series are offset by one long option with a 
higher exercise price and one long option with a 
lower exercise price of (B) a ‘‘short butterfly 
spread’’ in which two long options in the same 
series offset one short option with a higher exercise 

Continued 

Commission, and all written 
communications relating to the 
proposed rule change between the 
Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Room. Copies of the filing will also be 
available for inspection and copying at 
the principal office of the NYSE. All 
comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File number 
SR–NYSE–2005–65 and should be 
submitted by November 25, 2005. 

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority.48 
Jonathan G. Katz, 
Secretary. 
[FR Doc. 05–22413 Filed 11–9–05; 8:45 am] 
BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–52738; File No. SR–NYSE– 
2004–39] 

Self-Regulatory Organizations; New 
York Stock Exchange, Inc.; Notice of 
Filing of Proposed Rule Change and 
Partial Amendment No. 1 To Amend 
Exchange Rule 431 (Margin 
Requirements) 

November 4, 2005. 
Pursuant to section 19(b)(1) 1 of the 

Securities Exchange Act of 1934 (the 
‘‘Exchange Act’’) 2 and Rule 19b–4 
thereunder,3 notice is hereby given that 
on July 12, 2004, the New York Stock 
Exchange, Inc. (the ‘‘Exchange’’ or 
‘‘NYSE’’) filed with the Securities and 
Exchange Commission (‘‘SEC’’ or the 
‘‘Commission’’) the proposed rule 
change and on September 29, 2005, filed 
a partial amendment to its proposed 
rule change 4 as described in Items I, II 
and III below, which Items have been 
prepared by the Exchange. The 
Commission is publishing this notice to 

solicit comments on the proposed rule 
change from interested persons. 

I. Self-Regulatory Organization’s 
Statement of the Terms of Substance of 
the Proposed Rule Change 

The Exchange is proposing 
amendments to Rule 431 (Margin 
Requirements) that will recognize 
specific additional complex option 
spread strategies and set margin 
requirements commensurate with the 
risk of such spread strategies. These 
complex spread strategies are a 
combination of two or more basic option 
spreads that are already covered under 
Exchange Rule 431. In addition, the 
Exchange is proposing the elimination 
of the two-dollar standard exercise price 
interval limitation for listed options and 
certain terminology with respect to 
‘‘permitted offsets,’’ as defined in its 
Rule. 

II. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

In its filing with the Commission, the 
Exchange included statements 
concerning the purpose of, and basis for, 
the proposed rule change and discussed 
any comments it received on the 
proposed rule change. The text of these 
statements may be examined at the 
places specified in Item IV below. The 
Exchange has prepared summaries, set 
forth in sections A, B, and C below, of 
the most significant aspects of such 
statements. 

A. Self-Regulatory Organization’s 
Statement of the Purpose of, and 
Statutory Basis for, the Proposed Rule 
Change 

1. Purpose 
On July 12, 2004, the Exchange filed 

with the Securities and Exchange 
Commission proposed rule change to 
Rule 431, filed as SR–NYSE–2004–39, 
that would recognize specific additional 
complex option spread strategies and set 
margin requirements commensurate 
with the risk of such spread strategies. 
The purpose of this filing is to amend 
SR–NYSE–2004–39.5 

These complex spread strategies are a 
combination of two or more basic option 
spreads that are already covered under 
Exchange Rule 431. In addition, the 
Exchange is proposing the elimination 
of the two-dollar standard exercise price 

interval limitation for listed options and 
certain terminology with respect to 
‘‘permitted offsets’’ as defined in Rule 
431. 

Background 

Rule 431 prescribes minimum 
maintenance margin requirements for 
customer accounts held at members and 
member organizations. In April 1996, 
the Exchange established a Rule 431 
Committee (the ‘‘Committee’’) to assess 
the adequacy of Rule 431 on an ongoing 
basis, review margin requirements, and 
make recommendations for change. The 
Exchange’s Board of Directors has 
approved a number of proposed 
amendments resulting from the 
Committee’s recommendations since it 
was established. Similarly, the 
Committee has recommended the 
proposed amendments discussed below. 
The proposed amendments described 
below have been developed in 
conjunction with the Chicago Board 
Options Exchange (‘‘CBOE’’). 

Complex Option Spreads 

The Exchange is proposing 
amendments to Rule 431 to recognize 
certain additional complex option 
spread strategies that are the net result 
of combining two or more spread 
strategies that are currently recognized 
in the Exchange’s margin rules. The 
netting of contracts in option series 
common to each of the currently 
recognized spreads in an aggregation 
reduces it to the complex spread 
strategies noted below. 

Basic option spreads can be paired in 
such ways that they offset each other in 
terms of risk. The total risk of the 
combined spreads is less than the sum 
of the risk of both spread positions if 
viewed as stand-alone strategies. The 
specific complex spread strategies listed 
below are structured using the same 
principles as, and are essentially 
expansions of, the advanced spreads 
currently allowed in Rule 431. 

Currently, Rule 431 recognizes and 
prescribes margin requirements for 
advanced spread strategies known as the 
‘‘butterfly spread’’ 6 and the ‘‘box 
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price and one short option with a lower exercise 
price. 

7 NYSE Rule 431(f)(2)(C) defines a ‘‘box spread’’ 
as an aggregation of positions in a long call and 
short put with the same exercise price (‘‘buy side’’) 
coupled with a long put and short call with the 
same exercise price (‘‘sell side’’) all of which have 
the same underlying component or index and time 
of expiration, and are based on the same aggregate 
current underlying value, and are structured as: (A) 
A ‘‘long box spread’’ in which the sell side exercise 
price exceeds the buy side exercise price or, (B) a 
‘‘short box spread’’ in which the buy side exercise 
price exceeds the sell side exercise price. 

8 NYSE Rule 431(f)(2)(G)(i) states: Where a call 
that is issued by a registered clearing agency is 
carried ‘‘long’’ for a customer’s account and the 
account is also ‘‘short’’ a call issued by a registered 
clearing agency, expiring on or before the date of 
expiration of the ‘‘long’’ listed call and specifying 
the same underlying component, the margin 
required on the ‘‘short’’ call shall be the lower of 
(1) the margin required pursuant to (f)(2)(D)(i) or (2) 
the amount, if any, by which the exercise price of 
the ‘‘long’’ call exceeds the exercise price of the 
‘‘short’’ call. Where a put that is issued by a 
registered clearing agency is carried ‘‘long’’ for a 
customer’s account and the account is also ‘‘short’’ 
a put issued by a registered clearing agency, 
expiring on or before the date of expiration of the 
‘‘long’’ listed put and specifying the same 
underlying component, the margin required on the 
‘‘short’’ put shall be the lower of (1) the margin 
required pursuant to (f)(2)(D)(i) or (2) the amount, 
if any, by which the exercise price of the ‘‘short’’ 
put exceeds the exercise price of the ‘‘long’’ put. 

9 A European-style option is an option contract 
that can be exercised only on its expiration date. 

10 An American-style option is an option contract 
that can be exercised at any time between the date 
of purchase and its expiration date. 

11 NYSE Rule 431(f)(2)(J) defines a permitted 
offset position as, in the case of an option in which 
a specialist makes a market, a position in the 
underlying asset or other related assets, and in the 
case of other securities in which a specialist makes 
a market, a position in options overlying the 
securities in which a specialist makes a market. 

12 NYSE Rule 431(f)(2)(J) defines the term ‘‘in or 
at the money’’ as the current market price of the 
underlying security is not more than two standard 
exercise intervals below (with respect to a call 
option) or above (with respect to a put option) the 
exercise price of the option. 

spread.’’ 7 However, these option 
spreads are limited in scope. The 
Exchange’s proposal seeks to expand 
upon the types of pairings that would 
qualify for butterfly spread and box 
spread treatment. 

Exchange Rule 431(f)(2)(G)(i) 
recognizes ‘‘calendar spreads,’’ 8 also 
known as ‘‘time spreads,’’ yet it is not 
identified as such. The Exchange 
proposes to define this term as ‘‘the sale 
of one option and the simultaneous 
purchase of an option with a more 
distant expiration date, both specifying 
the same underlying component with 
the same exercise price where the long 
options do not expire before the short 
option with the longest term expiration’’ 
in the definition section of the Rule 
(NYSE 431(f)(2)(C)) since some of the 
complex spreads it wants to recognize 
in this proposal will include this 
component of spread strategies. 

To be eligible for the margin 
requirements set forth below, a complex 
spread must be consistent with one of 
the seven patterns specified below. The 
expiration months and the sequence of 
the exercise prices must correspond to 
the same pattern, and the intervals 
between the exercise prices must be 
equal. 

Members and member organizations 
will be required to obtain initial and 
maintenance margin for the subject 
complex spreads, whether established 
outright or through netting, of not less 
than the sum of the margin required on 

each basic spread in the equivalent 
aggregation. 

The basic requirements are as follows: 
(a) The complex spreads must be carried 
in a margin account; (b) European-style 9 
options are prohibited for complex 
spread combinations having a long 
option series that expires after the other 
option series (that is, those that involve 
a time spread such as items 5, 6 and 7 
below.) Only American-style 10 options 
may be used in these combinations. 
Additionally, the intervals between 
exercise prices must be equal, and each 
complex spread must comprise four 
option series, with the exception of item 
4 below, which must comprise three 
option series. 

The sum of the margin required on 
each currently recognized spread in 
each of the applicable aggregations 
renders a margin requirement for the 
subject complex spread strategies as 
stated below. The additional complex 
option strategies and maintenance 
margin requirements are as follows: 

(1) A Long Condor Spread is 
comprised of two long Butterfly 
Spreads. The proposal requires initial 
and maintenance margin of full cash 
payment of the net debit incurred when 
this spread strategy is established. Full 
payment of the net debit incurred will 
cover any potential risk to the carrying 
broker-dealer. 

(2) A Short Iron Butterfly Spread is 
comprised of one long Butterfly Spread 
and one short Box Spread. The 
establishment of a long Butterfly Spread 
results in a margin requirement equal to 
the net debit incurred. The 
establishment of a short Box Spread 
requires margin equal to the aggregate 
difference between the exercise prices. 
The net proceeds from the sale of short 
option components may be applied to 
the margin requirement. Accordingly, to 
cover the risk to the carrying broker- 
dealer, the proposal requires a deposit 
of the aggregate exercise price 
differential. The net credit received may 
be applied to the deposit required. 

(3) A Short Iron Condor Spread is 
comprised of two long Butterfly Spreads 
and one short Box Spread. The 
establishment of long Butterfly Spreads 
results in a margin requirement equal to 
the net debit incurred. The 
establishment of a short Box Spread 
requires margin equal to the difference 
in the strike price. Accordingly, to cover 
the risk to the carrying broker-dealer, 
the proposal requires a deposit of the 

aggregate exercise price differential. The 
net credit received may be applied to 
the deposit required. 

(4) A Long Calendar Butterfly Spread 
is comprised of one long Calendar 
Spread and one long Butterfly Spread. 
The proposal requires initial and 
maintenance margin of full cash 
payment of the net debit incurred when 
this spread strategy is established. Full 
payment of the net debit incurred will 
cover any potential risk to the carrying 
broker-dealer. 

(5) A Long Calendar Condor Spread is 
comprised of one long Calendar Spread 
and two long Butterfly Spreads. The 
proposal requires initial and 
maintenance margin of full cash 
payment of the net debit incurred when 
this spread strategy is established. Full 
payment of the net debit incurred will 
cover any potential risk to the carrying 
broker-dealer. 

(6) A Short Calendar Iron Butterfly 
Spread is comprised of one long 
Calendar Spread plus one long Butterfly 
Spread and one short Box Spread. To 
cover the risk to the carrying broker- 
dealer, the proposal requires a deposit 
of the aggregate exercise price 
differential. The net credit received may 
be applied to the deposit required. 

(7) A Short Calendar Iron Condor 
Spread is comprised of one Long 
Calendar Spread plus two long Butterfly 
Spreads and one short Box Spread. To 
cover the risk to the carrying broker- 
dealer, the proposal requires a deposit 
of the aggregate exercise price 
differential. The net credit received may 
be applied to the deposit required. 

The purpose and benefit is to set 
levels of margin that more precisely 
represent the actual net risk of the 
option positions in the account and to 
enable customers to implement these 
strategies more efficiently. 

Permitted Offsets 

Currently, Exchange Rule 431(f)(2)(J) 
limits permitted offsets 11 for specialists 
and market makers in options to option 
series that are ‘‘in-or-at-the-money.’’ 12 
Recently, various options exchanges 
have provided for the listing of options 
with one-dollar strike intervals in a 
number of classes. As a result, the use 
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13 17 CFR 240.15c3–1. 
14 15 U.S.C. 78a. 
15 15 U.S.C. 78f(b)(5). 

1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 Amendment No. 1 replaced and superseded the 

original filing in its entirety. 
4 See Securities Exchange Act Release No. 52472 

(September 20, 2005), 70 FR 56762. 

of securities to hedge option series that 
have one-dollar strike intervals has 
unintentionally become more 
restrictive. 

The proposed rule change will 
remove the two-dollar standard exercise 
price interval limitation for listed 
options and the definition of ‘‘in-or-at- 
the-money.’’ As proposed, Rule 
431(f)(2)(J) would require permitted 
offset transactions be effected for 
specialist or market-making purposes 
such as hedging, risk reduction, 
rebalancing of positions, liquidation, or 
accommodation of customer orders, or 
other similar specialist or market- 
making purposes, while prohibiting 
trading in an underlying security that is 
not related to specialist or market 
making option activities, or that does 
not constitute a reasonable hedge. 

Since clearing firms have risk 
monitoring systems that alert them to 
unhedged positions and haircut 
requirements pursuant to Rule 15c3–113 
of the Exchange Act 14 perform a similar 
function as NYSE margin requirements 
relative to providing adequate risk 
coverage to broker-dealers, the Exchange 
believes that the elimination of the two- 
dollar standard exercise price limitation 
and definition of ‘‘in-or-at-the-money’’ 
will not diminish the ‘‘safety and 
soundness’’ protections that Rule 431 
provides. 

2. Statutory Basis 

The basis for the proposed rule 
change is the requirement under section 
6(b)(5) 15 of the Exchange Act that the 
rules of the Exchange be designed to 
prevent fraudulent and manipulative 
acts and practices, to promote just and 
equitable principles of trade, and, in 
general, to protect investors and the 
public interest. In addition, section 
6(b)(5) of the Exchange Act requires the 
rules of an exchange to foster 
cooperation and coordination with 
persons engaged in regulating 
transactions in securities. 

B. Self-Regulatory Organization’s 
Statement on Burden on Competition 

The Exchange does not believe that 
the proposed rule change will impose 
any burden on competition that is not 
necessary or appropriate in furtherance 
of the purposes of the Exchange Act 

C. Self-Regulatory Organization’s 
Statement on Comments on the 
Proposed Rule Change Received From 
Members, Participants or Others 

The Exchange has neither solicited 
nor received written comments on the 
proposed rule change. 

III. Date of Effectiveness of the 
Proposed Rule Change and Timing for 
Commission Action 

Within 35 days of the date of 
publication of this notice in the Federal 
Register or within such longer period (i) 
as the Commission may designate up to 
90 days of such date if it finds such 
longer period to be appropriate and 
publishes its reason for so finding or (ii) 
as to which the self-regulatory 
organization consents, the Commission 
will: 

(a) By order approve the proposed 
rule change, or 

(b) Institute proceedings to determine 
whether the proposed rule change 
should be disapproved. 

IV. Solicitation of Comments 

Interested persons are invited to 
submit written data, views, and 
arguments concerning the foregoing, 
including whether the proposed rule 
change, as amended, is consistent with 
the Act. Comments may be submitted by 
any of the following methods: 

Electronic Comments 

• Use the Commission’s Internet 
comment form (http://www.sec.gov/ 
rules/sro.shtml); or 

• Send an e-mail to rule- 
comments@sec.gov. Please include File 
Number SR–NYSE–2004–39 on the 
subject line. 

Paper Comments 

• Send paper comments in triplicate 
to Jonathan G. Katz, Secretary, 
Securities and Exchange Commission, 
100 F Street, NE., Washington, DC 
20549–9303. 
All submissions should refer to File 
Number SR–NYSE–2004–39. This file 
number should be included on the 
subject line if e-mail is used. To help the 
Commission process and review your 
comments more efficiently, please use 
only one method. The Commission will 
post all comments on the Commission’s 
Internet Web site (http://www.sec.gov/ 
rules/sro.shtml). Copies of the 
submission, all subsequent 
amendments, all written statements 
with respect to the proposed rule 
change that are filed with the 
Commission, and all written 
communications relating to the 
proposed rule change between the 

Commission and any person, other than 
those that may be withheld from the 
public in accordance with the 
provisions of 5 U.S.C. 552, will be 
available for inspection and copying in 
the Commission’s Public Reference 
Section, 100 F Street, NE., Washington, 
DC 20549. Copies of the filing also will 
be available for inspection and copying 
at the principal office of the Exchange. 
All comments received will be posted 
without change; the Commission does 
not edit personal identifying 
information from submissions. You 
should submit only information that 
you wish to make available publicly. All 
submissions should refer to File 
Number SR–NYSE–2004–39 and should 
be submitted on or before December 1, 
2005. 

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority. 
Jonathan G. Katz, 
Secretary. 
[FR Doc. 05–22454 Filed 11–9–05; 8:45 am] 
BILLING CODE 8010–01–P 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–52719; File No. SR–PCX– 
2005–73] 

Self-Regulatory Organizations; Pacific 
Exchange, Inc.; Order Approving 
Proposed Rule Change and 
Amendment No. 1 Thereto Relating to 
the Establishment of a Portfolio 
Crossing Service on the Archipelago 
Exchange 

November 2, 2005. 

I. Introduction 

On June 7, 2005, the Pacific Exchange, 
Inc. (‘‘PCX’’ or ‘‘Exchange’’) filed with 
the Securities and Exchange 
Commission (‘‘Commission’’), pursuant 
to Section 19(b)(1) of the Securities 
Exchange Act of 1934 (‘‘Act’’) 1 and Rule 
19b–4 thereunder,2 a proposed rule 
change to establish an after-hours 
Portfolio Crossing Service (‘‘PCS’’). The 
PCX filed Amendment No. 1 to the 
proposed rule change on September 14, 
2005.3 The proposed rule change, as 
amended, was published for comment 
in the Federal Register on September 
28, 2005.4 The Commission received no 
comments from the public in response 
to the proposed rule change. This order 
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5 See PCXE Rule 1.1(n). 
6 See PCXE Rule 1.1(a). 
7 See proposed PCXE Rule 7.65(a)(4)(a) for 

definition of ‘‘PCS Order.’’ 
8 See PCXE Rule 7.31(s). 
9 The New York Stock Exchange’s Crossing 

Session II (‘‘NYSE CS II’’) is another after hours 
session which allows member firms the ability to 
cross a portfolio of orders. The NYSE CS II, 
however, does not accept orders until after the close 
of regular trading. 

10 Since shares and dollar amounts will be 
calculated on a aggregate basis, volume and price 
information will not be available at an individual 
security level. 

11 ArcaEx represented that it would coordinate 
with SIAC to ensure it would be able to receive 
messages from ArcaEx reflecting aggregate PCS 
executions. See infra note 14. 

12 Nasdaq is the securities information processor 
for Nasdaq-listed securities. Section 11 of the 
Nasdaq Unlisted Trading Privileges Plan deals with 
trade reporting for Nasdaq securities after 6:30 p.m. 
Eastern Time. 

13 15 U.S.C. 78ee. 
14 The Commission notes that Rule 11Aa3–1 has 

been redesignated as Rule 601 of Regulation NMS. 
17 CFR 242.601. 

15 In approving this proposal, the Commission has 
considered the proposed rule’s impact on 
efficiency, competition, and capital formation. 15 
U.S.C. 78c(f). 

16 15 U.S.C. 78f(b)(5). 
17 See PCXE Rule 7.34(a)(3). 
18 15 U.S.C. 78s(b)(2). 
19 17 CFR 200.30–3(a)(12). 

approves the proposed rule, as 
amended. 

II. Description 

The PCX, through its wholly-owned 
subsidiary PCX Equities, Inc. (‘‘PCXE’’), 
proposed to establish the PCS, a new 
transaction and trade reporting 
mechanism for Equity Trading Permit 
Holders (‘‘ETP Holders’’) 5 to allow the 
execution and reporting of portfolio 
trades in equity securities on the 
Archipelago Exchange (‘‘ArcaEx’’). In 
order to use PCS, ETP Holders would 
input a basket of individual cross 
orders, each with a basket number 
identifier tying it to the other orders in 
the basket. These baskets of individual 
cross orders would not interact with 
other orders residing in the Arca Book.6 
Each side of an individual coupled 
order in a basket entered into PCS 
would execute without regard to the 
priority of other orders entered into 
PCS. 

To be eligible for PCS, orders must be 
part of a basket of individual cross 
orders comprised of at least 15 
securities and with a total market value 
of at least $1,000,000.7 All symbols 
eligible for trading on ArcaEx would be 
eligible for trading on PCS. If a basket 
of orders meets the standards as set 
forth in proposed Rule 7.65, the basket 
would be referred to as a ‘‘PCS Order.’’ 
Each individual component of a PCS 
Order must be appended with a basket 
number identifier tying it to the other 
order components of the PCS Order. 
This identifier would be used to 
distinguish the individual components 
of any PCS Order from an ordinary 
Cross Order 8 destined for ArcaEx. 

ETP Holders would be able to enter 
PCS Orders at any time during the 
Exchange’s trading day.9 When the 
Exchange receives a PCS Order, it 
would hold such order until the end of 
trading, currently 5 p.m. Pacific Time. 
All PCS Orders received during any 
particular trading day would be 
executed simultaneously in PCS at least 
one minute after the close of trading on 
the Exchange, but in no event later than 
8:59 p.m. Pacific Time. Each individual 
order component of a PCS Order would 
not interact with other PCS Orders or 
other orders residing in the Arca Book 

in any way. Furthermore, trading halts 
occurring during the normal market 
hours in one or more individual stocks 
would not affect the execution of PCS 
Orders. However, if there is a market- 
wide halt in a symbol that remains in 
effect at 1 p.m. Pacific Time, the 
Exchange would halt trading in such 
symbol through its PCS. 

The Exchange would handle trade 
reporting for PCS executions in one of 
two different ways, depending on 
whether a particular PCS component 
execution involved exchange-listed or 
Nasdaq-listed securities. With respect to 
exchange-listed securities, the system 
would calculate the total shares and 
total dollar amounts 10 of all exchange- 
listed symbols executed in PCS on any 
particular trading day. The Exchange 
would then transmit this total as an 
administrative message over the high 
speed line to The Securities Industry 
Automation Corporation (‘‘SIAC’’).11 
The Exchange would not consolidate 
the exchange-listed volume attributable 
to PCS with the volume in those 
securities occurring in the non-PCS 
trading session occurring on ArcaEx. 
With respect to Nasdaq-listed securities, 
the Exchange would report symbols 
individually to Nasdaq as regular 
transactions as of the following 
morning.12 

All PCS executions, whether 
exchange-listed or Nasdaq securities, 
will be ‘‘covered sales’’ occurring on the 
Exchange for the purposes of Section 31 
of the Act.13 The Exchange will report 
PCS activity to the Commission in Part 
II of Form R31 under the Act. 

In addition, the Exchange has 
requested exemptive relief from the 
requirement in Rule 11Aa3–1 under the 
Act 14 that the Exchange disseminate on 
a consolidated basis trading volume for 
each of the component securities 
executed on the Exchange’s PCS. In 
addition, the Exchange has requested 
clarification from the Commission with 
respect to the application of Rule 10a– 
1 under the Exchange Act and 
Regulation SHO. 

III. Discussion 

After careful review, the Commission 
finds that the proposed rule change, as 
amended, is consistent with the 
requirements of the Act and the rules 
and regulations thereunder applicable to 
a national securities exchange.15 In 
particular, the Commission finds that 
the proposal, as amended, is consistent 
with the provisions of Section 6(b)(5) of 
the Act,16 which requires, among other 
things, that a national securities 
exchange’s rules be designed to prevent 
fraud and manipulative acts and 
practices, to promote just and equitable 
principles of trade, to remove 
impediments to and to perfect the 
mechanism of a free and open market 
and a national market system, and, in 
general, to protect investors and the 
public interest. 

The Commission believes that the 
establishment of PCS appears to be 
reasonably designed to promote a free 
and open market and the national 
market system by offering ETP Holders 
the opportunity to enter crossing 
portfolio orders to be executed against 
each other following the conclusion of 
the ArcaEx Late Trading Session.17 The 
establishment of the PCS also appears to 
be reasonably designed to enhance order 
execution opportunities on ArcaEx by 
providing investors and ETP Holders 
with greater opportunities for executing 
large portfolio trades. 

IV. Conclusion 

It is therefore ordered, pursuant to 
Section 19(b)(2) of the Act,18 that the 
proposed rule change (SR–PCX–2005– 
73), as amended, be, and it hereby is, 
approved. 

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority.19 

Jonathan G. Katz, 
Secretary. 
[FR Doc. 05–22415 Filed 11–9–05; 8:45 am] 

BILLING CODE 8010–01–P 
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1 15 U.S.C. 78s(b)(1). 
2 17 CFR 240.19b–4. 
3 See Securities Exchange Act Release No. 52523 

(September 28, 2005), 70 FR 57918. 
4 In approving this proposed rule change, the 

Commission notes that it has considered the 
proposed rule’s impact on efficiency, competition, 
and capital formation. See 15 U.S.C. 78c(f). 

5 15 U.S.C. 78f(b)(5). 
6 15 U.S.C. 78f(b)(1) and 78f(b)(6). 

7 15 U.S.C. 78f(b)(7) and 78f(d)(1). 
8 17 CFR 240.19d–1(c)(2). 
9 15 U.S.C. 78s(b)(2). 
10 17 CFR 240.19d–1(c)(2). 

11 17 CFR 200.30–3(a)(12); 17 CFR 200.30– 
3(a)(44). 

SECURITIES AND EXCHANGE 
COMMISSION 

[Release No. 34–52732; File No. SR–PCX– 
2005–98] 

Self-Regulatory Organizations; Pacific 
Exchange, Inc.; Order Approving 
Proposed Rule Change and 
Amendment No. 1 Thereto to Amend 
the Minor Rule Plan and 
Recommended Fine Schedule in 
Connection with Rules Regarding 
Principal Orders, Principal Acting as 
Agent Orders, and Limitations on 
Principal Order Access 

November 3, 2005. 
On August 16, 2005, the Pacific 

Exchange, Inc. (‘‘PCX’’ or ‘‘Exchange’’) 
filed with the Securities and Exchange 
Commission (‘‘Commission’’), pursuant 
to section 19(b)(1) of the Securities 
Exchange Act of 1934 (‘‘Act’’) 1 and Rule 
19b–4 thereunder,2 a proposed rule 
change to amend its Minor Rule Plan 
(‘‘MRP’’) and Recommended Fine 
Schedule under PCX Rule 10.12 with 
respect to provisions of the PCX Options 
Linkage program (‘‘Linkage’’) that relate 
to Principal Orders (‘‘P Orders’’), 
Principal Acting as Agent Orders (‘‘P/A 
Orders’’), and Limitations on Principal 
Order Access (collectively, ‘‘Linkage 
Rules’’). On September 27, 2005, PCX 
filed Amendment No. 1 to the proposed 
rule change. The proposed rule change, 
as amended, was published for 
comment in the Federal Register on 
October 4, 2005.3 The Commission 
received no comments regarding the 
proposal. 

The Commission finds that the 
proposed rule change is consistent with 
the requirements of the Act and the 
rules and regulations thereunder 
applicable to a national securities 
exchange.4 In particular, the 
Commission believes that the proposal 
is consistent with section 6(b)(5) of the 
Act,5 because a rule that is reasonably 
designed to require Exchange members 
to comply with its Linkage Rules should 
help protect investors and the public 
interest. The Commission also believes 
that handling violations of Linkage 
Rules pursuant to the MRP is consistent 
with sections 6(b)(1) and 6(b)(6) of the 
Act,6 which require that the rules of an 
exchange enforce compliance with, and 

provide appropriate discipline for, 
violations of Commission and Exchange 
rules. In addition, because existing PCX 
Rule 10.12 provides procedural rights to 
a person fined under the MRP to contest 
the fine and permits a hearing on the 
matter, the Commission believes the 
MRP, as amended by this proposal, 
provides a fair procedure for the 
disciplining of members and persons 
associated with members, consistent 
with sections 6(b)(7) and 6(d)(1) of the 
Act.7 

Finally, the Commission finds that the 
proposal is consistent with the public 
interest, the protection of investors, or 
otherwise in furtherance of the purposes 
of the Act, as required by Rule 19d– 
1(c)(2) under the Act 8 which governs 
minor rule violation plans. The 
Commission believes that the proposed 
change to the MRP will strengthen the 
Exchange’s ability to carry out its 
oversight and enforcement 
responsibilities as a self-regulatory 
organization in cases where full 
disciplinary proceedings are unsuitable 
in view of the minor nature of the 
particular violation. 

In approving this proposed rule 
change, the Commission in no way 
minimizes the importance of 
compliance with PCX rules and all other 
rules subject to the imposition of fines 
under the MRP. The Commission 
believes that the violation of any self- 
regulatory organization’s rules, as well 
as Commission rules, is a serious matter. 
However, the MRP provides a 
reasonable means of addressing rule 
violations that do not rise to the level of 
requiring formal disciplinary 
proceedings, while providing greater 
flexibility in handling certain violations. 
The Commission expects that PCX will 
continue to conduct surveillance with 
due diligence and make a determination 
based on its findings, on a case-by-case 
basis, whether a fine of more or less 
than the recommended amount is 
appropriate for a violation under the 
MRP or whether a violation requires 
formal disciplinary action under PCX 
Rules 10.4 and 10.12(f). 

It is therefore ordered, pursuant to 
section 19(b)(2) of the Act 9 and Rule 
19d–1(c)(2) under the Act,10 that the 
proposed rule change (SR–PCX–2005– 
98), as amended, be, and hereby is, 
approved and declared effective. 

For the Commission, by the Division of 
Market Regulation, pursuant to delegated 
authority.11 
Jonathan G. Katz, 
Secretary. 
[FR Doc. 05–22452 Filed 11–9–05; 8:45 am] 
BILLING CODE 8010–01–P 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

Agency Information Collection Activity 
Under OMB Review, Request for 
Comments; Renewal of an Approved 
Information Collection Activity, New 
Final rule Certification of Repair 
Stations, Part 145 of Title 14, CFR 
Compliance of 145.163 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Notice and request for 
comments. 

SUMMARY: The FAA invites public 
comments about our intention to request 
the Office of Management and Budget’s 
(OMB) renewal of a current information 
collection. The Federal Register Notices 
with a 60-day comment period soliciting 
comments on the following collection of 
information was published on July 27, 
2005, vol. 70, #143, pages 43502–43503. 
Information is collected from applicants 
who wish to obtain repair station 
certification. Applicants must submit 
FAA form 8310–3 to the appropriate 
FAA flight standards district office for 
review. When all the requirements have 
been met, and air agency certificate and 
repair station operations specifications 
with appropriate rating and limitations 
are issued. 
DATES: Please submit comments by 
December 12, 2005. 
FOR FURTHER INFORMATION CONTACT: Judy 
Street on (202) 267–9895. 
SUPPLEMENTARY INFORMATION: 

Federal Aviation Administration (FAA) 

Title: New Final rule Certification of 
Repair Stations, Part 145 of Title 14, 
CFR Compliance of 145.163. 

Type of Request: Renewal of an 
approved collection. 

OMB Control Number: 2120–0682. 
Forms(s): FAA Form 8310–3. 
Affected Public: A total of 4,625 

Respondents. 
Frequency: The information is 

conducted on an as-needed basis. 
Estimated Average Burden Per 

Response: Approximately 22 hours per 
response. 

VerDate Aug<31>2005 19:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00114 Fmt 4703 Sfmt 4703 E:\FR\FM\10NON1.SGM 10NON1



68506 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Notices 

Estimated Annual Burden Hours: An 
estimated 185,000 hours annually. 

Abstract: Information is collected 
from applicants who wish to obtain 
repair station certification. Applicants 
must submit FAA form 8310–3 to the 
appropriate FAA flight standards 
district office for review. If the 
application is satisfactory, an onsite 
inspection is conducted. When all the 
requirements have been met, and air 
agency certificate and repair station 
operations specifications with 
appropriate rating and limitations are 
issued. 

ADDRESSES: Send comments to the 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, 725 17th Street; NW., 
Washington, DC 20503, Attention FAA 
Desk Officer. 

Comments are invited on: Whether 
the proposed collection of information 
is necessary for the proper performance 
of the functions of the Department, 
including whether the information will 
have practical utility; the accuracy of 
the Department’s estimates of the 
burden of the proposed information 
collection; ways to enhance the quality, 
utility and clarity of the information to 
be collected; and ways to minimize the 
burden of the collection of information 
on respondents, including the use of 
automated collection techniques or 
other forms of information technology. 

Issued in Washington, DC, on November 4, 
2005. 
Judith D. Street, 
FAA Information Collection Clearance 
Officer, Information Systems and Technology 
Services Staff, ABA–20. 
[FR Doc. 05–22402 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–13–M 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

Agency Information Collection Activity 
Under OMB Review, Request for 
Comments; Renewal of an Approved 
Information Collection Activity, 
Aviation Medical Examiner Program 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Notice and request for 
comments. 

SUMMARY: The FAA invites public 
comments about our intention to request 
the Office of Management and Budget’s 
(OMB) renewal of a current information 
collection. The Federal Register Notices 
with a 60-day comment period soliciting 
comments on the following collection of 
information was published on July 27, 

2005, vol. 70, #143, pages 43502–43503. 
This collection of information is 
necessary in order to determine 
applicants’ professional and personal 
qualifications for certification as an 
Aviation Medical Examiner (AME). The 
information is used to develop the AME 
directories used by airmen who must 
undergo periodic examinations by 
AMEs. 

DATES: Please submit comments by 
December 12, 2005. 

FOR FURTHER INFORMATION CONTACT: Judy 
Street on (202) 267–9895. 

SUPPLEMENTARY INFORMATION: 

Federal Aviation Administration (FAA) 

Title: Aviation Medical Examiner 
Designation Program. 

Type of Request: Renewal of an 
approved collection. 

OMB Control Number: 2120–0604. 
Forms(s): None. 
Affected Public: A total of 450 

Aviation Medical Examiners. 
Frequency: The information is 

conducted on an as-needed basis. 
Estimated Average Burden Per 

Response: Approximately 0.5 hours per 
response. 

Estimated Annual Burden Hours: An 
estimated 225 hours annually. 

Abstract: This collection of 
information is necessary in order to 
determine applicants’ professional and 
personal qualifications for certification 
as an Aviation Medical Examiner. The 
information is used to develop the AME 
directories used by airmen who must 
undergo periodic examinations by 
AMEs. 

ADDRESSES: Send comments to the 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, 725 17th Street, NW., 
Washington, DC 20503, Attention FAA 
Desk Officer. 

Comments are invited on: Whether 
the proposed collection of information 
is necessary for the proper performance 
of the functions of the Department, 
including whether the information will 
have practical utility; the accuracy of 
the Department’s estimates of the 
burden of the proposed information 
collection; ways to enhance the quality, 
utility and clarity of the information to 
be collected; and ways to minimize the 
burden of the collection of information 
on respondents, including the use of 
automated collection techniques or 
other forms of information technology. 

Issued in Washington, DC, on November 4, 
2005. 
Judith D. Street, 
FAA Information Collection Clearance 
Officer, Information systems and Technology 
Services Staff, ABA–20. 
[FR Doc. 05–22403 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–13–M 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

Receipt of Noise Compatibility 
Program and Request for Review; Vero 
Beach Municipal Airport, Vero Beach, 
FL 

AGENCY: Federal Aviation 
Administration, DOT. 
ACTION: Notice. 

SUMMARY: The Federal Aviation 
Administration (FAA) announces that it 
is reviewing a proposed noise 
compatibility program that was 
submitted for Vero Beach Municipal 
Airport under provisions of 49 U.S.C. 
47501 et. seq (the Aviation Safety and 
Noise Abatement Act hereinafter 
referred to as ‘‘the Act’’) and 14 CFR 
part 150 by the city of Vero Beach, 
Florida. This program was submitted 
subsequent to a determination by AA 
that the associated noise exposure maps 
submitted under 14 CFR part 150 for 
Vero Beach Airport were in compliance 
with applicable requirements effective 
October 28, 2003. The proposed noise 
compatibility program will be approved 
or disapproved on or before May 1, 
2006. 
DATES: The effective date of the start of 
FAA’s review of the associated noise 
compatibility program is November 2, 
2005. The public comment period ends 
January 2, 2006. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Bonnie Baskin, Federal Aviation 
Administration, Orlando Airports 
District Office, 5950 Hazeltine National 
Dr., Suite 400, Orlando, Florida 32822, 
(407) 812–6331. Comments on the 
proposed noise compatibility program 
should also be submitted to the above 
office. 
SUPPLEMENTARY INFORMATION: This 
notice announces that the FAA is 
reviewing a proposed noise 
compatibility program for Vero Beach 
Municipal Airport which will be 
approved or disapproved on or before 
May 1, 2006. This notice also announces 
the availability of this program for 
public review and comment. 

An airport operator who has 
submitted noise exposure maps that are 
found by FAA to be in compliance with 
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the requirements of Federal Aviation 
Regulations (FAR) part 150, 
promulgated pursuant to the Act, may 
submit a noise compatibility program 
for FAA approval which sets forth the 
measures the operator has taken or 
proposes to reduce existing non- 
compatible uses and prevent the 
introduction of additional non- 
compatible uses. 

The FAA has formally received the 
noise compatibility program for Vero 
Beach Municipal Airport, effective on 
November 2, 2005. The airport operator 
has requested that the FAA review this 
material and that the noise mitigation 
measures, to be implemented jointly by 
the airport and surrounding 
communities, be approved as a noise 
compatibility program under section 
47504 of the Act. Preliminary review of 
the submitted material indicates that it 
conforms to the requirements for the 
submittal of noise compatibility 
programs, but that further review will be 
necessary prior to approval or 
disapproval of the program. The formal 
review period, limited by law to a 
maximum of 180 days, will be 
completed on or before May 1, 2006. 

The FAA’s detailed evaluation will be 
conducted under the provisions of 14 
CFR part 150, section 150.33. The 
primary considerations in the 
evaluation process are whether the 
proposed measures may reduce the level 
of aviation safety or create an undue 
burden on interstate of foreign 
commerce, and whether they are 
reasonably consistent with obtaining the 
goal of reducing existing non- 
compatible land uses and preventing the 
introduction of additional non- 
compatible land uses. 

Interested persons are invited to 
comment on the proposed program with 
specific reference to these factors. All 
comments relating to these factors, other 
than those properly addressed to local 
land use authorities, will be considered 
by the FAA to the extent practicable. 
Copies of the noise exposure maps, the 
FAA’s evaluation of the maps, and the 
proposed noise compatibility program 
are available for examination at the 
following locations: 

Federal Aviation Administration, 
Orlando Airports District Office, 5950 
Hazeltine National Dr., Suite 400, 
Orlando, Florida 32822. 

Questions may be directed to the 
individual named above under the 
heading, FOR FURTHER INFORMATION 
CONTACT. 

Issued in Orlando, Florida, November 2, 
2005. 
W. Dean Stringer, 
Manager, Orlando Airports District Office. 
[FR Doc. 05–22397 Filed 11–9–05; 8:45am] 
BILLING CODE 4910–13–M 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

Random Drug and Alcohol Testing 
Percentage Rates of Covered Aviation 
Employees for the Period of January 1, 
2006, Through December 31, 2006 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Notice. 

SUMMARY: The FAA has determined that 
the minimum random drug and alcohol 
testing percentage rates for the period 
January 1, 2006, through December 31, 
2006, will remain at 25 percent of 
covered aviation employees for random 
drug testing and 10 percent of covered 
aviation employees for random alcohol 
testing. 
FOR FURTHER INFORMATION CONTACT: Dr. 
Mark Crispi, Office of Aerospace 
Medicine, Drug Abatement Division, 
Program Analysis Branch (AAM–810), 
Federal Aviation Administration, 800 
Independence Avenue, SW., 
Washington, DC 20591; telephone (202) 
267–8442. 

Discussion: Pursuant to 14 CFR part 
121, appendix I, section V.C, the FAA 
Administrator’s decision on whether to 
change the minimum annual random 
drug testing rate is based on the 
reported random drug test positive rate 
for the entire aviation industry. If the 
reported random drug test positive rate 
is less than 1.00%, the Administrator 
may continue the minimum random 
drug testing rate at 25%. In 2004, the 
random drug test positive rate was 
0.54%. Therefore, the minimum random 
drug testing rate will remain at 25% for 
calendar year 2006. 

Similarly, 14 CFR part 121, appendix 
J, section III.C, requires the decision on 
the minimum annual random alcohol 
testing rate to be based on the random 
alcohol test violation rate. If the 
violation rate remains less than 0.50%, 
the Administrator may continue the 
minimum random alcohol testing rate at 
10%. In 2004, the random alcohol test 
violation rate was 0.09%. Therefore, the 
minimum random alcohol testing rate 
will remain at 10% for calendar year 
2006. 
SUPPLEMENTARY INFORMATION: If you 
have questions about how the annual 
random testing percentage rates are 

determined please refer to the Code of 
Federal Regulations Title 14: part 121, 
appendix I, section V.C (for drug 
testing), and appendix J, section III.C 
(for alcohol testing). 

Issued in Washington, DC, on November 3, 
2005. 
Jon L. Jordan, 
Federal Air Surgeon. 
[FR Doc. 05–22398 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–13–M 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

RTCA Special Committee 186: 
Automatic Dependent Surveillance— 
Broadcast (ADS–B) 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Notice of RTCA Special 
Committee 186 meeting. 

SUMMARY: The FAA is issuing this notice 
to advise the public of a meeting of 
RTCA Special Committee 186: 
Automatic Dependent Surveillance— 
Broadcast (ADS–B). 
DATES: The meeting will be held 
December 5–8, 2005 starting at 9 a.m. 
(unless stated otherwise) 
ADDRESSES: The meeting will be held at 
RTCA, Inc., 1828 L Street, NW., Suite 
805, Washington, DC 20036. 
FOR FURTHER INFORMATION CONTACT: 
RTCA Secretariat, 1828 L Street, NW, 
Suite 805, Washington, DC, 20036; 
telephone (202) 833–9339; fax (202) 
833–9434; Web site http://www.rtca.org. 
SUPPLEMENTARY INFORMATION: Pursuant 
to section 10(a)(2) of the Federal 
Advisory Committee Act (Pub. L. 92– 
463, U.S.C., Appendix 2), notice is 
hereby given for a Special Committee 
186 meeting. Note: Specific working 
group sessions will be held on 
December 5, 6 &7. 
• December 5: 

• ASAS MOPS—STP Subgroup. 
• December 6: 

• ASAS MOPS—CDTI Subgroup. 
• ASAS MOPS—STP Subgroup. 

• December 7: 
• ASAS MOPS—CDTI Subgroup. 
• ASAS MOPS—STP Subgroup. 
• WG–3—1090 MHz MOPS. 
Note: ASAS—Aircraft Surveillance 

Applications System. 
CDTI—Cockpit Display of Traffic 

Information. 
MOPS—Minimum Operational 

Performance Standards. 
STP—Surveillance Transmit 

Processing. 
The plenary agenda will include: 
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• December 8: 
• Opening Plenary Session 

(Chairman’s Introductory Remarks, 
Review of Meeting Agenda, Review/ 
Approval of Previous Meeting 
Summary, RTCA Paper No. 208–04/ 
SC186–224). 

• SC–186 Activity Reports. 
• WG–1, Operations & 

Implementation. 
• WG–2, Traffic Information 

Service—Broadcast (TIS–B). 
• WG–3, 1090 MHz Minimum 

Operational Performance Standard 
(MOPS). 

• WG–4, Application Technical 
Requirements. 

• WG–5, Universal Access 
Transceiver (UAT) MOPS. 

• WG–6, Automatic Dependent 
Surveillance-Broadcast (ADS–B) 
Minimum. Aviation System 
Performance Standards (MASPS). 

• Requirement Focus Group. 
• EUROCAE WG–51 Activity Report. 
• Discussion—Safe Flight 21/JRC 

Status/Plans. 
• Discussion—RFG Non-Radar Areas 

Applications. 
• STP MOPS Review. 
• Closing Plenary Session (New 

Business, Other Business, Review 
Action Items/Work Program, Data, 
Place and Time of Next Meeting, 
Other Business, Review Actions 
Items/Work Program, Adjourn). 

Attendance is open to the interested 
public but limited to space availability. 
With the approval of the chairmen, 
members of the public may present oral 
statements at the meeting. Persons 
wishing to present statements or obtain 
information should contact the person 
listed in the FOR FURTHER INFORMATION 
CONTACT section. Members of the public 
may present a written statement to the 
committee at any time. 

Issued in Washington, DC, on November 3, 
2005. 
Natalie Ogletree, 
FAA General Engineer, RTCA Advisory 
Committee. 
[FR Doc. 05–22399 Filed 11–9–05; 8:45am] 
BILLING CODE 4910–13–M 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

RTCA Special Committee 147: 
Minimum Operational Performance 
Standards for Traffic Alert and 
Collision Avoidance Systems Airborne 
Equipment 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 

ACTION: Notice of RTCA Special 
Committee 147 meeting. 

SUMMARY: The FAA is issuing this notice 
to advise the public of a meeting of 
RTCA Special Committee 147: 
Minimum Operational Performance 
Standards for Traffic Alert and Collision 
Avoidance Systems Airborne 
Equipment. 

DATES: The meeting will be held 
December 1, 2005 starting at 9 a.m. 
ADDRESSES: The meeting will be held at 
RTCA, Inc., 1828 L Street, NW., Suite 
805, Washington, DC 20036. 

FOR FURTHER INFORMATION CONTACT: 
RTCA Secretariat, 1828 L Street, NW., 
Suite 805, Washington, DC 20036.; 
telephone (202) 833–9339; fax (202) 
833–9434; Web site http://www.rtca.org. 
SUPPLEMENTARY INFORMATION: Pursuant 
to section 10(a)(2) of the Federal 
Advisory Committee Act (Pub. L. 92– 
463, 5 U.S.C., Appendix 2), notice is 
hereby given for a Special Committee 
147 meeting. The agenda will include: 

• December 1: 
• Opening Session (Welcome and 

Introductory Remarks, Review/Approve 
meeting agenda for 61st meeting, 
Review/Approve Summary of Previous 
Meeting, Review of Open Action Items). 

• RTCA Program Management 
Committee Direction and Terms of 
Reference. 

• FAA TCAS II Program Office 
activities and charter. 

• Plenary and working group 
leadership changes. 

• SC–147 Activity Reports 
• Surveillance Working Group: 

Hybrid Surveillance MOPS. 
• Operations Working Group: ‘‘Adjust 

Vertical Speed, Adjust’’ RAs. 
• Requirements Working Group 

(RWG). 
• Resolution of final comments and 

approval of the OWG Report: ‘‘TCASD 
II Version 7 Display and Aural Issues’’.* 

• Closing Session (Future Actions/ 
Activities, Date and Place of Next 
Meeting, Adjourn). 

*Contact RTCA for a copy of the Final 
Review and Comment draft of the RWG 
report, which has been distributed to 
SC–147 members prior to the meeting. 
Attendance is open to the interested 
public but limited to space availability. 
With the approval of the chairmen, 
members of the public may present oral 
statements at the meeting. Persons 
wishing to present statements or obtain 
information should contact the person 
listed in the FOR FURTHER INFORMATION 
CONTACT section. Members of the public 
may present a written statement to the 
committee at any time. 

Issued in Washington, DC, on November 3, 
2005. 
Natalie Ogletree, 
FAA General Engineer, RTCA Advisory 
Committee. 
[FR Doc. 05–22400 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–13–M 

DEPARTMENT OF TRANSPORTATION 

Federal Aviation Administration 

RTCA Special Committee 204: 406 MHz 
Emergency Locator Transmitters 

AGENCY: Federal Aviation 
Administration (FAA), DOT. 
ACTION: Notice of RTCA Special 
Committee 204 meeting. 

SUMMARY: The FAA is issuing this notice 
to advise the public of a meeting of 
RTCA Special Committee 204: 406 MHz 
Emergency Locator Transmitters 
DATES: The meeting will be held on 
November 29–30, 2005 from 9 a.m. to 5 
p.m. 
ADDRESSES: The meeting will be held at 
RTCA, Inc., Colson Board Room, 1828 L 
Street, NW., Suite 805, Washington, DC 
20036–5133. 
FOR FURTHER INFORMATION CONTACT: 
RTCA Secretariat, 1828 L Street, NW., 
Suite 805, Washington, DC, 20036– 
5133; telephone (202) 833–9339; fax 
(202) 833–9434; Web site http:// 
www.rtca.org 

SUPPLEMENTARY INFORMATION: Pursuant 
to section 10(a)(2) of the Federal 
Advisory Committee Act (Pub. L. 92– 
463, 5 U.S.C., Appendix 2), notice is 
hereby given for a Special Committee 
202 meeting. The agenda will include: 
• November 29–30; 

• Opening Session (Welcome, 
Introductory and Administrative 
Remarks, Review Federal Advisory 
Committee Act and RTCA 
procedures, Review Agenda, 
Review Terms of Reference/Status). 

• EUROCAE ELT Status. 
• Committee Presentation, 

Discussion, Recommendations. 
• Revisions/Updates to DO–204— 

Minimum Operational Performance 
Standards for 406 MHz Emergency 
Locator Transmitters (ELT). 

• Revisions/Updates to DO–183— 
Minimum Operational Performance 
Standards for Emergency Locator 
Transmitters—Automatic Fixed- 
ELT (AF), Automatic Portable-ELT 
(AP), Automatic Deployable-ELT 
(AD), Survival-ELT(S) Operating on 
121.5 and 243.0 Megahertz. 

• Closing Session (Other Business, 
Assignment/Review of Future 
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Work, Date and Place of Next 
Meeting, Closing Remarks, 
Adjourn). 

Attendance is open to the interested 
public but limited to space availability. 
With the approval of the chairmen, 
members of the public may present oral 
statements at the meeting. Persons 
wishing to present statements or obtain 
information should contact the person 
listed in the FOR FURTHER INFORMATION 
CONTACT section. Members of the public 
may present a written statement to the 
committee at any time. 

Issued in Washington, DC, on November 3, 
2005. 
Natalie Ogletree, 
FAA General Engineer, RTCA Advisory 
Committee. 
[FR Doc. 05–22401 Filed 11–9–05; 8:45am] 
BILLING CODE 4910–13–M 

DEPARTMENT OF TRANSPORTATION 

Federal Motor Carrier Safety 
Administration 

[Docket No. FMCSA–2005–22728] 

Notice of Request for Comments on 
Extension of a Currently Approved 
Collection of Information: Financial 
Responsibility, Trucking and Freight 
Forwarding 

AGENCY: Federal Motor Carrier Safety 
Administration (FMCSA), DOT. 
ACTION: Notice and request for 
comments. 

SUMMARY: In accordance with the 
Paperwork Reduction Act of 1995 (44 
U.S.C. 3501 et seq.), FMCSA announces 
the Information Collection Request (ICR) 
described below has been sent to the 
Office of Management and Budget 
(OMB) for review and approval. The ICR 
describes a currently approved 
collection activity and its expected cost 
and burden. The Federal Register notice 
allowing for a 60-day comment period 
on the ICR was published on June 21, 
2005 (70 FR 35766). No comments were 
received. 
DATES: Please send your comments by 
December 12, 2005. OMB must receive 
your comments by this date in order to 
act quickly on the ICR. 
ADDRESSES: Send comments to the 
Office of Information and Regulatory 
Affairs, Office of Management and 
Budget, 725 Seventeenth Street, NW., 
Washington, DC 20503, Attention DOT/ 
FMCSA Desk Officer. 
FOR FURTHER INFORMATION CONTACT: Ms. 
Ruth Bullen, (202) 385–2430, 
Commercial Enforcement Division (MC– 
ECC), Office of Enforcement and 

Compliance, Federal Motor Carrier 
Safety Administration, 400 Seventh 
Street SW., Washington, DC 20590. 
Office hours are from 7 a.m. to 4:30 
p.m., e.t., Monday through Friday, 
except federal holidays. 
SUPPLEMENTARY INFORMATION: 

Title: Financial Responsibility, 
Trucking and Freight Forwarding. 

OMB Control Number: 2126–0017. 
Type of Request: Revision of a 

currently approved collection. 
Background: The Secretary of 

Transportation (Secretary) is authorized 
to register for-hire motor carriers of 
regulated commodities under the 
provisions of 49 U.S.C. 13902, surface 
freight forwarders under 49 U.S.C. 
13903, and property brokers under 49 
U.S.C. 13904. These persons may 
conduct transportation services only if 
they are registered pursuant to 49 U.S.C. 
13901. The Secretary has delegated 
authority pertaining to these 
registrations to FMCSA. Registration 
remains valid only as long as the 
transportation entities maintain on file 
with FMCSA evidence of the required 
levels of insurance coverage pursuant to 
49 U.S.C. 13906. Regulations governing 
financial responsibility are contained in 
49 CFR part 387. 

Forms BMC–91, 91X, and 82 provide 
evidence of the required coverage for 
bodily injury and property damage 
(BI&PD) liability. Forms BMC–34 and 83 
establish compliance with cargo liability 
requirements. Forms BMC–84 and 85 
are filed by brokers to comply with the 
requirement for a $10,000 surety bond 
or trust fund agreement. Forms BMC– 
35, 36, and 85 are used to cancel prior 
filings. Forms BMC–90 and 32 are 
endorsements that must be attached to 
BI&PD and cargo insurance policies, 
respectively, but are not filed with the 
FMCSA. 

Motor carriers can also apply to self- 
insure BI&PD and/or cargo liability in 
lieu of filing certificates of insurance or 
surety bonds with the FMCSA. Form 
BMC–40 is the application used to 
apply for self-insurance authority. 

Respondents: Motor carriers, freight 
forwarders, and brokers. 

Estimated Number of Respondents: 
165,954. 

Frequency of Response: On occasion. 
Average Burden Per Response: For 

Form BMC–40, the estimated average 
burden per response is 40 hours. For 
each of the other forms (BMC–32, 34, 
35, 36, 82, 83, 84, 85, 90, 91, and 91X), 
the estimated average burden per 
response is 10 minutes per form. 

Estimated Total Annual Burden: The 
estimated total annual burden is 600 
hours for the BMC–40 based on 15 

filings per year [15 filings per year x 40 
hours to complete = 600 hours]. The 
estimated total annual burden for all 
other forms described above is 50,170 
hours based on 301,022 filings per year 
[301,022 filings per year x 10 minutes to 
complete divided by 60 minutes = 
50,170 total burden hours]. Therefore, 
the estimated annual burden hours for 
the ICR is 50,770 total burden hours. 

We particularly request comments on: 
Whether the collection of information is 
necessary for FMCSA to meet its goal of 
reducing truck crashes and its 
usefulness to this goal; the accuracy of 
the estimate of the burden of the 
information collection; ways to enhance 
the quality, utility and clarity of the 
information collected; and ways to 
minimize the burden of the collection of 
information on respondents, including 
using automated collection techniques 
or other forms of information 
technology. 

Authority: The Paperwork Reduction Act 
of 1995, 44 U.S.C. Chapter 35, as amended; 
49 U.S.C. 13901, 13902, 13903, 13904 and 
13906; and 49 CFR 1.73. 

Issued on: November 2, 2005. 
Annette M. Sandberg, 
Administrator. 
[FR Doc. 05–22394 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–EX–P 

DEPARTMENT OF TRANSPORTATION 

Federal Railroad Administration 

[Waiver Petition Docket Number FRA–2005– 
21964] 

Long Island Rail Road; Notice of Public 
Hearing 

On September 16, 2005, FRA 
published a notice in the Federal 
Register announcing the Long Island 
Railroad’s intent to be granted a waiver 
of compliance from certain provisions of 
the Railroad Operating Practices 
regulations, 49 CFR 218, regarding blue 
signal protection of workers. See 70 FR 
54801. Specifically, the LIRR requests 
relief from the requirements of 49 CFR 
218.29 Alternate methods of protection, 
at its Diesel Service Facilities in 
Richmond Hills, NY, and Long Island 
City, NY. 

According to LIRR, both facilities are 
stub-end yards jointly used by both 
Transportation and Mechanical forces. 
These yards function to service, 
maintain, inspect, and dispatch the 
diesel passenger fleet for the LIRR. Each 
facility has a speed limit of 5 mph, with 
fixed derails on each service track, and 
manually operated switches. Yard 
movement is controlled by a 

VerDate Aug<31>2005 19:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00118 Fmt 4703 Sfmt 4703 E:\FR\FM\10NON1.SGM 10NON1



68510 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Notices 

yardmaster. Due to the configuration 
and service demands, the yard cannot 
facilitate the placement of a derail at the 
150-foot interval as prescribed in 
§ 218.29. Additionally, LIRR believes 
that lining and locking the manual 
switches increases potential error of 
proper switch alignment, and is a safety 
concern for all employees working in 
the area. Therefore, LIRR requested that 
employees at these two facilities be 
allowed to place derails at a distance of 
50-feet from the equipment. LIRR stated 
that they will post signage to reinforce 
the 5 mph speed restriction, as well as 
paint physical clearance lines denoting 
the 50-foot distance. 

As a result of the comments received 
by FRA concerning this waiver petition, 
FRA has determined that a public 
hearing is necessary before a final 
decision is made on this petition. 
Accordingly, a public hearing is hearby 
set to begin at 9 a.m. on December 21, 
2005, in Conference Room 820 at the 
Hunters Point Plaza, 47–40 21st Street, 
Long Island City, New York, 11101. 
Interested parties are invited to present 
oral statements at this hearing. 

The hearing will be informal and will 
be conducted in accordance with FRA’s 
Rules of Practice (49 CFR Part 211.25) 
by a representative designated by FRA. 
FRA’s representative will make an 
opening statement outlining the scope 
of the hearing, as well as any additional 
procedures for the conduct of the 
hearing. The hearing will be a non- 
adversarial proceeding in which all 
interested parties will be given the 
opportunity to express their views 
regarding this waiver petition, without 
cross-examination. After all initial 
statements have been completed, those 
persons wishing to make brief rebuttal 
statements will be given an opportunity 
to do so in the same order in which 
initial statements were made. 

Issued in Washington, DC, on November 4, 
2005. 
Grady C. Cothen, Jr., 
Deputy Associate Administrator for Safety 
Standards and Program Implementation. 
[FR Doc. 05–22393 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–06–P 

DEPARTMENT OF TRANSPORTATION 

Federal Railroad Administration 

Petition for Waiver of Compliance 

In accordance with Part 211 of Title 
49 Code of Federal Regulations (CFR), 
notice is hereby given that the Federal 
Railroad Administration (FRA) received 
a request for a waiver of compliance 
with certain requirements of its safety 

standards. The individual petition is 
described below, including the party 
seeking relief, the regulatory provisions 
involved, the nature of the relief being 
requested, and the petitioner’s 
arguments in favour of relief. 

Norfolk Southern Corporation 

[Docket Number FRA–2005–22822] 

The Norfolk Southern Corporation 
(NS) seek a permanent waiver of 
compliance with the Locomotive Safety 
Standards, 49 CFR 229.21(a), as it 
pertains to the recordkeeping 
requirement for locomotive daily 
inspection reports. If the request is 
granted, NS would file the required 
report electronically in a secure 
centralized data base that would be set 
up to track and store the records for the 
required ninety two days. The railroad 
states that each employee performing 
the inspections would be provided a 
unique electronic identification which 
will be utilized in place of the signature. 
All requirements, date, time, location, 
person conducting inspection, and any 
non-complying conditions will be 
reported electronically. NS utilizes an 
onboard record of daily inspection and 
will continue to do so if their request is 
granted. 

Interested parties are invited to 
participate in these proceedings by 
submitting written views, data, or 
comments. FRA does not anticipate 
scheduling a public hearing in 
connection with these proceedings since 
the facts do not appear to warrant a 
hearing. If any interested party desires 
an opportunity for oral comment, they 
should notify FRA, in writing, before 
the end of the comment period and 
specify the basis for their request. 

All communications concerning these 
proceedings should identify the 
appropriate docket number (e.g., Waiver 
Petition Docket Number FRA–2005– 
22822) and must be submitted to the 
Docket Clerk, DOT Central Docket 
Management Facility, Room Pl–401, 
Washington, DC 20590–0001. 
Communications received within 45 
days of the date of this notice will be 
considered by FRA before final action is 
taken. Comments received after that 
date will be considered as far as 
practicable. All written communications 
concerning these proceedings are 
available for examination during regular 
business hours (9 a.m.–5 p.m.) at the 
above facility. All documents in the 
public docket are also available for 
inspection and copying on the Internet 
at the docket facility’s Web site at 
http://dms.dot.gov. 

Issued in Washington, DC, on November 4, 
2005. 
Grady C. Cothen, Jr., 
Deputy Associate Administrator for Safety 
Standards and Program Development. 
[FR Doc. 05–22391 Filed 11–9–05; 8:45 am] 
BILLING CODE 4910–06–P 

DEPARTMENT OF TRANSPORTATION 

Surface Transportation Board 

[STB Ex Parte No. 656 (Sub-No. 1)] 

Investigation into the Practices of the 
National Classification Committee 

AGENCY: Surface Transportation Board, 
DOT. 
ACTION: Extension of deadline for filing 
comments. 

SUMMARY: The Board is extending, by 14 
days, the deadline for filing the 
comments requested in its decision 
served on October 13, 2005, and 
published in the Federal Register on 
October 19, 2005, at 70 FR 60881–82. 
DATES: The deadline for filing opening 
comments in this proceeding is 
extended to December 2, 2005. The 
deadline for filing a reply by the 
National Classification Committee is 
extended to December 22, 2005. 
ADDRESSES: Any filing submitted in this 
proceeding must refer to STB Ex Parte 
No. 656 (Sub-No. 1) and must be 
submitted either via the Board’s e-filing 
format or in the traditional paper 
format. Any person using e-filing should 
comply with the instructions found on 
the Board’s http://www.stb.dot.gov Web 
site, at the ‘‘E-FILING’’ link. Any person 
submitting a filing in the traditional 
paper format should send an original 
and 10 paper copies of the filing (and 
also an IBM-compatible floppy disk 
with any textual submission in any 
version of either Microsoft Word or 
WordPerfect) to: Surface Transportation 
Board, 1925 K Street, NW., Washington, 
DC 20423–0001. Because all comments 
will be posted to the Board’s Web site, 
persons filing them with the Board need 
not serve them on other participants but 
must furnish a hard copy on request to 
any participant. 
FOR FURTHER INFORMATION CONTACT: 
Joseph H. Dettmar (202) 565–1609. 
(Federal Information Relay Service for 
the hearing impaired: 1–800–877–8339.) 
SUPPLEMENTARY INFORMATION: 
Additional information appears in the 
Board’s decision granting this deadline 
extension and in the Board’s prior 
decision served on October 13, 2005, 
and posted on the Board’s Web site at 
http://www.stb.dot.gov, both under 
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docket number STB Ex Parte No. 656 
(Sub-No. 1). Board filings, decisions, 
and notices are available at this site. 

This action will not significantly 
affect either the quality of the human 
environment or the conservation of 
energy resources. 

Decided: November 4, 2005. 
By the Board, Vernon A. Williams, 

Secretary. 
Vernon A. Williams, 
Secretary. 
[FR Doc. 05–22449 Filed 11–9–05; 8:45 am] 
BILLING CODE 4915–01–P 

DEPARTMENT OF THE TREASURY 

Submission for OMB Review; 
Comment Request 

November 3, 2005. 
The Department of Treasury has 

submitted the following public 
information collection requirement(s) to 
OMB for review and clearance under the 
Paperwork Reduction Act of 1995, 
Public Law 104–13. Copies of the 
submission(s) may be obtained by 
calling the Treasury Bureau Clearance 
Officer listed. Comments regarding this 
information collection should be 
addressed to the OMB reviewer listed 
and to the Treasury Department 
Clearance Officer, Department of the 
Treasury, Room 11000, 1750 
Pennsylvania Avenue, NW., 
Washington, DC 20220. 
DATES: Written comments should be 
received on or before December 12, 2005 
to be assured of consideration. 

Internal Revenue Services (IRS) 

OMB Number: 1545–1932. 
Type of Review: Extension. 
Title: REG–158138–04 (NPRM and 

Temporary Regulations) Information 
Returns by Donees Relating to Qualified 
Intellectual Property Contributions. 

Description: These proposed and 
temporary regulations provide guidance 
for filling information returns by donees 
relating to qualified intellectual 
property contributions. The regulations 
affect donees receiving qualified 
intellectual property contributions after 
June 3, 2004. 

Respondents: Not-for-profit 
institutions. 

Estimated Total Burden Hours: 2 
hours. 

Clearance Officer: Glenn P. Kirkland, 
(202) 622–3428, Internal Revenue 
Service, Room 6516, 1111 Constitution 
Avenue, NW., Washington, DC 20224. 

OMB Reviewer: Alexander T. Hunt, 
(202) 395–7316, Office of Management 
and Budget, Room 10235, New 

Executive Office Building, Washington, 
DC 20503. 

Michael A. Robinson, 
Treasury PRA Clearance Officer. 
[FR Doc. 05–22418 Filed 11–9–05; 8:45 am] 
BILLING CODE 4830–01–P 

DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

Quarterly Publication of Individuals, 
Who Have Chosen To Expatriate, as 
Required by Section 6039G 

AGENCY: Internal Revenue Service (IRS), 
Treasury. 
ACTION: Notice. 

SUMMARY: This notice is provided in 
accordance with IRC section 6039G, as 
amended, by the Health Insurance 
Portability and Accountability Act 
(HIPPA) of 1996. This listing contains 
the name of each individual losing 
United States citizenship (within the 
meaning of section 877(a)) with respect 
to whom the Secretary received 
information during the quarter ending 
September 30, 2005. 

Last name First name Middle name/ 
initials 

Berends Rudolf 
Berends Julie M. 
Hinder Patricia Isabelle 
Rosencrantz Henrik 
Chun Ki Hoon 
Yoda Aki 
Gritti Yvonne Milliquet 
Gritti Otto H. 
Park Gregory Kyu-In 
Green Doreen J. 
Gren Philip A. 
Labrosse Guy 
Wong Arthur Lt 
Bertrand-Cadi Nadia 
Bertrand-Cadi Jacques 
Man Guy 
Anderson Cynthia B. 
Rosencrantz Anna Maria 
Palmer Shannon 
Santucci Babette Eudora 
Taylor Alan 
Labrosse Lucille 
Asakura Toshiko 
Robinson William John 
Robinson Elizabeth Barbara 
Asakura Hisaya 
Ferris Anne 
Ferris Malcolm 
Surana Seema 
Surana Naresh 
Marcusland Steen A. 
Kadoorie Bettina Muriel 
Wong Hugh Shui-Tong 
Moore Joan A. 
Cho Sarai Haesun 
Ng Wai Hong 
Faiella Graham Bonbright 
MacKenzie Betty Joan 

Last name First name Middle name/ 
initials 

Skaugen Grace M.R. 
Lalvani Divia 
Katz Gisela 
Kohn Erwin 
Lue Eva Ng. 
Mathot Dirkie 
Mathot Henricus M. 
Zulliger Ann C. 
Chen Jiunn Nan 
Zhang Samuel X. 
Boyd III Robert James 
Zbinden Caroline Sarah 
Colley Siani Wynne 
Hirzel Gabriel Adrian 
Kim Sonia 
McGinnes Nicholas James 
Schluter Philip Michael 
Bisang Caroline Barbara 
Hinder Patricia Isabelle 
Ng Jennifer Jeng Ming 
Christensen Eva Elise 
Smith Bernice Emma 
Wong Kwun Hung Kevin 
Reese Steven F. 
Goldin Valerie Roma 
Kim Ann Joon Heh 
Wilfred Harmon Lynn 
Quek Zhi Qiang Jona-

than 
Barnes Elvia 
Colen Kristie Anja 
Godduhn Helen Marta 
Vucko Angela Christine 
Schmidlin Colette F. 
Saito Haruka 
Sutanto Ernest Julian 
Park Gregory Kyu-in 
Lee Kyou Sook 
Cho Sarai Haesun 
Chun Ki Hoon 
Atkinson 

(Choe) 
Tok Hui 

Cho Hannah 
Chung Linda Eunha 
Choi Bluelle Soungah 
Haugereid Sarita Alice 
Graetz Connie Charlotte 
Henderson Cary Lee 
Renn-Pinger Caroline 
Mayer Jacqueline Genofeva 
Von Lieres 

Und Wilkau 
Gero Constantin 

Faria Kirsten Elisabeth 
Lough Masako 
Dixon Mark Todd 
Nemyer Angelique Justine 
Csont Istvan 
Rodriguez David R. 
Graetz Galleon Tell Samuel 
Juergen De 

Laczkovich 
Antonio Bela 

Farrell Frank 
Schubiger Marianne Stuck 
Harris Karl Anthony 
Moog Sylvia 
Karrer Julian Marc Paul 
Viehoever Gabriele 
Parzych Norman Russell 
Welzig-Czaika Marion 
Stark Paul Garry 
Park Desiree U.P. 
Scheitlin Oscar W. 
Esposito Fabio Bruno 
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Last name First name Middle name/ 
initials 

Miller Jonathan Harper 
Recaldin David 
Handlery George De Poor 
Burki Tariq K. 
Gerstle Margreth A. 
Hsu Paul 
Voinov Carol Bartman 
Curteman Robert William 
Anderson Cynthia B. 
Meijer Pieter Jeroen 
Ohlander Stephen Paul 
Tasca Elia Henry 
Cajar Jr Adsinar Ribstell 
Yoda Aki 
Metro Adeline M. 
Baxandall Michael David Kighley 
Metro Thierry E. 
Faiella Graham E. 
Lester-Smith Shelagh 

Dated: October 22, 2005. 
Angie Kaminski, 
Examinations Operations, Philadelphia 
Compliance Services. 
[FR Doc. 05–22417 Filed 11–9–05; 8:45 am] 
BILLING CODE 4830–01–P 

DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–0107] 

Agency Information Collection 
Activities Under OMB Review 

AGENCY: Veterans Benefits 
Administration, Department of Veterans 
Affairs 
ACTION: Notice. 

SUMMARY: In compliance with the 
Paperwork Reduction Act (PRA) of 1995 
(44 U.S.C. 3501–3521), this notice 
announces that the Veterans Benefits 
Administration (VBA), Department of 
Veterans Affairs, has submitted the 
collection of information abstracted 
below to the Office of Management and 
Budget (OMB) for review and comment. 
The PRA submission describes the 
nature of the information collection and 
its expected cost and burden and 
includes the actual data collection 
instrument. 

DATES: Comments must be submitted on 
or before December 12, 2005. 
FOR FURTHER INFORMATION CONTACT: 
Denise McLamb, Records Management 
Service (005E3), Department of Veterans 
Affairs, 810 Vermont Avenue, NW., 
Washington, DC 20420, (202) 565–8374, 
FAX (202) 565–6950 or e-mail: 
denise.mclamb@mail.va.gov. Please 
refer to ‘‘OMB Control No. 2900–0107.’’ 

Send comments and 
recommendations concerning any 

aspect of the information collection to 
VA’s OMB Desk Officer, OMB Human 
Resources and Housing Branch, New 
Executive Office Building, Room 10235, 
Washington, DC 20503 (202) 395–7316. 
Please refer to ‘‘OMB Control No. 2900– 
0107’’ in any correspondence. 
SUPPLEMENTARY INFORMATION: 

Title: Certificate as to Assets, VA 
Form 21–4709. 

OMB Control Number: 2900–0107. 
Type of Review: Extension of a 

currently approved collection. 
Abstract: Fiduciaries are required to 

complete VA Form 21–4709 to report 
investment in savings, bonds and other 
securities that he or she received on 
behalf of beneficiaries who are 
incompetent or under legal disability. 
Estate analysts employed by VA use the 
data collected to verify the fiduciaries 
accounting of the beneficiary’s estate. 

An agency may not conduct or 
sponsor, and a person is not required to 
respond to a collection of information 
unless it displays a currently valid OMB 
control number. The Federal Register 
Notice with a 60-day comment period 
soliciting comments on this collection 
of information was published on June 7, 
2005, at page 33261. 

Affected Public: Individuals or 
households, Business or other for-profit, 
Not-for-profit institutions, Federal 
Government, and State, local or tribal 
government. 

Estimated Annual Burden: 863 hours. 
Estimated Average Burden Per 

Respondent: 12 minutes. 
Frequency of Response: Annually. 
Estimated Number of Respondents: 

4,316. 
Dated: October 31, 2005. 
By direction of the Secretary. 

Denise McLamb, 
Program Analyst, Records Management 
Service. 
[FR Doc. 05–22421 Filed 11–9–05; 8:45 am] 
BILLING CODE 8320–01–P 

DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–0580] 

Agency Information Collection 
Activities Under OMB Review 

AGENCY: Veterans Benefits 
Administration, Department of Veterans 
Affairs. 
ACTION: Notice. 

SUMMARY: In compliance with the 
Paperwork Reduction Act (PRA) of 1995 
(44 U.S.C. 3501–3521), this notice 
announces that the Veterans Benefits 
Administration (VBA), Department of 

Veterans Affairs, has submitted the 
collection of information abstracted 
below to the Office of Management and 
Budget (OMB) for review and comment. 
The PRA submission describes the 
nature of the information collection and 
its expected cost and burden; it includes 
the actual data collection instrument. 
DATES: Comments must be submitted on 
or before December 12, 2005. 
FOR FURTHER INFORMATION CONTACT: 
Denise McLamb, Records Management 
Service (005E3), Department of Veterans 
Affairs, 810 Vermont Avenue, NW., 
Washington, DC 20420, (202) 565–8374, 
FAX (202) 565–6950 or e-mail 
denise.mclamb@mail.va.gov. Please 
refer to ‘‘OMB Control No. 2900–0580.’’ 

Send comments and 
recommendations concerning any 
aspect of the information collection to 
VA’s OMB Desk Officer, OMB Human 
Resources and Housing Branch, New 
Executive Office Building, Room 10235, 
Washington, DC 20503 (202) 395–7316. 
Please refer to ‘‘OMB Control No. 2900– 
0580’’ in any correspondence 
SUPPLEMENTARY INFORMATION: 

Title: Request for Transportation 
Expense Reimbursement (38) CFR 
21.8370. 

OMB Control Number: 2900–0580. 
Type of Review: Extension of a 

currently approved collection. 
Abstract: Children of Vietnam 

veterans born with spina bifida and 
receiving vocational training or seeking 
employment may request 
reimbursement for transportation 
expenses. To be eligible, the child must 
provide supportive documentation of 
actual expenses incurred for the travel. 
VA uses the information collected to 
determine if the child is unable to 
pursue a vocational training or 
employment without travel assistance. 

An agency may not conduct or 
sponsor, and a person is not required to 
respond to a collection of information 
unless it displays a currently valid OMB 
control number. The Federal Register 
Notice with a 60-day comment period 
soliciting comments on this collection 
of information was published on May 
11, 2005, at page 24863. 

Affected Public: Individuals or 
households. 

Estimated Annual Burden: 63 hours. 
Estimated Average Burden Per 

Respondent: 6 minutes. 
Frequency of Response: Monthly. 
Estimated Number of Respondents: 

50. 
Estimated Total Annual Responses: 

650. 
Dated: November 2, 2005. 
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By direction of the Secretary. 
Denise McLamb, 
Program Analyst, Records Management 
Service. 
[FR Doc. 05–22422 Filed 11–9–05; 8:45 am] 
BILLING CODE 8320–01–P 

DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–0251] 

Agency Information Collection 
Activities Under OMB Review 

AGENCY: Veterans Benefits 
Administration, Department of Veterans 
Affairs. 
ACTION: Notice. 

SUMMARY: In compliance with the 
Paperwork Reduction Act (PRA) of 1995 
(44 U.S.C. 3501–3521), this notice 
announces that the Veterans Benefits 
Administration (VBA), Department of 
Veterans Affairs, has submitted the 
collection of information abstracted 
below to the Office of Management and 
Budget (OMB) for review and comment. 
The PRA submission describes the 
nature of the information collection and 
its expected cost and burden and 
includes the actual data collection 
instrument. 

DATES: Comments must be submitted on 
or before December 12, 2005. 
FOR FURTHER INFORMATION CONTACT: 
Denise McLamb, Records Management 
Service (005E3), Department of Veterans 
Affairs, 810 Vermont Avenue, NW., 
Washington DC 20420, (202) 565–8374, 
FAX (202) 565–6950 or e-mail 
denise.mclamb@mail.va.gov. Please 
refer to ‘‘OMB Control No. 2900–0251.’’ 
Send comments and recommendations 
concerning any aspect of the 
information collection to VA’s OMB 
Desk Officer, OMB Human Resources 
and Housing Branch, New Executive 
Office Building, Room 10235, 
Washington, DC 20503 (202) 395–7316. 
Please refer to ‘‘OMB Control No. 2900– 
0251’’ in any correspondence. 
SUPPLEMENTARY INFORMATION: 

Title: Present Status of Loan, VA Form 
26–8778. 

OMB Control Number: 2900–0251. 
Type of Review: Extension of a 

currently approved collection. 
Abstract: VA Form 26–8778 is used to 

obtain pertinent data from servicers 
regarding the status of defaulted loans. 
VA uses the information collected to 
properly service all defaulted loans. 

An agency may not conduct or 
sponsor, and a person is not required to 
respond to a collection of information 
unless it displays a currently valid OMB 

control number. The Federal Register 
Notice with a 60-day comment period 
soliciting comments on this collection 
of information was published on May 
27, 2005, at page 30832. 

Affected Public: Business or other for- 
profit. 

Estimated Annual Burden: 29,167 
hours. 

Estimated Average Burden Per 
Respondent: 10 minutes. 

Frequency of Response: On occasion. 
Estimated Number of Respondents: 

175,000. 
Dated: November 2, 2005. 
By direction of the Secretary. 

Denise McLamb, 
Program Analyst, Records Management 
Service. 
[FR Doc. 05–22423 Filed 11–9–05; 8:45 am] 
BILLING CODE 8320–01–P 

DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–New] 

Proposed Information Collection 
Activity: Proposed Collection; 
Comment Request 

AGENCY: Small and Disadvantaged 
Business Utilization, Department of 
Veterans Affairs. 
ACTION: Notice. 

SUMMARY: The Small and Disadvantaged 
Business Utilization (OSDBU), 
Department of Veterans Affairs (VA), is 
announcing an opportunity for public 
comment on the proposed collection of 
certain information by the agency. 
Under the Paperwork Reduction Act 
(PRA) of 1995, Federal agencies are 
required to publish notice in the 
Federal Register concerning each 
proposed collection of information, 
including each proposed revision of a 
currently approved collection, and 
allow 60 days for public comment in 
response to the notice. This notice 
solicits comments for information 
needed to identify veterans owned 
businesses. 

DATES: Written comments and 
recommendations on the proposed 
collection of information should be 
received on or before January 9, 2006. 
ADDRESSES: Submit written comments 
on the collection of information to Gail 
Wegner (00VE), Department of Veterans 
Affairs, 810 Vermont Avenue, NW., 
Washington, DC 20420 or e-mail: 
gail.wegner@va.gov. Please refer to 
‘‘OMB Control No. 2900–New’’ in any 
correspondence. 

FOR FURTHER INFORMATION CONTACT: Gail 
Wegner at (202) 303–3296 or FAX (202) 
254–0238. 

SUPPLEMENTARY INFORMATION: Under the 
PRA of 1995 (Pub. L. 104–13; 44 U.S.C. 
3501 ‘‘ 3521), Federal agencies must 
obtain approval from the Office of 
Management and Budget (OMB) for each 
collection of information they conduct 
or sponsor. This request for comment is 
being made pursuant to Section 
3506(c)(2)(A) of the PRA. 

With respect to the following 
collection of information, OSDBU 
invites comments on: (1) Whether the 
proposed collection of information is 
necessary for the proper performance of 
OSDBU’s functions, including whether 
the information will have practical 
utility; (2) the accuracy of OSDBU’s 
estimate of the burden of the proposed 
collection of information; (3) ways to 
enhance the quality, utility, and clarity 
of the information to be collected; and 
(4) ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
the use of other forms of information 
technology. 

Title: VetBiz Vendor Information 
Pages. 

OMB Control Number: 2900–New. 
Type of Review: New collection. 
Abstract: The Vendor Information 

Pages (VIP) will be used to assist federal 
agencies in identifying small businesses 
owned and controlled by veterans and 
service-connected disable veterans. This 
information is necessary to ensure that 
veteran own businesses are given the 
opportunity to participate in Federal 
contracts and receive contract 
solicitations information automatically. 

Affected Public: Business or other for- 
profit, and Individuals or households. 

Estimated Annual Burden: 2,500 
hours. 

Estimated Average Burden Per 
Respondent: 25 minutes. 

Frequency of Response: On occasion. 
Estimated Number of Respondents: 

6,000. 

Dated: November 1, 2005. 

By direction of the Secretary. 

Denise McLamb, 
Program Analyst, Records Management 
Service. 
[FR Doc. 05–22424 Filed 11–9–05; 8:45 am] 

BILLING CODE 8320–01–P 
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DEPARTMENT OF VETERANS 
AFFAIRS 

[OMB Control No. 2900–0154] 

Proposed Information Collection 
Activity: Proposed Collection; 
Comment Request 

AGENCY: Veterans Benefits 
Administration, Department of Veterans 
Affairs. 
ACTION: Notice. 

SUMMARY: The Veterans Benefits 
Administration (VBA), Department of 
Veterans Affairs (VA), is announcing an 
opportunity for public comment on the 
proposed collection of certain 
information by the agency. Under the 
Paperwork Reduction Act (PRA) of 
1995, Federal agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
revision of a currently approved 
collection and allow 60 days for public 
comment in response to this notice. 
This notice solicits comments for 
information needed to determine a 
claimant’s eligibility for educational 
benefits. 

DATES: Written comments and 
recommendations on the proposed 

collection of information should be 
received on or before January 9, 2006. 
ADDRESSES: Submit written comments 
on the collection of information to 
Nancy J. Kessinger, Veterans Benefits 
Administration (20M35), Department of 
Veterans Affairs, 810 Vermont Avenue, 
NW., Washington, DC 20420 or e-mail: 
irmnkess@vba.va.gov. Please refer to 
‘‘OMB Control No. 2900–0154’’ in any 
correspondence. 
FOR FURTHER INFORMATION CONTACT: 
Nancy J. Kessinger at (202) 273–7079 or 
fax (202) 275–5947. 
SUPPLEMENTARY INFORMATION: Under the 
PRA of 1995 (Pub. L. 104–13; 44 U.S.C. 
3501–3521), Federal agencies must 
obtain approval from the Office of 
Management and Budget (OMB) for each 
collection of information they conduct 
or sponsor. This request for comment is 
being made pursuant to Section 
3506(c)(2)(A) of the PRA. 

With respect to the following 
collection of information, VBA invites 
comments on: (1) Whether the proposed 
collection of information is necessary 
for the proper performance of VBA’s 
functions, including whether the 
information will have practical utility; 
(2) the accuracy of VBA’s estimate of the 
burden of the proposed collection of 
information; (3) ways to enhance the 
quality, utility, and clarity of the 

information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques or 
the use of other forms of information 
technology. 

Title: Application for VA Education 
Benefits. 

OMB Control Number: 2900–0154. 
Type of Review: Revision of a 

currently approved collection. 
Abstract: VA Form 22–1990 is 

completed by claimant’s to apply for 
education assistance allowance. VA 
uses this information to determine the 
applicant’s eligibility for benefits. 

Affected Public: Individuals or 
households. 

Estimated Annual Burden: 187,500 
hours. 

Estimated Average Burden per 
Respondent: 60 minutes. 

Frequency of Response: One-time. 
Estimated Number of Respondents: 

200,000. 
Dated: November 1, 2005. 
By direction of the Secretary. 

Denise McLamb, 
Program Analyst, Records Management 
Service. 
[FR Doc. 05–22425 Filed 11–9–05; 8:45 am] 
BILLING CODE 8320–01–P 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Centers for Medicare & Medicaid 
Services 

42 CFR Parts 419 and 485 

[CMS–1501–FC] 

RIN 0938–AN46 

Medicare Program; Changes to the 
Hospital Outpatient Prospective 
Payment System and Calendar Year 
2006 Payment Rates 

AGENCY: Centers for Medicare & 
Medicaid Services (CMS), HHS. 
ACTION: Final rule with comment period. 

SUMMARY: This final rule with comment 
period revises the Medicare hospital 
outpatient prospective payment system 
to implement applicable statutory 
requirements and changes arising from 
our continuing experience with this 
system and to implement certain related 
provisions of the Medicare Prescription 
Drug, Improvement, and Modernization 
Act (MMA) of 2003. In addition, the 
final rule with comment period 
describes changes to the amounts and 
factors used to determine the payment 
rates for Medicare hospital outpatient 
services paid under the prospective 
payment system. This final rule with 
comment period also changes the 
requirement for physician oversight of 
mid-level practitioners in critical access 
hospitals (CAHs). 

In this final rule with comment 
period, we also are responding to public 
comments received on the November 
15, 2004, final rule with comment 
period pertaining to the ambulatory 
payment classification (APC) group 
assignment of Healthcare Common 
Procedure Coding System (HCPCS) 
codes identified in Addendum B of that 
rule with the new interim (NI) comment 
indicator. These changes are applicable 
to services furnished on or after January 
1, 2006. 
DATES: Effective Date: This final rule 
with comment period is effective on 
January 1, 2006. 

Comment Date: We will consider 
comments on the payment classification 
assigned to HCPCS codes identified in 
Addendum B with the NI comment code 
and other areas specified through the 
preamble if we receive them at the 
appropriate address, as provided below, 
no later than 5 p.m. on January 9, 2006. 
ADDRESSES: In commenting, please refer 
to file code CMS–1501–FC. Because of 
staff and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 

You may submit comments in one of 
four ways (no duplicates, please): 

1. Electronically. You may submit 
electronic comments on specific issues 
in this final rule with comment period 
to http://www.cms.hhs.gov/regulations/ 
ecomments. (Attachments should be in 
Microsoft Word, WordPerfect, or Excel; 
however, we prefer Microsoft Word). 

2. By regular mail. You may mail 
written comments (one original and two 
copies) to the following address ONLY: 
Centers for Medicare & Medicaid 
Services, Department of Health and 
Human Services, Attention: CMS–1501– 
FC, P.O. Box 8016, Baltimore, MD 
21244–8018. 

3. By express or overnight mail. You 
may send written comments (one 
original and two copies) to the following 
address ONLY: 

Centers for Medicare & Medicaid 
Services, Department of Health and 
Human Services, Attention: CMS–1501– 
FC, Mail Stop C4–26–05, 7500 Security 
Boulevard, Baltimore, MD 21244–1850. 

4. By hand or courier. If you prefer, 
you may deliver (by hand or courier) 
your written comments (one original 
and two copies) before the close of the 
comment period to one of the following 
addresses. If you intend to deliver your 
comments to the Baltimore address, 
please call telephone number (410) 786– 
7195 in advance to schedule your 
arrival with one of our staff members. 
Room 445–G, Hubert H. Humphrey 
Building, 200 Independence Avenue, 
SW., Washington, DC 20201, or 7500 
Security Boulevard, Baltimore, MD 
21244–1850. 

(Because access to the interior of the 
Hubert H. Humphrey Building is not 
readily available to persons without 
Federal Government identification, 
commenters are encouraged to leave 
their comments in the CMS drop slots 
located in the main lobby of the 
building. A stamp-in clock is available 
for persons wishing to retain proof of 
filing by stamping in and retaining an 
extra copy of the comments being filed.) 

Comments mailed to the addresses 
indicated as appropriate for hand or 
courier delivery may be delayed and 
received after the comment period. 

Inspection of Public Comments: All 
comments received before the close of 
the comment period are available for 
viewing by the public, including any 
personally identifiable or confidential 
business information that is included in 
a comment. CMS posts all electronic 
comments received before the close of 
the comment period on its public Web 
site as soon as possible after they have 
been received. Hard copy comments 
received timely will be available for 
public inspection as they are received, 

generally beginning approximately 3 
weeks after publication of a document, 
at the headquarters of the Centers for 
Medicare & Medicaid Services, 7500 
Security Boulevard, Baltimore, MD 
21244–1850, Monday through Friday of 
each week from 8:30 a.m. to 4 p.m. To 
schedule an appointment to view public 
comments, phone 1–800–743–3951. 

Requirements for Issuance of 
Regulations: Section 902 of the 
Medicare Prescription Drug, 
Improvement, and Modernization Act of 
2003 (MMA), Pub. L. 108–173, amended 
section 1871(a) of the Act and requires 
the Secretary, in consultation with the 
Director of the Office of Management 
and Budget, to establish and publish 
timelines for the publication of 
Medicare final regulations based on the 
previous publication of a Medicare 
proposed or interim final regulation. 
Section 902 of Pub. L. 108–173 also 
states that the timelines for these 
regulations may vary but shall not 
exceed 3 years after publication of the 
preceding proposed or interim final 
regulation except under exceptional 
circumstances. 

This final rule with comment period 
finalizes provisions set forth in the CY 
2006 OPPA proposed rule (70 FR 42674, 
July 25, 2005). In addition, this final 
rule has been published within the 3- 
year time limit imposed by section 902 
of Pub. L. 108–173. This final rule also 
finalizes the November 15, 2004 final 
rule with comment period (69 FR 
65681) to address public comments 
pertaining to the APC group assignment 
of HCPCS codes identified in 
Addendum B of that rule with the NI 
comment indicator. Again, we finalized 
the rule within the 3-year timeframe 
imposed under section 902 of Pub. L. 
108–173. Therefore, we believe that the 
final rule is in accordance with the 
Congress’ intent to ensure timely 
publication of final regulations. 

FOR FURTHER INFORMATION, CONTACT: 
Rebecca Kane, (410) 786–0378, 
Outpatient prospective payment issues 
and Suzanne Asplen, (410) 786–4558, 
Partial hospitalization and community 
mental health centers issues. 

SUPPLEMENTARY INFORMATION: 

Electronic Access 

This Federal Register document is 
available from the Federal Register 
online database through GPO Access, a 
service of the U.S. Government Printing 
Office. The Web site address is: http:// 
www.gpoaccess.gov/fr/index.html. 
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Alphabetical List of Acronyms 
Appearing in the Final Rule With 
Comment Period 

ACEP American College of Emergency 
Physicians 

AHA American Hospital Association 
AHIMA American Health Information 

Management Association 
AMA American Medical Association 
APC Ambulatory payment classification 
AMP Average manufacturer price 
ASP Average sales price 
ASC Ambulatory surgical center 
AWP Average wholesale price 
BBA Balanced Budget Act of 1997, Pub. L. 

105–33 
BIPA Medicare, Medicaid, and SCHIP 

Benefits Improvement and Protection Act 
of 2000, Pub. L. 106–554 

BBRA Medicare, Medicaid, and SCHIP 
Balanced Budget Refinement Act of 1999, 
Pub. L. 106–113 

CAH Critical access hospital 
CBSA Core-Based Statistical Areas 
CCR (Cost center specific) Cost-to-charge 

ratio 
CMHC Community mental health center 
CMS Centers for Medicare & Medicaid 

Services (formerly known as the Health 
Care Financing Administration) 

CNS Clinical nurse specialist 
CORF Comprehensive outpatient 

rehabilitation facility 
CPT [Physicians’] Current Procedural 

Terminology, Fourth Edition, 2005, 
copyrighted by the American Medical 
Association 

CRNA Certified registered nurse anesthetist 
CY Calendar year 
DMEPOS Durable medical equipment, 

prosthetics, orthotics, and supplies 
DMERC Durable medical equipment 

regional carrier 
DRGY Diagnosis-related group 
DSH Disproportionate share hospital 
EACH Essential Access Community 

Hospital 
E/M Evaluation and management 
EPO Erythropoietin 
ESRD End-stage renal disease 
FACA Federal Advisory Committee Act, 

Pub. L. 92–463 
FDA Food and Drug Administration 
FI Fiscal intermediary 
FSS Federal Supply Schedule 
FY Federal fiscal year 
GAO Government Accountability Office 
HCPCS Healthcare Common Procedure 

Coding System 
HCRIS Hospital Cost Report Information 

System 
HHA Home health agency 
HIPAA Health Insurance Portability and 

Accountability Act of 1996, Pub. L. 104– 
191 

ICD–9–CM International Classification of 
Diseases, Ninth Edition, Clinical 
Modification 

IME Indirect medical education 
IPPS (Hospital) Inpatient prospective 

payment system 
IVIG Intravenous immune globulin 
LTC Long-term care 
MedPAC Medicare Payment Advisory 

Commission 

MDH Medicare-dependent hospital 
MMA Medicare Prescription Drug, 

Improvement, and Modernization Act of 
2003, Pub. L. 108–173 

MSA Metropolitan Statistical Area 
NCCI National Correct Coding Initiative 
NCD National Coverage Determination 
NP Nurse practitioner 
OCE Outpatient Code Editor 
OMB Office of Management and Budget 
OPD (Hospital) Outpatient department 
OPPS (Hospital) Outpatient prospective 

payment system 
PA Physician assistant 
PHP Partial hospitalization program 
PM Program memorandum 
PPI Producer Price Index 
PPS Prospective payment system 
PPV Pneumococcal pneumonia (virus) 
PRA Paperwork Reduction Act 
QIO Quality Improvement Organization 
RFA Regulatory Flexibility Act 
RRC Rural referral center 
SBA Small Business Administration 
SCH Sole community hospital 
SDP Single drug pricer 
SI Status indicator 
TEFRA Tax Equity and Fiscal 

Responsibility Act of 1982, Pub. L. 97–248 
TOPS Transitional outpatient payments 
USPDI United States Pharmacopoeia Drug 

Information 

To assist readers in referencing 
sections contained in this document, we 
are providing the following outline of 
contents: 

Outline of Contents 

I. Background 
A. Legislative and Regulatory Authority for 

the Hospital Outpatient Prospective 
Payment System 

B. Excluded OPPS Services and Hospitals 
C. Prior Rulemaking 
D. APC Advisory Panel 
1. Authority for the APC Panel 
2. Establishment of the APC Panel 
3. APC Panel Meetings and Organizational 

Structure 
E. Provisions of the Medicare Prescription 

Drug, Improvement, and Modernization 
Act of 2003 That Will Be Implemented 
in CY 2006 

1. Hold Harmless Provisions 
2. Study and Authorization of Adjustment 

for Rural Hospitals 
3. Payment for ‘‘Specified Covered 

Outpatient Drugs’’ 
4. Adjustment in Payment Rates for 

‘‘Specified Covered Outpatient Drugs’’ 
for Overhead Costs 

5. Budget Neutrality Adjustment 
F. CMS’ Commitment to New Technologies 
G. Summary of the Provisions of the CY 

2006 OPPS Proposed Rule 
H. Public Comments Received on the CY 

2006 OPPS Proposed Rule 
I. Public Comments Received on the 

November 15, 2004 OPPS Final Rule 
With Comment Period 

II. Updates Affecting Payments for CY 2006 
A. Recalibration of APC Relative Weights 

for CY 2006 
1. Database Construction 
a. Database Source and Methodology 

b. Use of Single and Multiple Procedure 
Claims 

2. Calculation of Median Costs for CY 2006 
3. Calculation of Scaled OPPS Payment 

Weights 
4. Changes to Packaged Services 
a. Background 
b. Responses to the APC Panel 

Recommendations 
B. Payment for Partial Hospitalization 
1. Background 
2. PHP APC Update for CY 2006 
3. Separate Threshold for Outlier Payments 

to CMHCs 
C. Conversion Factor Update for CY 2006 
D. Wage Index Changes for CY 2006 
E. Statewide Average Default Cost-to- 

Charge Ratios (CCRs) 
F. Expiring Hold Harmless Provision for 

Transitional Corridor Payments for 
Certain Rural Hospitals 

G. Adjustment for Rural Hospitals 
1. Factors Contributing to Unit Cost 

Differences Between Rural Hospitals and 
Urban Hospitals and Associated 
Explanatory Variables 

2. Results 
H. Hospital Outpatient Outlier Payments 
I. Calculation of the National Unadjusted 

Medicare Payment 
J. Beneficiary Copayments for CY 2006 
1. Background 
2. Copayment for CY 2006 
3. Calculation of the Unadjusted 

Copayment Amount for CY 2006 
III. Ambulatory Payment Classification (APC) 

Group Policies 
A. Introduction 
1. Treatment of New HCPCS Codes 

Discussed in the CY 2006 OPPS 
Proposed Rule 

2. Treatment of New CY 2006 HCPCS 
Codes 

3. Treatment of New Mid-Year Category III 
CPT Codes 

B. Variations within APCs 
1. Background 
2. Application of the 2 Times Rule 
a. APC 0146: Level I Sigmoidoscopy 
b. APC 0342: Level I Pathology 
c. Other Comments on the Proposed List of 

APC Assignments to Address 2 Times 
Violations 

3. Exceptions to the 2 Times Rule 
C. New Technology APCs 
1. Introduction 
2. Refinement of New Technology Cost 

Bands 
3. Requirements for Assigning Services to 

New Technology APCs 
4. New Technology Services 
a. Ablation of Bone Tumors 
b. Breast Brachytherapy 
c. Enteryx Procedure 
d. Extracorporeal Shock Wave Treatment 
e. GreenLight Laser 
f. Magnetoencephalography (MEG) 
g. Positron Emission Tomography (PET) 

Scans 
h. Proton Beam Treatment 
i. Smoking Cessation Counseling 
j. Stereoscopic Kv X-ray 
k. Stereotactic Radiosurgery (SRS) 
D. APC-Specific Policies 
1. Cardiac and Vascular Procedures 
a. Acoustic Heart Sound Recording and 

Analysis 
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b. Cardiac Electrophysiologic Services 
(APC 0087) 

c. Cardioverter-Defibrillator Implantation 
(APCs 0107 and 0108) 

d. Endovenous Ablation (APC 0092) 
e. External Counterpulsation Therapy (APC 

0678) 
f. Intracardiac Echocardiography (APC 

0670) 
g. Percutaneous Thrombectomy and 

Thrombolysis (APC 0676) 
h. Coronary Flow Reserve (APCs 0416 and 

0670) 
i. Vascular Access Procedures (APCs 0621, 

0622, and 0623) 
2. Radiology, Radiation Oncology, and 

Nuclear Medicine 
a. Angiography and Venography (APCs 

0279, 0280, and 0668) 
b. Brachytherapy (APCs 0312, 0313, 

and0651) 
c. Computed Tomography (APCs 0283 and 

0333) 
d. Computed Tomographic Angiography 

(APC 0333) 
e. Computed Tomographic Guidance (APC 

0332) 
f. Computerized Reconstruction (APC 

0417) 
g. Diagnostic Computed Tomographic 

Colonography (APC 0333) 
h. Intensity Modulated Radiation Therapy 

(IMRT) (APCs 0310 and 0412) 
i. Kidney Imaging (APC 0267) 
j. Magnetic Resonance Guided Focused 

Ultrasound Ablation (APC 0193) 
k. Non-Imaging Nuclear Medicine Studies 

(APC 0389) 
l. Therapeutic Radiation Treatment (APC 

0304) 
m. Urinary Bladder Study (APC 0340) 
3. Gastrointestinal and Genitourinary 

Procedures 
a. Cystourethroscopy with Lithotripsy 

(APC 0163) 
b. GI Stenting (APC 0384) 
c. Insertion of Uterine Tandems and/or 

Vaginal Ovoids for Clinical 
Brachytherapy (APC 0192) 

d. Laparoscopic Ablation Procedures (APC 
0131) 

e. Plicator Procedure (APC 0422) 
f. Prostate Cryosurgery (APC 0674) 
g. Stretta Procedure (APC 0422) 
h. Urological Stenting Procedures (APCs 

0163 and 0164) 
4. Other Surgical Services 
a. Excision-Malignant Lesions (APCs 0019 

and 0020) 
b. External Fixation (APCs 0046 and 0050) 
c. Intradiscal Annuloplasty (APC 0203) 
d. Kyphoplasty (APC 0051) 
e. Neurostimulator Electrode Implantation 

(APCs 0040 and 0225) 
f. Neurostimulator Generator Implantation 

(APC 0222) 
g. Thoracentesis/Lavage (APC 0070) 
5. Other Services 
a. Allergy Testing (APC 0370) 
b. Apheresis (APC 0112) 
c. Audiology (APCs 0364, 0365, and 0366) 
d. Bone Marrow Harvesting (APC 0111) 
e. Computer Assisted Navigational 

Procedures 
f. Hyperbaric Oxygen Therapy (APC 0659) 
g. Ophthalmology Examinations (APC 

0601) 

h. Pathology Services 
i. Photodynamic Therapy of the Skin (APC 

0013) 
j. Wound Care 

IV. Payment Changes for Devices 
A. Device-Dependent APCs 
1. Public Comments and Our Responses on 

the November 15, 2004 Final Rule With 
Comment Period 

2. CY 2006 Proposal, APC Panel 
Recommendations, and Responses to 
Public Comments Received 

a. APC Panel Recommendations 
b. Public Comments Received and Our 

Responses 
(1) Adjustment of Median Costs 
(2) Effects of Inconsistent Markup of 

Charges 
(3) Effects of Multiple Procedure Reduction 
(4) Impact of Proposed Rates on Access to 

Care 
(5) Addition of Other APCs as Device- 

Dependent APCs 
(6) Instructions on Reporting Device 

Charges 
(7) Application of Wage Index to Package 

Containing Device 
(8) Recalls of High Cost Devices 
(9) Separate Payment for High Cost Devices 
B. Pass-Through Payments for Devices 
1. Expiration of Transitional Pass-Through 

Payments for Certain Devices 
2. Proposed and Final Policy for CY 2006 
C. Other Policy Issues Relating to Pass- 

Through Device Categories 
1. Provisions for Reducing Transitional 

Pass-Through Payments to Offset Costs 
Packaged into APC Groups 

a. Background 
b. Policy for CY 2006 
2. Criteria for Establishing New Pass- 

Through Device Categories 
a. Surgical Insertion and Implantation 

Criterion 
(1) Public Comments Received on 

November 15, 2004 OPPS Final Rule 
with Comment Period and Our 
Responses 

(2) Public Comments Received on the CY 
2006 OPPS Proposed Rule and Our 
Responses 

b. Existing Device Category Criterion 
V. Payment Changes for Drugs, Biologicals, 

and Radiopharmaceutical Agents 
A. Transitional Pass-Through Payment for 

Additional Costs of Drugs and 
Biologicals 

1. Background 
2. Expiration in CY 2005 of Pass-Through 

Status for Drugs and Biologicals 
3. Drugs and Biologicals With Pass- 

Through Status in CY 2006 
B. Payment for Drugs, Biologicals, and 

Radiopharmaceutical Agents Without 
Pass-Through Status 

1. Background 
2. Criteria for Packaging Payment for 

Drugs, Biologicals, and 
Radiopharmaceutical Agents 

3. Payment for Drugs, Biologicals, and 
Radiopharmaceutical Agents Without 
Pass-Through Status That Are Not 
Packaged 

a. Payment for Specified Covered 
Outpatient Drugs 

(1) Background 

(2) Changes for CY 2006 Related to Pub. L. 
108–173 

(3) Data Sources Available for Setting CY 
2006 Payment Rates 

(4) CY 2006 Payment Policy for 
Radiopharmaceutical Agents 

(5) MedPAC Report on APC Payment Rate 
Adjustment of Specified Covered 
Outpatient Drugs 

b. CY 2006 Payment for Nonpass-Through 
Drugs, Biologicals, and 
Radiopharmaceutical Agents With 
HCPCS Codes But Without OPPS 
Hospital Claims Data 

C. Coding and Billing Changes for 
Specified Covered Outpatient Drugs 

1. Background 
2. CY 2006 Payment Policy 
D. Payment for New Drugs, Biologicals, 

and Radiopharmaceutical Agents Before 
HCPCS Codes Are Assigned 

1. Background 
2. CY 2006 Payment Policy 
E. Payment for Vaccines 
F. Changes in Payments for Single 

Indication Orphan Drugs 
VI. Estimate of Transitional Pass-Through 

Spending in CY 2006 for Drugs, 
Biologicals, and Devices 

A. Total Allowed Pass-Through Spending 
B. Estimate of Pass-Through Spending for 

CY 2006 
VII. Brachytherapy Payment Changes 

A. Background 
B. Changes Related to Pub. L. 108–173 
C. CY 2006 Payment Policy 

VIII. Coding and Payment for Drug 
Administration 

A. Background 
B. Policy Changes for Drug Administration 

for CY 2006 
C. Policy Changes for Vaccine 

Administration for CY 2006 
IX. Hospital Coding for Evaluation and 

Management (E/M) Services 
X. Payment for Blood and Blood Products 

A. Background 
B. Policy Changes for CY 2006 

XI. Payment for Observation Services 
A. Background 
B. CY 2006 Coding Changes for 

Observation Services and Direct 
Admission to Observation 

C. Criteria for Separate Payment for Direct 
Admission to Observation 

D. Criteria for Separately Payable 
Observation Services (APC 0339) 

1. Diagnosis Requirements 
2. Observation Time 
3. Additional Hospital Services 
4. Physician Evaluation 

XII. Procedures That Will Be Paid Only as 
Inpatient Procedures 

A. Background 
B. Policy Changes to the Inpatient List 
C. Ancillary Outpatient Services When 

Patient Expires 
XIII. Indicator Assignments 

A. Status Indicator Assignments 
B. Comment Indicators for the CY 2006 

OPPS Final Rule 
XIV. Nonrecurring Policy Changes 

A. Payment for Multiple Diagnostic 
Imaging Procedures 

B. Interrupted Procedure Payment Policies 
(Modifiers –52, –73, and –74) 
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XV. OPPS Policy and Payment 
Recommendations 

A. MedPAC Recommendations 
1. Report to the Congress: Medicare 

Payment Policy (March 2005) 
2. Report to the Congress: Issues in a 

Modernized Medicare Program— 
Payment for Pharmacy Handling Costs in 
Hospitals 

B. APC Panel Recommendations 
C. GAO Recommendations 

XVI. Physician Oversight of Nonphysician 
Practitioners in Critical Access Hospitals 

A. Background 
B. Proposed Policy Change in Proposed 

Rule 
C. Public Comments Received on Proposed 

Rule and Our Responses 
D. Final Policy 

XVII. Files Available to the Public via the 
Internet 

XVIII. Collection of Information 
Requirements 

XIX. Regulatory Impact Analysis 
A. OPPS: General 
1. Executive Order 12866 
2. Regulatory Flexibility Act (RFA) 
3. Small Rural Hospitals 
4. Unfunded Mandates 
5. Federalism 
B. Impact of Changes in this Final Rule 

with Comment Period 
C. Alternatives Considered 
1. Option Considered for Payment Policy 

for Separately Payable Drugs and 
Biologicals 

2. Payment Adjustment for Rural SCHs 
3. Change in the Percentage of Total OPPS 

Payments Dedicated to Outlier Payments 
D. Limitations of Our Analysis 
E. Estimated Impacts of this Final Rule 

with Comment Period on Hospitals 
F. Estimated Impact of the Change in 

Outlier Policy 
G. Accounting Statement 
H. Estimated Impacts of this Final Rule 

with Comment Period on Beneficiaries 
XX. Waiver of Proposed Rulemaking 

Regulation Text 

Addenda 

Addendum A—List of Ambulatory 
Payment Classification (APCs) with 
Status Indicators, Relative Weights, 
Payment Rates, and Copayment 
Amounts—CY 2006 

Addendum B—Payment Status by HCPCS 
Code and Related Information—CY 2006 

Addendum D1—Payment Status Indicators 
for the Hospital Outpatient Prospective 
Payment System 

Addendum D2—Comment Indicators 
Addendum E—CPT Codes That Are Paid 

Only as Inpatient Procedures 
Addendum L-Out-Migration Wage 

Adjustment for CY 2006 

I. Background 

A. Legislative and Regulatory Authority 
for the Hospital Outpatient Prospective 
Payment System 

When the Medicare statute was 
originally enacted, Medicare payment 
for hospital outpatient services was 

based on hospital-specific costs. In an 
effort to ensure that Medicare and its 
beneficiaries pay appropriately for 
services and to encourage more efficient 
delivery of care, the Congress mandated 
replacement of the reasonable cost- 
based payment methodology with a 
prospective payment system (PPS). The 
Balanced Budget Act of 1997 (BBA) 
(Pub. L. 105–33), enacted on August 5, 
1997, added section 1833(t) to the Social 
Security Act (the Act) authorizing 
implementation of a PPS for hospital 
outpatient services. The Medicare, 
Medicaid, and SCHIP Balanced Budget 
Refinement Act of 1999 (BBRA) (Pub. L. 
106–113), enacted on November 29, 
1999, made major changes that affected 
the hospital outpatient PPS (OPPS). The 
Medicare, Medicaid, and SCHIP 
Benefits Improvement and Protection 
Act of 2000 (BIPA) (Pub. L. 106–554), 
enacted on December 21, 2000, made 
further changes in the OPPS. Section 
1833(t) of the Act was also amended by 
the Medicare Prescription Drug, 
Improvement, and Modernization Act of 
2003 (MMA), Pub. L. 108–173, enacted 
on December 8, 2003. (Discussion of 
provisions related specifically to the CY 
2006 OPPS is included in sections II.C., 
II.F., II.G., and V.B.3.a.(2) of this final 
rule with comment period.) The OPPS 
was first implemented for services 
furnished on or after August 1, 2000. 
Implementing regulations for the OPPS 
are located at 42 CFR Part 419. 

Under the OPPS, we pay for hospital 
outpatient services on a rate-per-service 
basis that varies according to the 
ambulatory payment classification 
(APC) group to which the service is 
assigned. We use Healthcare Common 
Procedure Coding System (HCPCS) 
codes (which include certain Current 
Procedural Terminology (CPT) codes) 
and descriptors to identify and group 
the services within each APC group. 
The OPPS includes payment for most 
hospital outpatient services, except 
those identified in section I.B. of this 
final rule with comment period. Section 
1833(t)(1)(B)(ii) of the Act provides for 
Medicare payment under the OPPS for 
certain services designated by the 
Secretary that are furnished to 
inpatients who have exhausted their 
Part A benefits or who are otherwise not 
in a covered Part A stay. Section 611 of 
Pub. L. 108–173 provided for Medicare 
coverage of an initial preventive 
physical examination, subject to the 
applicable deductible and coinsurance, 
as an outpatient department service, 
payable under the OPPS. In addition, 
the OPPS includes payment for partial 
hospitalization services furnished by 

community mental health centers 
(CMHCs). 

The OPPS rate is an unadjusted 
national payment amount that includes 
the Medicare payment and the 
beneficiary copayment. This rate is 
divided into a labor-related amount and 
a nonlabor-related amount. The labor- 
related amount is adjusted for area wage 
differences using the inpatient hospital 
wage index value for the locality in 
which the hospital or CMHC is located. 

All services and items within an APC 
group are comparable clinically and 
with respect to resource use (section 
1833(t)(2)(B) of the Act). In accordance 
with section 1833(t)(2) of the Act, 
subject to certain exceptions, services 
and items within an APC group cannot 
be considered comparable with respect 
to the use of resources if the highest 
median (or mean cost, if elected by the 
Secretary) for an item or service in the 
APC group is more than 2 times greater 
than the lowest median cost for an item 
or service within the same APC group 
(referred to as the ‘‘2 times rule’’). In 
implementing this provision, we use the 
median cost of the item or service 
assigned to an APC group. 

Special payments under the OPPS 
may be made for new technology items 
and services in one of two ways. Section 
1833(t)(6) of the Act provides for 
temporary additional payments or 
‘‘transitional pass-through payments’’ 
for certain drugs, biological agents, 
brachytherapy devices used for the 
treatment of cancer, and categories of 
medical devices for at least 2 but not 
more than 3 years. For new technology 
services that are not eligible for pass- 
through payments and for which we 
lack sufficient data to appropriately 
assign them to a clinical APC group, we 
have established special APC groups 
based on costs, which we refer to as 
‘‘APC cost bands.’’ These cost bands 
allow us to price these new procedures 
more appropriately and consistently. 
Similar to pass-through payments, these 
special payments for new technology 
services are also temporary; that is, we 
retain a service within a new technology 
APC group until we acquire adequate 
data to assign it to a clinically 
appropriate APC group. 

B. Excluded OPPS Services and 
Hospitals 

Section 1833(t)(1)(B)(i) of the Act 
authorizes the Secretary to designate the 
hospital outpatient services that are 
paid under the OPPS. While most 
hospital outpatient services are payable 
under the OPPS, section 
1833(t)(1)(B)(iv) of the Act excluded 
payment for ambulance, physical and 
occupational therapy, and speech- 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00005 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68520 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

1 Interim final rule with comment period, August 
3, 2000 (65 FR 47670); interim final rule with 
comment period, November 13, 2000 (65 FR 67798); 
final rule and interim final rule with comment 
period, November 2, 2001 (66 FR 55850 and 55857); 
final rule, November 30, 2001 (66 FR 59856); final 
rule, December 31, 2001 (66 FR 67494); final rule, 
March 1, 2002 (67 FR 9556); final rule, November 
1, 2002 (67 FR 66718); final rule with comment 
period, November 7, 2003 (68 FR 63398); correction 
of the November 7, 2003 final rule with comment 
period, December 31, 2003 (68 FR 75442); interim 
final rule with comment period, January 6, 2004 (69 
FR 820); and final rule with comment period, 
November 15, 2004 (69 FR 65681). 

language pathology services, for which 
payment is made under a fee schedule. 
Section 614 of Pub. L. 108–173 
amended section 1833(t)(1)(B)(iv) of the 
Act to exclude OPPS payment for 
screening and diagnostic mammography 
services. The Secretary exercised the 
broad authority granted under the 
statute to exclude from the OPPS those 
services that are paid under fee 
schedules or other payment systems. 
Such excluded services include, for 
example, the professional services of 
physicians and nonphysician 
practitioners paid under the Medicare 
Physician Fee Schedule (MPFS); 
laboratory services paid under the 
clinical diagnostic laboratory fee 
schedule; services for beneficiaries with 
end-stage renal disease (ESRD) that are 
paid under the ESRD composite rate; 
services and procedures that require an 
inpatient stay that are paid under the 
hospital inpatient prospective payment 
system (IPPS); and certain services 
furnished to inpatients of hospitals that 
do not submit claims for outpatient 
services under Medicare Part B. We set 
forth the services that are excluded from 
payment under the OPPS in § 419.22 of 
the regulations. 

Under § 419.20 of the regulations, we 
specify the types of hospitals and 
entities that are excluded from payment 
under the OPPS. These excluded 
entities include Maryland hospitals, but 
only for services that are paid under a 
cost containment waiver in accordance 
with section 1814(b)(3) of the Act; 
critical access hospitals (CAHs); 
hospitals located outside of the 50 
States, the District of Columbia, and 
Puerto Rico; and Indian Health Service 
hospitals. 

C. Prior Rulemaking 
On April 7, 2000, we published in the 

Federal Register a final rule with 
comment period (65 FR 18434) to 
implement a prospective payment 
system for hospital outpatient services. 
The hospital OPPS was first 
implemented for services furnished on 
or after August 1, 2000. Section 
1833(t)(9) of the Act requires the 
Secretary to review certain components 
of the OPPS not less often than annually 
and to revise the groups, relative 
payment weights, and other adjustments 
to take into account changes in medical 
practice, changes in technology, and the 
addition of new services, new cost data, 
and other relevant information and 
factors. Since implementing the OPPS, 
we have published final rules in the 
Federal Register annually to implement 
statutory requirements and changes 
arising from our experience with this 
system. For a full discussion of the 

changes to the OPPS, we refer readers to 
these Federal Register final rules.1 

On November 15, 2004, we published 
in the Federal Register a final rule with 
comment period (69 FR 65681) that 
revised the OPPS to update the payment 
weights and conversion factor for 
services payable under the calendar year 
(CY) 2005 OPPS on the basis of claims 
data from January 1, 2003 through 
December 31, 2003, and to implement 
certain provisions of Pub. L. 108–173. In 
addition, we responded to public 
comments received on the January 6, 
2004 interim final rule with comment 
period relating to Pub. L. 108–173 
provisions that were effective January 1, 
2004, and finalized those policies. 
Further, we responded to public 
comments received on the November 7, 
2003 final rule with comment period 
pertaining to the APC assignment of 
HCPCS codes identified in Addendum B 
of that rule with the NI comment 
indicator; and public comments 
received on the August 16, 2004 OPPS 
proposed rule (69 FR 50448). 

Subsequent to publishing the 
November 15, 2004 final rule with 
comment period, we published a 
correction of final rule with comment 
period on December 30, 2004 (69 FR 
78315). This document corrected 
technical errors that appeared in the 
November 15, 2004 final rule with 
comment period. It also provided 
additional information about the CY 
2005 wage indices for the OPPS that 
was not published in the November 15, 
2004 final rule with comment period. 

D. APC Advisory Panel 

1. Authority of the APC Panel 
Section 1833(t)(9)(A) of the Act, as 

amended by section 201(h) of the BBRA 
of 1999, requires that we consult with 
an outside panel of experts to review the 
clinical integrity of the payment groups 
and weights under the OPPS. The 
Advisory Panel on Ambulatory Payment 
Classification (APC) Groups (the APC 
Panel), discussed under section I.D.2. of 
this preamble, fulfills this requirement. 
The Act further specifies that the APC 
Panel will act in an advisory capacity. 

This expert panel, which may be 
composed of up to 15 representatives of 
hospitals and other Medicare providers 
subject to the OPPS (currently employed 
full-time and in their respective areas of 
expertise), reviews and advises CMS 
about the clinical integrity of the APC 
groups and their weights. For purposes 
of this Panel, consultants or 
independent contractors are not 
considered to be full-time employees. 
The APC Panel is not restricted to using 
our data and may use data collected or 
developed by organizations outside the 
Department in conducting its review. 

2. Establishment of the APC Panel 
On November 21, 2000, the Secretary 

originally signed the charter 
establishing the APC Panel. The APC 
Panel is technical in nature and is 
governed by the provisions of the 
Federal Advisory Committee Act 
(FACA), as amended (Pub. L. 92–463). 
Since its initial chartering, the Secretary 
has twice renewed the APC Panel’s 
charter: on November 1, 2002, and on 
November 1, 2004. The renewed charter 
indicates that the APC Panel continues 
to be technical in nature; is governed by 
the provisions of FACA with a 
Designated Federal Official (DFO) to 
oversee the day-to-day administration of 
the FACA requirements and to provide 
to the Committee Management Officer 
all committee reports for forwarding to 
the Library of Congress; may convene 
up to three meetings per year; and is 
chaired by a Federal official who also 
serves as a CMS medical officer. 

Originally, in establishing the APC 
Panel, we solicited members in a notice 
published in the Federal Register on 
December 5, 2000 (65 FR 75943). We 
received applications from more than 
115 individuals who nominated either 
colleagues or themselves. After carefully 
reviewing the applications, we chose 15 
highly qualified individuals to serve on 
the APC Panel. Because four APC Panel 
members’ terms of office expired on 
March 31, 2004, we published a Federal 
Register notice on January 23, 2004 (69 
FR 3370) that solicited nominations for 
APC Panel membership. From the 24 
nominations that we received, we chose 
four new members. Six members’ terms 
expired on March 31, 2005; therefore, a 
Federal Register notice was published 
on February 25, 2005, requesting 
nominations to the APC Panel. We 
received only 13 nominations before the 
nomination period closed on March 15, 
2005. Consequently, we extended the 
deadline for nominations to May 9, 
2005, and announced the extension in 
the Federal Register on April 8, 2005 
(70 FR 18028). From a total of 26 
nominees from the two notices, we 
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chose 6 new members who were 
announced in the Federal Register on 
August 26, 2005 (70 FR 50358). The 
entire APC Panel membership and 
information pertaining to it, including 
Federal Register notices, meeting dates, 
agenda topics, and meeting reports are 
identified on the CMS Web site: 
http://www.cms.hhs.gov/faca/apc/ 
apcmem.asp. 

3. APC Panel Meetings and 
Organizational Structure 

The APC Panel first met on February 
27, February 28, and March 1, 2001. 
Since that initial meeting, the APC 
Panel has held seven subsequent 
meetings. The most recent meeting took 
place on August 17 and 18, 2005, which 
was announced in the meeting notice 
published on July 8, 2005 (70 FR 
39514). Prior to each of these biennial 
meetings, we published a notice in the 
Federal Register to announce each 
meeting and, when necessary, to solicit 
and announce nominations for APC 
Panel membership. For a more detailed 
discussion about these announcements, 
refer to the following Federal Register 
notices: December 5, 2000 (65 FR 
75943), December 14, 2001 (66 FR 
64838), December 27, 2002 (67 FR 
79107), July 25, 2003 (68 FR 44089), 
December 24, 2003 (68 FR 74621), 
August 5, 2004 (69 FR 47446), December 
30, 2004 (69 FR 78464), and July 8, 2005 
(70 FR 39514). 

During these meetings, the APC Panel 
established its operational structure 
that, in part, includes the use of three 
subcommittees to facilitate its required 
APC review process. Currently, the 
three subcommittees are the Data 
Subcommittee, the Observation 
Subcommittee, and the Packaging 
Subcommittee. The Data Subcommittee 
is responsible for studying the data 
issues confronting the APC Panel and 
for recommending viable options for 
resolving them. This subcommittee was 
initially established on April 23, 2001, 
as the Research Subcommittee and 
reestablished as the Data Subcommittee 
on April 13, 2004, February 11, 2005, 
and August 15, 2005. The Observation 
Subcommittee, which was established 
on June 24, 2003, and reestablished with 
new members on March 8, 2004, 
February 11, 2005, and August 15, 2005, 
reviews and makes recommendations to 
the APC Panel on all issues pertaining 
to observation services paid under the 
OPPS, such as coding and operational 
issues. The Packaging Subcommittee, 
which was established on March 8, 
2004, and reestablished with new 
members on February 11, 2005, and 
August 15, 2005, studies and makes 
recommendations on issues pertaining 

to services that are not separately 
payable under the OPPS but are 
bundled or packaged APC payments. 
Each of these subcommittees was 
established by a majority vote of the 
APC Panel during a scheduled APC 
Panel meeting. All subcommittee 
recommendations are discussed and 
voted upon by the full APC Panel. 

For a detailed discussion of the APC 
Panel meetings, refer to the hospital 
OPPS final rules cited in section I.C. of 
this preamble. Full discussion of the 
recommendations resulting from the 
APC Panel’s February 2005 and August 
2005 meetings are included in the 
sections of this preamble that are 
specific to each recommendation. 

E. Provisions of the Medicare 
Prescription Drug, Improvement, and 
Modernization Act of 2003 That Will Be 
Implemented in CY 2006 

On December 8, 2003, the Medicare 
Prescription Drug, Improvement, and 
Modernization Act of 2003 (MMA), Pub. 
L. 108–173, was enacted. Pub. L. 108– 
173 made changes to the Act relating to 
the Medicare OPPS. In the January 6, 
2004 interim final rule with comment 
period and the November 15, 2004 final 
rule with comment period, we 
implemented provisions of Pub. L. 108– 
173 relating to the OPPS that were 
effective for CY 2004 and CY 2005, 
respectively. Provisions of Pub. L. 108– 
173 that were implemented in CY 2004 
or CY 2005, and that are continuing in 
CY 2006, are discussed throughout this 
final rule with comment period. 
Moreover, in this final rule with 
comment period, we finalize our 
proposal to implement the following 
provisions of Pub. L. 108–173 that affect 
the OPPS beginning in CY 2006: 

1. Hold Harmless Provisions 

Section 411 of Pub. L. 108–173 
amended section 1833(t)(7)(D)(i) of the 
Act and extended the hold harmless 
provision for small rural hospitals 
having 100 or fewer beds through 
December 31, 2005. Section 411 of Pub. 
L. 108–173 further amended section 
1833(t)(7) of the Act to provide that hold 
harmless transitional corridor payments 
shall apply through December 31, 2005 
to sole community hospitals (SCHs) (as 
defined in section 1886(d)(5)(D)(iii) of 
the Act) located in a rural area. In 
accordance with these provisions, 
effective January 1, 2006, we proposed 
to discontinue transitional corridor 
payments for small rural hospitals 
having 100 or fewer beds and for SCHs 
located in a rural area. 

2. Study and Authorization of 
Adjustment for Rural Hospitals 

Section 411(b) of Pub. L. 108–173 
added a new paragraph (13) to section 
1833(t) of the Act to authorize an 
‘‘Adjustment for Rural Hospitals.’’ This 
provision requires us to conduct a study 
to determine if costs incurred by 
hospitals located in rural areas by APCs 
exceed those costs incurred by hospitals 
located in urban areas. This provision 
further requires us to provide for an 
appropriate adjustment by January 1, 
2006, if we find that the costs incurred 
by hospitals located in rural areas 
exceed those costs incurred by hospitals 
located in urban areas. In accordance 
with these provisions, effective January 
1, 2006, as we proposed, we are 
implementing an adjustment for rural 
sole community hospitals (SCHs), as 
discussed below. 

3. Payment for ‘‘Specified Covered 
Outpatient Drugs’’ 

Section 621(a)(1) of Pub. L. 108–173 
added section 1833(t)(14) to the Act that 
specifies payments for certain 
‘‘specified covered outpatient drugs’’ 
beginning in 2006. Specifically, section 
1833(t)(14)(A)(iii)(I) of the Act states 
that such payment shall be equal to 
what we determine to be the average 
acquisition cost for the drug, taking into 
account hospital acquisition cost survey 
data furnished by the Government 
Accountability Office (GAO). Section 
1833(t)(14)(A)(iii)(II) of the Act further 
notes that if hospital acquisition cost 
data are not available, payment for 
specified covered outpatient drugs shall 
equal the average price for the drug 
established under section 1842(o), 
section 1847(A), or section 1847(B) of 
the Act as calculated and adjusted by 
the Secretary as necessary. Both 
payment approaches are subject to 
adjustments under section 1833(t)(14)(E) 
of the Act as discussed below. 

4. Adjustment in Payment Rates for 
‘‘Specified Covered Outpatient Drugs’’ 
for Overhead Costs 

Section 621(a)(1) of Pub. L. 108–173 
added section 1833(t)(14)(E) to the Act. 
Section 1833(t)(14)(E)(ii) of the Act 
authorizes us to make an adjustment to 
payments for ‘‘specified covered 
outpatient drugs’’ to take into account 
overhead and related expenses such as 
pharmacy services and handling costs, 
based on recommendations contained in 
a report prepared by the Medicare 
Payment Advisory Commission 
(MedPAC). 

5. Budget Neutrality Adjustment 
Section 621(a)(1) of Pub. L. 108–173 

amended the Act by adding section 
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1833(t)(14)(H), which requires that 
additional expenditures resulting from 
adjustments in APC payment rates for 
specified covered outpatient drugs be 
taken into account beginning in CY 
2006 and continuing in subsequent 
years, in establishing the OPPS 
conversion, weighting, and other 
adjustment factors. 

F. CMS’ Commitment to New 
Technologies 

As we indicated in the CY 2006 
proposed rule, CMS is committed to 
ensuring that Medicare beneficiaries 
will have timely access to new medical 
treatments and technologies that are 
well-evaluated and demonstrated to be 
effective. We launched the Council on 
Technology and Innovation (CTI) to 
provide the Agency with improved 
methods for developing practical 
information about the clinical benefits 
of new medical technologies to result in 
faster and more efficient coverage and 
payment of these medical technologies. 
The CTI supports CMS efforts to 
develop better evidence on the safety, 
effectiveness, and cost of new and 
approved technologies to help promote 
their more effective use. 

We want to provide doctors and 
patients with better information about 
the benefits of new medical treatments 
or technologies, or both, especially 
compared to other treatment options. 
We also want beneficiaries to have 
access to valuable new medical 
innovations as quickly and efficiently as 
possible. We note there are a number of 
payment mechanisms in the OPPS and 
the IPPS designed to achieve 
appropriate payment of promising new 
technologies. In the OPPS, qualifying 
new medical devices may be paid on a 
cost basis by means of transitional pass- 
through payments, in addition to the 
APC payments for the procedures which 
utilize the devices. In addition, 
qualifying new services may be assigned 
for payment to New Technology APCs 
or, if appropriate, to regular clinical 
APCs. In the IPPS, qualifying new 
technologies may receive add-on 
payments to the standard diagnosis- 
related group (DRG) payments. We also 
note that collaborative efforts are 
underway to facilitate coordination 
between the Food and Drug 
Administration (FDA) and CMS with 
regard to streamlining the CMS coverage 
process by which new technologies 
come to the marketplace. 

To promote timely access to new 
medical treatments and technologies, in 
the CY 2006 OPPS proposed rule, we 
proposed enhancements to both the 
OPPS pass-through payment criteria for 
devices as discussed in section IV.D.2. 

of that rule and the qualifying process 
for assignment of new services to New 
Technology APCs or regular clinical 
APCs discussed in section III.C.3. of that 
rule. In the CY 2006 OPPS proposed 
rule, we proposed to make device pass- 
through eligibility available to a broader 
range of qualifying devices. We also 
proposed to change the application and 
review process for assignment of new 
services to New Technology APCs to 
promote thoughtful review of the 
coding, clinical use and efficacy of new 
services by the wider medical 
community, encouraging appropriate 
dissemination of new technologies. 

We received a large number of public 
comments generally supporting our 
commitment to new technologies. Many 
of these comments in support of this 
commitment were stated in the context 
of our proposals to enhance the OPPS 
pass-through payment criteria for 
devices or the application requirements 
for assignment of a service to a New 
Technology APC. Specific comments are 
addressed in those respective sections. 

G. Summary of the Provisions of the CY 
2006 OPPS Proposed Rule 

On July 25, 2005, we published a 
proposed rule in the Federal Register 
(70 FR 42674) that set forth proposed 
changes to the Medicare hospital OPPS 
for CY 2006 to implement statutory 
requirements and changes arising from 
our continuing experience with the 
system, to implement provisions of Pub. 
L. 108–173 specified in sections II.C., 
II.F., II.G., and V.B.3.a.(2) of this 
preamble, and to change the 
requirement for physician oversight of 
nonphysician practitioners in CAHs that 
will be effective for services furnished 
on or after January 1, 2006. Subsequent 
to publishing the proposed rule, we 
published a correction of the proposed 
rule on August 26, 2005 (70 FR 50679) 
that corrected technical errors that 
appeared in the proposed rule. The 
following is a summary of the major 
changes included in the CY 2006 OPPS 
proposed rule that we proposed to 
make: 

1. Updates to Payments for CY 2006 

In the proposed rule, we set forth— 
• The methodology used to 

recalibrate the proposed APC relative 
payment weights and the proposed 
recalibration of the relative payment 
weights for CY 2006. 

• The proposed payment for partial 
hospitalization, including the proposed 
separate threshold for outlier payments 
for CMHCs. 

• The proposed update to the 
conversion factor used to determine 

payment rates under the OPPS for CY 
2006. 

• The proposed retention of our 
current policy to apply the IPPS wage 
indices to wage adjust the APC median 
costs in determining the OPPS payment 
rate and the copayment standardized 
amount for CY 2006. 

• The proposed update of statewide 
average default cost-to-charge ratios. 

• Proposed changes relating to the 
expiring hold harmless payment 
provision. 

• Proposed changes to payment for 
rural SCHs for CY 2006. 

• Proposed changes in the way we 
calculate hospital outpatient outlier 
payments for CY 2006. 

• Calculation of the proposed 
national unadjusted Medicare OPPS 
payment. 

• The proposed beneficiary 
copayment for OPPS services for CY 
2006. 

2. Ambulatory Payment Classification 
(APC) Group Policies 

In the proposed rule, we discussed 
establishing a number of new APCs and 
making changes to the assignment of 
HCPCS codes under a number of 
existing APCs based on our analyses of 
Medicare claims data and 
recommendations of the APC Panel. We 
also discussed the application of the 2 
times rule and proposed exceptions to 
it; proposed changes for specific APCs; 
the proposed refinement of the New 
Technology cost bands; the proposed 
movement of procedures from the New 
Technology APCs; and the proposed 
additions of new procedure codes to the 
APC groups. 

3. Payment Changes for Devices 
In the proposed rule, we discussed 

proposed changes to the device- 
dependent APCs, to related regulations 
under §§ 419.66(b)(3) and 419.66(c)(1), 
and to the pass-through payment for 
three categories of devices. 

4. Payment Changes for Drugs, 
Biologicals, and Radiopharmaceutical 
Agents 

In the proposed rule, we discussed 
proposed payment changes for drugs, 
biologicals, radiopharmaceutical agents, 
and vaccines. 

5. Estimate of Transitional Pass-Through 
Spending in CY 2006 for Drugs, 
Biologicals, and Devices 

In the proposed rule, we discussed 
the proposed methodology for 
estimating total pass-through spending 
and whether there should be a pro rata 
reduction for transitional pass-through 
drugs, biologicals, radiopharmacials, 
and categories of devices for CY 2006. 
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6. Brachytherapy Payment Changes 

In the proposed rule, we included a 
discussion of our proposal concerning 
coding and payment for the sources of 
brachytherapy. 

7. Coding and Payment for Drug 
Administration 

In the proposed rule, we discussed 
our proposed coding and payment 
changes for drug administration 
services. 

8. Hospital Coding for Evaluation and 
Management (E/M) Services 

In the proposed rule, we discussed 
our proposal for developing coding 
guidelines for evaluation and 
management services. 

9. Payment for Blood and Blood 
Products 

In the proposed rule, we discussed 
our proposed payment changes for 
blood and blood products. 

10. Payment for Observation Services 

In the proposed rule, we discussed 
our proposed criteria and coding 
changes for observation services. 

11. Procedures That Will Be Paid Only 
as Inpatient Services 

In the proposed rule, we discussed 
the procedures that we proposed to 
remove from the inpatient list and 
assign to APCs. 

12. Indicator Assignments 

In the proposed rule, we discussed 
proposed changes to the list of status 
indicators assigned to APCs and 
presented our comment indicators that 
we proposed to use in this final rule 
with comment period. 

13. Nonrecurring Policy Changes 

In the proposed rule, we discussed 
proposed changes in payments for 
multiple diagnostic imaging procedures 
and proposed changes in payment 
policy for interrupted procedures. 

14. OPPS Policy and Payment 
Recommendations 

In the proposed rule, we addressed 
recommendations made by MedPAC, 
the APC Panel, and the GAO regarding 
the OPPS for CY 2006. 

15. Physician Oversight in Critical 
Access Hospitals 

In the proposed rule, we discussed 
physician oversight for services 
provided by nonphysician practitioners 
such as physician assistants, nurse 
practitioners, and clinical nurse 
specialists in CAHs. 

H. Public Comments Received on the CY 
2006 OPPS Proposed Rule 

We received over 1,000 timely pieces 
of correspondence containing multiple 
comments on the CY 2006 OPPS 
proposed rule. Summaries of the public 
comments and our responses to those 
comments are set forth in the various 
sections under the appropriate 
headings. 

Comment: One commenter objected to 
the short time between the end of the 
comment period and the effective date 
of the final rule. The commenter stated 
that the brief time period gives 
inadequate time for systems and 
software changes. The commenter asked 
that the proposed rule be published July 
1 and that the final rule be published no 
later than October 1 of each year. The 
commenter indicated that hospitals 
need the extra month to implement the 
OPPS because it is much more complex 
for hospitals to implement than the 
IPPS. 

Response: We understand the 
commenter’s concern about the 
difficulty of implementing the annual 
OPPS update in 60 days. We do our best 
to issue the proposed rule and the final 
rule as promptly as possible and to 
make all of the supporting 
documentation available on the CMS 
Web site as soon as we can. However, 
factors such as the use of the most 
recent claims data and cost report data 
on which we base the proposed and 
final rates delay the issuance of the 
proposed rule and the final rule. 
Hospital delays in submission of 
hospital bills are an important factor in 
timing of the OPPS updates as well, 
because we want to use as many claims 
as possible in setting the OPPS rates. 
Moreover, we cannot issue the final rule 
until the HCPCS code files for the 
forthcoming year are final because we 
assign a stataus indicator to each HCPCS 
code in the OPPS OCE. The HCPCS files 
are not final until they are published in 
October. 

Comment: Commenters asked that 
CMS include an indirect medical 
education adjustment in the OPPS 
because it is the only major Medicare 
payment system that does not include a 
teaching adjustment. One commenter 
asked that CMS conduct a study to 
determine the special roles and costs 
related to medical education and the 
appropriateness of including a teaching 
hospital adjustment. 

Response: We have not developed an 
indirect medical education add-on 
payment made under the OPPS because 
the statute does not provide for this 
adjustment, and we are not convinced 
that it would be appropriate in a budget- 

neutral payment system where such 
changes would result in reduced 
payments to all other hospitals. 
Moreover, in the final rule, we have 
developed payment weights that we 
believe resolve many of the public 
concerns regarding appropriate 
payments for new technology services 
and device-dependent procedures, 
which we believe are furnished largely 
by teaching hospitals. In addition, the 
application of the wage index 
adjustment to 60 percent of the APC 
payment package (especially for APCs 
into which expensive devices are 
packaged) tends to benefit teaching 
hospitals, which are predominantly 
located in hgh-cost areas. These and 
other payment changes should help 
ensure equitable payment for all 
hospitals within the constraints of the 
statute. 

I. Public Comments Received on the 
November 15, 2004 Final Rule With 
Comment Period 

We received approximately 55 timely 
pieces of correspondence on the 
November 5, 2004 final rule with 
comment period, some of which 
contained multiple comments on the 
APC assignment of HCPCS codes 
identified with the NI comment 
indicator in Addendum B of that final 
rule with comment period and on the 
surgical insertion and implantation 
device criterion. Summaries of those 
public comments and our responses to 
those comments are set forth in the 
various sections under the appropriate 
headings. 

II. Updates Affecting Payments for CY 
2006 

A. Recalibration of APC Relative 
Weights for CY 2006 

1. Database Construction 
a. Database Source and Methodology. 

Section 1833(t)(9)(A) of the Act requires 
that the Secretary review and revise the 
relative payment weights for APCs at 
least annually. In the April 7, 2000 
OPPS final rule (65 FR 18482), we 
explained in detail how we calculated 
the relative payment weights that were 
implemented on August 1, 2000, for 
each APC group. Except for some 
reweighting due to a small number of 
APC changes, these relative payment 
weights continued to be in effect for CY 
2001. This policy is discussed in the 
November 13, 2000 interim final rule 
(65 FR 67824 through 67827). 

In the CY 2005 OPPS proposed rule 
(70 FR 42680), we proposed to use the 
same basic methodology that we 
described in the April 7, 2000 final rule 
to recalibrate the APC relative payment 
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weights for services furnished on or 
after January 1, 2006, and before January 
1, 2007. That is, we would recalibrate 
the relative payment weights for each 
APC based on claims and cost report 
data for outpatient services. We 
proposed to use the most recent 
available data to construct the database 
for calculating APC group weights. For 
the purpose of recalibrating APC 
relative payment weights for CY 2006, 
we used approximately 137 million 
final action claims for hospital OPD 
services furnished on or after January 1, 
2004, and before January 1, 2005. Of the 
137 million final action claims for 
services provided in hospital outpatient 
settings, 109 million claims were of the 
type of bill potentially appropriate for 
use in setting rates for OPPS services 
(but did not necessarily contain services 
payable under the OPPS). Of the 109 
million claims, we were able to use 52.7 
million whole claims to set the 
proposed OPPS APC relative weights for 
CY 2006 OPPS. From the 52.7 million 
whole claims, we created 87.9 million 
single records, of which 54.9 million 
were ‘‘pseudo’’ single claims (created 
from multiple procedure claims using 
the process we discuss in this section). 

As we proposed, the final APC 
relative weights and payments for CY 
2006 in Addenda A and B to this final 
rule with comment period were 
calculated using claims from this period 
that had been processed before June 30, 
2005, and continue to be based on the 
median hospital costs for services in the 
APC groups. We selected claims for 
services paid under the OPPS and 
matched these claims to the most recent 
cost report filed by the individual 
hospitals represented in our claims data. 

We received numerous public 
comments concerning our proposed 
data source and methodology for 
recalibrating the APC relative weights 
for CY 2006. A summary of the 
comments and our responses are 
discussed below. 

Comment: Commenters stated that 
many APC rates fluctuate dramatically, 
and the instability in the system makes 
it very hard for hospitals to budget and 
plan services from year to year. Among 
the services identified as issues of 
specific concern were clinic visits, 
application of brachytherapy sources, 
drugs and biologicals, and device- 
intensive APCs. Some commenters 
recommended that CMS limit increases 
and decreases for all APCs to no more 
than a 5-percent shift (increase or 
decrease) from one year to another. 
Commenters emphasized that 
fluctuations in payment rates for device- 
dependent procedures from year to year 
impact manufacturers’ abilities to 

contract effectively with hospitals to 
provide a stable purchasing 
environment and, thereby, impede 
innovation and adversely impact 
beneficiaries. 

Response: We understand the 
commenters’ concerns about the need 
for sufficient stability in the OPPS so 
that hospitals can plan and budget. We 
have given this issue much 
consideration. We recognize that 
reliance on single procedure claims may 
result in fewer claims for some services 
than for others. For example, median 
costs for services such as office visits, 
for which the volume of single bills is 
very high, would generally be more 
stable than the median costs for services 
for which we have very few single 
procedure claims. We will continue to 
explore changes we could effectuate to 
enable us to use even more claims on 
the premise that using more claims data 
will enhance stability. 

However, we note that the statutory 
design of the OPPS and the rapid 
evolution in the delivery of outpatient 
hospital services include many elements 
that may be responsible for some of the 
fluctuation in rates from year to year. 
For example, the ‘‘2 times rule’’ 
imposed by the law requires the 
movement of some procedures from one 
APC to another each year. Moreover, the 
OPPS is based on procedure coding for 
which there are hundreds of changes 
each year. In addition, the entry of new 
technology into a budget neutral 
payment system results in a shift of 
funds away from previously existing 
services to provide payments for new 
services. These systemic factors are 
valid reflections of the changes in 
services in the outpatient department, 
and shifts in payment legitimately 
mirror those changes. 

Comment: Commenters stated that the 
entire OPPS is underfunded because it 
pays only 87 percent of the costs of 
services to Medicare beneficiaries. One 
commenter indicated that the 
underfunding of services to Medicare 
patients is particularly severe for 
disproportionate share hospitals and 
hospitals with level I trauma centers 
and, therefore, will inhibit access to care 
for Medicare beneficiaries and other 
individuals. 

Response: Our early analyses 
indicated that the OPPS was, in its 
inception, based on payment that was 
less than cost due to statutory 
reductions in payment for hospital 
outpatient costs prior to the enactment 
of the BBA, which authorized the 
current OPPS. Certain fundamental 
statutory features of the OPPS dictate 
such a finding. For example, the base 
amounts upon which the OPPS was 

established, the rules concerning budget 
neutrality, and subsequent out-year 
adjustments such as annual reductions 
in coinsurance and adjustments to 
outlier and pass-through payment 
allocations are established in statute 
and, as such, would require legislation 
to amend. 

Comment: Commenters supported use 
of the most recent claims data for 
recalibrating the APC relative weights 
but in many cases wanted CMS to adjust 
the claims data for particular services of 
interest to them in ways that will result 
in higher payment for those specified 
services. Other commenters supported 
use of proprietary, confidential external 
data in lieu of claims data to set the 
median costs on which the rates are 
based for selected services because they 
believe that the use of claims data 
results in median costs that are less than 
the costs of the services being furnished. 
Some commenters asked CMS to 
establish a representative sample of 
hospitals from which data would be 
collected for use in place of claims data 
or to validate the data derived from 
claims. 

Response: We believe that, in a budget 
neutral relative payment system such as 
the OPPS, it is important that the 
relative weights be based on a uniform 
source of data processed in a 
standardized way. We believe that 
Medicare claims data are the most 
uniform data source available to us. 
Moreover, the weights derived from 
such a system are the vehicles for 
distributing Medicare payments for 
outpatient hospital services fairly 
among all hospitals that furnish 
outpatient hospital services to Medicare 
beneficiaries. We are committed to 
using claims data in a uniform manner, 
to the maximum extent possible, to 
develop the relative weights from which 
payment rates are calculated. We do not 
see a compelling need to use external 
data to set or adjust median costs for 
device-dependent APCs for the CY 2006 
OPPS. Therefore, for the CY 2006 OPPS, 
we have not substituted external data 
for Medicare claims data for the purpose 
of setting the median costs on which the 
relative weights are based. 

After carefully considering all 
comments received, we are finalizing 
our data source and methodology for the 
recalibration of CY 2006 APC relative 
weights as proposed without 
modification. 

b. Use of Single and Multiple 
Procedure Claims. For CY 2006, we 
proposed to continue to use single 
procedure claims to set the medians on 
which the APC relative payment 
weights would be based. As noted in the 
November 15, 2004 final rule with 
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comment period, we have received 
many requests asking that we ensure 
that the data from claims that contain 
charges for multiple procedures are 
included in the data from which we 
calculate the relative payment weights 
(69 FR 65730 through 65731). 
Requesters believe that relying solely on 
single procedure claims to recalibrate 
APC relative payment weights fails to 
take into account data for many 
frequently performed procedures, 
particularly those commonly performed 
in combination with other procedures. 
They believe that, by depending upon 
single procedure claims, we base 
relative payment weights on the least 
costly services, thereby introducing 
downward bias to the medians on 
which the weights are based. 

We agree that, optimally, it is 
desirable to use the data from as many 
claims as possible to recalibrate the APC 
relative payment weights, including 
those with multiple procedures. We 
generally use single procedure claims to 
set the median costs for APCs because 
we are, so far, unable to ensure that 
packaged costs can be appropriately 
allocated across multiple procedures 
performed on the same date of service. 
However, by bypassing specified codes 
that we believe do not have significant 
packaged costs, we are able to use more 
data from multiple procedure claims. In 
many cases, this enables us to create 
multiple ‘‘pseudo’’ single claims from 
claims that, as submitted, contained 
multiple separately paid procedures on 
the same claim. We have used the date 
of service on the claims and a list of 
codes to be bypassed to create ‘‘pseudo’’ 
single claims from multiple procedure 
claims the same as we did in 
recalibrating the CY 2005 APC relative 
payment weights. We refer to these 
newly created single procedure claims 
as ‘‘pseudo’’ singles because they were 
submitted by providers as multiple 
procedure claims. 

For CY 2003, we created ‘‘pseudo’’ 
single claims by bypassing HCPCS 
codes 93005 (Electrocardiogram, 
tracing), 71010 (Chest x-ray), and 71020 
(Chest x-ray) on a submitted claim. 
However, we did not use claims data for 
the bypassed codes in the creation of the 
median costs for the APCs to which 
these three codes were assigned because 
the level of packaging that would have 
remained on the claim after we selected 
the bypass code was not apparent and, 
therefore, it was difficult to determine if 
the medians for these codes would be 
correct. 

For CY 2004, we created ‘‘pseudo’’ 
single claims by bypassing these three 
codes and also by bypassing an 
additional 269 HCPCS codes in APCs. 

We selected these codes based on a 
clinical review of the services and 
because it was presumed that these 
codes had only very limited packaging 
and could appropriately be bypassed for 
the purpose of creating ‘‘pseudo’’ single 
claims. The APCs to which these codes 
were assigned were varied and included 
mammography, cardiac rehabilitation, 
and Level I plain film x-rays. To derive 
more ‘‘pseudo’’ single claims, we also 
split the claims where there were dates 
of service for revenue code charges on 
that claim that could be matched to a 
single procedure code on the claim on 
the same date. 

As in CY 2003, we did not include the 
claims data for the bypassed codes in 
the creation of the APCs to which the 
269 codes were assigned because, again, 
we had not established that such an 
approach was appropriate and would 
aid in accurately estimating the median 
costs for those APCs. For CY 2004, from 
about 16.3 million otherwise unusable 
claims, we used about 9.5 million 
multiple procedure claims to create 
about 27 million ‘‘pseudo’’ single 
claims. For CY 2005, we identified 383 
bypass codes and from approximately 
24 million otherwise unusable claims, 
we used about 18 million multiple 
procedure claims to create about 52 
million ‘‘pseudo’’ single claims. 

For CY 2006, we proposed to continue 
using date of service matching as a tool 
for creation of ‘‘pseudo’’ single claims 
and to continue the use of a bypass list 
to create ‘‘pseudo’’ single claims. The 
process we proposed for CY 2006 OPPS 
resulted in our being able to use some 
part of 90 percent of the total claims that 
are eligible for use in OPPS rate-setting 
and modeling in developing this final 
rule with comment period. This process 
enabled us to use, for CY 2006, 88 
million single bills for rate-setting: 55 
million ‘‘pseudo’’ singles and 34 million 
‘‘natural’’ single bills (bills that were 
submitted containing only one 
separately payable major HCPCS code). 
(These numbers do not sum to 88 
million because more than 800,000 
single bills were removed when we 
trimmed at the HCPCS level at +/¥3 
standard deviations from the geometric 
mean.) 

We proposed to bypass the 404 codes 
identified in Table 1 of the proposed 
rule (70 FR 42682) to create new single 
claims and to use the line-item costs 
associated with the bypass codes on 
these claims in the creation of the 
median costs for the APCs into which 
they are assigned. Of the codes on that 
list, 385 were used for bypass in CY 
2005. For CY 2006, we proposed to 
continue the use of the codes on the CY 
2005 OPPS bypass list and expand it by 

adding those codes that, using data 
presented to the APC Panel at its 
February 2005 meeting, met the same 
empirical criteria as those used in CY 
2005 to create the bypass list. Our 
examination of the data against the 
criteria for inclusion on the bypass list, 
as discussed below for the addition of 
new codes, shows that the empirically 
selected codes used for bypass for the 
CY 2005 OPPS generally continue to 
meet the criteria or come very close to 
meeting the criteria, and we have 
received no comments against bypassing 
them. 

As we proposed, in this final rule 
with comment period, we used the 
following empirical criteria that were 
developed by reviewing the frequency 
and magnitude of packaging in the 
single claims for payable codes other 
than drugs and biologicals. We assumed 
that the representation of packaging on 
the single claims for any given code is 
comparable to packaging for that code in 
the multiple claims: 

• There were 100 or more single 
claims for the code. This number of 
single claims ensured that observed 
outcomes were sufficiently 
representative of packaging that might 
occur in the multiple claims. 

• Five percent or fewer of the single 
claims for the code had packaged costs 
on that single claim for the code. This 
criterion results in limiting the amount 
of packaging being redistributed to the 
payable procedure remaining on the 
claim after the bypass code is removed 
and ensures that the costs associated 
with the bypass code represent the cost 
of the bypassed service. 

• The median cost of packaging 
observed in the single claim was equal 
to or less than $50. This limits the 
amount of error in redistributed costs. 

• The code is not a code for an 
unlisted service. 

As stated in the proposed rule (70 FR 
42681), we also added to the bypass list 
three codes (CPT codes 51701, 51702, 
and 51703 for bladder catheterization) 
which do not meet these criteria. These 
codes have been packaged and have 
never been paid separately. For that 
reason, when these were the only 
services provided to the beneficiary, no 
payment was made to the hospital. The 
APC Panel’s Packaging Subcommittee 
recommended that we make separate 
payment when they are the only service 
on the claim. See section II.A.4. of this 
preamble for further discussion of our 
policy to pay these services separately. 
We added these codes to the bypass list 
because changing them from packaged 
to separately paid would result in a 
reduction of the number of single bills 
on which we could base median costs 
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for other major separately paid 
procedures that are billed on the same 
claim with these procedure codes. 
Single bills which contain other 
procedures would become multiple 
procedure claims when these bladder 
catheterization codes were converted 
from packaged to separately paid status. 

As explained in the CY 2006 
proposed rule (70 FR 42682), we 
examined the packaging on the single 
procedure claims in the CY 2004 data 
for these codes. We found that none of 
these three codes met the empirical 
standards for the bypass list. However, 
we believe that when these services are 
performed on the same date as another 
separately paid procedure, any 
packaging that appears on the claim 
would appropriately be associated with 
the other procedures and not with these 
codes. Therefore, we believe that 
bypassing them does not adversely 
affect the medians for other procedures. 
Moreover, future separate payment for 
these codes does not harm the hospitals 
that furnish these services, in view of 
the historical absence of separate 
payment for them under the OPPS in 
the past. Hence, we proposed to pay 
separately for these codes and to add 
them to the bypass list for the CY 2006 
OPPS. 

In the CY 2006 proposed rule, we 
specifically invited public comments on 
the proposed ‘‘pseudo’’ single process, 
including the bypass list and the 
criteria. A summary of the many 
comments we received and our 
responses follow: 

Comment: Some commenters 
supported use of multiple procedure 
claims through application of the bypass 
list and date of service stratification. 
Other commenters stated that these 
processes may result in more claims but 
not necessarily better data for rate- 

setting. Many commenters objected to 
the use of single procedure claims as the 
basis for setting the relative weights 
because they believed that using single 
procedure claims limits the claims data 
to the simplest and least costly cases. 
They proposed CPT code or APC 
specific strategies for using multiple 
procedure claims in ways that would 
apply only to the services of interest to 
them that could not be generalized 
across multiple procedure claims for all 
services. The commenters indicated that 
the use of single procedure claims 
greatly limits the number of claims that 
are used for setting median costs and 
weights, and that the OPPS relative 
weights would be greatly improved if 
we could use all of the claims data. 
They indicated that the use of single 
procedure claims causes medians to be 
set based on incorrectly coded claims 
for the many add-on codes that can only 
be billed properly when they are billed 
with the base code to which they are 
attached. In addition, they indicated 
that many services are so routinely 
furnished in combination with other 
services that use of single procedure 
claims will never result in appropriate 
median costs for these procedures. 

Response: We share the commenters’ 
desire to use as much claims data as 
possible to set the relative weights for 
the OPPS services. We continue to 
explore ways to use more data from 
multiple procedure claims. Specifically, 
we are looking at the extent to which 
the many add-on codes (codes that are 
reported for services furnished only as 
an adjunct to another service) can be 
packaged to create more single claims. 
We are also exploring strategies for 
using data from correctly coded 
multiple procedure claims containing 
both base and add-on codes to ascertain 

the incremental costs of the add-on 
services. We also expect to explore other 
generally applicable strategies, such as 
apportioning packaging based on 
submitted charges that would enable us 
to use multiple procedure claims. 

We are disinclined to focus on 
service-specific strategies for using 
multiple procedure claims because 
those that have been suggested to us are 
not generally applicable to multiple 
procedure claims across all services, but 
rather are focused on increasing the 
median costs of particular services to 
the exclusion of all other services. As 
we indicated above, we believe that it is 
important in a relative weight system 
that, to the maximum extent possible, 
the same claims and the same 
processing rules apply to all services so 
that the resulting relative weights are 
uniformly created and serve all 
hospitals fairly. 

Comment: One commenter asked why 
only some of the office visit and 
consultation services are included in the 
bypass list (for example, CPT codes 
99213 and 99214 are on the list) but 
CPT codes 99211, 99212 and 99215 are 
not. The commenter believed that the 
cited unlisted codes should also be on 
the list. Other commenters did not 
believe that CPT codes 99213 and 99214 
met the criteria for inclusion as bypass 
codes and believed that they should be 
removed from the list. 

Response: We have included below 
data calculated from the APC Panel data 
for use in setting the bypass list for the 
CY 2006 proposed rule and this final 
rule with comment period. These data 
show that CPT codes 99213 and 99214 
meet the criteria for inclusion as bypass 
codes, and that CPT codes 99211, 99212 
and 99215 exceed the 5-percent limit for 
single bills containing packaging: 

HCPCS Short descriptor 

Median 
amount of 

packaging on 
single bills 

Percent of 
single bills for 
the code con-
taining pack-

aging 

99211 ................ Office/outpatient visit, est ......................................................................................................... $11.98 6.15 
99212 ................ Office/outpatient visit, est ......................................................................................................... 10.88 5.43 
99213 ................ Office/outpatient visit, est ......................................................................................................... 11.72 3.87 
99214 ................ Office/outpatient visit, est ......................................................................................................... 12.76 3.63 
00215 ................ Office/outpatient visit, est ......................................................................................................... 12.76 8.62 

Comment: Commenters supported the 
use of the bypass list but were 
concerned that the inclusion of services 
on the bypass list may systematically 
result in lower costs for the procedures 
that are included on the list than if they 
had not been included on the list. 

Response: We established the bypass 
list criteria for the purpose of limiting 

any potential adverse impact on the 
medians for the services on the bypass 
list. We believe that the requirement 
that a code cannot be placed on the 
bypass list if more than 5 percent of the 
single bills for that code contain 
packaging or if the median packaging for 
the code exceeds $50, is a strong 
deterrent to systematic reduction of 

medians for services on the bypass list. 
We have received no comments on the 
appropriateness or inappropriateness of 
the bypass criteria, and thus, we have 
not changed them for the CY 2006 
OPPS. 

Comment: Commenters asked CMS to 
carefully consider the impact of add-on 
codes on the creation of multiple 
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procedure claims and urged CMS to not 
disqualify a claim because of the 
presence of an add-on code that is 
packaged. In the case of add-on codes 
that are separately paid, one commenter 
urged CMS to apportion the packaged 
charges between the base code and the 
add-on code so that the data from the 
multiple procedure claim can be used. 
Some commenters asked CMS to place 
all add-on codes, both packaged and 
separately paid, on the bypass list to 
create more single procedure claims. 

Response: The presence of an add-on 
code with a status indicator of ‘‘N’’ 
because it is a packaged service does not 
currently disqualify the claim as a 
multiple procedure claim. The claim is 
considered to be a single procedure 
claim and the cost of the packaged add- 
on code is treated like any other 
packaged drug, device, or supply or 
other packaged cost. However, the 
presence of an add-on code that is 
separately paid but not on the bypass 
list does currently cause the claim to be 
a multiple procedure claim that is not 
used because of the difficulties in 
determining how to apportion the 
packaging on the claim between the two 
separately paid procedure codes. 

We disagree that all add-on codes 
could safely be added to the bypass list. 
Many add-on codes use significant 
resources that are reported as packaged 
charges in support of the add-on code. 
For example, CPT code 33225 (Left 
ventricular lead add-on) requires more 
than an hour of additional operating 
room time and also requires a device 
with significant cost when the service is 

furnished in conjunction with a base 
service. If we were to include CPT code 
33225 on the bypass list, only the line- 
item charge for the CPT code would be 
attributed to the procedure code. 
Neither the device cost (which is 
packaged), nor the share of other costs 
attributable to the service (for example, 
drugs, supplies, and extended operating 
room time) would be attributed to CPT 
code 33225. They would both be 
packaged into the base code. The single 
procedure claims for CPT code 33225 
would not reflect the costs of the device 
or extended operating room time. In 
addition, the single procedure claims for 
the base code would reflect packaging 
that is not properly associated with that 
procedure. 

However, we recognize that the add- 
on codes present a significant data 
problem because they can never be 
correctly billed unless they are also 
billed on the same claim with a base 
code to which they add services. We are 
undertaking a study of add-on codes to 
determine whether there are add-on 
codes that are now separately paid that 
should become packaged, and thus 
would provide more single procedure 
claims. With respect to the add-on codes 
for which packaging is not appropriate, 
we will be exploring methods that 
would enable us to systematically 
calculate valid median costs for the add- 
on codes from multiple procedure 
claims and thus create a more robust set 
of valid claims for rate-setting. We 
anticipate working with the APC Panel 
members on this issue. 

Comment: Commenters asked CMS to 
assign a flag to claims that became 
pseudo singles in the claims included in 
the public use files so that it would be 
easier for commenters to model future 
proposed policies. 

Response: The public use files (the 
limited data set and the beneficiary 
encrypted data set) contain claims as 
submitted to CMS. Therefore, to flag the 
pseudo single claims in the public use 
file is not possible because the pseudo 
single claims may be part, but not all, 
of the submitted claim. Even if we did 
flag the claim, the user would still have 
to replicate the process to create pseudo 
single claims. We note that we have 
greatly increased the information we 
issued regarding how we process the 
claims to acquire the median costs, and 
we understand that outside replication 
of our medians has improved. 

Comment: Commenters asked 
whether CMS disregards line item 
charges for drugs, biologicals, and 
radiopharmaceutical agents and items 
with status indicators ‘‘K’’ and ‘‘G’’ for 
purposes of creating pseudo singles 
claims. 

Response: The presence on a claim of 
a code and charge for a drug, biological, 
or radiopharmaceutical agent, whether 
separately paid or packaged, has no 
impact on determining whether the 
claim is a single procedure claim. 

After carefully considering all public 
comments received, we are adopting as 
final the proposed ‘‘pseudo’’ single 
process and the bypass codes listed in 
Table 1 without modification. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

2. Calculation of Median Costs for CY 
2006 

In this section of the preamble, we 
discuss the use of claims to calculate the 
OPPS payment rates for CY 2006. The 
hospital outpatient prospective payment 
page on the CMS Web site on which this 
final rule with comment period is 
posted provides an accounting of claims 
used in the development of the final 
rates: http://www.cms.hhs.gov/ 
providers/hopps. The accounting of 
claims used in the development of this 
final rule with comment period is 
included on the Web site under 
supplemental materials for the CY 2006 
final rule with comment period. That 
accounting provides additional detail 
regarding the number of claims derived 
at each stage of the process. In addition, 
below we discuss the files of claims that 
comprise the data sets that are available 
for purchase under a CMS data user 
contract. Our CMS Web site, http:// 
www.cms.hhs.gov/providers/hopps, 
includes information about purchasing 
the following two OPPS data files: 
‘‘OPPS Limited Data Set’’ and ‘‘OPPS 
Identifiable Data Set.’’ 

As we proposed, we used the 
following methodology to establish the 
relative weights to be used in 
calculating the OPPS payment rates for 
CY 2006 shown in Addendum A and in 
Addendum B to this final rule with 
comment period. This methodology is 
as follows: 

We used outpatient claims for the full 
CY 2004 to set the relative weights for 
CY 2006. To begin the calculation of the 
relative weights for CY 2006, we pulled 
all claims for outpatient services 
furnished in CY 2004 from the national 
claims history file. This is not the 
population of claims paid under the 
OPPS, but all outpatient claims 
(including, for example, CAH claims, 
and hospital claims for clinical 
laboratory services for persons who are 
neither inpatients nor outpatients of the 
hospital). 

We then excluded claims with 
condition codes 04, 20, 21, and 77. 
These are claims that providers 
submitted to Medicare knowing that no 
payment will be made. For example, 
providers submit claims with a 
condition code 21 to elicit an official 
denial notice from Medicare and 
document that a service is not covered. 
We then excluded claims for services 
furnished in Maryland, Guam, and the 
U.S. Virgin Islands because hospitals in 
those geographic areas are not paid 
under the OPPS. 

We divided the remaining claims into 
the three groups shown below. Groups 

2 and 3 comprise the 109 million claims 
that contain hospital bill types paid 
under the OPPS. 

1. Claims that were not bill types 12X, 
13X, 14X (hospital bill types), or 76X 
(CMHC bill types). Other bill types are 
not paid under the OPPS and, therefore, 
these claims were not used to set OPPS 
payment. 

2. Claims that were bill types 12X, 
13X, or 14X (hospital bill types). These 
claims are hospital outpatient claims. 

3. Claims that were bill type 76X 
(CMHC). (These claims are later 
combined with any claims in item 2 
above with a condition code 41 to set 
the per diem partial hospitalization rate 
determined through a separate process.) 

For the cost-to-charge ratio (CCR) 
calculation process, we used the same 
approach as we used in developing the 
final APC rates for CY 2005 (69 FR 
65744). That is, we first limited the 
population of cost reports to only those 
for hospitals that filed outpatient claims 
in CY 2004 before determining whether 
the CCRs for such hospitals were valid. 
This initial limitation changed the 
distribution of CCRs used during the 
trimming process discussed below. 

We then calculated the CCRs at a 
departmental level and overall for each 
hospital for which we had claims data. 
We did this using hospital-specific data 
from the Healthcare Cost Report 
Information System (HCRIS). We used 
the most recent available cost report 
data, in most cases, cost reports for CY 
2002 or CY 2003. For this final rule with 
comment period, we used the most 
recent cost report available, whether 
submitted or settled. If the most recent 
available cost report was submitted but 
not settled, we looked at the last settled 
cost report to determine the ratio of 
submitted to settled cost, and we then 
adjusted the most recent available 
submitted but not settled cost report 
using that ratio. 

The overall hospital-specific CCR is 
the total of costs and charges in those 
cost centers where we believe that a 
significant portion of the costs and 
charges are for services paid under the 
OPPS. We have included the list of the 
cost centers that we use in our overall 
CCR calculation on our Web site along 
with our cost center to revenue code 
crosswalk, which we discuss below. We 
do not include the costs and charges 
generated by nursing schools or 
paramedical education programs in our 
cost and charge totals. 

We then flagged CAH claims, which 
are not paid under the OPPS, and claims 
from hospitals with invalid CCRs. The 
latter included claims from hospitals 
without a CCR; those from hospitals 
paid an all-inclusive rate; those from 

hospitals with obviously erroneous 
CCRs (greater than 90 or less than 
.0001); and those from hospitals with 
CCRs that were identified as outliers (3 
standard deviations from the geometric 
mean after removing error CCRs). In 
addition, we trimmed the CCRs at the 
departmental level by removing the 
CCRs for each cost center as outliers if 
they exceeded +/¥3 standard 
deviations of the geometric mean. This 
is the same methodology that we used 
in developing the final CY 2005 CCRs. 
For CY 2006, as proposed, we trimmed 
at the departmental CCR level to 
eliminate aberrant CCRs that, if found in 
high volume hospitals, could skew the 
medians. We used a four-tiered 
hierarchy of cost center CCRs to match 
a cost center to a revenue code, with the 
top tier being the most common cost 
center and the last tier being the default 
CCR. If a hospital’s departmental CCR 
was deleted by trimming, we set the 
departmental CCR for that cost center to 
‘‘missing,’’ so that another departmental 
CCR in the revenue center hierarchy 
could apply. If no other departmental 
CCR could apply to the revenue code on 
the claim, we used the hospital’s overall 
CCR for the revenue code in question. 
The hierarchy of CCRs is available for 
inspection and comment at the CMS 
Web site: http://www.cms.hhs.gov/ 
providers/hopps/default.asp. 

We then converted the charges on the 
claim by applying the CCR that we 
believed was best suited to the revenue 
code indicated on the line with the 
charge. Table 2 of the proposed rule (70 
FR 42690) contained a list of the 
allowed revenue codes. Revenue codes 
not included in Table 2 are those not 
allowed under the OPPS because their 
services cannot be paid under the OPPS 
(for example, inpatient room and board 
charges) and, thus charges with those 
revenue codes were not packaged for 
creation of the OPPS median costs. If a 
hospital did not have a CCR that was 
appropriate to the revenue code 
reported for a line-item charge (for 
example, a visit reported under the 
clinic revenue code, but the hospital did 
not have a clinic cost center), we 
applied the hospital-specific overall 
CCR, except as discussed in section X. 
of this preamble for calculation of costs 
for blood. 

Thus, we applied CCRs as described 
above to claims with bill types 12X, 
13X, or 14X, excluding all claims from 
CAHs and hospitals in Maryland, Guam, 
and the U.S. Virgin Islands, and claims 
from all hospitals for which CCRs were 
flagged as invalid. 

We identified claims with condition 
code 41 as partial hospitalization 
services of CMHCs and moved them to 
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another file. These claims were 
combined with the 76X claims 
identified previously to calculate the 
partial hospitalization per diem rate. 

We then excluded claims without a 
HCPCS code. We also moved claims for 
observation services to another file. We 
moved to another file claims that 
contained nothing but flu and 
pneumococcal pneumonia (‘‘PPV’’) 
vaccine. Influenza and PPV vaccines are 
paid at reasonable cost and, therefore, 
these claims are not used to set OPPS 
rates. We note that the two above 
mentioned separate files containing 
partial hospitalization claims and the 
observation services claims are included 
in the files that are available for 
purchase as discussed above. 

We next copied line-item costs for 
drugs, blood, and devices (the lines stay 
on the claim, but are copied off onto 
another file) to a separate file. No claims 
were deleted when we copied these 
lines onto another file. These line-items 
are used to calculate the per unit 
median for drugs, radiopharmaceutical 
agents, and blood and blood products. 
The line-item costs were also used to 
calculate the per administration cost of 
drugs, biologicals (other than blood and 
blood products), and 
radiopharmaceutical agents. 

We then divided the remaining claims 
into five groups. 

1. Single Major Claims: Claims with a 
single separately payable procedure, all 
of which would be used in median 
setting. 

2. Multiple Major Claims: Claims with 
more than one separately payable 
procedure or multiple units for one 
payable procedure. As discussed below, 
some of these can be used in median 
setting. 

3. Single Minor Claims: Claims with a 
single HCPCS code that is not separately 
payable. These claims may have a single 
packaged procedure or a drug code. 

4. Multiple Minor Claims: Claims with 
multiple HCPCS codes that are not 
separately payable without examining 
dates of service. For example, pathology 
codes are not used unless the pathology 
service is the single code on the bill or 
unless the pathology code is on a 
separate date of service from the other 
procedure on the claim. The multiple 
minor file has claims with multiple 
occurrences of pathology codes, with 
packaged costs that cannot be 
appropriately allocated across the 
multiple pathology codes. However, by 
matching dates of service for the code 
and the reported costs through the 
‘‘pseudo’’ single creation process 
discussed earlier, a claim with multiple 
pathology codes may become several 
‘‘pseudo’’ single claims with a unique 

pathology code and its associated costs 
on each day. These ‘‘pseudo’’ singles for 
the pathology codes would then be 
considered a separately payable code 
and would be used the same as claims 
in the single major claim file. 

5. Non-OPPS Claims: Claims that 
contain no services payable under the 
OPPS. These claims are excluded from 
the files used for the OPPS. Non-OPPS 
claims have codes paid under other fee 
schedules, for example, durable medical 
equipment or clinical laboratory. 

We note that the claims listed in 
numbers 1, 2, 3, and 4 above are 
included in the data files that can be 
purchased as described above. 

We set aside the single minor claims 
and the non-OPPS claims (numbers 3 
and 5 above) because we did not use 
either in calculating median cost. We 
then examined the multiple major and 
multiple minor claims (numbers 2 and 
4 above) to determine if we could 
convert any of them to single major 
claims using the process described 
previously. We first grouped items on 
the claims by date of service. If each 
major procedure on the claim had a 
different date of service and if the line- 
items for packaged HCPCS and 
packaged revenue codes had dates of 
service, we split the claim into multiple 
‘‘pseudo’’ single claims based on the 
date of service. 

After those single claims were 
created, we used the list of ‘‘bypass 
codes’’ listed in Table 1 of the proposed 
rule and this final rule with comment 
period to remove separately payable 
procedures that we determined contain 
limited costs or no packaged costs from 
a multiple procedure bill. A discussion 
of the creation of the list of bypass codes 
used for the creation of ‘‘pseudo’’ single 
claims is contained in section II.A.1.b. 
of this preamble. 

When one of the two separately 
payable procedures on a multiple 
procedure claim was on the bypass code 
list, we split the claim into two single 
procedure claims records. The single 
procedure claim record that contained 
the bypass code did not retain packaged 
services. The single procedure claim 
record that contained the other 
separately payable procedure (but no 
bypass code) retained the packaged 
revenue code charges and the packaged 
HCPCS charges. This enables us to use 
a claim that would otherwise be a 
multiple procedure claim and could not 
be used. 

We excluded those claims that we 
were not able to convert to singles even 
after applying both of the techniques for 
creation of ‘‘pseudo’’ singles. We then 
packaged the costs of packaged HCPCS 
codes (codes with status indicator ‘‘N’’ 

listed in Addendum B to this final rule 
with comment period) and packaged 
revenue codes into the cost of the single 
major procedure remaining on the 
claim. The list of packaged revenue 
codes is shown below in Table 2. These 
are the same as those published in Table 
2 of the proposed rule (70 FR 42690). 

After removing claims for hospitals 
with error CCRs, claims without HCPCS 
codes, claims for immunizations not 
covered under the OPPS, and claims for 
services not paid under the OPPS, 58.4 
million claims were left. Of these 
million claims, we were able to use 
some portion of 52.7 million whole 
claims (90.24 percent of the potentially 
usable claims) to create the 88 million 
single and ‘‘pseudo’’ single claims for 
use in the CY 2006 median payment 
rate-setting. 

We also excluded (1) claims that had 
zero costs after summing all costs on the 
claim and (2) claims containing token 
charges (charges of less than $1.01) or 
for which intermediary systems had 
allocated charges as if the charges were 
submitted on the claim. We deleted 
claims containing token charges because 
we do not believe that a charge of less 
than $1.01 would yield a cost that 
would be valid to set weights for a 
significant separately paid service. 
Moreover, effective for services 
furnished on or after July 1, 2004, the 
OCE assigns payment flag number 3 to 
claims on which hospitals submitted 
token charges for a service with status 
indicator ‘‘S’’ or ‘‘T’’ (a major separately 
paid service under OPPS) for which the 
intermediary is required to allocate the 
sum of charges for services with a status 
indicator equaling ‘‘S’’ or ‘‘T’’ based on 
the weight for the APC to which each 
code is assigned. We do not believe that 
these charges, which were token charges 
as submitted by the hospital, are valid 
reflections of hospital resources. 
Therefore, we deleted these claims. 

For the remaining claims, we then 
wage adjusted 60 percent of the cost of 
the claim (which we have previously 
determined to be the labor-related 
portion), as has been our policy since 
the initial implementation of the OPPS, 
to adjust for geographic variation in 
labor-related costs. We made this 
adjustment by determining the wage 
index that applied to the hospital that 
furnished the service and dividing the 
cost for the separately paid HCPCS code 
furnished by the hospital by that wage 
index. As has been our policy since the 
inception of the OPPS, we use the pre- 
reclassified wage indices for 
standardization because we believe that 
they better reflect the true costs of items 
and services in the area in which the 
hospital is located than the post- 
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reclassification wage indices, and would 
result in the most accurate adjusted 
median costs. 

We then excluded claims that were 
outside 3 standard deviations from the 
geometric mean cost for each HCPCS 
code. We used the remaining claims to 
calculate median costs for each 
separately payable HCPCS code; first, to 
determine the applicability of the ‘‘2 
times’’ rule, and second, to determine 
APC medians based on the claims 
containing the HCPCS codes assigned to 
each APC. As stated previously, section 
1833(t)(2) of the Act provides that, 
subject to certain exceptions, the items 
and services within an APC group 
cannot be considered comparable with 
respect to the use of resources if the 
highest median (or mean cost, if elected 
by the Secretary) for an item or service 
in the group is more than 2 times greater 
than the lowest median cost for an item 
or service within the same group (‘‘the 
2 times rule’’). Finally, we reviewed the 
medians and reassigned HCPCS codes to 
different APCs as deemed appropriate. 
Section III.B. of this preamble includes 
a discussion of the HCPCS code 
assignment changes that resulted from 
examination of the medians and for 
other reasons. The APC medians were 
recalculated after we reassigned the 
affected HCPCS codes. 

A detailed discussion of the medians 
for blood and blood products is 
included in section X. of this preamble. 
A discussion of the medians for APCs 
that require one or more devices when 
the service is performed is included in 
section IV.A. of this preamble. A 
discussion of the median for observation 
services is included in section XI. of this 
preamble and a discussion of the 
median for partial hospitalization is 
included below in section II.B. of this 
preamble. 

We received a number of public 
comments concerning our proposed 
data processes for calculating the CY 
2006 OPPS relative weights and median 
costs. A summary of the comments and 
our responses follow: 

Comment: Commenters stated that the 
proposed rule did not provide adequate 
information for hospitals to evaluate the 
impact of each of the proposed policy 
changes independently or in 
combination. They requested that CMS 
provide a public use file that shows the 
impact of each individual proposed 
change in methodology so that 
providers can determine how the 
changes would affect their own 
operations and provide a basis for 
comments. 

Response: We currently provide 
provider-specific tables that we 
understand are very accurate in 

estimating the payments individual 
hospitals will receive. While we wish to 
make available to the public as much 
hospital-specific information as 
possible, there are limits to the 
resources available to us to provide 
hospital-specific information. Generally, 
we provide a broad range of information 
to the public. We make available our 
claims data in the form of both a limited 
data set and a beneficiary encrypted 
data set for use by the public, including 
hospitals. In addition, in both the OPPS 
proposed and final rules each year, we 
give a detailed description of how we 
process the paid claims to derive the 
median costs and how we create relative 
weights from the median costs. Many 
different organizations with a broad 
range of divergent interests currently 
use this information provided to the 
public to generate extraordinarily 
detailed reports and data of interest to 
them. As this is public information, we 
would expect that hospital associations 
and hospitals could do the same, either 
directly or using alternative sources to 
determine the impact of various policy 
options. 

Comment: One commenter strongly 
opposed the requirement that all OPPS 
encounters furnished on the same day 
must be billed on a single claim. Some 
commenters believed that this increases 
the number of claims that cannot be 
used for ratesetting by creating multiple 
procedure claims and creates a needless 
burden on hospitals to ensure that all 
encounters on the same date of service 
are billed on the same claim. 

Response: We agree and we have 
revised our policy governing how 
services on the same date of service 
must be billed. See Change Request 
4047, Transmittal 711, dated October 
14, 2005 for a complete discussion of 
our current policy. Under this change in 
policy, there are instances where 
nonrepetitive OPPS services that are 
furnished on the same date of service 
may be billed on different claims as long 
as all charges that pertain to each 
service are also reported on the same 
claim as the HCPCS code that describes 
that service. We emphasize that it is 
vitally important to us that all of the 
charges that pertain to a separately paid 
service be included on the same claim 
with the service being billed so that the 
claim will accurately reflect the full cost 
of the service. If, for example, charges 
for a packaged drug, recovery room 
time, and sterile supplies that were used 
in providing a surgical service are not 
included on the claim with the HCPCS 
code and line-item charge for the use of 
the operating room for the surgical 
procedure, those charges for drugs, 
recovery room, and supplies will not be 

packaged with the charge for the OR 
time for the surgical procedure and that 
claim will incorrectly and inadvertently 
lower the median cost for that surgical 
procedure. This is especially the case if 
the service is a low volume service. 
Also, this revised billing policy cannot 
apply to services for which we use 
claim-specific OCE logic to determine 
payments, such as drug administration 
and observation services, because the 
OCE claim-by-claim logic cannot 
function properly if all services 
provided by a hospital that are related 
to the services subject to the OCE logic 
are not reported on the same claim. 

Comment: One commenter supported 
deletion of claims with token or 
nominal charges (for example, a very 
small charge such as $1) but was 
concerned about exclusion of claims 
containing multiple surgical or cardiac 
catheterization services because such 
exclusions may significantly reduce the 
number of claims used for rate-setting. 
The commenter noted that CMS has 
long permitted hospitals to show a 
token charge on the line-item with 
separately paid procedures when they 
were performed at the same session as 
a surgical procedure for which a charge 
is shown as operating room time. 
Another commenter wanted claims that 
contain a single payable APC line to be 
included even if there are token charges 
on other nonpayable lines on the claim. 

Response: The submission of claims 
for multiple separately paid procedures 
with the same date of service on which 
there is a charge for operating room time 
for one of the HCPCS codes and token 
charges on the lines for the other 
separately paid HCPCS codes reflects a 
difficulty with using multiple procedure 
claims. (For example, a claim contains 
three separately paid surgical services, 
with a charge of $2,000 for one and 
charges of $1 for each of the others, plus 
a single charge each for drugs, sterile 
supplies, and recovery room time.) We 
note if we were to use such claims and 
allocate packaging to each separately 
paid procedure (on some basis yet to be 
determined) and then divide the claim 
into multiple claims, we would be using 
claims records that would contain 
nothing but packaged costs and a token 
charge for some of those services. 
Similarly, if we were to focus solely on 
the procedure with the line charge of 
$2,000 and attribute all the packaging to 
it, we would be overstating the 
packaging for that service because some 
of it rightfully belongs with the other 
two separately paid procedures for 
which there was a token charge. We 
acknowledge the commenters’ concern 
and we will continue to pursue an 
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appropriate way to allocate the costs on 
these types of claims. 

After carefully reviewing all public 
comments received, we are finalizing 
the process for calculating median costs 
and the list of packaged services shown 
in Table 2 for OPPS services furnished 
on or after January 1, 2006, as proposed 

without modification. Table 2 contains 
the list of packaged services by revenue 
code that we used in developing the 
APC relative weights listed in Addenda 
A and B of this final rule with comment 
period. 

We note that comments and responses 
regarding aspects of median cost and 

relative weight calculations specific to 
particular services or particular 
categories of services are also found in 
specifically identified sections of this 
preamble. 
BILLING CODE 4120–01–C 
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BILLING CODE 4120–01–P 

3. Calculation of Scaled OPPS Payment 
Weights 

Using the median APC costs 
discussed previously, we calculated the 
final relative payment weights for each 
APC for CY 2006 shown in Addenda A 
and B to this final rule with comment 
period. As in prior years, we scaled all 
the relative payment weights to APC 
0601 (Mid Level Clinic Visit) because it 
is one of the most frequently performed 
services in the hospital outpatient 
setting. We assigned APC 0601 a relative 
payment weight of 1.00 and divided the 
median cost for each APC by the median 
cost for APC 0601 to derive the relative 
payment weight for each APC. Using CY 
2004 data, the median cost for APC 0601 
is $60.19 for CY 2006. 

Section 1833(t)(9)(B) of the Act 
requires that APC reclassification and 
recalibration changes, wage index 
changes, and other adjustments be made 
in a manner that assures that aggregate 
payments under the OPPS for CY 2006 
are neither greater than nor less than the 
aggregate payments that would have 
been made without the changes. To 
comply with this requirement 
concerning the APC changes, we 
compared aggregate payments using the 
CY 2005 relative weights to aggregate 
payments using the CY 2006 final 
relative weights. Based on this 
comparison, we adjusted the relative 
weights for purposes of budget 
neutrality. The unscaled relative 
payment weights were adjusted by 
1.012508103 for budget neutrality. The 
final relative payment weights are listed 
in Addenda A and B to this final rule 
with comment period. The final relative 
payment weights incorporate the 
recalibration adjustments discussed in 
sections II.A.1. and 2. of this preamble. 

Section 1833(t)(14)(H) of the Act, as 
added by section 621(a)(1) of Pub. L. 
108–173, states that ‘‘Additional 
expenditures resulting from this 
paragraph shall not be taken into 
account in establishing the conversion 
factor, weighting and other adjustment 
factors for 2004 and 2005 under 
paragraph (9) but shall be taken into 
account for subsequent years.’’ Section 
1833(t)(14) of the Act provides the 
payment rates for certain ‘‘specified 
covered outpatient drugs.’’ Therefore, 
the cost of those specified covered 
outpatient drugs (as discussed in section 
V. of this preamble) is included in the 
budget neutrality calculations for CY 
2006 OPPS. 

Under section 1833(t)(16)(C) of the 
Act, as added by section 621(b)(1) of 
Pub. L. 108–173, payment for devices of 
brachytherapy consisting of a seed or 

seeds (or radioactive source) is to be 
made at charges adjusted to cost for 
services furnished on or after January 1, 
2004, and before January 1, 2006. As we 
stated in our January 6, 2004 interim 
final rule, charges for the brachytherapy 
sources will not be used in determining 
outlier payments and payments for 
these items will be excluded from 
budget neutrality calculations for the CY 
2006 OPPS. (We provide a discussion of 
brachytherapy payment issues at section 
VII. of this final rule with comment 
period.) 

Comment: One commenter indicated 
that CMS should convene a panel to 
look at additional data submission 
requirements that the panel believes 
would greatly enhance both the 
reliability of the data and its subsequent 
use for ratesetting. Specifically, the 
commenter urged CMS to consider 
whether to require hospitals to identify 
the APCs that apply to multiple 
procedure claims or develop a system 
that groups multiple procedure claims 
in a fashion that is analogous to the 
inpatient prospective payment system. 

Response: We fail to understand how 
hospital reporting of the APCs that 
apply to services on claims would 
resolve the issue of how to distribute 
packaged costs, such as drugs and 
recovery room time, among multiple 
procedures billed on the same claim. 
Therefore, we do not support imposing 
this reporting burden on hospitals. With 
respect to grouping procedures into 
combination APCs for purposes of 
dealing effectively with services that 
commonly appear in specific 
combinations together on claims, we 
proposed creation of combination APCs 
for the CY 2004 OPPS to deal with very 
frequent combinations of services. 
While we chose not to implement this 
approach for the CY 2004 OPPS, largely 
in response to public comments, we 
have not ruled out such an approach in 
the future as a way to effectively 
calculate median costs and set payment 
rates for services for which the norm is 
provision in combinations with other 
services. 

4. Changes to Packaged Services 
a. Background. Payments for 

packaged services under the OPPS are 
bundled into the payments providers 
receive for separately payable services 
provided on the same day. Packaged 
services are identified by the status 
indicator ‘‘N.’’ Hospitals include 
charges for packaged services on their 
claims, and the costs associated with 
these packaged services are then 
bundled into the costs for separately 
payable procedures on the claims for 
purposes of median cost calculations. 

Hospitals may use CPT codes to report 
any packaged services that were 
performed, consistent with CPT coding 
guidelines. 

As a result of requests from the 
public, a Packaging Subcommittee to the 
APC Panel was established to review all 
the procedural CPT codes with a status 
indicator of ‘‘N.’’ Providers have often 
suggested that many packaged services 
could be provided alone, without any 
other separately payable services on the 
claim, and requested that these codes 
not be assigned status indicator ‘‘N.’’ As 
stated in the proposed rule, the 
Packaging Subcommittee reviewed 
every code that was packaged in the CY 
2004 OPPS (70 FR 42691). Based on 
comments we have received and their 
own expert judgment, the subcommittee 
identified a set of packaged codes that 
are often provided separately and 
subsequently reviewed utilization and 
median cost data for these codes. One of 
the main criteria utilized by the 
Packaging Subcommittee to determine 
whether a code should become 
unpackaged was how likely it was for 
the code to be billed without any other 
separately payable services on the 
claim. Another criterion used to 
determine whether a code should 
become unpackaged was how likely it 
was for the costs of the packaged code 
to be appropriately mapped to the 
separately payable codes with which it 
was performed. The Packaging 
Subcommittee also examined median 
costs from hospital claims for packaged 
services. 

The Packaging Subcommittee 
identified areas for change for some 
packaged CPT codes that they believed 
could frequently be provided to patients 
as the sole service on a given date and 
that required significant hospital 
resources as determined from hospital 
claims data. During the February 2005 
meeting, the APC Panel accepted the 
report of the Packaging Subcommittee 
and recommended: 

(1) That packaged codes be reviewed 
by the Panel individually. 

(2) That the Packaging Subcommittee 
continue to meet throughout the year to 
discuss problematic packaged codes. 

(3) That CMS assign a modifier to CPT 
codes 36540 (Collect blood, venous 
device); 36600 (Withdrawal of arterial 
blood); and 51701 (Insertion of non- 
indwelling bladder catheter), for use 
when there are no other separately 
payable codes on the claim. The 
modifier would flag the OCE to assign 
payment to the claim. 

(4) That CMS maintain the current 
packaged status indicator for CPT code 
76937 (Ultrasound guidance for vascular 
access). 
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(5) That CMS change the status 
indicators for CPT immunization 
administration codes 90471 and 90472 
to allow separate payment and ensure 
consistency with other injection codes. 

(6) That CMS gather more data on 
CPT code 94762 (Overnight pulse 
oximetry) to determine how often this 
code is billed without any other 
separately payable codes and whether it 
is performed more frequently alone in 
rural settings than other settings. 

(7) No changes to the packaged status 
of CPT codes 77790 (Radiation source 
handling) and 94760 and 94761 (both 
codes are for procedures to measure 
blood oxygen levels). 

(8) That CMS provide education and 
consistent guidelines to providers and 
fiscal intermediaries on correct billing 
for packaged codes in general, and in 
particular for CPT codes 36540, 36600, 
51701, and the recommended modifier, 
if approved. 

(9) That the Packaging Subcommittee 
review CPT codes 42550 (Injection for 
salivary x-ray) and 38792 (Sentinel node 
imaging). 

(10) That CPT code 97602 
(Nonselective wound care) be referred to 
the Physician Payment Group within 
CMS for evaluation of its bundled status 
as it relates to services provided under 
the OPPS and that the Physician 
Payment Group report its conclusions 
back to the Panel. 

In addition, during its August 2005 
meeting, the APC Panel accepted the 
report of the Packaging Subcommittee 
and made the following 
recommendations: 

(1) No change to the CY 2005 status 
indicator of 76937 (N-packaged), 
ultrasound guidance for vascular access, 
but requested that CMS collect available 
hospital claims data on that code for 
further consideration by the Packaging 
Subcommittee at the next available 
meeting. 

(2) No change to the CY 2005 status 
indicator of CPT code 38792 (N- 
packaged), sentinel node identification, 
but requested that CMS collect available 
hospital claims data on that code for 
further consideration by the Packaging 
Subcommittee by the next scheduled 
meeting. 

(3) No change to the CY 2005 status 
indicator of CPT code 42550 (N- 
packaged), injection for salivary x-ray. 

(4) That CMS collect additional data 
on CPT code 36500, venous 
catheterization for selective blood organ 
sampling, and the corresponding 
radiological supervision and 
interpretation code, 75893, including a 
list of other codes with which these 
codes are most frequently billed, for 

consideration by the Packaging 
Subcommittee. 

(5) No change to the CY 2005 status 
indicator of CPT code 0069T (N- 
packaged), acoustic heart sound 
services. 

(6) That CMS collect additional data 
on CPT 94762, overnight pulse 
oximetry, including a list of other codes 
with which this code is most frequently 
billed, for consideration by the 
Packaging Subcommittee. 

b. Responses to the APC Panel 
Recommendations 

For CY 2006, we proposed to 
maintain CPT codes 36540 (Collect 
blood venous device) and 36600 
(Withdrawal of arterial blood) as 
packaged services and not adopt the 
APC Panel’s recommendation to assign 
a modifier to the codes. We noted in our 
proposed rule that CPT code 36540 was 
also bundled under the Medicare 
Physician Fee Schedule (MPFS), and 
our data demonstrated that the service 
was generally billed with other 
separately payable services (70 FR 
42691). We also had relatively few 
single claims for CPT code 36600, 
compared to the procedure’s overall 
frequency. Both of these codes had 
relatively low hospital resource 
utilization. As these procedures were 
almost always provided with other 
separately payable services, hospitals’ 
payments for those other services 
included the costs of CPT codes 36540 
and 36600. With respect to the APC 
Panel’s recommendation that the OPPS 
make payment for one of these services 
if the code had a modifier appended 
signifying that it was the only service 
provided on a day, there is currently no 
appropriate CPT modifier that could be 
appended to signal this circumstance. A 
new HCPCS modifier would not be 
appropriate because the packaged codes 
recommended by the APC Panel for 
separate payment when billed alone are 
CPT codes. 

We received a few public comments 
concerning this proposal. 

Comment: Commenters stated that 
CPT 36540 should not be assigned 
status indicator ‘‘N’’ because drawing 
blood for laboratory work from a venous 
access device requires that a registered 
nurse assess the patient and then use a 
sterile kit to perform the blood draw. 
They objected to having to report an 
E/M visit code in order to receive 
payment for the service when it is the 
only service provided. The commenters 
requested that CMS assign the proposed 
status indicator ‘‘Q’’ for CPT code 36540 
so that the OPPS could make payment 
when it is the only service provided. 
Similarly, at least one commenter asked 

that CMS assign the ‘‘Q’’ status indicator 
to CPT code 36600. 

Response: We continue to believe that 
the services described by CPT codes 
36540 and 36600 are almost always 
provided in conjunction with other 
separately payable services in the 
hospital outpatient department setting. 
Our data do not support making these 
services separately payable. We 
proposed the new ‘‘Q’’ status indicator 
for services that may be separately 
payable or packaged depending on 
special circumstances for CY 2006 only 
for observation services. Codes assigned 
this status indicator will require the 
application of OCE logic to determine 
the codes’ payment status and identify 
separate payment if appropriate, and 
then application of the same logic in our 
data processing to develop median costs 
for those services for future OPPS 
updates. We seek to gain some 
experience with such logic in the OCE 
and our data processing for observation 
services prior to considering any 
expansion of the use of status indicator 
‘‘Q.’’ Use of the ‘‘Q’’ modifier for 
procedures that are sometimes packaged 
would require ongoing maintenance of a 
list of codes for which this status 
indicator may be used and their APC 
assignments if separately paid, as well 
as additional claims and data processing 
activities. 

After carefully reviewing all 
comments received, for CY 2006 we are 
adopting as final without modification 
our proposal to retain CPT codes 36540 
and 36600 as packaged services and not 
adopt the APC Panel’s recommendation 
to assign a modifier for use when the 
services are provided with no other 
separately payable services on the same 
day. 

For CY 2006, we proposed to pay 
separately for CPT code 51701 (Insertion 
of non-indwelling bladder catheter), and 
to map it to APC 0340 (Minor Ancillary 
Procedures), with status indicator ‘‘X’’, 
and a median cost of $39.00. The APC 
Panel recommended that we pay 
separately for this code only when there 
are no other separately payable services 
on the claim. However, we proposed to 
pay separately for this code every time 
it is billed. We believed that it was more 
appropriate to make payment for each 
procedure, rather than increase 
hospitals’ administrative burden by 
requiring specific coding changes to 
indicate that there were no other 
separately payable procedures on the 
claim. Based on our review of the data, 
the cost for this procedure was not 
insignificant, and the volume of single 
and multiple claims was modest. When 
we reviewed related codes, including 
CPT code 51702 (Insertion of temporary 
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indwelling bladder catheter, simple) 
and CPT code 51703 (Insertion of 
temporary indwelling bladder catheter, 
complicated), we noted that these codes 
also had substantial median costs and a 
moderate volume of single claims. 
Therefore, for CY 2006, we proposed to 
pay separately for CPT codes 51702 and 
51703, mapping them to APC 0340 with 
a median cost of $39.00 and APC 0164 
(Level I Urinary and Anal Procedures) 
with a median cost of $72.00, 
respectively. We proposed that CPT 
codes 51701, 51702, and 51703 be 
placed on the bypass list, as discussed 
in section II.A.1.b. of this final rule with 
comment period. 

The comments we received supported 
our proposal. Accordingly, we are 
finalizing our proposal to pay separately 
for CPT codes 51701 and 51702, and to 
assign them to APC 0340 with status 
indicator ‘‘X,’’ and a median cost of 
$36.00 for CY 2006. We are also 
finalizing our proposal to pay separately 
for CPT code 51703, and to assign it to 
APC 0164 with status indicator ‘‘T,’’ and 
a median cost of $69.00 for CY 2006. 

For CY 2006, we proposed to accept 
the APC Panel recommendation that 
CPT code 76937 (Ultrasound guidance 
for vascular access) remain packaged. 
We were concerned that there might be 
unnecessary overuse of this procedure if 
it were separately payable. In addition, 
we believed that the service would 
always be provided with another 
separately payable procedure, so its 
costs would be appropriately bundled 
with the definitive vascular access 
service. As stated in the CY 2005 final 
rule with comment period (69 FR 
65697), CMS and the Packaging 
Subcommittee reviewed CY 2004 claims 
data for CPT code 76937 and 
determined that this code should 
remain packaged. 

We received several public comments 
in response to our proposal. 

Comment: A few commenters 
requested that some radiologic guidance 
codes, such as CPT code 76937 for 
ultrasound guidance for vascular access 
and CPT code 75998 for fluoroscopic 
guidance for central venous access 
device placement, become separately 
payable instead of packaged. The 
commenters stated that each guidance 
code could be reported with several 
separately payable procedure codes, 
thereby skewing the median costs for 
the procedures and not providing 
appropriate payment for the procedures 
when radiologic guidance was used. In 
addition, one commenter expressed 
concern that the codes have been 
packaged due to concern over 
unnecessary utilization. The commenter 
stated that an audit is a more 

appropriate way to prevent unnecessary 
utilization. In addition, the commenters 
cited a finding published in a June 2001 
report by the Agency for Healthcare 
Research and Quality, that use of 
ultrasound guidance reduces relative 
risk for complications during a central 
venous catheter insertion by 78 percent, 
as a reason that separate payment 
should be made for CPT code 76937. 
The commenters also stated that 
assignment of packaged status to these 
codes conflicts with CMS’ policy as 
stated in its CY 2003 OPPS final rule, to 
pay separately for all radiology guidance 
codes. 

Response: OPPS hospital claims data 
reveal that out of the total instances of 
CPT code 76937 appearing on claims 
used for setting payment rates for CY 
2006, CPT code 76937 was billed with 
four separately payable codes for 
insertion of central venous access 
devices 84 percent of the time. This 
indicates, as might be expected, that the 
costs for CPT code 76937 are typically 
packaged into four CPT codes, 36556, 
36558, 36561, and 36569, the most 
commonly billed codes under the OPPS 
for vascular access device insertion. The 
data for CPT code 75998 reveal similar 
patterns of utilization and packaging. Of 
the total instances of CPT code 75998 
appearing on claims used for setting 
payment rates for CY 2006, code 75998 
was billed with the same four separately 
payable codes for insertion of central 
venous access devices 70 percent of the 
time. This indicates that the costs for 
fluoroscopic guidance for central 
venous access device placement are 
typically packaged into the same CPT 
codes as the costs for ultrasound 
guidance for vascular access. Of single 
claims used for setting payment rates for 
CY 2006 for those four CPT codes 
describing the insertion of vascular 
access devices, ultrasound guidance was 
reported from 16 to 34 percent of the 
time, and fluoroscopic guidance was 
billed from 29 to 52 percent of the time. 
For the same four CPT codes, one or 
more forms of guidance (fluoroscopic 
and/or ultrasound) were reported on 41 
to 64 percent of the single claims 
utilized for rate-setting. Thus, overall for 
these vascular access device insertion 
services, guidance was used in at least 
41 percent of the single claim cases, a 
very significant proportion of the time. 
If anything, this percentage may 
underestimate the utilization of 
guidance for the insertion of vascular 
access devices, as we have been told 
that hospitals may not always code 
separately for packaged services for 
which no separate payment is made. 

Hospital claims data from CY 2004 
yield a median cost of $61.00 for 

ultrasound guidance and $73.00 for 
fluoroscopic guidance for vascular 
access. The costs for these guidance 
procedures are relatively low compared 
with the CY 2006 payment rates for the 
separately payable services they most 
frequently accompany, which range 
from almost $500 to about $1,600. We 
note that, in general, our payment rates 
for vascular access device services for 
CY 2006 are significantly greater than 
our CY 2005 payment rates for the same 
services because more specific CY 2004 
data available for CPT codes that were 
new in CY 2004 permitted us to 
reconfigure the APCs containing 
vascular access device procedures to 
improve clinical and resource 
coherence. In addition, our hospital 
claims data demonstrate that in CY 2004 
guidance services were used frequently 
for the insertion of vascular access 
devices, and we have no evidence that 
patients lacked appropriate access to 
guidance services necessary for the safe 
insertion of vascular access devices in 
the hospital outpatient setting. We 
believe the increased CY 2006 payment 
rates for insertion of vascular access 
devices should result in preservation of 
appropriate access to medically 
reasonable and necessary ultrasound 
and fluoroscopic guidance procedures 
used to facilitate the insertion of the 
devices. 

If we were to unpackage CPT codes 
76937 and 75998, single bills available 
to develop median costs for vascular 
access device insertion services would 
be significantly reduced. In addition, 
separate payment for an ancillary 
guidance service always performed in 
conjunction with other separately 
payable services could lead to 
overutilization of the ancillary service, 
for which payment is more 
appropriately bundled into the 
prospectively established payment for 
the procedure to insert the vascular 
access device. Our statement regarding 
paying separately for radiology guidance 
services in the CY 2003 final rule with 
comment period was made in the 
context of our explanation regarding our 
decision to unpackage certain radiology 
guidance procedures that had first been 
packaged for CY 2002, and does not 
necessarily apply to all radiology 
guidance services. As for all HCPCS 
codes, we will continue to evaluate each 
service, including radiology guidance 
services, for its most appropriate OPPS 
payment status, including packaged 
versus separately payable designation, 
on a case-by-case basis according to the 
clinical and resource characteristics of 
the procedure and the other services 
with which it would likely be billed. 
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We will share the CY 2004 and early 
CY 2005 hospital claims data 
concerning these vascular access 
guidance services with the APC Panel 
Packaging Subcommittee, as 
recommended by the APC Panel, for 
their review prior to the next biannual 
APC Panel meeting. 

After carefully considering the public 
comments received, we are adopting as 
final without modification our proposal 
to accept the APC Panel’s 
recommendation that CPT code 76937 
remains a packaged service for CY 2006. 
In addition, we are finalizing our 
proposal to continue to package CPT 
code 75998 for CY 2006. 

We refer the reader to section VIII. of 
this preamble on drug administration 
regarding the APC Panel’s 
recommendation concerning CPT codes 
90471 and 90472. 

For CY 2006, we proposed to accept 
the APC Panel recommendation to 
gather data and review CPT code 94762 
to determine how often this code was 
billed without any other separately 
payable codes on the same date of 
service and whether it was performed 
more frequently alone in rural settings 
than other settings. During the August 
2005 APC Panel meeting, we presented 
data to the APC Panel regarding CPT 
code 94762. CY 2004 OPPS hospital 
claims data indicated at that time that 
CPT code 94762 was billed only 1,145 
times without any separately payable 
codes on the claim, which was only 1.5 
percent of all units of code 94762 billed. 
Fifty-two percent of the 1,145 single 
occurrences of CPT code 94762 were 
provided by rural hospitals. Fifty-two 
percent was particularly high 
considering that, when reviewing both 
single and multiple procedure claims, 
the data indicated that CPT code 94762 
was provided by rural hospitals only 12 
percent of the time. The data revealed 
that rural hospitals were more likely 
than urban hospitals to bill CPT code 
94762 without any separately payable 
codes on the claim. For purposes of this 
analysis, a rural hospital was defined as 
any hospital that is considered rural for 
payment purposes. In general, this 
included geographically rural providers 
as well as providers that were 
reclassified to rural areas for wage index 
classification. 

We recognize that the data used in the 
analysis are somewhat limited. Because 
CPT 94762 is a packaged code and does 
not receive separate payment, it is 
possible that an unknown number of 
hospitals chose not to submit claims to 
CMS when CPT code 94762 was 
provided without other separately 
payable services on their claims. 

Comment: Several comments 
requested that CMS change the status 
indicator for CPT code 94762 from ‘‘N’’ 
to ‘‘X’’ and that the service be assigned 
to APC 0369, (Level III Pulmonary 
Tests). They stated that because 
noninvasive ear or pulse oximetry for 
oxygen saturation, by continuous 
overnight monitoring, is a prerequisite 
for proving the medical necessity for 
home oxygen therapy, this is often the 
only service provided to beneficiaries 
during their hospital outpatient visits. 
The commenters stated that no E/M 
service is necessary and that it should 
be possible to receive payment for CPT 
code 94762 when it is the only service 
provided. 

Response: We continue to believe that 
the packaged status of CPT code 94762 
is appropriate. As discussed during the 
August 2005 APC Panel meeting, our 
data do not support separate payment 
for this service because 98.5 percent of 
the time, it is provided with separately 
payable services, and is rarely the only 
service provided in hospital settings on 
a single date of service to a Medicare 
beneficiary. 

After carefully considering the public 
comments received, for CY 2006 we are 
accepting the APC Panel’s 
recommendations to retain as a 
packaged service CPT code 94762. We 
will share the CY 2004 and early CY 
2005 hospital claims data concerning 
CPT code 94762 with the APC Panel 
Packaging Subcommittee as 
recommended by the APC Panel, for its 
review during the next biannual APC 
Panel meeting. 

For CY 2006, we proposed to accept 
the APC Panel recommendations that 
CPT codes 77790 (Radiation handling), 
94760 (Pulse oximetry for oxygen 
saturation, single determination), and 
94761 (Pulse oximetry for oxygen 
saturation, multiple determinations) 
remain packaged. We state our belief 
that CPT code 77790 was integral to the 
provision of brachytherapy and should 
always be billed on the same day with 
brachytherapy sources and their 
loading, ensuring that the provider 
would receive appropriate payment for 
the radiation source handling bundled 
with the payment for the brachytherapy 
service. The small number of single 
claims for this code in our data verified 
that this code was rarely billed alone 
without other payable services on the 
claim, and those few single claims 
might be miscoded claims. Our data 
review of CPT codes 94760 and 94761 
revealed that these codes had low 
resource utilization, and were most 
frequently provided with other services. 
Similar to CPT code 77790, there were 
many fewer single claims for CPT codes 

94760 and 94761 than multiple 
procedure claims that included CPT 
codes 94760 and 94761. CPT codes 
94760 and 94761 describe services that 
were very commonly performed in the 
hospital outpatient setting, and 
unpackaging these codes would likely 
significantly decrease the number of 
single claims available for use in 
calculating median costs for other 
services. 

We did not receive any public 
comments concerning our proposal. 
Therefore, for CY 2006 we are finalizing, 
without modification, our proposal to 
accept the APC Panel’s 
recommendations to retain as packaged 
services CPT codes 77790, 94760, and 
94761. 

For CY 2006, we proposed to accept 
the APC Panel recommendation to 
gather data and review CPT codes 42550 
(injection for salivary x-ray), and 38792 
(sentinel node identification) with the 
Packaging Subcommittee. In the 
proposed rule, we stated that this would 
include analyzing single and multiple 
procedure claims volume and resource 
utilization data, and reviewing those 
studies with the Packaging 
Subcommittee. During the August 2005 
APC Panel meeting, the Panel 
recommended that we continue to 
package CPT codes 42550 and 38792 for 
CY 2006. We believed that CPT code 
42550 was appropriately packaged, as 
were other injection codes that were 
integral to the provision of some 
separately payable procedures. In 
addition, we agreed with the APC Panel 
that CPT code 38792 was appropriately 
packaged because we believed that it 
would almost always be provided with 
other separately payable procedures on 
the same date of service, such as nuclear 
medicine services or surgical 
procedures. 

We received a few public comments 
regarding our proposal to retain as 
packaged CPT code 38792. 

Comment: The commenters stated 
that CPT 38792 is sometimes the only 
service provided in the hospital 
outpatient department, and that separate 
payment under the OPPS should be 
allowed. They stated that there are 
instances in which the injection for the 
X-ray is provided in the hospital 
outpatient department, and then the 
beneficiary goes to a different setting 
outside the hospital for the surgery. The 
commenters requested that CMS assign 
the proposed ‘‘Q’’ status indicator to 
this procedure code to make separate 
payment possible under the OPPS. 

Response: We believe that the most 
appropriate course of action with regard 
to CPT code 38792 is to retain its 
packaged status and to collect 
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additional data and, as recommended by 
the APC Panel, to then present those 
data to the Packaging Subcommittee 
during our next meeting with them. 
Based on our CY 2004 claims data, we 
had only four single claims for CPT 
code 38792. We continue to believe that 
payment for the injection service is most 
appropriately packaged with other 
separately payable services provided on 
the same date of service, most likely 
imaging or surgical procedures. 

After carefully reviewing and 
considering the public comments 
received for CY 2006, we are accepting 
the APC Panel’s recommendations to 
retain as packaged services CPT codes 
38792 and 42550. Payment for those 
injection services is most appropriately 
bundled with the payments for other 
separately payable services provided on 
the same day. 

We will share the CY 2004 and early 
CY 2005 hospital claims data 
concerning CPT 38792 with the APC 
Panel Packaging Subcommittee as 
recommended by the APC Panel, for its 
review during the next biannual APC 
Panel meeting. 

As we proposed, we referred CPT 
code 97602 (Nonselective wound care) 
for MPFS evaluation of its bundled 
status as CPT code 97602 relates to 
services provided under the OPPS. 

We received several public comments 
concerning our proposed treatment of 
CPT code 97602 for CY 2006, with 
assignment of status indicator ‘‘A.’’. 
Those comments and others related to 
wound care services are addressed in 
section III.D.5.j. of this preamble. 

During the August 2005 APC Panel 
meeting, the Panel recommended that 
CMS collect additional data on CPT 
code 36500 (Venous catheterization for 
selective blood organ sampling) and the 
corresponding radiological supervision 
and interpretation code, 75893. We 
received several clinical scenarios from 
a provider, indicating that CPT codes 
36500 and 75893, both packaged 
services, were frequently provided on a 
claim without any separately payable 
codes. In those cases, the provider did 
not receive any payment. We believed it 
was unlikely that these two procedures 
would be reported without any other 
separately payable codes on the claim. 
Our early review of several clinical 
scenarios revealed that other separately 
payable codes would likely be provided 
on the same claim. 

We received one comment in 
response to our proposal to retain 
packaged status for CPT codes 36500 
and 75893. 

Comment: One commenter requested 
that CMS allow separate payment for 
CPT codes 36500 and 75893 when these 

services are the only services on the 
claim. The commenter stated that there 
are many times that these are the only 
procedures performed during a hospital 
outpatient encounter. 

Response: Our data do not support 
separate payment for these procedures 
at this time. After considering the 
comment and the APC Panel’s 
recommendation, we will collect and 
review additional data to determine 
which codes are most frequently billed 
on claims with CPT codes 36500 and 
75893. We will share the CY 2004 and 
early CY 2005 hospital claims data for 
these venous catheterization and 
radiological supervision services as 
recommended by the APC Panel, for its 
review prior to the next biannual APC 
Panel meeting. 

During the August 2005 APC Panel 
meeting, the Panel recommended that 
CMS maintain the packaged status of 
CPT 0069T (Acoustic heart sound 
recording and computer analysis only). 
This code is indicated as an add-on 
code to an electrocardiography service, 
according to the American Medical 
Association’s CY 2005 CPT book. 
Therefore, we believed this code was 
appropriately packaged because it was 
integrally related to the provision of 
electrocardiography, and should never 
be performed alone. 

We received several comments 
regarding CPT 0069T in response to the 
code’s new interim designation in the 
CY 2005 final rule with comment period 
and to our proposal for CY 2006. 

Comment: Several commenters 
requested that CMS change the status 
indicator for CPT code 0069T (Acoustic 
heart sound recording and computer 
analysis only). The commenters 
requested that CMS assign the 
procedure to APC 0099 with an ‘‘S’’ 
status indicator rather than ‘‘N,’’ as was 
the CY 2005 and proposed CY 2006 
status indicator for code 0069T. The 
commenters indicated that the test’s 
status as a packaged procedure results 
in inequitable payment to hospitals. 
They stated that the cost of an EKG with 
the acoustic heart sound recording is 
$55, whereas the cost of an EKG without 
such recording is only $31. They added 
that because CMS has packaged the 
procedure, the hospital is underpaid by 
$24 for each test it performs. 

Response: It is our understanding that 
the acoustic heart sound recording and 
analysis is intended for a specific, 
targeted group of patients to enhance 
the provider’s ability to diagnose heart 
failure. The technology always is 
performed in conjunction with an EKG 
and as such is ideal for packaging. It is 
up to hospitals to increase their charges 
to reflect the additional costs for those 

EKGs that include the acoustic heart 
sound recording. If the hospital uses the 
test according to the manufacturer’s 
guidelines, the costs will be distributed 
over the large number of EKGs that are 
performed in the hospital outpatient 
department and, over time, the 
additional costs will be recognized in 
the OPPS rates as increased payments 
for other services provided on the same 
day, likely EKGs. We are accepting the 
Panel’s recommendation that we 
maintain the packaged status of CPT 
code 0069T for CY 2006. We will review 
claims data as they become available for 
the CY 2007 OPPS update. 

We also received several comments 
that requested status indicator changes 
for other CPT codes, not previously 
brought before the Packaging 
Subcommittee. 

Comment: Commenters suggested that 
the following packaged procedures 
should be made separately payable: CPT 
code 96523 (Irrigation of implanted 
venous access device for drug delivery 
systems (new code for CY 2006)); CPT 
code 76001 (Fluoroscopy, physician 
time more than one hour); CPT code 
76003 (Fluoroscopic guidance for 
needle placement); CPT code 76005 
(Fluoroscopic guidance and location of 
needle or catheter tip); CPT code 74328 
(Endoscopic catheterization of the 
biliary ductal system, radiological 
supervision and interpretation); CPT 
code 74329 (Endoscopic catheterization 
of the pancreatic ductal system, 
radiological supervision and 
interpretation); CPT code 74330 
(Combined endoscopic catheterization 
of the biliary and pancreatic ductal 
systems, radiological supervision and 
interpretation); HCPCS code P9612 
(Catheterization for collection of 
specimen); and HCPCS code G0269 
(Placement of occlusive device into 
either a venous or arterial access site, 
post surgical or interventional 
procedure). 

Response: We believe that the 
commenters’ suggestions bear closer 
examination. We will not make any 
changes to the packaged status of these 
services at this time. Rather, we will 
collect data related to the costs and 
utilization of these services for 
presentation to the Packaging 
Subcommittee of the APC Panel. We 
note that the status indicator of CPT 
code 96523, a new CPT code for CY 
2006, is subject to comment in this final 
rule with comment period. We will 
discuss with the Packaging 
Subcommittee, on an ongoing basis, 
packaged procedures for which status 
indicator changes have been suggested 
by the public. The ongoing process 
allows members some additional time to 
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consider the issues we bring to them 
prior to the twice yearly meetings where 
the subcommittee makes its 
recommendations to the full APC Panel. 

Additional issues and new data 
concerning the packaging status of 
codes will be shared with the APC Panel 
Packaging Subcommittee for its 
consideration as information becomes 
available. We continue to encourage 
submission of common clinical 
scenarios involving currently packaged 
HCPCS codes to the Packaging 
Subcommittee for its ongoing review. 
Additional detailed suggestions for the 
Packaging Subcommittee should be 
submitted to APCPanel@cms.hhs.gov, 
with ‘‘Packaging Subcommittee’’ in the 
subject line. 

B. Payment for Partial Hospitalization 

1. Background 

Partial hospitalization is an intensive 
outpatient program of psychiatric 
services provided to patients as an 
alternative to inpatient psychiatric care 
for beneficiaries who have an acute 
mental illness. A partial hospitalization 
program (PHP) may be provided by a 
hospital to its outpatients or by a 
Medicare-certified CMHC. Section 
1833(t)(1)(B)(i) of the Act provides the 
Secretary with the authority to designate 
the hospital outpatient services to be 
covered under the OPPS. Section 
419.21(c) of the Medicare regulations 
that implement this provision specifies 
that payments under the OPPS will be 
made for partial hospitalization services 
furnished by CMHCs. Section 
1883(t)(2)(C) of the Act requires that we 
establish relative payment weights 
based on median (or mean, at the 
election of the Secretary) hospital costs 
determined by 1996 claims data and 
data from the most recent available cost 
reports. Payment to providers under the 
OPPS for PHPs represents the provider’s 
overhead costs associated with the 
program. Because a day of care is the 
unit that defines the structure and 
scheduling of partial hospitalization 
services, we established a per diem 
payment methodology for the PHP APC, 
effective for services furnished on or 
after August 1, 2000. For a detailed 
discussion, refer to the April 7, 2000 
OPPS final rule (65 FR 18452). 

2. PHP APC Update for CY 2006 

To calculate the final CY 2006 PHP 
per diem payment, we initially used the 
same methodology that was used to 
compute the CY 2005 PHP per diem 
payment. For CY 2005, the per diem 
amount was based on 12 months of 
hospital and CMHC PHP claims data 
(for services furnished from January 1, 

2003 through December 31, 2003). We 
used data from all hospital bills 
reporting condition code 41, which 
identifies the claim as partial 
hospitalization, and all bills from 
CMHCs because CMHCs are Medicare 
providers only for the purpose of 
providing partial hospitalization 
services. We used CCRs from the most 
recently available hospital and CMHC 
cost reports to convert each provider’s 
line-item charges as reported on bills, to 
estimate the provider’s cost for a day of 
PHP services. Per diem costs were then 
computed by summing the line-item 
costs on each bill and dividing by the 
number of days on the bill. 

In a Program Memorandum issued on 
January 17, 2003 (Transmittal A–03– 
004), we directed fiscal intermediaries 
to recalculate hospital and CMHC CCRs 
using the most recently settled cost 
reports by April 30, 2003. Following the 
initial update of CCRs, fiscal 
intermediaries were further instructed 
to continue to update a provider’s CCR 
and enter revised CCRs into the 
outpatient provider specific file. 
Therefore, for CMHCs, we used CCRs 
from the outpatient provider specific 
file. 

Historically, the median per diem cost 
for CMHCs has greatly exceeded the 
median per diem cost for hospital-based 
PHPs and has fluctuated significantly 
from year to year while the median per 
diem cost for hospital-based PHPs has 
remained relatively constant ($200– 
$225). We believe that CMHCs may have 
increased and decreased their charges in 
response to Medicare payment policies. 
As discussed in more detail in the next 
section and in the final rule establishing 
the CY 2004 OPPS (68 FR 63470), we 
believe that some CMHCs manipulated 
their charges in order to inappropriately 
receive outlier payments. 

In the CY 2003 update, the difference 
in median per diem cost for CMHCs and 
hospital-based PHPs was so great, $685 
for CMHCs and $225 for hospital-based 
PHPs, that we applied an adjustment 
factor of .583 to CMHC costs to account 
for the difference between ‘‘as 
submitted’’ and ‘‘final settled’’ cost 
reports. By doing so, the CMHC median 
per diem cost was reduced to $384, 
resulting in a combined hospital-based 
and CMHC PHP median per diem cost 
of $273. As with all APCs in the OPPS, 
the median cost for each APC was 
scaled to be relative to the cost of a mid- 
level office visit and the conversion 
factor was applied. The resulting per 
diem rate for PHP for CY 2003 was 
$240.03. 

In the CY 2004 OPPS update, the 
median per diem cost for CMHCs grew 
to $1038, while the median per diem 

cost for hospital-based PHPs was again 
$225. After applying the .583 
adjustment factor to the median CMHC 
per diem cost, the median CMHC per 
diem cost was $605. Since the CMHC 
median per diem cost exceeded the 
average per diem cost of inpatient 
psychiatric care, we proposed a per 
diem rate for CY 2004 based solely on 
hospital-based PHP data. The proposed 
PHP per diem for CY 2004, after scaling, 
was $208.95. However, by the time we 
published the OPPS final rule with 
comment period for CY 2004, we had 
received updated CCRs for CMHCs. 
Using the updated CCRs significantly 
lowered the CMHC median per diem 
cost to $440. As a result, we determined 
that the higher per diem cost for CMHCs 
was not due to the difference between 
‘‘as submitted’’ and ‘‘final settled’’ cost 
reports, but were the result of excessive 
increases in charges which may have 
been done in order to receive higher 
outlier payments. Therefore, in 
calculating the PHP median per diem 
cost for CY 2004, we did not apply the 
.583 adjustment factor to CMHC costs to 
compute the PHP APC. Using the 
updated CCRs for CMHCs, the combined 
hospital-based and CMHC median per 
diem cost for PHP was $303. After 
scaling, we established the CY 2004 
PHP APC of $286.82. 

Then, in the CY 2005 OPPS update, 
the CMHC median per diem cost was 
$310 and the hospital-based PHP 
median per diem cost was $215. No 
adjustments were determined to be 
necessary and, after scaling, the 
combined median per diem cost of $289 
was reduced to $281.33. We believed 
that the reduction in the CMHC median 
per diem cost indicated that the use of 
updated CCRs had accounted for the 
previous increase in CMHC charges, and 
represented a more accurate estimate of 
CMHC per diem costs for PHP. 

As discussed in the proposed rule (70 
FR 42693), for CY 2006, we analyzed 12 
months of data for hospital and CMHC 
PHP claims for services furnished 
between January 1, 2004, and December 
31, 2004. The data indicated that the 
median per diem cost for CMHCs had 
dropped to $143, while the median per 
diem cost for hospital-based PHPs was 
$209. It appears that CMHCs 
significantly reduced their charges in 
CY 2004 compared to CY 2003. The 
average charge per day for CMHCs in CY 
2003 was $1,184 and in CY 2004, the 
CMHC average charge per day dropped 
to $765. We have determined that a 
combination of lower charges and 
slightly lower CCRs for CMHCs resulted 
in a significant decline in the CMHC 
median per diem cost. 
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Following the methodology used for 
the CY 2005 OPPS update, the 
combined hospital-based and CMHC 
median per diem cost would be $149, a 
decrease of 48 percent compared to the 
CY 2005 combined median per diem 
amount. We believed that after scaling 
this amount to the cost of a mid-level 
office visit, the resulting APC rate 
would be too low to cover the per diem 
cost for all PHPs. 

As stated in the proposed rule (70 FR 
42693), we considered three alternatives 
to our update methodology for the PHP 
APC for CY 2006 that would mitigate 
this drastic reduction in payment for 
PHP. One alternative was to base the 
PHP APC on hospital-based PHP data 
alone. The median per diem cost of 
hospital-based PHPs has remained in 
the $200–225 range over the last 5 years, 
while the median per diem cost for 
CMHC PHPs has fluctuated significantly 
from a high of $1,037 to a low of $143. 
Under this alternative, we would have 
used $209, the median per diem cost for 
hospital-based PHPs during CY 2004 to 
establish the PHP APC for CY 2006. 
However, we believed using this 
amount would also result in an 
unacceptable drop in Medicare 
payments for all PHPs in CY 2006 
compared to payments in CY 2005. 

The second alternative we considered 
was to apply a different trimming 
methodology to CMHC costs in an effort 
to eliminate the effect of data for those 
CMHCs that appeared to have 
excessively increased their charges in 
order to receive outlier payments. We 
compared CMHC per diem costs in CY 
2003 to CMHC per diem costs in CY 
2004 and determined the percentage 
change. Initially, we trimmed CMHCs 
claims where the CMHC’s per diem 
costs changed by 50 percent or more 
from CY 2003 to CY 2004. After 
combining the remaining CMHC claims 
with the hospital-based PHP claims, we 
calculated a median per diem cost of 
$160.75. We then analyzed the resulting 
median per diem cost if we trimmed 
CMHC claims where the difference in 
CMHC per diem costs from 2003 to 2004 
was 25 percent. This trimming approach 
resulted in a combined CMHC and 
hospital-based PHP median per diem 
cost of $176. We also trimmed the 
CMHC claims from the CY 2003 data to 
see how trimming aberrant data would 
have affected the combined hospital/ 
CMHC median per diem cost. We found 
that trimming the claims from the 
CMHCs with a 25 percent difference in 
per diem cost from CY 2003 to CY 2004 
reduced the $289 median per diem cost 
to $218. 

We believe it is important to eliminate 
aberrant data and we believe trimming 

certain CMHC data will provide an 
incentive for CMHCs to stabilize their 
charges so that we can use their data in 
future updates of the PHP APC. 
However, we believe that the trimming 
methods described above will also 
result in an unacceptably large decrease 
in payment. In addition, the trimming 
method we used was based on 
percentage change in cost per day, and 
may not have identified all the CMHCs 
that may have manipulated their 
charges in order to receive more outlier 
payments, for example, CMHCs with 
high charges and no reduction in 
charges compared to CY 2003. 

Although we prefer to use both CMHC 
and hospital data to establish the PHP 
APC, as stated in the proposed rule (70 
FR 42693) we continue to be concerned 
about the volatility of the CMHC data. 
The analyses we conducted for the 
proposed rule seem to indicate that 
eliminating aberrant CMHC data results 
in a median per diem cost more in line 
with hospital data. We stated in the 
proposed rule that we would continue 
to analyze the CMHC data in developing 
payment rates, and cautioned that we 
may use only hospital data in the future 
if the data continue to be unstable. 

In the proposed rule, we stated that 
we considered a third alternative that 
would lessen the PHP payment 
reduction for CY 2006, yet provide an 
adequate payment amount to promote 
access to the partial hospitalization 
benefit for Medicare beneficiaries (70 FR 
42694). Using this approach, for CY 
2006, we proposed to apply a 15-percent 
reduction in the combined hospital- 
based and CMHC median per diem cost 
that was used to establish the CY 2005 
PHP APC. We scaled that amount 
relative to the cost of a mid-level office 
visit to establish the PHP APC for CY 
2006. We believed a reduction in the CY 
2005 median per diem cost would strike 
an appropriate balance between using 
the best available data and providing 
adequate payment for a program that 
often spans 5–6 hours a day. We 
believed 15 percent was an appropriate 
reduction because it recognizes 
decreases in median per diem costs in 
both the hospital data and the CMHC 
data, and also reduces the risk of any 
adverse impact on access to these 
services that might result from a large 
single-year rate reduction. However, we 
proposed that the reduction in 
payments for PHP be a transitional 
measure, and proposed to continue to 
monitor CMHC costs and charges for 
these services and work with CMHCs to 
improve their reporting so that 
payments can be calculated based on 
better empirical data, consistent with 

the approach we have used to calculate 
payments in other areas of the OPPS. 

We received 58 public comments in 
response to this proposal. A summary of 
the comments is provided below along 
with our responses. 

Comment: In general, the commenters 
expressed concern that a reduction in 
the PHP rate of 15 percent would lead 
to the closure of many PHPs and that 
limited access to this crucial service 
would result in more costly inpatient 
hospital care as the only alternative. 
CMHCs commented that their costs are 
higher than hospitals’, with most in the 
$300 to $400 range. Another commenter 
indicated that a per diem rate of $300 
to $350 was more appropriate than our 
proposed amount. 

A few commenters also suggested 
alternatives such as including prior 
years’ CMHC data trended forward 
based on medical inflation, using a 
rolling-average or maintaining the CY 
2005 payment rate for PHP services 
furnished in CY 2006. 

Response: For the final rule, we 
analyzed 12 months of more current 
data for hospital and CMHC PHP claims 
for services furnished between January 
1, 2004 and December 31, 2004. This 
claims data is more current in that it 
includes claims paid through June 30, 
2005. We also used the most currently 
available cost-to-charge ratios to 
estimate costs. Using this updated data, 
we recreated the analysis performed for 
this year’s proposed rule to determine if 
the significant factors we used in 
determining the proposed PHP rate had 
changed. The median per diem cost for 
CMHCs increased slightly to $154, 
while the median per diem cost for 
hospital-based PHPs decreased slightly 
to $201. The CY 2004 average charge per 
day for CMHCs was $760 similar to the 
figure noted in the proposed rule ($765) 
but still significantly lower than what is 
noted for CY 2003 ($1,184). We 
continue to believe that a combination 
of reduced charges and slightly lower 
CCRs for CMHCs resulted in a 
significant decline in the CMHC median 
per diem cost between CY 2003 and CY 
2004. 

Following the methodology used for 
the CY 2005 OPPS update, the 
combined hospital-based and CMHC 
median per diem cost would be $161, a 
decrease of 44 percent compared to the 
CY 2005 combined median per diem 
amount. While this figure is somewhat 
higher than the $149 combined median 
in the proposed rule, we believe that 
this amount is still too low to cover the 
cost for all PHPs. 

As we did in the proposed rule, we 
again considered three alternatives to 
our update methodology for the PHP 
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APC for CY 2006 that would mitigate 
the payment differences for PHP 
services. The first alternative was to 
base the PHP APC on hospital-based 
PHP data alone. Using the most recent 
years available data, the median per 
diem cost of hospital-based PHPs for CY 
2004 is $201, somewhat less than the 
$209 median per diem cost of hospital- 
based PHP using the proposed rule CY 
2004 data. We continue to believe that 
using $201 would be too low for all 
PHPs in CY 2006. However, we do 
believe the decrease from $209 to $201 
from the proposed rule to this final rule 
with comment continues the trend in 
lower per diem costs for hospital-based 
PHPs. 

The second alternative we considered 
was to apply the same trimming 
methodology noted in the proposed rule 
to CMHC costs in an effort to eliminate 
the effect of data for those CMHCs that 
appeared to have excessively increased 
their charges in order to receive outlier 
payments. Again, using the most recent 
available data, we compared CMHC per 
diem costs in CY 2003 to CMHC per 
diem cost in CY 2004 and determined 
the percentage change. Initially, we 
trimmed CMHC claims where the 
CMHC’s per diem costs changed by 50 
percent or more from CY 2003 to CY 
2004. After combining the remaining 
CMHC claims with the hospital-based 
PHP claims, we calculated a median per 
diem cost of $165, slightly more than 
noted in the proposed rule. Again, this 
approach still produced a per diem cost 
we believe is too low. We then trimmed 
CMHC claims where the difference in 
CMHC per diem costs from 2003 to 2004 
were 25 percent or more. This trimming 
variant produced a CMHC median per 
diem cost of $172 for CY 2004. 

We continue to believe that trimming 
certain aberrant CMHC data will 
provide an incentive for CMHCs to 
stabilize their charges so that we can use 
their data in future updates of the PHP 
APC. However, the two trimming 
methods described above produce 
median per diem costs that we believe 
are too low for the CY 2006 PHP APC 
rate. 

The CY 2004 claims data coincides 
with the effective date of the separate 
CMHC outlier threshold policy which 
became effective January 1, 2004. We 
believe that this policy may have, in 
part, contributed to the rapid decreases 
in CMHC’s per diem charges in CY 
2004. If so, we may see charges stabilize 
in the CY 2005 claims data which 
would enable us to use the CMHC data 
to compute the CY 2007 rate. 

We proposed a 15 percent reduction 
to the combined hospital-based and 
CMHC median per diem cost for CY 

2006. We have conducted further 
analysis of more complete CY 2004 
claims data combined with more 
recently available cost-to-charge ratios. 
The newer data continue to produce a 
combined hospital-based and CMHC 
median per diem cost that is an 
unacceptable decrease from CY 2005 
PHP APC rate. We continue to believe 
that 15 percent is an appropriate 
reduction because it recognizes 
decreases in median per diem costs in 
the hospital data and the CMHC data, 
and also reduces the risk of adverse 
impact on access to these services that 
might result from a large single-year rate 
reduction. 

To apply this methodology, we reduce 
$289 (the CY 2005 combined hospital- 
based and CMHC median per diem cost) 
by 15 percent, resulting in a combined 
median per diem cost of $245.65. After 
scaling, the resulting APC final rate for 
PHP of $246.04 for CY 2006, of which 
$49.21 is the beneficiary’s coinsurance. 

Comment: A few commenters stated 
that CMHC facility costs increased in 
virtually every area including salaries, 
benefits, supplies, insurance, dietary 
support, transportation, 
communications and administrative 
support and that they experienced 
overall increases in expenses of more 
than 5 percent in most areas. These 
commenters requested that CMS 
increase the per diem rate paid for PHP 
services consistent with the inflation 
rate for the medical industry. Another 
commenter suggested we use inpatient 
costs per day as the basis for the PHP 
median per diem cost. This commenter 
suggested that CMS develop an 
adjustment factor relative to the 
inpatient psychiatric facility prospective 
payment system per diem base rate to 
form the basis for the PHP per diem rate. 

Response: The statute does not 
provide for the update strategies 
suggested by these commenters and is 
specific as to the update methdology. 

Comment: A few commenters 
indicated that the methodology used to 
compute the PHP APC distorts per diem 
costs because the claims include non- 
paid days. 

Response: If a provider has charges on 
a bill for which they do not receive 
payment, this will be reflected in that 
provider’s cost-to-charge ratio. This 
lower cost-to-charge ratio will be 
applied to the larger charges and will 
result in the appropriate cost per diem. 

Comment: A few commenters stated 
that they are unable to collect 
coinsurance from their patients, that 
Medicaid cuts have made it more 
difficult to stay viable, and that the 
proposed rate reduction would cause 
PHP programs to close. 

Response: The Medicare bad debt 
policy and Medicaid payment policies 
are beyond the scope of the July 25, 
2005 OPPS proposed rule. We note the 
bad debt policy can be located in the 
Medicare Provider Reimbursement 
Manual, Pub. 15, Chapter 3 or through 
the following link: http:// 
www.cms.hhs.gov/manuals/pub151/ 
PUB_15_1.asp. 

Comment: With respect to the 
methodology used to establish the PHP 
APC amount, commenters expressed 
concern that data from settled cost 
reports fails to include costs reversed on 
appeal and that there are inherent 
problems in using claims data from a 
different time period like available cost- 
to-charge ratios on settled cost reports. 

These commenters also stated that 
this can only artificially lower the actual 
median costs. The commenters claims 
that when cost reports are settled, 
generally 2 years or more after the actual 
year of services, they have operated on 
actual revenues of 80 percent of the per 
diem. 

Response: We use the best available 
data in computing the APCs. With 
respect to PHP services, we specifically 
issued a Program Memorandum on 
January 17, 2003 directing FIs to update 
the cost-to-charge ratios on an on-going 
basis whenever a more recent full year 
cost report is available. In this way, we 
hoped to minimize the time lag between 
the cost-to-charge ratios and claims 
data. 

Comment: One commenter related 
that administrative costs for CMHCs 
continue to be a major impediment to 
operating PHPs for Medicare 
beneficiaries. Medicare does not cover 
transportation to and from programs and 
does not cover meals. Almost all 
programs offer transportation because in 
most cases Medicare beneficiaries with 
serious mental illnesses would not be 
able to access these programs without 
the transportation. 

Response: The services that are 
covered as part of a PHP are specified 
in section 1861(ff) of the Act. Meals and 
transportation are specifically excluded 
under section 1861(ff)(2)(I) of the Act. 

Comment: Several commenters 
simply summed the payment rates for 
three Group Therapy Sessions (APC 
0325) and one Extended Individual 
Therapy Session (APC 0323) and 
requested that amount as the minimum 
for a day of PHP. These same 
commenters then questioned why the 
per diem amount is considerably less 
than the combined cost of these 
services. 

Response: We do not believe this is an 
appropriate comparison. It is important 
to note that the APC services cited by 
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the commenter (APC 0325 and APC 
0323) are not PHP services, but rather 
single outpatient therapeutic sessions. 
PHP is a complete program of services 
with efficiencies and economies of scale 
provided in contrast to individual 
psychotherapy services. We also believe 
that the commenters used only the 
median cost from single bills, for 
example, where group psychotherapy 
was the only service furnished. As 
stated earlier, we used data from PHP 
programs (both hospitals and CMHCs) to 
determine the median cost of a day of 
PHP. PHP is a complete program of 
services with efficiencies and 
economies of scale provided in contrast 
to individual psychotherapy services. 

The PHP APC (0033) reflects the 
program of services provided in that it 
consists of the cost of all services 
provided each day and does not reflect 
a sole service. Although we require that 
each PHP day include a psychotherapy 
service, we do not specify the specific 
mix of other services provided and have 
focused our analysis on the cost per day 
rather than the cost of each service 
furnished within the day. 

Comment: One commenter requested 
that the same provisions given to rural 
hospital outpatient departments also be 
given to rural CMHCs. 

Response: We believe the commenter 
may be referring to the statutory hold 
harmless provisions. Section 
1833(t)(7)(D) of the Act authorizes such 
payments, on a permanent basis, for 
children’s hospitals and cancer 
hospitals and, through CY 2005, for 
rural hospitals having 100 or fewer beds 
and sole community hospitals in rural 
areas. Section 1866(t)(7)(D) of the Act 
does not authorize hold harmless 
payments to CMHC providers. 

Comment: We received several 
comments from CMHCs stating that 
their costs are higher as hospitals can 
share and spread their costs to other 
departments. These commenters also 
indicated that the CMHC patient acuity 
level is more intense than the hospital 
patients as hospital outpatient 
departments need only provide 1 or 2 
therapies, yet still receive the full per 
diem. 

Response: By definition, a PHP bill 
must have at least 3 partial 
hospitalization HCPCS codes for each 
day of service, one of which must be a 
psychotherapy HCPCS code (other than 
brief psychotherapy). This requirement 
is applied to all partial hospitalization 
bills, whether provided in an outpatient 
hospital department or in a CMHC. 
Therefore, hospital outpatient 
departments must provide the same 
level of program intensity and must 
provide for the same level of patient 

acuity as CMHCs in order to receive 
payment. 

Comment: A few commenters 
requested that CMS revise the CMHC 
cost report form (CMS–2088) to include 
a field which allows the CMHC to report 
its Medicare PHP days. They also 
recommended that we revise settlement 
worksheet D on the CMS–2088 to 
include new fields that display the 
Medicare PHP cost per day and separate 
PHP reimbursement between outlier and 
non-outlier reimbursement (since the 
current cost report form commingles 
both types of reimbursement). Finally, 
the commenters recommended that we 
revise the CMHC Provider Statistical & 
Reimbursement Report Type: 76P to 
include a field which reports actual 
paid Medicare PHP days. 

Response: We appreciate the 
commenters suggestions for improving 
the Medicare cost report for CMHCs. We 
plan to explore these and other 
modifications to improve CMHC cost 
reporting so that we may use CMHC 
data in future ratesetting. 

Comment: A few commenters stated 
that hospitals that offer partial 
hospitalization services should not be 
penalized for the instability in data 
reporting that stems from CMHCs. 

Response: We believe hospitals-based 
PHPs have actually benefited from our 
combining hospital and CMHC data to 
compute the PHP APC rate. The median 
calculated from hospital outpatient 
department PHPs has consistently been 
far less then the median amount that is 
computed for CMHCs. 

Comment: One commenter who 
represents CMHCs expressed frustration 
over several unsuccessful attempts at 
becoming a member of the APC panel. 

Response: The qualifications and 
selection of the APC Panel members is 
outside the scope of this regulation. We 
refer the commenter to http:// 
www.cms.hhs.gov/faca/apc/default.asp 
for information on the APC panel. 

3. Separate Threshold for Outlier 
Payments to CMHCs 

In the November 7, 2003 final rule 
with comment period (68 FR 63469), we 
indicated that, given the difference in 
PHP charges between hospitals and 
CMHCs, we did not believe it was 
appropriate to make outlier payments to 
CMHCs using the outlier percentage 
target amount and threshold established 
for hospitals. There was a significant 
difference in the amount of outlier 
payments made to hospitals and CMHCs 
for PHP. Further analysis indicated the 
use of OPPS outlier payments for 
CMHCs was contrary to the intent of the 
general OPPS outlier policy. Therefore, 
for CYs 2004 and 2005, we established 

a separate outlier threshold for CMHCs. 
We designated a portion of the 
estimated 2.0 percent outlier target 
amount specifically for CMHCs, 
consistent with the percentage of 
projected payments to CMHCs under the 
OPPS in each of those years, excluding 
outlier payments. 

As stated in the November 15, 2004 
final rule with comment period, CMHCs 
were projected to receive 0.6 percent of 
the estimated total OPPS payments in 
CY 2005 (69 FR 65848). The CY 2005 
CMHC outlier threshold is met when the 
cost of furnishing services by a CMHC 
exceeds 3.5 times the PHP APC payment 
amount. The current outlier payment 
percentage is 50 percent of the amount 
of costs in excess of the threshold. 

CMS and the Office of the Inspector 
General are continuing to monitor the 
excessive outlier payments to CMHCs. 
As previously stated, we used CY 2004 
claims data to calculate the CY 2006 per 
diem payment. These data show the 
effect of the separate outlier threshold 
for CMHCs that was effective January 1, 
2004. During CY 2004, the separate 
outlier threshold for CMHCs resulted in 
$1.8 million in outlier payments to 
CMHCs, within the 2.0 percent of total 
OPPS payments identified for CMHCs. 
In contrast, for CY 2003, more than $30 
million was paid to CMHCs in outlier 
payments. We believe this difference in 
outlier payments indicates that the 
separate outlier threshold for CMHCs 
has been successful in keeping outlier 
payments to CMHCs in line with the 
percentage of OPPS payments made to 
CMHCs. 

In the proposed rule, CMHCs were 
projected to receive 0.6 percent of the 
estimated total OPPS payments in CY 
2006. As noted in section II.H. of this 
preamble, for CY 2006, we proposed to 
set the target for hospital outpatient 
outlier payments at 1.0 percent of total 
OPPS payments. We also proposed 
allocate a portion of that 1.0 percent, 0.6 
percent (or 0.006 percent of total OPPS 
payments), to CMHCs for PHP services. 
As discussed in section II.G. below, we 
proposed to set a dollar threshold in 
addition to an APC multiplier threshold 
for hospital OPPS outlier payments. 
However, because PHP is the only APC 
for which CMHCs may receive payment 
under the OPPS, we would not expect 
to redirect outlier payments by 
imposing a dollar threshold. Therefore, 
we did not set a dollar threshold for 
CMHC outliers. We proposed to set the 
outlier threshold for CMHCs for CY 
2006 at 3.45 percent times the APC 
payment amount and the CY 2006 
outlier payment percentage applicable 
to costs in excess of the threshold at 50 
percent. As we did with the hospital 
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outlier threshold, we used hospital 
charge inflation factor to inflate charges 
to CY 2006. 

We received no comments on our 
proposal. As discussed in section II.H, 
using more recent data for this final 
rule, we set the target for hospital 
outpatient outlier payments at 1.0 
percent of total OPPS payments. We 
also allocate a portion of that 1.0 
percent, 0.6 percent (or 0.006 percent of 
total OPPS payments), to CMHCs for 
PHP services. As we proposed, we set a 
dollar threshold in addition to an APC 
multiplier threshold for hospital OPPS 
outlier payments. However, because 
PHP is the only APC for which CMHCs 
may receive payment under the OPPS, 
we would not expect to redirect outlier 
payments by imposing a dollar 
threshold. Therefore, we did not set a 
dollar threshold for CMHC outliers. For 
CY 2006, we set the outlier threshold for 
CMHCs at 3.40 percent times the APC 
payment amount and the CY 2006 
outlier payment percentage applicable 
to costs in excess of the threshold at 50 
percent. As we did with the hospital 
outlier threshold, we used hospital 
charge inflation factor to inflate charges 
to CY 2006. 

C. Conversion Factor Update for CY 
2006 

Section 1833(t)(3)(C)(ii) of the Act 
requires us to update the conversion 
factor used to determine payment rates 
under the OPPS on an annual basis. 
Section 1833(t)(3)(C)(iv) of the Act 
provides that, for CY 2006, the update 
is equal to the hospital inpatient market 
basket percentage increase applicable to 
hospital discharges under section 
1886(b)(3)(B)(iii) of the Act. 

The forecast of the hospital market 
basket increase for FY 2006 published 
in the IPPS final rule on August 12, 
2005, is 3.7 percent (70 FR 47392), 
rather than the 3.2 percent forecast 
published in the IPPS proposed rule on 
May 4, 2005 (70 FR 23384) and 
referenced in the CY 2006 OPPS 
proposed rule. To set the OPPS 
proposed conversion factor for CY 2006, 
we increased the CY 2005 conversion 
factor of $56.983, as specified in the 
November 15, 2004 final rule with 
comment period (69 FR 65842), by 3.7 
percent. 

In accordance with section 
1833(t)(9)(B) of the Act, we further 
adjusted the conversion factor for CY 
2005 to ensure that the revisions we are 
making to our updates by means of the 
wage index are made on a budget 
neutral basis. We calculated a budget 
neutrality factor of 1.001485209 for 
wage index changes by comparing total 
payments from our simulation model 

using the FY 2006 IPPS final wage index 
values to those payments using the 
current (FY 2005) IPPS wage index 
values. In addition, to accommodate the 
rural adjustment discussed in section 
II.G. of this preamble, we calculated a 
budget neutrality factor of 0.99614506 
by comparing payments with the rural 
adjustment to those without. For CY 
2006, we estimate that allowed pass- 
through spending will equal 
approximately $45.5 million, which 
represents 0.17 percent of total OPPS 
projected spending for CY 2006. The 
conversion factor is also adjusted by the 
difference between the 2.0 percent pass- 
through set-aside and the 0.17 percent 
estimate of pass-through spending. 
Finally, decreasing payments for 
outliers to 1.0 percent of total payments, 
as proposed, returned 1.0 percent to the 
conversion factor. 

The market basket increase update 
factor of 3.7 percent for CY 2006, the 
required wage index budget neutrality 
adjustment of approximately 
1.001485209, the return of 1.0 percent 
in total payments from a reduced outlier 
target, the return of 1.83 percent of the 
pass-through set-aside, and the 
adjustment for the rural payment 
adjustment of 0.99614506 result in a 
conversion factor for CY 2006 of 
$59.511. 

We received several public comments 
on the proposed conversion factor 
update for CY 2006. 

Comment: Several commenters 
requested CMS to revise the market 
basket update included in the final 
OPPS rule to include a 3.7 percent 
market basket update, consistent with 
the IPPS final rule. 

Response: We have used a 3.7 percent 
market basket increase update factor in 
our conversion factor calculation for the 
CY 2006 OPPS update. 

Comment: One commenter suggested 
that CMS increase total payments to 
hospitals by 3.2 percent and not the 1.9 
percent total payment increase 
indicated in the regulatory impact 
analysis section of the proposed rule. 

Response: The 1.9 percent reported in 
column 6 of Table 33 in the regulatory 
analysis section of the proposed rule is 
not the 3.2 percent that appears in 
column 5 because it models all 
payments to hospitals. The 1.9 percent 
reflects the loss of payment for drugs 
outside of OPPS authorized by Pub. L. 
108–173, that expires in CY 2006. The 
statute requires CMS to take into 
account, for purposes of establishing a 
budget neutral CY 2006 update, the 
additional costs associated with 
payments for specified covered 
outpatient drugs. The regulatory impact 
analysis accompanying this final rule 

with comment period demonstrates a 
similar loss. The market basket increase 
update factor of 3.7 percent is offset by 
the drug payments in CY 2006 that were 
made outside the system in CY 2005, to 
result in an overall increase of 2.2 
percent. 

Accordingly, we are finalizing the 
conversion factor update for CY 2006 of 
$59.511. 

D. Wage Index Changes for CY 2006 
Section 1833(t)(2)(D) of the Act 

requires the Secretary to determine a 
wage adjustment factor to adjust, for 
geographic wage differences, the portion 
of the OPPS payment rate and the 
copayment standardized amount 
attributable to labor and labor-related 
cost. This adjustment must be made in 
a budget neutral manner. As we have 
done in prior years, we proposed to 
adopt the IPPS wage indices and extend 
these wage indices to TEFRA hospitals 
that participate in the OPPS but not the 
IPPS. 

As discussed in section II.A. of this 
preamble, we standardize 60 percent of 
estimated costs (labor-related costs) for 
geographic area wage variation using the 
IPPS wage indices that are calculated 
prior to adjustments for reclassification 
to remove the effects of differences in 
area wage levels in determining the 
OPPS payment rate and the copayment 
standardized amount. 

As published in the original OPPS 
April 7, 2000 final rule (65 FR 18545), 
OPPS has consistently adopted the final 
IPPS wage indices as the wage indices 
for adjusting the OPPS standard 
payment amounts for labor market 
differences. As initially explained in the 
September 8, 1998 OPPS proposed rule, 
we believed and continue to believe that 
using the IPPS wage index as the source 
of an adjustment factor for OPPS is 
reasonable and logical, given the 
inseparable, subordinate status of the 
hospital outpatient within the hospital 
overall. In accordance with section 
1886(d)(3)(E) of the Act, the IPPS wage 
index is updated annually. In the CY 
2006 OPPS proposed rule, in 
accordance with our established policy, 
we proposed to use the FY 2006 final 
version of these wage indices with any 
corrections posted on the CMS Web site, 
to determine the wage adjustments for 
the OPPS payment rate and copayment 
standardized amount that we will 
publish in our final rule for CY 2006. 

We note that the FY 2006 IPPS wage 
indices continue to reflect a number of 
changes implemented in FY 2005 as a 
result of the new OMB standards for 
defining geographic statistical areas, the 
implementation of an occupational mix 
adjustment as part of the wage index, 
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and new wage adjustments provided for 
under Pub. L. 108–173. The following is 
a brief summary of the proposed 
changes in the FY 2005 IPPS wage 
indices, continued for FY 2006, and any 
adjustments that we are applying to the 
OPPS for CY 2006. We refer the reader 
to the FY 2006 IPPS final rule (70 FR 
47363 through 47387, August 12, 2005) 
for a detailed discussion of the changes 
to the wage indices. In this final rule 
with comment period, we are not 
reprinting the FY 2006 IPPS wage 
indices referenced in the discussion 
below, with the exception of the out- 
migration wage adjustment table 
(Addendum L of this final rule with 
comment period). We refer readers to 
the CMS Web site for the OPPS at 
http://www.cms.hhs.gog/providers/ 
hopps. At this Web site, the reader will 
find a link to the FY 2006 IPPS wage 
indices tables and any corrections made 
to them. 

1. The continued use of the new Core 
Based Statistical Areas (CBSAs) issued 
by the Office of Management and 
Budget (OMB) as revised standards for 
designating geographical statistical areas 
based on the 2000 Census data, to define 
labor market areas for hospitals for 
purposes of the IPPS wage index. The 
OMB revised standards were published 
in the Federal Register on December 27, 
2000 (65 FR 82235), and OMB 
announced the new CBSAs on June 6, 
2003, through an OMB bulletin. In the 
FY 2005 hospital IPPS final rule, CMS 
adopted the new OMB definitions for 
wage index purposes. In the FY 2006 
IPPS final rule, we again stated that 
hospitals located in MSAs will be urban 
and hospitals that are located in 
Micropolitan Areas or Outside CBSAs 
will be rural. To help alleviate the 
decreased payments for previously 
urban hospitals that became rural under 
the new MSA definitions, we allowed 
these hospitals to maintain their 
assignment to the MSA where they 
previously had been located for the 3- 
year period from FY 2005 through FY 
2007. To be consistent with IPPS, we 
will continue the policy we began in CY 
2005 of applying the same criterion to 
TEFRA hospitals paid under the OPPS 
but not under the IPPS and to maintain 
that MSA designation for determining a 
wage index for the specified period. 
Beginning in FY 2008, these hospitals 
will receive their statewide rural wage 
index, although those hospitals paid 
under the IPPS will be eligible to apply 
for reclassification. In addition to this 
‘‘hold harmless’’ provision, the FY 2005 
IPPS final rule implemented a 1-year 
transition for hospitals that experienced 
a decrease in their FY 2005 wage index 

compared to their FY 2004 wage index 
due solely to the changes in labor 
market definitions. These hospitals 
received 50 percent of their wage 
indices based on the new MSA 
configurations and 50 percent based on 
the FY 2004 labor market areas. In the 
FY 2006 IPPS final rule, we discussed 
the cessation of the 1-year transition and 
announced that hospitals will receive 
100 percent of their wage index based 
upon the new CBSA configurations 
beginning in FY 2006. Again, for the 
sake of consistency with IPPS, TEFRA 
hospitals will receive 100 percent of 
their wage index based upon the new 
CBSA configurations beginning in CY 
2006. 

2. We are applying the occupational 
mix adjustment for FY 2006 IPPS to 10 
percent of the average hourly wage and 
leave 90 percent of the average hourly 
wage unadjusted for occupational mix. 
As noted in the FY 2006 IPPS final rule, 
we are, essentially, using the same CMS 
Wage Index Occupational Mix Survey 
and Bureau of Labor Statistics data to 
calculate the adjustment. Because there 
are no significant differences between 
the FY 2005 and the FY 2006 
occupational mix survey data and 
results, we believe it is appropriate to 
adopt the IPPS rule and apply the same 
occupational mix adjustment to 10 
percent of the FY 2006 wage index. 

3. The reclassifications of hospitals to 
geographic areas for purposes of the 
wage index. For purposes of the OPPS 
wage index, we are adopting all of the 
IPPS reclassifications for FY 2006, 
including reclassifications that the 
Medicare Geographic Classification 
Review Board (MGCRB) approved under 
the one-time appeal process for 
hospitals under section 508 of Pub. L. 
108–173. We note that section 508 
reclassifications will terminate March 
31, 2007. 

4. We are continuing to apply an 
adjustment to the wage index to reflect 
the ‘‘out-migration’’ of hospital 
employees who reside in one county but 
commute to work in a different county 
with a higher wage index, in accordance 
with section 505 of Pub. L. 108–173 (FY 
2006 IPPS final rule (70 FR 47383 and 
47384, August 12, 2005)). Hospitals paid 
under the IPPS located in the qualifying 
section 505 ‘‘out-migration’’ counties 
receive a wage index increase unless 
they have already been reclassified 
under section 1886(d)(10) of the Act, 
redesignated under section 
1886(d)(8)(B) of the Act, or reclassified 
under section 508. As discussed in the 
FY 2006 IPPS final rule, we finalized 
our policy that reclassified hospitals not 
receive the out-migration adjustment 
unless they waive their reclassified 

status. For OPPS purposes, we are 
continuing our policy from CY 2005 to 
apply the same 505 criterion to TEFRA 
hospitals paid under the OPPS but not 
paid under the IPPS. Because TEFRA 
hospitals cannot reclassify under 
sections 1886(d)(8) and 1886(d)(10) of 
the Act or section 508, they are eligible 
for the out-migration adjustment. 
Therefore, TEFRA hospitals located in a 
qualifying section 505 county will also 
receive an increase to their wage index 
under OPPS. Addendum L to this final 
rule with comment period lists all 
hospitals that will receive an out- 
migration adjustment to their wage 
index in 2006 including TEFRA 
hospitals that will receive an out- 
migration adjustment under this OPPS 
final rule with comment period. (See 
also Table 4J of the Addendum to the 
FY 2006 IPPS final rule). 

We used the final FY 2006 IPPS 
indices to adjust the payment rates and 
coinsurance amounts that are included 
in this OPPS final rule with comment 
period for CY 2006. With the exception 
of reclassifications resulting from the 
implementation of the one-time appeal 
process under section 508 of Pub. L. 
108–173, all changes to the wage index 
resulting from geographic labor market 
area reclassifications or other 
adjustments must be incorporated in a 
budget neutral manner. Accordingly, in 
calculating the OPPS budget neutrality 
estimates for CY 2006, we have 
included the wage index changes that 
result from MGCRB reclassifications, 
implementation of section 505 of Pub. L. 
108–173, and other refinements made in 
the FY 2006 IPPS final rule, such as the 
hold harmless provision for hospitals 
changing status from urban to rural 
under the new CBSA geographic 
statistical area definitions. However, 
section 508 set aside $900 million to 
implement the section 508 
reclassifications. We considered the 
increased Medicare payments that the 
section 508 reclassifications would 
create in both the IPPS and OPPS when 
we determined the impact of the one- 
time appeal process. Because the 
increased OPPS payments already 
counted against the $900 million limit, 
we did not consider these 
reclassifications when we calculated the 
OPPS budget neutrality adjustment. 

We received two public comments on 
the application of the FY 2006 IPPS 
wage indices under the OPPS. 

Comment: One commenter supported 
our proposal to extend the IPPS wage 
indices to OPPS because this simplifies 
payment for hospitals. 

One commenter suggested that OPPS 
use different labor share percentages for 
hospitals with a wage index below 1.0 
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and hospitals with a wage index above 
1.0. The commenter specifically cited 
the requirement in Pub. L. 108–173 that 
IPPS use a larger labor share percentage 
for hospitals with wage indexes over 1.0 
and a relatively smaller labor share 
percentage for hospitals with wage 
indexes less than 1.0. This commenter 
specifically requested that CMS use a 
labor share of 50 percent for hospitals 
with wage indexes less than 1.0. 

Response: Section 403 of Pub. L. 108– 
173 requires that IPPS hospitals be paid 
using a labor-related share of 62 percent 
unless this labor-related share would 
result in lower payments than would 
otherwise be made. Unlike IPPS, OPPS 
has no mandate to reduce the labor- 
related share. The OPPS labor-related 
share was determined through 
regression analyses conducted for the 
initial OPPS proposed rule (63 FR 
47581, September 8, 1998). Those 
analyses identified 60 percent as the 
appropriate labor share for outpatient 
services. We confirmed that this labor- 
related share is still appropriate during 
our regression analysis for the payment 
adjustment for rural hospitals in this 
final rule. In these regression equations, 
the coefficient of the hospital wage 
index is the estimated percentage 
change in unit costs attributable to a 1 
unit percent increase in the wage index, 
which is an estimate of the share of 
outpatient unit costs attributable to 
labor. Both Table 5 and Table 6 in 
section II.G. of this preamble indicate a 
coefficient of 63 percent for the wage 
index. In light of both analyses, we 
believe that the current 60 percent 
labor-related share remains appropriate 
for OPPS payment purposes. 

After carefully considering the public 
comments received, we are finalizing 
our wage index adjustment policy for 

CY 2006 OPPS as proposed without 
modification. 

E. Statewide Average Default Cost-to- 
Charge Ratios (CCRs) 

CMS uses CCRs to determine outlier 
payments, payments for pass-through 
devices, and monthly interim 
transitional corridor payments under 
the OPPS. Some hospitals do not have 
a valid CCR. These hospitals include, 
but are not limited to, hospitals that are 
new and have not yet submitted a cost 
report, hospitals that have a CCR that 
falls outside predetermined floor and 
ceiling thresholds for a valid CCR, or 
hospitals that have recently given up 
their all-inclusive rate status. Last year, 
we updated the default urban and rural 
CCRs for CY 2005 in our final rule, 
published on November 15, 2004 (69 FR 
65821 through 65825). As we proposed, 
in this final rule with comment period, 
we have updated the default ratios using 
the most recent cost report data for CY 
2006. 

We calculated the statewide default 
CCRs using the same CCRs that we use 
to adjust charges to costs on claims data. 
Table 3 of the proposed rule (70 FR 
42696) listed the proposed CY 2006 
default urban and rural CCRs by State. 
These CCRs are the ratio of total costs 
to total charges from each provider’s 
most recently submitted cost report, for 
those cost centers relevant to outpatient 
services. We also adjusted these ratios to 
reflect final settled status by applying 
the differential between settled to 
submitted costs and charges from the 
most recent pair of settled to submitted 
cost reports. 

For the proposed rule, 80.79 percent 
of the submitted cost reports 
represented data for CY 2003. We have 
since updated the cost report data we 
use to calculate cost to charge ratios 

with additional submitted cost reports 
for CY 2004. For the final rule, 51.66 
percent, the majority of the submitted 
reports utilized in the default ratio 
calculation, were for CY 2003. We only 
used valid CCRs to calculate these 
default ratios. That is, we removed the 
CCRs for all-inclusive hospitals, CAHs, 
and hospitals in Guam and the U.S. 
Virgin Islands because these entities are 
not paid under the OPPS, or in the case 
of all-inclusive hospitals, because their 
CCRs are suspect. We further identified 
and removed any obvious error CCRs 
and trimmed any outliers. We limited 
the hospitals used in the calculation of 
the default CCRs to those hospitals that 
billed for services under the OPPS 
during CY 2003. 

Finally, we calculated an overall 
average CCR, weighted by a measure of 
volume for CY 2003, for each State 
except Maryland. This measure of 
volume is the total lines on claims and 
is the same one that we use in our 
impact tables. For Maryland, we used an 
overall weighted average CCR for all 
hospitals in the Nation as a substitute 
for Maryland CCRs, which appeared in 
Table 3. Very few providers in Maryland 
are eligible to receive payment under 
the OPPS, which limits the data 
available to calculate an accurate and 
representative CCR. The overall 
decrease in default statewide CCRs can 
be attributed to the general decline in 
the ratio between costs and charges 
widely observed in the cost report data. 

We did not receive any public 
comments concerning the proposed 
statewide average default CCRs. 
Therefore, we are finalizing them as 
shown in Table 3 below for OPPS 
services furnished on or after January 1, 
2006. 
BILLING CODE 4120–01–C 
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BILLING CODE 4120–01–P 

F. Expiring Hold Harmless Provision for 
Transitional Corridor Payments for 
Certain Rural Hospitals 

When the OPPS was implemented, 
every provider was eligible to receive an 
additional payment adjustment 
(transitional corridor payment) if the 
payments it received for covered OPD 
services under the OPPS were less than 
the payments it would have received for 
the same services under the prior 

reasonable cost-based system (section 
1833(t)(7) of the Act). Section 1833(t)(7) 
of the Act provides that the transitional 
corridor payments are temporary 
payments for most providers, with two 
exceptions, to ease their transition from 
the prior reasonable cost-based payment 
system to the OPPS system. Cancer 
hospitals and children’s hospitals 
receive the transitional corridor 
payments on a permanent basis. Section 
1833(t)(7)(D)(i) of the Act originally 

provided for transitional corridor 
payments to rural hospitals with 100 or 
fewer beds for covered OPD services 
furnished before January 1, 2004. 
However, section 411 of Pub. L. 108– 
173 amended section 1833(t)(7)(D)(i) of 
the Act to extend these payments 
through December 31, 2005, for rural 
hospitals with 100 or fewer beds. 
Section 411 also extended the 
transitional corridor payments to SCHs 
located in rural areas for services 
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furnished during the period that begins 
with the provider’s first cost reporting 
period beginning on or after January 1, 
2004, and ends on December 31, 2005. 
Accordingly, the authority for making 
transitional corridor payments under 
section 1833(t)(7)(D)(i) of the Act, as 
amended by section 411 of Pub. L. 108– 
173, will expire for rural hospitals 
having 100 or fewer beds and SCHs 
located in rural areas on December 31, 
2005. For CY 2006, transitional corridor 
payments will continue to be available 
to cancer and children’s hospitals. (We 
note that the succeeding section II.G. of 
this preamble discusses an additional 
provision of section 411 of Pub. L. 108– 
173 that related to a study to determine 
appropriate adjustment to payments for 
rural hospitals under the OPPS 
beginning January 2006.) 

We received four public comments 
concerning this hold harmless policy. 

Comment: The commenters expressed 
concern about the impact that the 
expiration of the transitional corridor 
hold harmless payments would have on 
small rural hospitals because these are 
vulnerable facilities that provide 
important access to care in their 
communities. 

One commenter recommended that 
the provision be expanded to 
permanently extend the hold harmless 
payments to small rural hospitals and 
rural SCHs, as is currently the case for 
cancer hospitals and children’s 
hospitals. Two commenters referenced 
efforts by a large hospital association to 
work with Congress on legislation to 
provide for this expansion. 

Response: We appreciate the 
comments that were submitted and we 
have carefully reviewed each of them. 
As the commenters acknowledge, 
section 1833(t)(7)(D) of the Act, as 
amended by section 411 of Pub. L. 108– 
173, provides that OPPS transitional 
corridor payments will expire for rural 
hospitals having 100 or fewer beds and 
SCHs located in rural areas on 
December 31, 2005. Therefore, we are 
providing for the termination of these 
payments in this final rule with 
comment period. However, as noted in 
section II.G. of this final rule with 
comment period, we are providing a 7.1 
percent adjustment for rural sole 
community hospitals in accordance 
with section 411 of Pub. L. 108–173. 

G. Adjustment for Rural Hospitals 
Section 411 of Pub. L. 108–173 added 

a new paragraph (13) to section 1833(t) 
of the Act. New section 1833(t)(13)(A) 
specifically instructs the Secretary to 
conduct a study to determine if rural 
hospital outpatient costs exceed urban 
hospital outpatient costs. Moreover, 

under new section 1833(t)(13)(B) of the 
Act, the Secretary is given authorization 
to provide an appropriate adjustment to 
rural hospitals by January 1, 2006, if 
rural hospital costs are determined to be 
greater than urban hospital costs. 

As described in our CY 2006 OPPS 
proposed rule, we used regression 
analysis to study the differences in 
outpatient cost per unit between rural 
and urban hospitals because we 
believed that a simple comparison of 
unit costs would not capture the myriad 
of factors that contribute to observed 
costs, including labor supply, 
complexity, and volume of services. For 
this final rule with comment period, we 
reran these regression analyses that we 
conducted in the proposed rule and 
conducted additional analyses in 
response to issues raised in public 
comments. 

For this final rule with comment 
period, our regression analysis included 
all 4,088 hospitals billing under OPPS 
for which we could model accurate cost 
per unit estimates. For each hospital, 
total outpatient costs and descriptive 
information were derived from a more 
complete set of CY 2004 Medicare 
claims than was used in the analysis for 
the proposed rule and the hospital’s 
most recently submitted cost report. The 
description of claims used, our 
methodology for creating costs from 
charges, and a description of the 
specific hospitals included in our 
modeling are discussed in section II. A. 
of this preamble. We excluded 
separately payable drugs and 
biologicals, services receiving pass- 
through payments, and any service paid 
under a separate payment system from 
our analysis. We excluded the 49 
hospitals in Puerto Rico because their 
wage indices and unit costs are so 
different that they would have skewed 
results. Finally, we excluded facilities 
whose unit outpatient costs were 
outside of 3 standard deviations from 
the geometric mean unit outpatient cost. 

We calculated the total unit 
outpatient cost for each hospital by 
dividing total outpatient cost by the 
total number of APC units discounted 
for the joint performance of multiple 
surgical procedures. (See section II.G.1. 
below for a definition of discounted 
units.) As in the analysis for the 
proposed rule, we modeled both 
explanatory and payment regression 
models. In an ‘‘explanatory model’’ 
approach, all variables that are 
hypothesized to be important 
determinants of cost are included in the 
cost regression, whether or not they are 
going to be used as payment 
adjustments. We used the explanatory 
regression models to assess which class 

of rural hospitals, if any, is significantly 
more costly than urban hospitals. In a 
‘‘payment model’’ approach, the only 
independent variables included in the 
cost regression are those variables 
considered for payment adjustments. 
We used the payment model to 
determine the amount of the adjustment 
for any class of hospitals identified as 
significantly more costly in the 
explanatory model. The regression 
equations for both models were 
specified in double logarithmetic form. 
The dependent variable in the 
explanatory regression equation was 
unit outpatient cost. The dependent 
variable in the payment regressions was 
standardized unit outpatient costs, that 
is, unit outpatient costs adjusted to 
reflect unit payment by dividing 
through by the provider’s service-mix 
index which was adjusted by the 
provider’s wage index. The service-mix 
index is a measure of the resource 
intensity of services provided by each 
hospital. Both regression equation 
models included quantitative 
independent variables transformed into 
natural logarithms and categorical 
independent variables. Categorical 
independent (dummy) variables 
included hospital characteristics such as 
rural location or type of hospital (short 
stay or specialty hospital). In regression 
analysis, dummy variables capture the 
difference in means of the dependent 
variable in the class of hospitals of 
interest and all other hospitals, holding 
all other variables in the equation 
constant. 

1. Factors Contributing to Unit Cost 
Differences Between Rural Hospitals 
and Urban Hospitals and Associated 
Explanatory Variables 

For this final rule with comment 
period, we retained the same set of 
explanatory variables as used in the 
regression analysis for the proposed rule 
because we believe that these variables 
capture the most important factors 
contributing to differences in unit costs 
between rural and urban hospitals. 

• First, unit outpatient costs are 
expected to vary directly with the prices 
of inputs used to produce outpatient 
services, especially labor. Wage rates 
tend to be lower in rural areas than in 
urban areas. We used the OPPS hospital 
wage index for CY 2006 as our measure 
of relative differences in labor input 
costs. 

• Second, there may be economies of 
scale in producing outpatient services, 
which imply that unit costs will vary 
inversely with the volume of outpatient 
services provided. We used the total 
number of discounted units as our 
indicator of volume. Discounted units 
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are the total number of units after we 
adjust for the multiple procedure 
reduction of 50 percent that applies to 
payment for surgical services when two 
surgical procedures are performed 
during the same operative session. For 
example, if a procedure is paid at 100 
percent of payment 1,000 times and the 
same procedure is paid at 50 percent of 
payment 100 times, the discounted 
units for that procedure equal 1,050 
units (the sum of 1,000 units at full 
payment plus 100 units at 50 percent 
payment). 

• Third, independent of the volume 
of outpatient services, hospitals that 
provide more complex outpatient 
services are expected to have higher 
unit costs than hospitals with less 
complex service-mixes. Typically, 
greater complexity involves a 
combination of higher equipment and 
labor costs. Rural hospitals usually have 
less volume and perform less complex 
services than urban hospitals. We used 
a service-mix index defined as the ratio 
of the number of discounted units 
weighted by APC relative weights 
divided by the number of unweighted 
discounted units as our measure of 
complexity. The service-mix index 
reflects the average APC weight of each 
facility’s outpatient services. From our 
analysis, we also believe that the 

number of beds captures variation in 
unit costs attributable to the additional 
complexity of services performed by a 
hospital that is not explained by their 
service mix index. 

• Fourth, the size of a hospital may 
influence the volume and service-mix of 
outpatient services. Large hospitals 
generally provide a wider range of more 
complex services than do small 
hospitals. Large hospitals may also have 
larger volumes in ancillary departments 
that are shared between outpatient and 
inpatient services, and as a result, 
benefit from greater economies of scale 
than do small hospitals. Rural hospitals 
tend to be smaller than urban hospitals. 
Our primary measure of outpatient 
volume is discounted units of APCs, 
which only reflects the volume of 
Medicare services paid under the 
outpatient PPS. This measure does not 
include the inpatient utilization of 
shared ancillary departments or non- 
Medicare outpatient services. For all of 
these reasons, it seems appropriate to 
include a broader measure of facility 
size in the explanatory regression 
model. Therefore, as explained below, 
we used the total number of facility 
beds to measure facility size. Unit 
outpatient costs may be positively or 
negatively related to facility size 
depending on whether complexity 

effects, noted above, or scale economies 
are more important. 

• In addition to the above factors, we 
included additional categorical 
variables to indicate the types of 
specialty hospitals that participate in 
OPPS, specifically cancer, children’s, 
long-term care, rehabilitation, and 
psychiatric hospitals because we do not 
believe that the costs, volume, and 
service-mix associated with these 
hospitals looks like the costs, volume, 
and service mix of a typical OPPS 
provider. 

• Finally, we included several 
categorical variables for rural/urban 
location and type of rural hospital to 
capture variation unexplained by the 
other independent variables in the 
model. Urban hospitals are the reference 
group for all of the different types of 
hospitals examined included in the 
regressions equations below. Table 4 
provides descriptive statistics for the 
dependent variables and key 
independent variables by urban and 
rural status. Without controlling for the 
other influences on per unit cost, rural 
hospitals have a lower cost per unit than 
urban hospitals. However, when 
standardized for the service-mix wage 
indices, average unit costs are nearly 
identical between urban and rural 
hospitals. 

TABLE 4.—MEANS AND STANDARD DEVIATIONS (IN PARENTHESIS) FOR KEY VARIABLES BY RURAL AND URBAN LOCATION 

Variable 

Rural Urban 

Means Standard 
Deviation Means Standard 

Deviation 

Unit Outpatient Cost ........................................................................................................ $157.57 ($64.94) $188.76 ($93.53) 
Standardized Unit Outpatient Cost .................................................................................. $75.51 ($55.70) $73.54 ($40.98) 
Wage Index ...................................................................................................................... 0.8807 (0.1012) 1.0212 (0.1479) 
Service-Mix Index ............................................................................................................ 2.3636 (0.9357) 2.7544 (1.6037) 
Outpatient Volume ........................................................................................................... 21,021 (21,770) 38,469 (46,925) 
Beds ................................................................................................................................. 78 (56) 196 (170) 
Number of Hospitals ........................................................................................................ 1,206 .................... 2,882 

2. Results 

For this final rule with comment 
period, we began our analysis by 
rerunning the regression models that we 
had examined for the proposed rule. As 
a group, all rural hospitals continue to 
demonstrate weak evidence of slightly 
higher unit costs than urban hospitals, 
after controlling for labor input prices, 
service-mix complexity, volume, facility 
size, and type of hospital. In the 
explanatory model, regressing unit costs 
on all of the independent variables 
discussed above, the coefficient for the 
rural categorical variable was 0.024 
(p=0.0613). If the unit costs of rural 
hospitals are the same as the unit costs 
of urban hospitals, the probability of 

observing a value as extreme as or more 
extreme than 2.4 percent would be 
approximately 6 percent or less. This 
suggests that rural hospitals are 
approximately 2.4 percent more costly 
than urban hospitals after accounting for 
the impact of other explanatory 
variables. This is the same coefficient 
observed in the regression analyses for 
the proposed rule. The results of this 
regression appear in Table 5. This 
regression demonstrated reasonably 
good explanatory power with an 
adjusted R2 of 0.54 (rounded). Adjusted 
R2 is the percentage of variation in the 
dependent variable explained by the 
independent variables and is a standard 
measure of how well the regression 

model fits the data. The regression 
coefficients of the key explanatory 
variables all move in the expected 
direction: positive for the wage index, 
indicating that rural hospitals can be 
expected to have lower unit outpatient 
costs because they tend to be located in 
areas with lower wage rates; positive for 
the outpatient service-mix index, 
consistent with the hypothesis that rural 
hospitals’ less complex outpatient 
service-mixes result in lower unit costs 
than those of the typical urban hospital; 
negative for outpatient service volume, 
implying that, on average, rural 
hospitals’ lower service volumes are a 
source of higher unit cost compared to 
urban hospitals; and positive for the 
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facility size variable (beds), suggesting 
that facility size is more reflective of 
complexity than any economies of scale. 

The payment regression that 
accompanies this explanatory model 

indicates an adjustment for all rural 
hospitals of 4.3 percent. 
BILLING CODE 4120–01–P 

BILLING CODE 4120–01–C 

As we did for our proposed rule, we 
divided rural hospitals into categories 
that reflected their eligibility for the 
expiring hold harmless provision under 
section 1833(t)(7)(D) of the Act in order 
to determine whether the small 
difference in costs was uniform across 
classes of rural hospitals or whether all 
of the variation was attributable to a 
specific type of rural hospitals. 
Specifically, we divided rural hospitals 
into rural SCHs, rural hospitals with 100 
or fewer beds that are not rural SCHs, 
and other rural hospitals. The first two 
categories of rural hospitals are 
currently eligible for payments under 
the expiring hold harmless provision. 

As indicated in the proposed rule, we 
found that rural SCHs demonstrated 
significantly higher cost per unit than 

urban hospitals after controlling for 
labor input prices, service-mix 
complexity, volume, facility size, and 
type of hospital. The results of this 
regression appear in Table 6. With the 
exception of the new rural variables, the 
independent variables have the same 
sign and significance as in Table 5. 
Rural SCHs have a positive and 
significant coefficient. The rural SCH 
variable has an explanatory regression 
coefficient of 0.06044 and an observed 
probability of 0.0003. If the unit costs of 
rural SCHs are the same as those of 
urban hospitals, the probability of 
observing a value as extreme or more 
extreme than 6.2 percent would be less 
than 0.1 percent. This is sufficient 
evidence to accept that rural SCHs are 
more costly than urban hospitals, 
holding all other variables constant. 

Notably, we observe no significant 
difference between all small rural 
hospitals with 100 or fewer beds and 
urban hospitals or between other rural 
hospitals and urban hospitals. In the 
explanatory regression presented in 
Table 6, the dummy variable for small 
rural hospitals has an observed 
coefficient of 0.01203 and an associated 
probability of 0.4748. If the unit costs of 
small rural hospitals are the same as 
those of urban hospitals, the probability 
of observing a value as extreme or more 
extreme than 1.2 percent would be less 
than 50 percent. With such a high 
probability, there is insufficient 
evidence to conclude that rural 
hospitals with 100 or fewer beds are 
more costly than urban hospitals, 
holding all other variables constant. The 
results are almost identical when 
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volume and facility size are not 
included in the equation. Finally, the 
dummy variable for other rural hospitals 
has an observed coefficient of ¥0.01646 
and an associated probability of 0.4545. 
If the unit costs of other rural hospitals 
are the same as those of urban hospitals, 

the probability of observing a value as 
extreme or more extreme than ¥1.7 
percent would be less than 50 percent. 
These results are also present when 
facility size and volume are not 
included in the equation. As with small 
rural hospitals, this is insufficient 

evidence to conclude that other rural 
hospitals are more costly than urban 
hospitals. Further, for this group of rural 
hospitals, the coefficient is negative, 
indicating lower cost per unit. 

Based on the above analysis, we 
continue to believe that a payment 
adjustment for rural SCHs is warranted. 
The accompanying payment regression, 
also appearing in Table 6, indicates a 
cost impact of 7.1 percent. Thus, in 
accordance with the authority provided 
in section 1833(t)(13)(B) of the Act, as 
added by section 411 of Pub. L. 108– 
173, we are implementing a 7.1 percent 
payment increase for rural SCHs for CY 
2006. This adjustment will apply to all 
services and procedures paid under the 
OPPS, excluding drugs, biologicals, and 
services paid under the pass-through 
payment policy. As stated in the 
proposed rule, this adjustment is budget 

neutral, and will be applied before 
calculating outliers and coinsurance. 
We will not reestablish the adjustment 
amount on an annual basis, but we may 
review the adjustment in the future, and 
if appropriate, may revise the 
adjustment. Additional descriptive 
statistics are available on the CMS Web 
site. 

We received 19 public comments 
concerning these results. 

Comment: Several commenters 
supported our proposed payment 
increased for rural SCHs of 6.6 percent. 

Response: We appreciate the 
commenters’ support. As we discussed 
above, based on our most recent 

analysis, we are implementing an 
adjustment of 7.1 percent in this final 
rule with comment period. We believe 
that an adjustment at this level remains 
consistent with the views expressed by 
the commenters. 

Comment: Several commenters 
expressed concern that the regression 
analysis, as presented, does not 
separately set out the regression results 
for rural hospitals with 100 or fewer 
beds that are not rural SCHs. They 
indicate that, while CMS stated that this 
class of hospitals did not demonstrate 
significance in the explanatory 
regression analyses, it did not 
definitively display these results. The 
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commenters highlighted the importance 
of showing these results because these 
are the facilities that will be losing their 
hold harmless protection in CY 2006. 
One of the commenters cited MedPAC’s 
2005 Report to Congress, which noted 
that previous MedPAC research 
indicated higher costs for low-volume 
hospitals which are predominantly 
rural. The commenters urged CMS to 
specifically report the regression results 
with small rural hospitals with 100 or 
fewer beds identified separately. 

Response: We agree with the 
commenters that we should identify 
small rural hospitals with 100 or fewer 
beds separately in the analysis. The 
results in Table 6 demonstrate that 
small rural hospitals with 100 or fewer 
beds do not appear to have unit costs 
different from those of urban hospitals 
after controlling for other contributors to 
unit cost, including volume. 

Comment: Several commenters 
requested clarification on the definition 
of rural in order to assess which 
hospitals would be eligible for the rural 
adjustment. The commenters asked: 
Would a SCH located in a rural area that 
has been reclassified for wage index 
purposes into an urban area be eligible 
for the SCH adjustment? Would a SCH 
located in an urban area that has been 
reclassified for wage index purposes 
into a rural area be eligible for the SCH 
adjustment? 

Response: SCHs will be considered 
rural for the rural adjustment, and for 
purposes of the OPPS rural adjustment 
only, under section 1833(t)(13)(B) of the 
Act if a hospital is geographically 
located in a rural area or has been 
reclassified to a rural area for wage 
index purposes. Therefore, a SCH 
located in a rural area that has been 
reclassified for wage index purposes 
into an urban area will be eligible for 
the adjustment, regardless of whether 
the SCH has been reclassified to an 
urban area for wage index purposes. In 
addition, a SCH located in an urban area 
that has been reclassified for wage index 
purposes into a rural area also will be 
eligible for the adjustment. New 
§ 419.43(g)(1)(ii) of the regulations, 
which we are finalizing in this final rule 
with comment period, will provide that 
an SCH is eligible for the adjustment if 
the hospital is ‘‘located in a rural area 
as defined in § 412.64(b) of this chapter 
or is treated as being located in a rural 
area under § 412.103.’’ To clarify the 
text in response to the comments 
received, we are referencing § 412.103 
in the final regulation text instead of the 
reference to section 1886(d)(8)(E) of the 
Act. This definition of a ‘‘SCH located 
in a rural area’’ only will apply for the 

purposes of the rural adjustment in this 
rule. 

Comment: One commenter asked if 
rural SCHs that are participating in the 
Rural Community Hospital 
Demonstration Program would be 
eligible for the rural adjustment. 

Response: Rural SCHs participating in 
the Rural Community Hospital 
Demonstration Program are eligible to 
receive this rural adjustment. The Rural 
Community Hospital Demonstration 
Program, authorized under section 410A 
of Pub. L 108–173, assesses whether 
rural hospitals will benefit from cost- 
based reimbursement and is limited to 
payment for inpatient services. 
Although SCHs participating in the 
demonstration program are not eligible 
to receive traditional SCH payments 
made under the IPPS, these hospitals 
retain their SCH status. 

Comment: Several commenters 
requested clarification of whether CMS 
intends to make this adjustment 
available beyond CY 2006, and whether 
it intends to reestablish the adjustment 
amount on an annual basis. 

Response: We will not reestablish the 
adjustment amount on an annual basis, 
but we may review the adjustment in 
the future and, if appropriate, revise the 
adjustment. 

Comment: A few commenters 
requested that CMS extend the rural 
adjustment to CMHCs or make some 
other special allowance or provision for 
their rural location. 

Response: Section 1833(t)(13)(A) of 
the Act limits the scope of this analysis 
and any adjustment to comparing rural 
and urban hospitals costs. 

Comment: Several commenters 
requested that CMS extend the proposed 
rural adjustment to all SCHs, not just 
rural hospitals, under its equitable 
adjustment authority in section 
1833(t)(2)(E) of the Act. The 
commenters described the necessary 
access to services that urban SCHs 
provide and highlighted that both urban 
and rural SCHs have been recognized 
for special protections by Congress in 
other payment systems because they are 
the sole source of inpatient hospital 
services reasonably available to 
Medicare beneficiaries. 

One commenter used the public use 
file that CMS provided on its Web site 
and conducted detailed analyses to 
assess the appropriateness of an 
adjustment for urban SCHs. The 
commenter compared urban SCHs, rural 
SCHs, other urban hospitals, and other 
rural hospitals on the number of beds, 
their service mix, and wage index. The 
commenter also conducted regression 
analysis. The first model the commenter 
examined included a variable for rural 

location and a variable for SCH status in 
addition to the other variables used in 
CMS’ explanatory model. The 
commenter reported that the SCH 
variable is significant, suggesting that 
SCHs are more costly than other non- 
SCHs controlling for rural or urban 
status. The commenter concluded that 
the results indicated SCHs are 
significantly more costly than hospitals 
that are not SCHs and that geographic 
location does not influence this finding. 

The same commenter also examined 
an explanatory model that resembled 
CMS’ explanatory model. The 
commenter indicated that this model 
included separate variables for urban 
SCHs, rural SCHs, and all other rural 
hospitals in order to isolate the unit cost 
differences between urban SCHs and 
other hospitals. The commenter 
reported that, in this model, the unit 
costs of urban SCHs were not 
significantly different from urban, non- 
SCH unit costs. With regard to this last 
finding, the commenter suggested that 
the lack of significance is less important 
than the comparability in the magnitude 
of the coefficient for rural and urban 
SCHs, and that both types of hospitals 
have coefficients at 6 percent. Finally, 
the commenter examined the 
significance of the rural indicator in an 
explanatory regression model conducted 
only with SCH hospitals. Within this 
population, the commenter reported 
that all explanatory variables are 
statistically significant, except an 
indicator for rural status, and suggested 
that this finding further supports 
extending the adjustment to urban 
SCHs. The commenter concluded by 
requesting that CMS repeat its 
regression to confirm that SCH status, 
and not geographic location, is 
indicative of higher costs, and if it finds 
this to be true, to appropriately adjust 
for higher costs. 

Response: We do not believe it is 
sufficient to confirm that all SCHs are 
significantly more costly than non- 
SCHs, as the commenter demonstrated 
in its first regression model because the 
statutory authority for this adjustment is 
to be based upon the comparison 
between urban and rural hospitals. The 
regression model that includes a 
variable for SCH status and a variable 
for rural location only confirms that all 
SCHs have higher costs than hospitals 
that are not SCHs and that, having 
controlled for SCH status, rural and 
urban hospitals are not different. Rural 
SCHs comprise 90 percent of all SCH, 
and are the basis for the observed 
significance on the SCH variable. 
Notwithstanding the mandate for this 
rural adjustment, we believe that urban 
SCHs would have to demonstrate strong 
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empirical evidence that they are 
significantly more costly than other 
urban hospitals. We do not find the 
strong empirical evidence supporting an 
adjustment for urban SCHs, as we do for 
rural SCHs. 

In many respects, urban SCHs look 
like urban hospitals on some of the key 
variables presented in Table 4. Urban 
SCHs have a mean cost per unit of 
$183.89, and urban hospitals have a 
mean cost per unit of $188.76. Urban 
SCHs have a mean standardized unit 
cost of $74.01, and all urban hospitals 
have a mean standardized cost of 
$73.54. Finally, urban SCHs have a 
mean volume of 36,714, and urban 
hospitals have a mean volume of 38,469. 
Similar to the commenter, we also ran 
an explanatory regression analysis that 
included urban SCHs as a separate class 
of hospitals in addition to rural SCHs, 
small rural hospitals, and other rural 
hospitals. In these results, the 
coefficient associated with urban SCHs 
was 0.05960 and the associated 
probability was 0.1624. If the unit costs 
of urban SCHs are the same as those of 
urban hospitals, the probability of 
observing a value as extreme or more 
extreme than 6.1 percent would be less 
than 20 percent. We acknowledge the 
commenter’s statement that the size of 
the coefficient on the urban SCH 
dummy variable is comparable to that 
on the dummy variable for rural SCHs. 
However, we do not believe that the size 
of the coefficient is sufficient evidence. 
The lack of significance associated with 
such a large coefficient is attributable to 
the much higher standard error 
accompanying urban SCHs compared to 
rural SCHs. Higher standard error 
indicates that there is large variability in 
unit costs for urban SCHs after 
controlling for all other variables in the 
equation. Some urban SCHs may have 
unit costs as high as rural SCHs, but 
clearly many do not. We believe that 
this observation accounts for the lack of 
significance on the rural variable in the 
commenter’s regression analyses, which 
was limited to the population of SCHs. 

Comment: One commenter requested 
that CMS examine whether the 
outpatient costs of Medicare-Dependent 
Small Rural Hospitals (MDHs), a 
subgroup of rural hospitals, are higher 
than urban hospitals’ outpatient costs, 
and provide an adjustment to payments 
if appropriate. 

Response: We did not find any 
evidence that rural MDHs are more 
costly than urban hospitals. We ran an 
explanatory regression analysis that 
included rural MDHs as a separate class 
of small rural hospitals from other small 
rural hospitals because 90 percent of 
rural MDHs were also small rural 

hospitals. We also included all of the 
other variables in Table 6 above, 
including rural SCHs and other rural 
hospitals. In these results, the 
coefficient associated with rural MDHs 
was ¥0.01955, with an associated 
probability of 0.4438. If the unit costs of 
MDHs are the same as those of urban 
hospitals, the probability of observing a 
value as extreme or more extreme than 
2 percent would be less than 50 percent. 

Comment: One commenter argued 
that CMS excluded variables from the 
regression model that control for 
‘‘financial pressure’’ and ‘‘market 
structure.’’ The commenter argued that 
higher costs can be the result of 
inefficient operations as much as they 
could also be the result of higher input 
costs created by rural location, and that 
measures of financial pressure or market 
structure would capture any variation in 
unit cost attributable to a lack of local 
competition. The commenter suggested 
that SCHs may be inefficient because 
they already have special payment 
status under the IPPS and the OPPS. 
Finally, the commenter suggested that, 
because beneficiaries’ access to care is 
the central objective of any payment 
policy, CMS should consider a low- 
volume adjustment that better captures 
higher costs that the hospital cannot 
control. At the same time, the 
commenter acknowledged that section 
1833(t)(13)(A) of the Act specifically 
requires an analysis of urban and rural 
costs. 

Response: While it is not 
inappropriate to include additional 
variables in the explanatory regression 
analysis, we first note that section 
1833(t)(13)(A) of the Act specifically 
calls a determination of whether costs 
faced by rural hospitals are higher than 
those faced by urban hospitals. For this 
reason, we believe that the model in 
Table 6 ably controls for scale 
efficiencies in a comparison of urban 
and rural costs. Our adjusted R2 of 54 
percent also demonstrates a relatively 
good fit. We acknowledge that some of 
the SCHs eligible for the adjustment 
may also be more costly because of 
inefficiencies due to limited 
competition or because they currently 
receive special payment status under 
the IPPS and the OPPS. However, we 
also agree with the commenter that 
beneficiary access is an important goal. 
We believe that the current model is 
sufficiently robust to identify hospitals 
with significantly higher costs such that 
payment under the OPPS alone might 
impact beneficiary access. The SCH 
status of these hospitals suggests that 
they are important to beneficiary access. 
Rural SCHs receive their designation 
because they are the only, or one of a 

few, sources of care for beneficiaries. 
For example, these hospitals may be the 
only immediately available source of 
emergency services for Medicare 
beneficiaries. 

In accordance with the authority 
provided in section 1833(t)(13)(B) of the 
Act, as added by section 411 of Pub. L. 
108–173, we are finalizing our policy by 
including a payment adjustment for 
rural SCHs of 7.1 percent and finalizing 
the regulation text at § 419.43(g) as 
noted above. 

H. Hospital Outpatient Outlier 
Payments 

Currently, the OPPS pays outlier 
payments on a service-by-service basis. 
For CY 2005, the outlier threshold is 
met when the cost of furnishing a 
service or procedure by a hospital 
exceeds 1.75 times the APC payment 
amount and exceeds the APC payment 
rate plus a $1,175 fixed-dollar 
threshold. We introduced a fixed-dollar 
threshold in CY 2005 in addition to the 
traditional multiple threshold in order 
to better target outliers to those high 
cost and complex procedures where a 
very costly service could present a 
hospital with significant financial loss. 
If a provider meets both of these 
conditions, the multiple threshold and 
the fixed-dollar threshold, the outlier 
payment is calculated as 50 percent of 
the amount by which the cost of 
furnishing the service exceeds 1.75 
times the APC payment rate. For a 
discussion on CMHC outliers, see 
section II.B.3. of this final rule with 
comment period. 

As explained in our CY 2005 final 
rule with comment period (69 FR 
65844), we set our projected target for 
aggregate outlier payments at 2.0 
percent of aggregate total payments 
under the OPPS. Our outlier thresholds 
were set so that estimated CY 2005 
aggregate outlier payments would equal 
2.0 percent of aggregate total payments 
under the OPPS. 

For CY 2006, we proposed to set our 
projected target for aggregate outlier 
payments at 1.0 percent of aggregate 
total payments under the OPPS. A 
portion of that 1.0 percent, an amount 
equal to 0.6 percent of outlier payments, 
would be allocated to CMHCs for partial 
hospitalization program service outliers. 
In support of this decision, we cited 
MedPAC’s March 2004 Report to 
Congress, in which MedPAC 
recommended that Congress pursue the 
statutory change needed to eliminate the 
outlier policy under the OPPS. We 
specifically highlighted several of the 
reasons given by MedPAC for the 
elimination of the outlier policy because 
they are equally applicable to any 
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reduction in the size of the percentage 
of OPPS payments dedicated to outlier 
payments. One of MedPAC’s arguments 
included the very narrow definition of 
many APCs with limited packaging 
frequently resulting in multiple service 
payments for any given claim. In 
addition, we noted that outlier policies 
are susceptible to ‘‘gaming’’ through 
charge inflation and that the OPPS is the 
only ambulatory payment system with 
an outlier policy. Finally, we cited 
MedPAC’s observation that the 
distribution of outlier payments benefits 
some hospital groups more than others. 

In order to ensure that estimated CY 
2006 aggregate outlier payments would 
equal 1.0 percent of estimated aggregate 
total payments under the OPPS, we 
proposed that the outlier threshold be 
modified so that outlier payments are 
triggered when the cost of furnishing a 
service or procedure by a hospital 
exceeds 1.75 times the APC payment 
amount and exceeds the APC payment 
rate plus a $1,575 fixed-dollar 
threshold. Ultimately, we chose to 
modify the fixed dollar threshold to 
target 1.0 percent of estimated aggregate 
total payment under the OPPS and not 
to modify the current 1.75 multiple in 
order to further our policy of targeting 
outlier payments to complex and 
expensive procedures with sufficient 
variability to pose a financial risk for 
hospitals. We note that modifying the 
multiple threshold would have done 
less to target outlier payments to 
complex and expensive procedures. 

We calculated the fixed-dollar 
threshold for the proposed rule using 
the same methodology as we did in CY 
2005. The claims that we use to model 
each OPPS lag by 2 years. For this final 
rule with comment period, we used CY 
2004 claims to model the CY 2006 
payment system. In order to estimate CY 
2006 outlier payments for the proposed 
rule, we inflated the charges on the CY 
2004 claims using the same inflation 
factor of 1.0865 that we used to estimate 
the IPPS fixed-dollar outlier threshold 
for the IPPS FY 2006 proposed rule. For 
2 years, the inflation factor is 1.1804. 
The methodology for determining this 
charge inflation factor was discussed at 
length in the IPPS proposed rule (70 FR 
47493, August 12, 2005). As we stated 
in our final rule for 2005, we believe 
that the use of this charge inflation 
factor is appropriate for OPPS because, 
with the exception of the routine service 
cost centers, hospitals use the same cost 
centers to capture costs and charges 
across inpatient and outpatient services 
(69 FR 65845, November 15, 2004). As 
also noted in the IPPS final rule, we 
believe that a charge inflation factor is 
more appropriate than an adjustment to 

costs because this methodology closely 
captures how actual outlier payments 
are made and calculated (70 FR 47495, 
August 12, 2005). We then applied the 
overall cost-to-charge ratio (CCR) that 
we calculate from each Hospital’s Cost 
Report (CMS–2552–96) as part of our 
process for estimating median APC 
costs. The calculation of this overall 
CCR is discussed in greater detail in 
section II.A. of this preamble. We 
estimated outlier payments using these 
costs for several different fixed-dollar 
thresholds, holding the 1.75 multiple 
constant until the aggregated outlier 
payments equaled 1.0 percent of 
aggregated total payments under the 
OPPS. In addition, for CY 2006, we 
proposed an outlier threshold for 
CMHCs of 3.45 times the APC payment 
rate. 

For this final rule with comment 
period, we recalculated the fixed-dollar 
threshold in light of updated claims 
data, a revised charge inflation estimate, 
and more timely CCRs. As in the 
proposed rule, we did not change the 
multiple threshold of 1.75 times the 
APC payment rate, but concentrated on 
adjusting the fixed-dollar threshold. We 
again used the same inflation factor that 
we used to estimate the IPPS fixed- 
dollar threshold. Because the charge 
inflation factor for the IPPS was revised 
to 14.94 percent for 2 years in the IPPS 
FY 2006 final rule (70 FR 47493, August 
12, 2005), we inflated charges on all CY 
2004 OPPS claims by 1.1494. 

We then applied the hospital specific 
overall CCR which we calculated for 
purposes of our APC cost estimation. 
We simulated aggregated outlier 
payments using these costs for several 
different fixed dollar thresholds holding 
the 1.75 multiple constant until the total 
outlier payments equaled 1.0 percent of 
aggregated total OPPS payments. We 
estimate that a threshold of $1,250 
combined with the multiple threshold 
of 1.75 times the APC payment rate will 
allocate 1.0 percent of aggregated total 
OPPS payments to outlier payments. We 
used a lower charge inflation factor of 
14.94 percent to increase charges to 
reflect 2006 dollars. The proposed fixed 
dollar threshold declined to $1,250 from 
$1,575 in the proposed rule primarily 
because we used the lower charge 
inflation factor of 1.1494. 

The following is an example of an 
outlier calculation for CY 2006 under 
our final policy. A hospital charges 
$26,000 for a procedure. The APC 
payment for the procedure is $3,000, 
including a rural adjustment, if 
applicable. Using the provider’s CCR of 
0.30, the estimated cost to the hospital 
is $7,800. To determine whether this 
provider is eligible for outlier payments 

for this procedure, the provider must 
determine whether the cost for the 
service exceeds both the APC outlier 
cost threshold (1.75 × APC payment) 
and the fixed-dollar threshold ($1,250 + 
APC payment). In this example, the 
provider meets both criteria: 

(1) $7,800 exceeds $5,250 (1.75 × 
$3,000) 

(2) $7,800 exceeds $4,250 ($1,250 + 
$3,000) 

To calculate the outlier payment, 
which is 50 percent of the amount by 
which the cost of furnishing the service 
exceeds 1.75 times the APC rate, 
subtract $5,250 (1.75 × $3,000) from 
$7,800 (resulting in $2,550). The 
provider is eligible for 50 percent of the 
difference, in this case $1,275 ($2,550/ 
2). The formula is (cost¥(1.75 × APC 
payment rate))/2. 

For CMHCs, in CY 2005, the outlier 
threshold is met when the cost of 
furnishing a service or procedure by a 
CMHC exceeds 3.5 times the APC 
payment rate. If a CMHC provider meets 
this condition, the outlier payment is 
calculated as 50 percent of the amount 
by which the cost exceeds 3.5 times the 
APC payment rate. For this final rule 
with comment period, updated data 
reduces the multiple outlier threshold 
for CMHCs to 3.4. The outlier threshold 
for a CMHC is met when the cost of 
furnishing a service or procedure by a 
CMHC exceeds 3.4 times the APC 
payment rate. If a CMHC provider meets 
this condition, the outlier payment is 
calculated as 50 percent of the amount 
by which the cost exceeds 3.4 times the 
APC payment rate. 

We received 25 public comments 
concerning our proposed outlier policy. 

Comment: One commenter supported 
CMS’ decision to reduce the percentage 
of total payments set aside for outlier 
payments from 2.0 percent to 1.0 
percent. 

Response: We appreciate the 
commenter’s support. Although the 
fixed-dollar threshold has changed due 
to more accurate data than in the 
proposed rule, we do not believe that 
this change would impact the views 
expressed by the commenter. 

Comment: Several commenters 
expressed concern that, in light of an 
increase in the threshold from $1,175 to 
$1,575, CMS may have set the threshold 
for outlier payments too high. They 
requested clarification as to how CMS 
determined that a $400 increase in the 
fixed-dollar threshold was appropriate 
and how the $1,575 fixed-dollar 
threshold was calculated. The 
commenters specifically noted that in 
the IPPS final rule CMS reduced the 
charge inflation factor used to set the 
fixed-dollar threshold from 18.04 
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percent to 14.94 percent, and suggested 
that CMS make a similar adjustment to 
the OPPS methodology. 

Response: As discussed above, for the 
proposed rule, we used a charge 
inflation factor of 1.1804 to inflate the 
charges on CY 2004 claims to CY 2006 
dollars. We then applied the overall 
CCR that we calculate as part of our 
APC median estimation process to those 
inflated charges to estimate costs. We 
compared these estimated costs to 1.75 
times the proposed APC payment 
amount and to the APC payment 
amount plus a number of fixed-dollar 
thresholds until we identified a 
threshold that produced total outlier 
payments equal to 1.0 percent of total 
aggregated OPPS payments. This 
methodology increased the fixed-dollar 
threshold by $400. 

We repeated the same estimation 
process for this final rule, using a 
complete set of CY 2004 claims, the 
updated charge inflation estimate of 
14.94 percent from the IPPS final rule, 
as requested by commenters, and each 
hospital’s overall CCR, as calculated for 
our APC median setting process. The 
final fixed dollar threshold for OPPS 
2006 is $1,250 plus the APC payment 
rate, and the final multiple threshold is 
1.75 times the APC payment rate. 

Comment: Commenters expressed 
concern that CMS has never reported 
the actual amount of outlier payments 
for the OPPS made in past years. They 
noted that CMS routinely reports prior 
year outlier payments for the IPPS. The 
commenters also expressed concern that 
CMS may not spend the percentage of 
total aggregated OPPS payment set aside 
each year for outlier payments. One 
commenter hypothesized that outlier 
payments had been underspent in 
previous years, and that the proposed 
reduction in outlier payments was 
designed to realign the policy with 
actual payment. The commenters urged 
CMS to publish data on actual outlier 
payments made in CY 2004 and prior 
years in the final rule. They also 
recommended that actual outlier 
payments for CY 2005 OPPS be reported 
as soon as CMS is able to obtain 
accurate data and that CMS continue to 
report these data in the future. 

Response: As we have stated in prior 
rules (see for example 69 FR 65847, 
November 15, 2004), we have not 
provided aggregate outlier payments for 
past years because we do not use those 
estimates to set the outlier thresholds 
and because we make outpatient claims 
available. However, we understand that 
providers might wish to know this 
information, especially in light of recent 
changes in the OPPS outlier policy. In 
the final set of CY 2004 OPPS claims, 

aggregated outlier payments were 2.5 
percent of aggregated total OPPS 
payments. In the final set of CY 2003 
OPPS claims, aggregated outlier 
payments were 3.1 percent of aggregated 
total OPPS payments. For both years, 
the estimated outlier payments were set 
at 2 percent of total aggregated OPPS 
payments. At this time, we cannot make 
accurate estimates about aggregated total 
outlier payments for CY 2005, but we 
intend to provide this information in 
our proposed rule for CY 2007. We 
intend to continue reporting the 
percentage of total payments made in 
outlier payments for the most recent and 
complete set of claims in future rules. 
We note above our reasons for 
proposing to reduce the projected target 
percent of total aggregated OPPS 
payments attributable to outlier 
payments. 

Comment: Several commenters 
suggested that CMS did not provide 
sufficient analytic support to justify a 
reduction in outlier payments from 2.0 
percent to 1.0 percent, relying only on 
MedPAC’s recommendations. The 
commenters urged CMS not to change 
its outlier policy or to delay 
implementation until greater technical 
analyses could be conducted. One 
commenter suggested that, without 
CMS’ technical analyses, stakeholders 
cannot conduct their own analyses. The 
commenters frequently questioned our 
reference to the March 2004 MedPAC 
Report to Congress and stated that 
outlier payments are not evenly 
distributed among hospitals as 
justification for reducing the percentage 
of total payments dedicated to outlier 
payments. They noted that differences 
in outlier payments would be expected 
for hospitals serving different 
populations. Several commenters cited 
the continued instability in rates as a 
reason for continuing at 2.0 percent. 
One commenter specifically 
hypothesizes that instability in payment 
rates may be attributable to a lack of 
stability in unit costs, suggesting a 
continued need for outlier payments. 
Another commenter acknowledged that 
the variability in costs for APCs was 
clearly less than that for DRGs, but that 
the current policy of setting aside two 
percent of total payments, already 
accounted for this difference. 

Response: Our decision to reduce the 
projected target amount of total 
payments set aside for outlier payments 
is based on the technical analyses that 
MedPAC conducted in its March 2004 
Report to Congress demonstrating that 
the CY 2004 OPPS outlier policy was 
ineffective at addressing complex cases 
of financial risk and on the arguments 
that MedPAC made against outlier 

payments. As noted above, MedPAC 
argued that the fairly narrow definition 
of the APC groups makes outlier 
payments less necessary for the OPPS, 
that the limited packaging in OPPS 
frequently resulting in multiple service 
payments for any given claim, and that 
the susceptibility to ‘‘gaming’’ through 
charge inflation continues. MedPAC’s 
2004 Report to Congress also suggested 
that our outlier policy could be 
redistributing outlier payments among 
hospitals based on cost structures or 
charging patterns rather than differences 
in case-mix. We agree with the 
commenters that an unequal 
distribution of outlier payments 
according to differences in case mix is 
appropriate, the concern is that different 
case mix does not account for outlier 
payment distributions. 

We do not believe that the moderate 
fluctuation in APC payment rates that 
continues to be present in the OPPS is 
an adequate argument against reducing 
the percentage of aggregated total OPPS 
payments set aside for outlier payments 
for several reasons: changes in payment 
rates appropriately reflect changes in 
costs, the variability of costs is less for 
complex and expensive procedures, and 
outlier payments in OPPS target services 
not cases. As discussed in section II.A. 
of this preamble, we believe that the 
moderate changes in the payment rates 
remaining after the system has been 
operating for several years is, in large 
part, a function of the small APC group 
size and service basis. The small group 
size of the APCs makes changes in 
service costs more transparent than if 
groups were larger. Aggregation 
generally reduces variation. Changes in 
payment rates from year to year 
appropriately reflect true changes in the 
cost of a specific service. Changes in 
cost and charging patterns captured in 
a provider’s cost report will lead to 
changes in the median cost of services 
from year to year. In addition, we are 
required to adjust the APCs each year to 
ensure that groups are comparable with 
‘‘respect to the use of resources.’’ The ‘‘2 
times’’ rule requires that the highest 
median cost for an item or service 
within the group not be greater than two 
times the lowest median cost. The ‘‘2 
times’’ rule specifically limits the 
amount of variability of unit costs in 
any group, forcing the APC payment 
rates to reflect changes in costs. It 
embeds some fluctuation into APC 
payment rates, but also reduces the need 
for an expansive outlier policy. 

The observed variability in unit costs 
is greater for low cost and simple 
procedures and smaller for complex, 
expensive procedures. In its 2004 
Report to Congress, MedPAC found that 
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the highest variability in estimated costs 
was associated with the lowest cost 
items. This observation continues to be 
true in the CY 2004 claims. On average, 
HCPCS codes with low median costs 
demonstrate greater variability, as 
measured by the coefficient of variation, 
than HCPCS codes with high median 
costs. The coefficient of variation is the 
percent of the standard deviation 
accounted for by the mean and enables 
a relative comparison of variation across 
groups. This trend also is evident in the 
APC coefficient of variation. The bottom 
50 percent of APCs arrayed by median 
costs have an average coefficient of 
variation of 82 percent, whereas the top 
50 percent of APCs, arrayed by median 
cost, have an average coefficient of 
variation of 63 percent. 

Finally, OPPS outlier payments are 
targeted to services, rather than cases. 
Unlike the IPPS, outlier payments are 
not for extremely costly patients but 
extremely costly services. In many 
cases, an extremely costly case in the 
outpatient setting may not warrant an 
outlier payment because no specific 
service was excessively costly. The 
small number of services included in 
any APC group means that the provider 
will receive payment for most services 
billed on a claim. Reducing total outlier 
payments to 1.0 percent of total OPPS 
payments effectively raises the payment 
for all other services because the 
foregone 1.0 percent of total spending is 
returned to the conversion factor. We 
acknowledge the comment stating that 
the comparative difference in cost 
variability between the IPPS and the 
OPPS is already accounted for in the 
difference between the 5 to 6 percent 
estimated outlier target under IPPS and 
the 2 percent projected outlier estimate 
under OPPS. However, we believe that 
setting total outlier payments at 1.0 
percent of total aggregated OPPS 
payments sets aside an appropriate 
amount of dollars for unexpected and 
costly services. 

Comment: One commenter indicated 
concern that CMS proposed an 
additional change to the outlier 
payments before having one year of 
experience with the fixed-dollar 
threshold introduced in CY 2005. 

Response: We do not believe that 
these two policies are related. The 
amount of total aggregated OPPS 
payments set aside for outlier payments 
is an entirely different policy from the 
manner in which those payments are 
distributed to hospitals. We did not 
institute the fixed-dollar threshold to 
reduce outlier payments, but rather to 
target payments to expensive and costly 
cases. The fixed-dollar threshold will 

continue to have this effect within a 
smaller amount of outlier payments. 

Comment: Several commenters 
suggested that CMS did not sufficiently 
demonstrate the impact on hospitals of 
reducing the percentage of estimated 
total payments dedicated to outlier 
payments 2.0 percent to 1.0 percent and 
requested this analysis. The commenters 
expressed concern that hospitals 
providing sophisticated and expensive 
technologies to very sick patients would 
be placed at greater risk of financial 
loss. Most of the commenters suggested 
that the reduction in the outlier 
percentage be delayed until CMS can 
fully evaluate the impact, while other 
commenters simply urged for a return to 
the 2-percent target amount. 

Response: For the proposed rule, we 
did not include a specific analysis of the 
redistributive impact of outliers because 
the fixed-dollar threshold policy did not 
change, only the aggregate amount of 
dollars paid. We did include outlier 
payments in our impact tables, and we 
made the amount of outlier payment 
estimated for each hospital available on 
our Web site. However, we appreciate 
commenters’ desire to more fully view 
the impact of the outlier policy. For this 
final rule with comment period, we 
have provided a separate table in our 
regulatory impact analysis, section XIX 
of this preamble, showing the 
differences in total aggregated OPPS 
payment for CY 2006 attributable to the 
change in the outlier policy. We 
estimate that no class of hospital will 
experience more than a 1 percent 
change in total payments due to outlier 
payments and many classes of hospitals 
receive greater payments. 

Comment: Several commenters 
suggested that CMS pay outlier claims at 
the same rate at which inpatient outlier 
claims are paid, that is, 80 percent of 
cost. Various rationales were provided, 
including consistency with the IPPS, 
ensuring that hospitals can recoup the 
variable costs of providing expensive 
care, and improving the adequacy of 
payments. 

Response: We believe that the 
payment percentage of 50 percent is 
appropriate for the OPPS because, in 
general, a costly OPPS service poses less 
of a financial risk for hospitals than a 
costly case under the IPPS. If we did 
increase the payment percentage to 80 
percent, we would have to compensate 
elsewhere to maintain the 1.0 percent 
set aside for outlier payments, probably 
by raising the fixed-dollar threshold. 
Changing the payment percentage to 80 
percent would merely concentrate a 
more generous outlier payment on a 
much smaller number of extremely 
costly services each year. 

Comment: One commenter 
recommended a new methodology for 
estimating the fixed-dollar outlier 
threshold for both the OPPS and the 
IPPS. The commenter suggested that, in 
addition to inflating charges from CY 
2004 to CY 2006, CMS also should 
adjust CCRs to reflect proportionally 
slower inflation in costs. The 
commenter believed that this would 
result in deflating overall CCRs. The 
commenter specifically recommended 
that CMS update the CCRs for the OPPS 
to the latest available hospital-specific 
data. 

Response: We agree with the 
commenter that the CCRs that we use to 
set the outlier thresholds should be as 
recent as possible. We also believe that 
these CCRs should reflect, as closely as 
possible, the actual CCRs that the fiscal 
intermediary will use to determine 
outlier payments in CY 2006. As we did 
for the IPPS final rule (70 FR 47493, 
August 12, 2005), we used the overall 
CCRs from the most recent provider- 
specific file, in this case, the July 2005 
OPSF, to estimate costs from inflated 
charges on CY 2004 claims. The OPSF 
contains CCRs from each provider’s 
most recent tentatively settled cost 
report. Because of the time it takes to 
complete cost reports and upload them 
in the fiscal intermediaries’ standard 
systems, for at least part of CY 2006, the 
CCRs on the OPSF are the same ones 
that the fiscal intermediaries will use to 
determine outlier payments. However, 
unlike the IPPS, the overall CCRs on the 
OPSF are higher than those that we use 
to estimate APC medians. The median 
overall CCR that we calculate from each 
hospital’s cost report as a default CCR 
in estimating costs from charges in order 
to set relative weights is 0.305, whereas 
the median overall CCR on the OPSF is 
0.32. Were we to use the CCRs from the 
OSPF, the fixed dollar threshold would 
increase, from $1,250 to $1,800. 

We will consider using the CCRs 
found in the OSPF for the CY 2007 
OPPS outlier calculations, similar to our 
calculations under IPPS. However, in 
view of the newness of a fixed-dollar 
threshold for OPPS outlier payments 
and our concern that using the OSPF 
CCRs for this final rule would result in 
an $1,800 fixed dollar threshold that is 
considerably higher than the proposed 
threshold, we have decided to use the 
CCRs that we calculated for the APC 
median setting process for our outlier 
calculations as we have in past years. 
These CCRs are timely, as the majority 
of them are created from cost reports 
with fiscal years beginning in 2004 and 
2003. 

Comment: One commenter requested 
that CMS reverse its decision to reduce 
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the percentage of total payments 
attributable to outlier payments to 1 
percent and return outlier payments to 
the target level of 3 percent established 
under the Balanced Budget Act (BBA) of 
1997. 

Response: For all of the reasons stated 
above, we do not believe that outlier 
payments should be increased to 3 
percent of total payments. We further 
note that the BBA, as revised by the 
Balanced Budget Refinement Act 
(BBRA) of 1999, set an upper limit of 
‘‘no more than’’ 3.0 percent for outlier 
policies, giving the Secretary the 
discretion to set a lower estimated target 
percent. 

Comment: One commenter expressed 
concern that decreasing the outlier pool 
and increasing the fixed dollar 
threshold may encourage greater 
packaging in order to increase 
procedure charges. 

Response: We do not believe that 
greater packaging is an issue for the 
OPPS outlier policy. Should providers 
choose to package more services into the 
charges for payable procedures and not 
report packaged services, over time, 
those higher costs would lead to higher 
payment rates for payable procedures. 
This would, in turn, increase the fixed 
dollar outlier threshold. Further, rolling 
the charges for packaged services into 
the charges for payable procedures is 
expected under OPPS. 

Comment: One commenter requested 
that CMS describe the services that 
qualify for outlier payments. 

Response: The actual services that 
qualify for outlier payments under the 
fixed dollar threshold policy introduced 
in CY 2005 will likely be quite similar 
to those receiving payments under 2005 
OPPS. As noted above, at this time, we 
do not have a complete set of CY 2005 
claims. However, in our analysis 
replicating the analysis done by 
MedPAC in its March 2004 Report to 
Congress, we estimate that costly 
services such as APC 0246 (Cataract 
Procedures with IOL Insert), APC 0080 
(Diagnostic Cardiac Catheterization), 
and APC 0131 (Level II Laparoscopy) 
would receive a large percentage of 
outlier payments under the fixed-dollar 
threshold policy. 

Accordingly, after considering the 
public comments received, for CY 2006, 
we are finalizing the OPPS outlier 
policy of two thresholds for hospitals of 
a multiple threshold of 1.75 times the 
APC payment amount and a fixed dollar 
threshold of $1,250 plus the APC 
payment amount and one threshold for 
CMHCs of 3.4 times the APC payment 
amount. 

I. Calculation of the National 
Unadjusted Medicare Payment 

The basic methodology for 
determining prospective payment rates 
for OPD services under the OPPS is set 
forth in existing regulations at § 419.31 
and § 419.32. The payment rate for 
services and procedures for which 
payment is made under the OPPS is the 
product of the conversion factor 
calculated in accordance with section 
II.C. of this final rule with comment 
period and the relative weight 
determined under section II.A. of this 
final rule with comment period. 
Therefore, the national unadjusted 
payment rate for APCs contained in 
Addendum A to this final rule with 
comment period and for HCPCS codes 
to which payment under the OPPS has 
been assigned in Addendum B to this 
final rule with comment period 
(Addendum B is provided as a 
convenience for readers) was calculated 
by multiplying the final CY 2006 scaled 
weight for the APC by the final CY 2006 
conversion factor. 

However, to determine the payment 
that will be made in a calendar year 
under the OPPS to a specific hospital for 
an APC for a service other than a drug, 
in a circumstance in which the multiple 
procedure discount does not apply, we 
take the following steps: 

Step 1. Calculate 60 percent (the 
labor-related portion) of the national 
unadjusted payment rate. Since initial 
implementation of the OPPS, we have 
used 60 percent to represent our 
estimate of that portion of costs 
attributable, on average, to labor. (Refer 
to the April 7, 2000 final rule with 
comment period (65 FR 18496 through 
18497) for a detailed discussion of how 
we derived this percentage.) 

Step 2. Determine the wage index area 
in which the hospital is located and 
identify the wage index level that 
applies to the specific hospital. The 
wage index values assigned to each area 
reflect the new geographic statistical 
areas as a result of revised OMB 
standards (urban and rural) to which 
hospitals are assigned for FY 2006 
under the IPPS, reclassifications 
through the Medicare Classification 
Geographic Review Board, section 
1866(d)(8)(B) ‘‘Lugar’’ hospitals, and 
section 401 of Pub. L. 108–173, and the 
reclassifications of hospitals under the 
one-time appeals process under section 
508 of Pub. L. 108–173. The wage index 
values include the occupational mix 
adjustment described in section II.D. of 
this final rule with comment period that 
was developed for the FY 2006 IPPS. 

Step 3. Adjust the wage index of 
hospitals located in certain qualifying 

counties that have a relatively high 
percentage of hospital employees who 
reside in the county, but who work in 
a different county with a higher wage 
index, in accordance with section 505 of 
Pub. L. 108–173. Addendum L contains 
the qualifying counties and the final 
wage index increase developed for the 
FY 2006 IPPS. This step is to be 
followed only if the hospital has chosen 
not to accept reclassification under Step 
2 above. 

Step 4. Multiply the applicable wage 
index determined under Steps 2 and 3 
by the amount determined under Step 1 
that represents the labor-related portion 
of the national unadjusted payment rate. 

Step 5. Calculate 40 percent (the 
nonlabor-related portion) of the national 
unadjusted payment rate and add that 
amount to the resulting product of Step 
4. The result is the wage index adjusted 
payment rate for the relevant wage 
index area. 

Step 6. If a provider is a SCH, as 
defined in § 419.92, and located in a 
rural area, as defined in § 412.63(b), or 
is treated as being located in a rural area 
under § 412.103 of the Act, multiply the 
wage index adjusted payment rate by 
1.071 to calculate the total payment. 

We received no public comments 
concerning our proposal for calculating 
the national unadjusted Medicare 
payment rate. Therefore; we are 
adopting as final, for OPPS services 
furnished on or after January 1, 2006, 
our proposed methodology for 
calculating the national unadjusted 
Medicare payment amount. 

J. Beneficiary Copayments for CY 2006 

1. Background 

Section 1833(t)(3)(B) of the Act 
requires the Secretary to set rules for 
determining copayment amounts to be 
paid by beneficiaries for covered OPD 
services. Section 1833(t)(8)(C)(ii) of the 
Act specifies that the Secretary must 
reduce the national unadjusted 
copayment amount for a covered OPD 
service (or group of such services) 
furnished in a year in a manner so that 
the effective copayment rate 
(determined on a national unadjusted 
basis) for that service in the year does 
not exceed specified percentages. For all 
services paid under the OPPS in CY 
2006, and in calendar years thereafter, 
the specified percentage is 40 percent of 
the APC payment rate. Section 
1833(t)(3)(B)(ii) of the Act provides that, 
for a covered OPD service (or group of 
such services) furnished in a year, the 
national unadjusted coinsurance 
amount cannot be less than 20 percent 
of the OPD fee schedule amount. 
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2. Copayment for CY 2006 

For CY 2006, we proposed to 
determine copayment amounts for new 
and revised APCs using the same 
methodology that we implemented for 
CY 2004 (see the November 7, 2003 
OPPS final rule with comment period, 
68 FR 63458). We used the same 
methodology to determine the final 
unadjusted copayment amounts for 
services payable under the OPPS that 
will be effective January 1, 2006. These 
copayment amounts are shown in 
Addendum A and Addendum B of this 
final rule with comment period. 

3. Calculation of the Unadjusted 
Copayment Amount for CY 2006 

To calculate the unadjusted 
copayment amount for an APC group, 
take the following steps: 

Step 1. Calculate the beneficiary 
payment percentage for the APC by 
dividing the APC’s national unadjusted 
copayment by its payment rate. For 
example, using APC 0001, $7.00 is 29 
percent of $23.79. 

Step 2. Calculate the wage adjusted 
payment rate for the APC, for the 
provider in question, as indicated in 
section II.I. of this preamble. 

Step 3. Multiply the percentage 
calculated in Step 1 by the payment rate 
calculated in Step 2. The result is the 
wage-adjusted copayment amount for 
the APC. 

We received two public comments 
concerning our proposed methodology 
for calculating the beneficiary 
unadjusted copayment amount. 

Comment: One commenter 
recommended that CMS maintain the 
coinsurance amount above 40 percent of 
the APC payment amount as the 
proposed payment rate for CY 2006 is 

lower than the CY 2005 payment rate 
when adjusted for inflation. 

Response: We appreciate the 
commenter’s recommendation but note 
that the statute does not provide for this. 
Section 1833(t)(8)(C)(ii) of the Act 
specifies that the Secretary must reduce 
the national unadjusted copayment 
amount for a covered OPD service (or 
group of such services) furnished in a 
year in a manner so that the effective 
copayment rate (determined on a 
national unadjusted basis) for that 
service in the year does not exceed 
specified percentages. For all services 
paid under the OPPS in CY 2006, and 
in calendar years thereafter, that 
specified percentage is 40 percent of the 
APC payment rate. 

Comment: One commenter objected to 
beneficiaries being liable for more than 
20 percent of the Medicare payment rate 
for services paid under the OPPS. The 
commenter acknowledged that the law 
limits the copayment for a single service 
to the amount of the inpatient 
deductible, but objected to there being 
no limit to the amount of coinsurance 
that a beneficiary can incur per year or 
even for a single outpatient encounter. 
The commenter acknowledged that the 
amount of beneficiary copayment 
liability is set in statute but urged CMS 
to work with Congress to restore 
beneficiary coinsurance of hospital 
outpatient services to the level it views 
as appropriate. 

Response: As the commenter 
indicated, the level of beneficiary 
coinsurance is set based on specific 
statutory criteria. 

Comment: One commenter 
recommended that CMS work with 
Congress to restore the beneficiary 
coinsurance for hospital outpatient 

services to the appropriate level. By 
‘‘appropriate,’’ we assume the 
commenter means that coinsurance for 
all OPPS services should be 20 percent, 
which is the coinsurance rate for other 
services paid under Medicare Part B. 

Response: We appreciate the 
commenter’s recommendation and will 
take it into consideration. However, 
until the statute at section 
1833(t)(8)(C)(ii) of the Act is revised, the 
Secretary must adhere to the current 
requirements of the law, which caps the 
beneficiary coinsurance payment at 40 
percent of the APC payment rate. In 
addition, the law requires that the 
coinsurance amount be no less than 20 
percent of the APC rate. 

Accordingly, we are adopting as final, 
for OPPS services furnished on or after 
January 1, 2006, our proposed 
methodology for calculating the 
beneficiary unadjusted copayment 
amount. 

III. Ambulatory Payment Classification 
(APC) Group Policies 

A. Introduction 

1. Treatment of New HCPCS Codes 
Discussed in the CY 2006 OPPS 
Proposed Rule 

During the second quarter of CY 2005, 
we created 11 HCPCS codes that were 
not addressed in the November 15, 2004 
final rule with comment period that 
updated the CY 2005 OPPS. (Table 14 
of the CY 2006 OPPS proposed rule.) 
We have designated the payment status 
of those codes and added them to the 
April update of the CY 2005 OPPS 
(Transmittal 514). In the proposed rule, 
we also solicited public comments on 
the proposed APC assignments of these 
services. 

TABLE 7.—NEW HCPCS CODES IMPLEMENTED IN APRIL 2005 

HCPCS code Description 

C9127 .................... Injection, paclitaxel protein-bound particles, per 1 mg. 
C9128 .................... Injection, pegaptamib sodium, per 0.3 mg. 
C9223 .................... Injection, adenosine for therapeutic or diagnostic use, 6 mg (not to be used to report any adenosine phosphate com-

pounds, instead use A9270). 
C9440 .................... Vinorelbine tartrate, brand name, per 10 mg. 
C9723 .................... Dynamic infrared blood perfusion imaging (DIRI). 
C9724 .................... Endoscopic full-thickness plication in the gastric cardia using endoscopic plication system (EPS); includes endoscopy. 
Q4079 .................... Injection, natalizumab, 1 mg. 
Q9941 .................... Injection, Immune Globulin, Intravenous, Lyophilized, 1 g. 
Q9942 .................... Injection, Immune Globulin, Intravenous, Lyophilized, 10 mg. 
Q9943 .................... Injection, Immune Globulin, Intravenous, Non-Lyophilized, 1 g. 
Q9944 .................... Injection, Immune Globulin, Intravenous, Non-Lyophilized, 10 mg. 

Further, consistent with our annual 
APC updating policy, we proposed to 
assign the new HCPCS codes for CY 
2006 to the appropriate APCs and 

incorporate them into our final rule 
with comment period for CY 2006. 

We did not receive any public 
comments on the new procedural C 
codes, their status indicators, or their 

APC assignments for the two new OPPS 
procedures (C9723 and C9724) 
implemented in April 2005. Therefore, 
we are adopting as final our proposal to 
assign these HCPCS codes C9723 and 
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C9724 for CY 2006 to the appropriate 
APCs, as shown in Addendum B of this 
final rule with comment period, without 
modification. 

We received a number of public 
comments related to drugs described by 
new HCPCS codes implemented in 
April 2005 in the OPPS; specifically, 
HCPCS codes C9127, C9128, C9223, 
C9440, Q4079, Q9941, Q9942, Q9943, 
and Q9944. See section V. of this 
preamble (Payment Changes for Drugs, 
Biologicals, and Radiopharmaceutical 
Agents) for a discussion of these 
comments, including comment 
summaries, our responses and a 
description of our final OPPS payment 
policies. In addition, our final payment 
policy for CY 2006 is included in 
Addendum B of this final rule with 
comment period. 

2. Treatment of New CY 2006 HCPCS 
Codes 

In the proposed rule, we proposed 
that we would assign new HCPCS codes 
for CY 2006 to appropriate APCs and/ 
or status indicators and that we would 
implement them in our final rule. 
However, we received some comments 
regarding individual new HCPCS codes 
that commenters expect to be 
implemented for the first time in the CY 
2006 OPPS. We do not specifically 
respond to those comments in this final 
rule. We could not discuss APC and/or 
status indicator assignments for new CY 
2006 HCPCS codes in the proposed rule 
because the new CY 2006 HCPCS codes 
were not available when we issued the 
proposed rule. Rather, as has been our 
practice in the past, we implement new 
HCPCS codes in the OPPS final rule, at 
which time we invite public comment 
about our treatment of the new codes. 
We subsequently respond to those 
comments in the final rule for the 
following year’s OPPS update. 

New 2006 HCPCS codes are 
designated in Addendum B with 
Comment Indicator ‘‘NI.’’ The status 
indicator and/or APC assignments for 
all HCPCS codes flagged with Comment 
Indicator ‘‘NI’’, which are new 2006 
HCPCS codes, are subject to public 
comment. 

3. Treatment of New Mid-Year Category 
III CPT Codes 

Twice each year, the AMA issues 
Category III CPT codes, which the AMA 
defines as temporary codes for emerging 
technology, services, and procedures. 
The AMA established these codes to 
allow collection of data specific to the 
service described by the code which 
otherwise could only be reported using 
a Category I CPT unlisted code. The 
AMA releases Category III CPT codes in 

January, for implementation beginning 
the following July, and in July, for 
implementation beginning the following 
January. In the past, CMS has treated 
new Category III CPT codes 
implemented in July of the previous 
year or January of the OPPS update year 
in the same manner that new Category 
I CPT codes and new Level II HCPCS 
codes implemented in January of the 
OPPS update year are treated; that is, we 
provide APC and/or status indicator 
assignments in the final rule updating 
the OPPS for the following calendar 
year. New Category I and Category III 
CPT codes, as well as new Level II 
HCPCS codes, are flagged with 
Comment Indicator ‘‘NI’’ in Addendum 
B of the final rule to indicate that we are 
assigning them an interim payment 
status which is subject to public 
comment following publication of the 
final rule that implements the annual 
OPPS update. 

We are concerned that not recognizing 
for 6 months (from July to January) the 
Category III codes that the AMA releases 
each January for implementation in July 
may hinder timely collection of data 
pertinent to the services described by 
the codes. Moreover, delay in 
recognizing these codes could inhibit 
access to the services they describe 
because of provider reluctance to 
furnish a service that defaults to the 
OPPS payment assigned to unlisted 
codes. Also, we have on occasion found 
redundancy between Category III CPT 
codes and some of the C-codes, which 
are only payable under the OPPS and 
created by us in response to 
applications for New Technology 
services. Therefore, beginning in CY 
2006, we are modifying this process and 
recognizing Category III CPT codes that 
are released by the AMA in January to 
be effective beginning July of the same 
calendar year in which they are issued, 
rather than deferring recognition of 
those codes to the following calendar 
year update of the OPPS. Adopting this 
approach means that new Category III 
CPT codes will be recognized under the 
OPPS biannually rather than annually. 

Some of the new Category III CPT 
codes may describe services that our 
medical advisors determine to be 
similar in clinical characteristics and 
resource use to HCPCS codes in an 
existing APC. In these instances, we 
may assign the Category III CPT code to 
the appropriate clinical APC. Other 
Category III CPT codes may describe 
services that our medical advisors 
determine are not compatible with an 
existing clinical APC, yet are 
appropriately provided in the hospital 
outpatient setting. In these cases, we 
may assign the Category III CPT code to 

what we estimate is an appropriately 
priced New Technology APC. In other 
cases, we may assign a Category III CPT 
code one of several non-separately 
payable status indicators, including N, 
C, B, or E, which we feel is appropriate 
for the specific code. We expect that we 
will already have received applications 
for New Technology status for some of 
the services described by new Category 
III CPT codes, which may assist us in 
determining appropriate APC 
assignments. If the AMA establishes a 
Category III CPT code for a service for 
which an application has been 
submitted to CMS for New Technology 
status, CMS may not have to issue a 
temporary Level II HCPCS code to 
describe the service, as has often been 
the case in the past when Category III 
CPT codes were only recognized by the 
OPPS on an annual basis. 

Therefore, beginning in July 2006, 
CMS will implement in the regular 
quarterly update of the OPPS the 
Category III CPT codes that the AMA 
releases in January 2006 for 
implementation in July 2006. CMS will 
implement in the January 2007 update 
of the OPPS the Category III CPT codes 
that the AMA releases in July 2006, and 
so forth. 

B. Variations Within APCs 

1. Background 

Section 1833(t)(2)(A) of the Act 
requires the Secretary to develop a 
classification system for covered 
hospital outpatient services. Section 
1833(t)(2)(B) provides that this 
classification system may be composed 
of groups of services, so that services 
within each group are comparable 
clinically and with respect to the use of 
resources. In accordance with these 
provisions, we developed a grouping 
classification system, referred to as the 
Ambulatory Payment Classification 
Groups (or APCs), as set forth in 
§ 419.31 of the regulations. We use 
Level I and Level II HCPCS codes and 
descriptors to identify and group the 
services within each APC. The APCs are 
organized such that each group is 
homogeneous both clinically and in 
terms of resource use. Using this 
classification system, we have 
established distinct groups of surgical, 
diagnostic, partial hospitalization 
services, and medical visits. We also 
have developed separate APC groups for 
certain medical devices, drugs, 
biologicals, radiopharmaceuticals, and 
brachytherapy devices. 

We have packaged into each 
procedure or service within an APC 
group the cost associated with those 
items or services that are directly related 
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and integral to performing a procedure 
or furnishing a service. Therefore, we do 
not make separate payment for packaged 
items or services. For example, 
packaged items and services include: 
use of an operating, treatment, or 
procedure room; use of a recovery room; 
use of an observation bed; anesthesia; 
medical/surgical supplies; 
pharmaceuticals (other than those for 
which separate payment may be 
allowed under the provisions discussed 
in section V of this preamble); and 
incidental services such as 
venipuncture. Our packaging 
methodology is discussed in section 
II.A. of this final rule with comment 
period. 

Under the OPPS, we pay for hospital 
outpatient services on a rate-per-service 
basis that varies according to the APC 
group to which the service is assigned. 
Each APC weight represents the hospital 
median cost of the services included in 
that APC relative to the hospital median 
cost of the services included in APC 
0601 (Mid-Level Clinic Visits). The APC 
weights are scaled to APC 0601 because 
a mid-level clinic visit is one of the 
most frequently performed services in 
the outpatient setting. 

Section 1833(t)(9)(A) of the Act 
requires the Secretary to review the 
components of the OPPS not less than 
annually and to revise the groups and 
relative payment weights and make 
other adjustments to take into account 
changes in medical practice, changes in 
technology, and the addition of new 
services, new cost data, and other 
relevant information and factors. 
Section 1833(t)(9)(A) of the Act, as 
amended by section 201(h) of the BBRA 
of 1999, also requires the Secretary, 
beginning in CY 2001, to consult with 
an outside panel of experts to review the 
APC groups and the relative payment 
weights (the APC Panel 
recommendations for CY 2006 OPPS 
and our responses to them are discussed 
in sections III.B. and III.C.4. of this 
preamble). 

Finally, as discussed earlier, section 
1833(t)(2) of the Act provides that, 
subject to certain exceptions, the items 
and services within an APC group 
cannot be considered comparable with 
respect to the use of resources if the 
highest median (or mean cost, if elected 
by the Secretary) for an item or service 
in the group is more than 2 times greater 
than the lowest median cost for an item 
or service within the same group 
(referred to as the ‘‘2 times rule’’). We 
use the median cost of the item or 
service in implementing this provision. 
The statute authorizes the Secretary to 
make exceptions to the 2 times rule in 

unusual cases, such as low-volume 
items and services. 

2. Application of the 2 Times Rule 
In accordance with section 1833(t)(2) 

of the Act and § 419.31 of the 
regulations, we annually review the 
items and services within an APC group 
to determine, with respect to 
comparability of the use of resources, if 
the median of the highest cost item or 
service within an APC group is more 
than 2 times greater than the median of 
the lowest cost item or service within 
that same group (‘‘2 times rule’’). We 
make exceptions to this limit on the 
variation of costs within each APC 
group in unusual cases such as low- 
volume items and services. The statute 
provides no exception in the case of a 
drug or biological that has been 
designated as an orphan drug under 
section 526 of the Federal Food, Drug, 
and Cosmetic Act because these drugs 
are assigned to individual APCs. 

During the APC Panel’s February 2005 
meeting, we presented median cost and 
utilization data for the period of January 
1, 2004, through September 30, 2004, 
concerning a number of APCs that 
violated the 2 times rule and asked the 
APC Panel for its recommendation. 
After carefully considering the 
information and data we presented, the 
APC Panel recommended moving a total 
of 65 HCPCS codes from their currently 
assigned APCs to different APCs to 
resolve the 2 times rule violations. Of 
the 65 HCPCS code reassignments 
recommended by the APC Panel, we 
concurred with 58 of the recommended 
reassignments. Therefore, we proposed 
to reassign the HCPCS codes as 
indicated in Table 7 of the proposed 
rule (70 FR 42703). 

The seven HCPCS code movements 
that the APC Panel recommended, but 
upon further review we proposed not to 
accept, are discussed below. We include 
in our discussion the assignments we 
also proposed and the final assignments 
for CY 2006. 

a. APC 0146: Level I Sigmoidoscopy, 
APC 0147: Level II Sigmoidoscopy, APC 
0428: Level III Sigmoidoscopy. APCs 
0146 and 0147 were exceptions to the 2 
times rule in CY 2005. At the time of the 
proposed rule, our analysis of those two 
APCs based on partial year CY 2004 
data revealed greater violations of the 2 
times rule and changing relative 
frequencies of simple and complex 
procedures in these two APCs. Thus, for 
CY 2006 the APC Panel assisted us in 
reconfiguring these two APCs into three 
related APCs to resolve the two times 
violations and improve their clinical 
and resource homogeneity based on the 
partial CY 2004 hospital claims data and 

to remove these APCs from the list of 
exceptions. The APC Panel 
recommended maintaining CPT codes 
45303 (Proctosigmoidoscopy, rigid; with 
dilation) and 45305 
(Proctosigmoidoscopy, rigid; with 
biopsy, single or multiple) in APC 0146 
because the median cost for these codes 
appeared too high, and they believed 
that the CY 2004 claims were aberrant. 
In addition, the APC Panel 
recommended that CMS move CPT code 
45309 (Proctosigmoidoscopy, rigid; with 
removal of single tumor, polyp, or other 
lesion by snare technique) from APC 
0147 and assign it to a new proposed 
APC 0428. Based on the results of our 
review of several years of claims data 
and our study of hospital resource 
homogeneity, we disagreed that those 
claims data were aberrant. We proposed 
to move CPT codes 45303 and 45305 to 
APC 0147 and to keep CPT 45309 in 
APC 0147, to resolve the 2 times rule 
violation. 

We received no public comments 
concerning our proposed APC 
assignments for CPT codes 45303, 45305 
and 45309 and are making final our 
proposal, without modification. 

b. APC 0342: Level I Pathology, APC 
0433: Level II Pathology, APC 0343: 
Level III Pathology. To resolve a 2 times 
rule violation, the APC Panel 
recommended moving CPT codes 88108 
(Cytopathology, concentration 
technique, smears and interpretation) 
and 88112 (Cytopathology, selective 
cellular enhancement technique with 
interpretation, except vaginal or 
cervical) from APC 0343 to a proposed 
new APC 0433. The APC Panel also 
recommended moving CPT codes 88319 
(Determinitive histochemistry or 
cytochemistry to identify enzyme 
constituents) and 88321 (Consultation 
and report on referred slides prepared 
elsewhere) from APC 0342 to a 
proposed new APC 0433. Based on the 
results of our review of several years of 
hospital claims data and our study of 
hospital resource homogeneity, we 
proposed a different way to resolve the 
2 times rule violation. We proposed to 
place CPT codes 88319 and 88112 in 
APC 0343 and to place CPT codes 88108 
and 88321 in new APC 0433. 

We received no public comments 
concerning our proposal. 

We will finalize, without modification 
our proposal to assign CPT codes 88112 
and 88319 to APC 0343 and to assign 
CPT codes 88108 and 88321 to new APC 
0433. 

c. Other Comments on the Proposed 
List of APC Assignments to Address 2 
Times Violations. We received a few 
comments concerning our proposed 
reassignments for several of the other 
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HCPCS codes (for example, CPT codes 
57155, 75790, and 88187) indicated in 
Table 7 of the proposed rule (70 FR 
42703) and the responses are included 
in clinically relevant sections, 
elsewhere in this preamble. 

After carefully reviewing our final 
data and all comments received 
concerning our proposed assignments of 
the 58 HCPCS codes, we are finalizing 
those assignments as proposed. 

3. Exceptions to the 2 Times Rule 
As discussed earlier, we may make 

exceptions to the 2 times limit on the 
variation of costs within each APC 
group in unusual cases such as low- 
volume items and services. At the time 
of the proposed rule, taking into account 
the APC changes that we proposed for 
CY 2006 based on the APC Panel 
recommendations discussed in section 
III.B.1. of this preamble and the use of 
CY 2004 claims data to calculate the 
median costs of procedures classified in 
the APCs, we reviewed all the APCs to 
determine which APCs would not 
satisfy the 2 times rule criteria. We used 
the following criteria to decide whether 
to propose exceptions to the 2 times rule 
for affected APCs: 

• Resource homogeneity 
• Clinical homogeneity 
• Hospital concentration 
• Frequency of service (volume) 

• Opportunity for upcoding and code 
fragments. 

For a detailed discussion of these 
criteria, refer to the April 7, 2000 OPPS 
final rule with comment period (65 FR 
18457). 

Table 8 published in the proposed 
rule (70 FR 42705) listed the APCs that 
we proposed to exempt from the 2 times 
rule based on the criteria cited above. 
For cases in which a recommendation 
by the APC Panel appeared to result in 
or allow a violation of the 2 times rule, 
we generally accepted the APC Panel’s 
recommendation because those 
recommendations were based on 
explicit consideration of resource use, 
clinical homogeneity, hospital 
specialization, and the quality of the 
data used to determine the APC 
payment rates that we proposed for CY 
2006. The median costs for hospital 
outpatient services for these and all 
other APCs can be found on the CMS 
Web site: http//www.cms.hhs.gov. 

We received a number of comments 
about some of the procedures assigned 
to APCs that we proposed to make 
exempt from the 2 times rule for CY 
2006. Those discussions are elsewhere 
in the preamble, in sections related to 
the types of procedures that were the 
subject of the comments. 

For the proposed rule the listed 
exceptions to the 2 times rule were 

based on data from January 1, 2004 
through September 30, 2004. For this 
final rule with comment period, we 
used data from January 1, 2004 through 
December 31, 2004. Thus, after 
responding to all of the comments on 
the proposed rule and making changes 
to APCs based on those comments, we 
analyzed the full CY 2004 data to 
identify APCs with 2 times rule 
violations. 

Based on those final data, we found 
that there were 41 APCs with 2 times 
violations. We were able to remedy two 
violations of the 2 times rule that 
appeared in the final data for APC 0363 
(Level I Otorhinolaryngologic Function 
Tests) and APC 0010, (Level I 
Destruction of Lesion). We moved CPT 
code 92588 (Evoked otoacoustic 
emissions; comprehensive or diagnostic 
evaluation) from APC 0363 to APC 0660 
(Level II Otorhinolaryngologic Function 
Tests) to address a 2-times violation in 
APC 0363. We applied the criteria as 
described earlier to finalize the APCs 
that are exceptions to the 2 times rule 
for CY 2006. 

Listed below in Table 8 is the final 
revised list of APCs that are exceptions 
to the 2 times rule for CY 2006. 

BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

C. New Technology APCs 

1. Introduction 
In the November 30, 2001 final rule 

(66 FR 59903), we finalized changes to 
the time period a service was eligible for 
payment under a New Technology APC. 
Beginning in CY 2002, we retain 
services within New Technology APC 
groups until we gather sufficient claims 
data to enable us to assign the service 
to a clinically appropriate APC. This 
policy allows us to move a service from 
a New Technology APC in less than 2 
years if sufficient data are available. It 
also allows us to retain a service in a 
New Technology APC for more than 3 
years if sufficient data upon which to 
base a decision for reassignment have 
not been collected. 

Every year we receive many requests 
for higher payment amounts for specific 
procedures under the OPPS because 
they require the use of expensive 
equipment. We are taking this 
opportunity to respond in general to the 
issue of hospitals’ capital expenditures 
as they relate to the OPPS and Medicare. 

Under the OPPS, our goal is to make 
payments that are appropriate for the 
services that are necessary for treatment 
of Medicare beneficiaries. The OPPS 
and most other Medicare payment 
systems are budget neutral and so, 
although we do not pay full hospital 
costs for procedures, we believe that our 
payment rates generally reflect the costs 
that are associated with providing care 
to Medicare beneficiaries in cost- 
efficient settings. Further, we believe 
that our rates are adequate to assure 
access to services for most beneficiaries. 

For many emerging technologies there 
is a transitional period during which 
utilization may be low, often because 
providers are first learning about the 
techniques and their clinical utility. 
Quite often, the requests for higher 
payment amounts are for new 
procedures in that transitional phase. 
The requests, and their accompanying 
estimates for expected Medicare 
beneficiary or total patient utilization, 
often reflect very low rates of patient 
use, resulting in high per use costs for 
which requestors believe Medicare 
should make full payment. Medicare 
does not, and we believe should not, 
assume responsibility for more than its 
share of the costs of procedures based 
on Medicare beneficiary projected 
utilization and does not set its payment 
rates based on initial projections of low 
utilization for services that require 
expensive capital equipment. For the 
OPPS, we rely on hospitals to make 

their business decisions regarding 
acquisition of high cost capital 
equipment taking into consideration 
their knowledge about their entire 
patient base (Medicare beneficiaries 
included) and an understanding of 
Medicare’s and other payors’ payment 
policies. 

As stated earlier, in a budget neutral 
environment we do not make payments 
that fully cover hospitals’ costs, 
including those for the purchase and 
maintenance of capital equipment. We 
rely on providers to make their 
decisions regarding the acquisition of 
high cost equipment with the 
understanding that the Medicare 
program must be careful to establish its 
initial payment rates for new services 
that lack hospital claims data based on 
realistic utilization projections for all 
such services delivered in cost efficient 
hospital outpatient settings. As the 
OPPS acquires claims data regarding 
hospital costs associated with new 
procedures, we will regularly examine 
the claims data and any available new 
information regarding the clinical 
aspects of new procedures to confirm 
that our OPPS payments remain 
appropriate for procedures as they 
transition into mainstream medical 
practice. 

2. Refinement of New Technology Cost 
Bands 

In the November 7, 2003 final rule 
with comment period, we last 
restructured the New Technology APC 
groups to make the cost intervals more 
consistent across payment levels (68 FR 
63416). We established payment levels 
in $50, $100, and $500 intervals and 
expanded the number of New 
Technology APCs. We also retained two 
parallel sets of New Technology APCs, 
one set with a status indicator of ‘‘S’’ 
(Significant Procedure, Not Discounted 
When Multiple) and the other set with 
a status indicator of ‘‘T’’ (Significant 
Procedures, Multiple Reduction 
Applies). We did this restructuring 
because the number of procedures 
assigned to New Technology APCs had 
increased, and narrower cost bands 
were necessary to avoid significant 
payment inaccuracies for new 
technology services. Therefore, we 
dedicated two new series of APCs to the 
restructured New Technology APCs, 
which allowed us to narrow the cost 
bands and afforded us the flexibility to 
create additional bands as future needs 
dictated. 

As the number of procedures that 
qualify for placement in the New 
Technology APCs has continued to 

increase over the past 2 years, we 
recognized that the $0 to $50 cost band 
represented by ‘‘S’’ status APC 1501 
(New Technology, Level I, $0–$50) and 
‘‘T’’ status APC 1538 (New Technology, 
Level I, $0–$50) spanned too broad of a 
cost interval to accurately represent the 
lower costs of an ever-increasing 
number of procedures that are 
appropriate for New Technology APC 
assignment. Therefore, we proposed to 
refine this cost band to five $10 
increments, resulting in the creation of 
an additional 10 New Technology APCs 
to accommodate the two parallel sets of 
New Technology APCs, one set with a 
status indicator of ‘‘S’’ and the other set 
with a status indicator of ‘‘T.’’ We also 
proposed to eliminate the two $0 to $50 
cost band New Technology APCs 1501 
and 1538, so that the cost bands of all 
New Technology APCs would continue 
to be mutually exclusive. Table 9 
published in the proposed rule (70 FR 
42706) contained a listing of the 10 
additional New Technology APCs that 
we proposed for CY 2006. 

As we explained in the November 30, 
2001 final rule (66 FR 59897), we 
generally keep a procedure in the New 
Technology APC to which it is initially 
assigned until we have collected data 
sufficient to enable us to move the 
procedure to a clinically appropriate 
APC. However, in cases where we find 
that our original New Technology APC 
assignment was based on inaccurate or 
inadequate information, or where the 
New Technology APCs are restructured, 
we may, based on more recent resource 
utilization information (including 
claims data) or the availability of refined 
New Technology APC bands, reassign 
the procedure or service to a different 
New Technology APC that most 
appropriately reflects its cost. Therefore, 
we proposed to discontinue New 
Technology APCs 1501 and 1538, and 
reassign the procedures currently 
assigned to them to proposed New 
Technology APCs 1491 through 1500. 
Table 10 published in our proposed rule 
(70 FR 42707) summarized these 
proposed New Technology APC 
reassignments. 

We received no public comments in 
response to our proposed refinement of 
the New Technology APC cost bands. 
Therefore, for CY 2006, we are finalizing 
our proposal to discontinue New 
Technology APCs 1501 and 1538, and 
reassign the procedures currently 
assigned to them to New Technology 
APCs 1491 through 1500. Table 9 lists 
the final New Technology APCs 1491 
through 1500 for CY 2006. 
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TABLE 9.—NEW TECHNOLOGY APCS FOR CY 2006 

APC Descriptor Status Indi-
cator 

Final CY 
2006 pay-
ment rate 

1491 ........ New Technology—Level IA ($0–$10) ......................................................................................................... S $5 
1492 ........ New Technology—Level IB ($10–$20) ....................................................................................................... S 15 
1493 ........ New Technology—Level IC ($20–$30) ...................................................................................................... S 25 
1494 ........ New Technology—Level ID ($30–$40) ...................................................................................................... S 35 
1495 ........ New Technology—Level IE ($40–$50) ....................................................................................................... S 45 
1496 ........ New Technology—Level IA ($0–$10) ......................................................................................................... T 5 
1497 ........ New Technology—Level IB ($10–$20) ....................................................................................................... T 15 
1498 ........ New Technology—Level IC ($20–$30) ...................................................................................................... T 25 
1499 ........ New Technology—Level ID ($30–$40) ...................................................................................................... T 35 
1500 ........ New Technology—Level IE ($40–$50) ....................................................................................................... T 45 

3. Requirements for Assigning Services 
to New Technology APCs 

In the April 7, 2000, final rule (65 FR 
18477), we created a set of New 
Technology APCs to pay for certain new 
technology services under the OPPS. We 
described a group of criteria for use in 
determining whether a service is eligible 
for assignment to a New Technology 
APC. We subsequently modified this set 
of criteria in our November 30, 2001, 
final rule (66 FR 59897 to 59901), 
effective January 1, 2002. These 
modifications were based on changes in 
the data (we were no longer required to 
use CY 1996 data to set payment rates) 
and on our continuing experience with 
the assignment of services to New 
Technology APCs. 

In the course of reviewing 
applications for New Technology APC 
assignments under the OPPS, we have 
encountered many situations in which 
there is extremely limited clinical 
experience with new technology 
services regarding their use and efficacy 
in the typical Medicare population. In 
some cases, there has been ambiguity 
regarding how the new technology 
services fit within the standard coding 
framework for established procedures, 
and there may be no specific coding 
available for the new technology 
services in other settings or for use by 
other payers. Nevertheless, applicants 
requesting assignment of services to 
New Technology APCs request that we 
provide billing and payment 
mechanisms under the OPPS for the 
new technology services through the 
establishment of codes, descriptors, and 
payment rates. As stated in section I.F. 
of this preamble, we remain committed 
to the overarching goal of ensuring that 
Medicare beneficiaries have timely 
access to the most effective new medical 
treatments and technologies in 
clinically appropriate settings. In the CY 
2006 proposed rule, we indicated that 
we believed that our current New 
Technology APC assignment process 

helps to assure such access, and that an 
enhancement to the New Technology 
APC application process might further 
encourage appropriate dissemination of 
and Medicare beneficiary access to new 
technology services. 

We are interested in promoting review 
of the coding, clinical use, and efficacy 
of new technology services by the 
greater medical community through our 
New Technology APC application and 
review process for the OPPS. Therefore, 
in addition to our current information 
requirements at the time of application, 
we proposed to require that an 
application for a code for a new 
technology service be submitted to the 
American Medical Association’s 
(AMA’s) CPT Editorial Panel before we 
accept a New Technology APC 
application for review. In making this 
proposal, we specifically indicated that 
we would not change our current 
criteria for assignment of a service to a 
New Technology APC. Rather, the intent 
of the proposed new requirement was to 
encourage timely review of a new 
service or procedure by the wider 
medical community as CMS is 
reviewing it for possible new coding 
and assignment to a New Technology 
APC under the OPPS. The AMA’s CPT 
Editorial Panel has only one CPT code 
application that is used by applicants 
requesting consideration for either 
Category I or III codes. We indicated 
that we would accept either a Category 
I or Category III code application to the 
CPT Editorial Panel. The application 
requests relevant clinical information 
regarding new services, including their 
appropriate use and the patient 
populations expected to benefit from the 
services, which would provide us with 
useful additional information. CPT code 
applications are reviewed by the CPT 
Editorial Panel, whose members bring 
diverse clinical expertise to that review. 
In the proposed rule, we indicated our 
belief that consideration by the CPT 
Editorial Panel might facilitate 
appropriate dissemination of the new 

technology services across delivery 
settings and bring to light other needed 
coding changes or clarifications. We 
further proposed that a copy of the 
submitted CPT application be filed with 
us as part of the application for a New 
Technology APC assignment under the 
OPPS, along with CPT’s letter 
acknowledging or accepting the coding 
application. We reminded the public 
that we do not consider an application 
complete until all informational 
requirements are provided. In addition, 
we reminded the public that when we 
assign a new service a HCPCS code and 
provide for payment under the OPPS, 
these actions do not imply coverage by 
the Medicare program, but indicate only 
how the procedure or service may be 
paid if covered by the program. Fiscal 
intermediaries must determine whether 
a service meets all program 
requirements for coverage, for example, 
that it is reasonable and necessary to 
treat the beneficiary’s condition and 
whether it is excluded from payment. 
CMS may also make National Coverage 
Determinations (NCDs) on new 
technology procedures. 

We received a large number of public 
comments concerning our proposal. 

Comment: Many commenters 
suggested that the AMA CPT Editorial 
Panel may not be the most appropriate 
forum for a federally mandated 
decision. Some of these commenters 
pointed out that meetings of the panel 
and the considerations on which it 
bases decisions are not open to the 
public. Other commenters questioned 
whether there is an inherent conflict in 
the proposal, as CMS and the AMA are 
distinctly separate organizations with 
different objectives and constituencies, 
so that it may not be in the interest of 
Medicare beneficiaries to tie CMS policy 
to proceedings of the AMA. Other 
commenters suggested that even the 
requirement that the AMA acknowledge 
receipt of the coding application 
suggests that the AMA has potential 
‘‘veto’’ power over CMS authority and 
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may thus constitute an unlawful 
delegation of federal decision making. 

Response: We wish to clarify that it 
was not our proposal to rely upon the 
decisions of the CPT Editorial Panel. 
Nor did we propose to adopt the 
objectives or policies of the AMA or the 
CPT Editorial Panel. Rather, we 
proposed only to require initiation of 
the process for obtaining a CPT code in 
order to foster the common objective of 
appropriately recognizing new 
technology services and properly coding 
those services. Under our proposal, we 
would continue to make determinations 
about the need for new HCPCS codes 
and about appropriate assignments to 
New Technology APCs to establish 
payment rates completely 
independently of the CPT Editorial 
Panel. We also proposed only that the 
applicant show us a letter of 
acknowledgement or receipt from the 
AMA, not that the AMA would send us 
such a letter or withhold such a letter 
as a way to exercise veto power. 

Comment: One commenter stated that 
while it is possible for manufacturers to 
file CPT applications to the AMA, the 
AMA has usually discouraged this 
practice and specialty societies have 
been slow to support CPT applications 
not vetted through them. Another 
commenter indicated that 
manufacturers are often not in receipt of 
letters from the AMA indicating receipt 
of a CPT coding application, and hence 
may not be able to provide these letters 
with their application for New 
Technology APC assignment. Other 
commenters claimed that if a 
manufacturer waits to gather clinical 
and utilization information sufficient to 
support a Category I code, the 
application may no longer meet CMS’s 
definition of ‘‘truly new’’ and may be 
ineligible for a New Technology APC 
assignment. 

Response: Our proposal did not 
specifically require that manufacturers 
submit applications to the CPT Editorial 
Panel. In fact, we specifically proposed 
only that such an application ‘‘be 
submitted,’’ and did not stipulate the 
identity of the applicant. In addition, we 
were not proposing to require that 
manufacturers provide us with copies of 
letters they had received directly from 
the AMA. We understand, however, that 
manufacturers ordinarily work in 
concert with the actual applicants for 
new CPT codes, and expect that it is 
reasonable for a manufacturer to be able 
to obtain such a letter. We also 
specifically required only the initiation 
of the application process, not the 
receipt of a positive (or negative) 
decision by the CPT Editorial Panel, in 
order to prevent the process from 

delaying our decision beyond the point 
at which a New Technology APC 
assignment is appropriate. Our proposal 
was meant only to encourage the 
appropriate dissemination of 
information, data collection, and review 
by the wider medical community 
concerning new technologies. Finally, it 
is worth emphasizing that while our 
objective is to consider for assignment 
to New Technology APCs services that 
represent technologies that are ‘‘truly 
new,’’ for designation under the OPPS 
we specifically rely on our criteria 
which require that a service or 
procedure not be described by any 
existing HCPCS code or combination of 
codes, that it cannot be adequately 
represented in the claims data being 
used for the most current annual OPPS 
update, and that there is no appropriate 
clinical APC for its assignment. We do 
not believe that our proposal to require 
initiation of the CPT application process 
would result in delays beyond the point 
at which these criteria could still be 
met. 

Comment: One commenter stated that 
there are only three submission 
deadlines per year for CPT applications, 
which do not comport to the quarterly 
schedule for filing New Technology 
applications to CMS. 

Response: The filing dates for New 
Technology applications are 
informational dates published on our 
website as reference points for 
application receipt related to the earliest 
date for adding a new code for an 
approved service to a New Technology 
APC, that is, the beginning of the 
following quarter. The actual dates for 
adding new services, if approved, are 
often later than the next quarter, 
depending on specific issues related to 
comprehensive evaluation of a specific 
application, which often involves 
requests for additional information. 

Comment: One commenter 
recommended as an alternative that 
CMS create codes for qualifying services 
and assign them to a New Technology 
APC and stipulate that those applicants 
must apply to the CPT Editorial Panel 
for a new code within one year. 

Response: We do not believe that it 
would be advisable to accept this 
recommendation. First, we do not have 
a policy of making contingent approvals 
for payment. All requirements for 
Medicare payment must be met at the 
time a code and payment rate are 
established. In addition, this 
recommendation would require 
establishing a mechanism to monitor 
compliance with the condition of 
approval. Finally, the necessity of 
withdrawing some HCPCS codes from 
coding and payment because of non- 

compliance has great potential for 
causing confusion among providers. 

Comment: One commenter stated that 
our concern about limited experience 
with new technologies in the Medicare 
population is more appropriately related 
to coverage of new procedures, rather 
than to coding issues. Assignment of a 
service to a New Technology APC is 
meant to create a mechanism for 
gathering utilization data, and does not 
guarantee coverage and payment of a 
technology. Coverage for new 
technologies remains the discretion of 
Medicare contractors, unless CMS 
makes a national coverage 
determination. This commenter claimed 
that the proposal to require a CPT 
coding application implies that CMS 
would be effectively removing the 
Medicare contractors from the coverage 
decision-making process. 

Response: We do not believe that our 
proposal would have the effect of 
removing Medicare contractors from the 
process of making coverage decisions, or 
otherwise usurp the role of the coverage 
decision-making process. Rather, the 
proposal would serve merely to promote 
evaluation of new services by the wider 
medical community, so that the results 
of this evaluation could serve to assist 
in broader distribution of new clinical 
information, establishment of 
appropriate standard coding, and wider 
dissemination of promising 
technologies. Even when the CPT 
Editorial Panel establishes a new code, 
Medicare contractors have discretion to 
make local coverage decisions, and CMS 
retains the right to make national 
coverage determinations with regard to 
the procedure or service. 

Comment: Some commenters 
indicated that there are unique payment 
concerns related to applying for a 
Category III CPT code, asserting that 
many Medicare contractors view 
Category III CPT codes as an indication 
that a technology is experimental or 
investigational. One commenter 
provided as an example a proposed and 
final policy of one CMS contractor not 
to cover any technologies described by 
Category III CPT codes, ‘‘since these 
codes have been created to track new, 
unproven therapies and tests.’’ Another 
commenter claimed that assignment of a 
Category III CPT code often results in 
non-coverage decisions by both local 
carriers and fiscal intermediaries. 

Response: The example provided by 
commenters about the implications of 
Category III CPT codes for coverage 
decisions by Medicare contractors 
appears to be relevant outside the 
context of the OPPS, mainly within the 
physician payment context. We have 
been unable to identify any fiscal 
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intermediary that has adopted any such 
broad noncoverage policy regarding 
Category III CPT codes. 

Comment: One group of commenters 
urged us not to adopt the proposed 
requirement that a CPT application 
submission to the AMA’s CPT Editorial 
Panel be required before we accept a 
New Technology APC application for 
review. These commenters asserted that 
a CPT coding application, in and of 
itself, will not provide us with input 
from the greater medical community, 
unless we wait until the CPT Editorial 
Panel has made a coding decision and 
that decision has been made public. 
Because of the timing of the CPT code 
review process, it is not reasonable for 
CMS to wait until the CPT Editorial 
Panel has made a public coding 
decision, which can take 6–12 months 
for an internal decision, and 6–24 
months before publishing a coding 
decision for a Category I code. These 
commenters also believed that this 
requirement would delay access to new 
services, asserting that applying for a 
CPT code is a lengthy process and 
involves months of gathering 
information on the technology and its 
use, working with relevant specialty 
societies to obtain support for a new 
code and to develop a clinical vignette, 
and consulting within the CPT Editorial 
Panel. In order to obtain a Category I 
code, the new technology must have 
widespread usage across the country 
and in multiple locations, and its 
efficacy must be documented in U.S. 
peer-reviewed journal articles. Other 
commenters stated that a number of 
issues regarding the CPT coding process 
make our proposal impractical, in 
addition to the lack of a guaranteed 
timely review by the CPT Editorial 
Panel. The AMA does not have 
‘‘official’’ evidence and utilization 
thresholds for coding applications. 
However, commenters indicated that 
physician specialty societies often 
require certain thresholds of utilization 
or clinical evidence be met before a 
Category I CPT application for a new 
service is submitted, and there is 
considerable variation in such 
thresholds among the specialty 
societies. If a manufacturer submits an 
application without society support or 
before there is widespread utilization, 
the application is more likely to be 
denied or assigned a Category III CPT 
code, even if that was not requested. 
Some commenters indicated that there 
are payment concerns in applying for a 
Category III CPT code, asserting that 
most private payers view Category III 
CPT codes as indication that a 
technology is experimental or 

investigational, and therefore refuse to 
cover procedures or services described 
by Category III CPT codes. These 
commenters asserted that because of the 
risk of non-coverage of Category III CPT 
codes, manufacturers may forego 
applying for New Technology APC 
assignments, or will be hesitant to apply 
for both a New Technology APC 
assignment and CPT code 
simultaneously. Without unique service 
codes, it will be more difficult for CMS 
to track new services and eventually to 
assign them to clinically appropriate 
APCs. The result will be fewer New 
Technology APC applications, and less 
beneficiary access to new technologies. 
A few commenters asserted that little 
would be gained by the mere filing of 
a CPT application without a coding 
determination from the CPT Editorial 
Panel, because the information in both 
applications is similar. One commenter 
suggested that if there is information 
from the CPT application that CMS 
requires to evaluate the New 
Technology APC application, we should 
add such questions to our application. 

In lieu of using the CPT coding 
process to encourage review by the 
wider medical community, a few 
commenters recommend that CMS 
appoint a standing advisory committee 
of clinical representatives, or another 
independent group of medical experts 
from specialties and hospitals, to review 
New Technology APC applications and 
provide input to CMS. Other 
commenters also suggested that we 
convene an independent group of 
medical experts to assist in the review 
of applications as necessary. 

A number of other commenters, 
principally from hospitals and hospital 
associations, supported our proposal to 
require a CPT application prior to our 
consideration of a New Technology APC 
application because they favored less 
ambiguity in the coding framework. 
Some of these commenters said that 
there is a proliferation of C-codes and G- 
codes, which are burdensome to 
hospitals as such codes are often not 
recognized by other payers, and our 
proposal will minimize the need for 
expedited issuance of C-codes or G- 
codes. They asserted that hospitals 
would benefit by reduced duplication of 
codes for services recognized by 
Medicare and other payers. Other 
commenters claimed that the correct 
process for coding new services is to 
start by way of the CPT Editorial Panel 
review process rather than the New 
Technology APC application process. 
Other commenters also supported the 
requirement on the grounds that the 
CPT review process is rigorous, 
including input by physician specialty 

societies, which indicates the level of 
acceptance of a new technology in the 
medical community, relevant to the 
OPPS because physicians perform new 
technology procedures in the hospital 
setting. One commenter indicated that 
there may be specific occasions when it 
is necessary to submit applications to 
the CPT Editorial Panel and CMS 
simultaneously. Another commenter 
requested that we recognize potential 
delays resulting from this additional 
step and expedite our review of New 
Technology APC applications. Finally, 
one commenter indicated appreciation 
of the reasons for the proposal, but 
asked that this new requirement remain 
as stated, that an application needs to be 
submitted to the AMA CPT Editorial 
Panel, but that it did not necessarily 
need to be reviewed and processed by 
the CPT Editorial Panel prior to CMS’s 
consideration of the New Technology 
APC application. 

Response: In light of the strong 
division among the commenters on the 
merits of our proposal to require that a 
CPT coding request be submitted prior 
to submission of a New Technology 
APC application, we have decided not 
to adopt this proposal at this time. Many 
of the comments reflect confusion about 
the specifics of the proposal. Therefore, 
we are concerned that, because the 
commenters did not understand some 
specifics of this proposal during their 
review of the CY 2006 proposed rule, 
we may similarly not be in a position to 
understand all the implications of the 
concerns noted by the commenters. In 
particular, we did not intend to tie our 
decision-making regarding applications 
for New Technology APC assignment to 
the CPT Editorial Panel process, but 
wished to promote review of the coding, 
clinical use, and efficacy of new 
technology services by the wider 
medical community to facilitate the 
swift spread of promising new 
technologies into medical practice. 

While we are deferring our proposal, 
we continue to believe that timely 
review of potential new services by the 
wider medical community is valuable, 
given our experience that many services 
that have requested OPPS coding and 
assignment to a New Technology APC 
have demonstrated limited clinical 
efficacy. We also continue to believe 
that new technology services deserve 
timely standard and comprehensive 
coding established through the CPT 
Editorial Panel review process to permit 
appropriate payment and data collection 
regarding their utilization patterns and 
clinical outcomes. We also do not agree 
with many of the criticisms directed 
against the proposal. For example, as 
stated previously, we do not agree that 
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our proposal to have applicants file a 
CPT coding request before submission 
of a New Technology APC application 
would make the CPT coding process a 
Federal decisionmaking forum. This is 
because we would not require a 
decision to be made by the CPT 
Editorial Panel. However, in light of the 
numerous and considered comments 
opposed to the proposal, we are not 
proceeding with it at this time. 

At the same time, we remain 
committed to the general goal of 
promoting review of the coding, clinical 
use, and efficacy of new technology 
services by the wider medical 
community. We continue to believe that 
such broad and early review of new 
technology procedures would enhance 
our ability to make appropriate initial 
and subsequent decisions on 
assignments of new services to New 
Technology APCs and would facilitate 
the more rapid dissemination of 
promising new technologies to all 
service settings and appropriate patient 
populations. Therefore, we will 
continue to study how to best achieve 
these goals of timely review of new 
technologies by the general medical 
community to validate their clinical 
worth and distinctiveness in 
comparison with existing services and 
to promote more rapid dissemination of 
effective new procedures throughout 
standard medical practice. In doing so, 
we will continue to consider whether 
the proposal we advanced would serve 
that goal. We would specifically 
welcome further input on this proposal 
or alternatives to it. We may reintroduce 
this proposal or advance alternative 
approaches at a later date. 

As a preliminary matter, we are not 
inclined to accept one alternative 
recommended by some commenters. 
Specifically, we are not inclined to 
establish a standing advisory committee 
to provide input on New Technology 
applications to the OPPS, as some have 
suggested. A standing committee 
involving outside experts would add 
additional review time that would 
impede upon our application process, as 
well as prevent us from evaluating New 
Technology applications for addition to 
the OPPS on a quarterly basis, as 
appropriate. We prefer to maintain the 
flexibility that our current process 
provides. In addition, the specific 
medical expertise required to evaluate 
new technologies would likely vary 
widely from application to application. 
This factor would render consultation 
with a standing advisory committee 
with fairly stable membership more 
difficult to maintain. 

4. New Technology Services 

a. Ablation of Bone Tumors 
Comment: One commenter requested 

that we reassign CPT code 20982 
(Ablation, bone tumor(s) (eg, osteoid 
osteoma, metastasis) radiofrequency, 
percutaneous, including computed 
tomographic guidance) from New 
Technology Level XX, APC 1557 to New 
Technology Level XXII, APC 1559. The 
commenter stated that the procedure 
has been in New Technology APC 1557 
for 2 years, and that the payment rate for 
that APC is not adequate to cover the 
hospitals’ costs. The commenter 
asserted that assignment to that APC 
was based on inadequate information. 
The commenter used physician practice 
expense data to estimate costs to 
perform the ablation procedure, and 
stated that the costs far surpass the 
OPPS payment amount, largely due to 
the high cost of the necessary 
radiofrequency probe. Further, the 
commenter added that its analysis 
found that 2 of the 16 single claims CMS 
used to calculate the median cost for 
CPT code 20982 for the proposed rule 
were inaccurate because no charge for 
the ablation device, as indicated by the 
absence of a separate supply charge, was 
included. The commenter believed that 
those two claims had a significant effect 
on the median cost for CPT code 20982, 
because of the small number of claims 
for the procedure. The commenters’ 
analysis further showed that the median 
cost for these procedures was $2,156 
based on 14 claims that included a 
supply charge. 

Response: As we have stated in this 
preamble, we are committed to relying 
on our claims data for making APC 
assignments as much as possible. While 
we appreciate the external data 
provided by the commenter regarding 
the costs of supplies associated with the 
practice expense inputs for the 
Medicare Physician Fee Schedule, that 
payment system utilizes a different 
methodology for establishing payment 
for services that is not directly 
applicable to payment rates under the 
OPPS. In the case of CPT code 20982, 
we believe that our hospital claims data 
are adequate to support our proposal to 
maintain the service in New Technology 
APC 1557 for CY 2006. CPT code 20982 
was a new code for CY 2004 so we have 
1 year of hospital data for this 
procedure. For CPT code 20982, we 
have 17 single claims from CY 2004 
with a procedure-specific median cost 
of $1,578. As we do not require that 
hospitals bill a separate supply charge 
for the probe that is used for this service 
because there is no specific device C- 
code available, we have no reason to 

believe that claims for CPT code 20982 
without a separate supply charge do not 
contain charges for all costs associated 
with the procedure. The catheter 
charges may be wrapped into the charge 
for the procedure itself. The code- 
specific median indicates that even the 
current New Technology APC payment 
at $1,850 may be too high, but given the 
information provided by the commenter 
and the relatively low number of CY 
2004 claims available for calculating the 
median cost for CPT code 20982, we are 
finalizing our proposal for CY 2006 and 
are retaining CPT code 20982 for at least 
1 more year in New Technology APC 
1557. 

b. Breast Brachytherapy 
Comment: In response to the 

November 15, 2004 final rule with 
comment period (69 FR 65682), one 
commenter applauded our assignment 
of CPT codes 19296 (Placement of 
radiotherapy afterloading balloon 
catheter into the breast for interstitial 
radioelement application) and 19298 
(Placement of radiotherapy afterloading 
balloon catheters, multiple tube and 
button type, into the breast for 
interstitial radioelement application) to 
New Technology APC 1524 (Level XIV 
$3000–$3500), and CPT code 19297 
(Placement of radiotherapy afterloading 
balloon catheter into the breast for 
interstitial radioelement application; 
concurrent with partial mastectomy) to 
New Technology APC 1523 (Level XXIII 
$2500–$3000) for CY 2005. The 
commenter stated that these payment 
amounts adequately cover the costs of 
the applicator devices involved in the 
procedures. 

Response: We agree with the 
commenter’s acknowledgement that the 
payment amounts that we assigned to 
CPT codes 19296, 19297, and 19298 for 
CY 2005 adequately cover the resource 
costs associated with these procedures. 
Therefore, for CY 2006, we are 
maintaining CPT codes 19296 and 
19298 in New Technology APC 1524 
and CPT code 19297 in New 
Technology APC 1523. 

c. Enteryx Procedure 
A new CPT code, 0133T (Upper 

gastrointestinal endoscopy, including 
esophagus, stomach, and either the 
duodenum and/or jejunum as 
appropriate, with injection of implant 
material into and along the muscle of 
the lower esophageal sphincter (e.g., for 
treatment of gastroesophageal reflux 
disease)), was created for 
implementation January 1, 2006 to 
describe the procedure currently coded 
under the OPPS as HCPCS code C9704 
(Injection or insertion of inert substance 
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for submucosal/intramuscular 
injections(s) into the upper 
gastrointestinal tract, under fluoroscopic 
guidance). For CY 2005, C9704 was 
assigned to New Technology APC 1556, 
with a payment rate of $1,750. As 
discussed below, we determined an 
appropriate APC assignment for this 
procedure for CY 2006. However, in the 
period between publication of the 
proposed rule and the end of the 
comment period, the product 
manufacturer recalled this product and 
the Food and Drug Administration has 
warned physicians about the danger of 
its use. 

In our analyses to determine the most 
appropriate APC assignment for the new 
CPT code, we found that the most 
accurate payment will be made by 
retaining the procedure’s current APC 
assignment. We did not automatically 
assign CPT code 0133T to APC 1556 
because that CPT code explicitly 
includes the endoscopy that is integral 
to the service, whereas the current C- 
code does not. For that reason we 
calculated the claims-based median cost 
for the procedure by using single claims 
for HCPCS code C9704, on the premise 
that if the procedure required 
endoscopy and the endoscopy was not 
separately billed then the endoscopy 
charges were reflected in the charges for 
HCPCS code C9704 as well as claims for 
HCPCS code C9704 that had a charge for 
an endoscopy included to assure us that 
we were capturing the charges for the 
entire procedure from as many claims as 
possible. Thus, to determine an 
appropriate APC placement for CPT 
code 0133T we analyzed all single 
claims for HCPCS code C9704, as well 
as claims that had HCPCS code C9704 
combined with either CPT code 43234 
(Upper gastrointestinal endoscopy, 
simple primary examination (e.g., with 
small diameter flexible endoscope)), or 
CPT code 43235 (Upper gastrointestinal 
endoscopy including esophagus, 
stomach, and either the duodenum and/ 
or jejunum as appropriate; diagnostic, 
with or without collection of 
specimen(s) by brushing or washing). 

The median cost from these claims 
which would crosswalk to the new CPT 
code is $1,660. Therefore, we believe 
that it is still appropriate to retain the 
procedure, coded for CY 2006 as CPT 
code 0133T, in New Technology APC 
1556 rather than assigning it to a 
different New Technology APC or a 
clinical APC at this time. We will be 
deleting HCPCS code C9704. As with all 
procedures assigned to New Technology 
APCs, we will reevaluate it for next year 
to determine whether assignment to a 
clinical APC is more appropriate. 

d. Extracorporeal Shock Wave 
Treatment 

Comment: Several commenters to 
both the November 15, 2004 final rule 
with comment period and to our July 
25, 2005 proposed rule opposed our 
placement of new HCPCS codes for high 
energy Extracorporeal Shock Wave 
Therapy (ESWT) services into New 
Technology APC 1547. In response to a 
New Technology application for ESWT, 
we created new codes for high energy 
ESWT for chronic lateral epicondylitis 
(C9720-tennis elbow) and for chronic 
plantar fasciitis (C9721) effective 
January 1, 2005, and placed them into 
New Technology APC 1547, with a 
payment rate of $850 for CY 2005. A 
number of commenters requested that 
these ESWT services be placed in New 
Technology APC 1559, which has a 
payment rate of $2,250. A manufacturer 
of ESWT equipment, who commented, 
cited our regulations (42 CFR § 419.31) 
in stating that APC groups ‘‘must be’’ 
comparable in terms of clinical use and 
resources required. This commenter, as 
well as another manufacturer, claimed 
that New Technology APC 1547 does 
not cover the costs of the ESWT 
procedures for chronic lateral 
epicondylitis and for chronic plantar 
fasciitis. The commenters provided their 
estimated costs of the procedure at 
about $2,300 per service for both 
clinical indications. One commenter 
also indicated that it understood that 
the AMA’s CPT Editorial Panel intended 
to issue new codes for the two high 
energy ESWT services beginning in CY 
2006. It stated that when these new CPT 
codes become effective, providers and 
payers will be faced with two different 
sets of codes for high energy ESWT, the 
CPT codes and the HCPCS C-codes, and 
this will cause difficulties with provider 
billing and reimbursement. 

Commenting parties expressed their 
belief that our placement of ESWT did 
not cover the costs of ESWT for plantar 
fasciitis, claiming that the ESWT 
equipment costs between $250,000 and 
$400,000 for each unit, varying by 
manufacturer, and summarizing other 
additional costs, such as those for an 
annual maintenance contract, a 
specialized technician, and anesthesia, 
along with a specialized transport 
vehicle for the ESWT equipment. 
Commenters asserted that high energy 
ESWT is comparable to the resource 
costs of services in Level II Foot 
Musculoskeletal Procedures, APC 0056 
with a CY 2005 payment rate of 
$2,380.72, except that ESWT includes 
the capital costs for the equipment, 
transport vehicle, and technician 
mentioned earlier. The commenters also 

stated that high energy ESWT has a 
similar technology and cost structure, 
including technological devices, 
maintenance contracts, and specialized 
technical personnel, to extracorporeal 
shock wave lithotripsy, for the 
fragmentation of kidney stones. These 
commenters proposed that high energy 
ESWT be placed in APC 1559. One 
hospital indicated that its average cost 
for ESWT is $2,100. Another commenter 
who compared high energy ESWT with 
lithotripsy stated that if we wished to 
compare ESWT with the costs of other 
procedures, then we should use 
lithotripsy, which also employs high 
energy extracorporeal shock waves, but 
for the treatment of kidney stones. The 
commenter claimed that many of the 
other costs associated with the two 
procedures were similar as well, with 
the exception of an imaging component 
used with lithotripsy. The commenter 
noted that lithotripsy’s APC assignment, 
APC 0169, has a payment rate close to 
that of New Technology APC 1559. 
Another commenter, commenting only 
on HCPCS code C9721, recommended 
that high energy ESWT for treatment of 
chronic plantar fasciitis be placed in 
either clinical APC 0055 (Level I Foot 
Musculoskeletal Procedures) or APC 
0056 (Level II Foot Musculoskeletal 
Procedures), claiming that it fits most 
closely clinically to procedures in APC 
0055, and that high energy ESWT is 
more homogeneous to either APC 0055 
or 0056 clinically and economically 
than to its assigned New Technology 
APC. The commenter also stated that 
any new CPT code beginning in CY 
2006 for high energy ESWT for chronic 
plantar fasciitis should replace HCPCS 
code C9721 and should be placed in 
APC 0055 or 0056. 

Response: When we determine that a 
new service is eligible for placement 
into a New Technology APC, we then 
perform our own cost analysis and cost 
estimate, in addition to taking the 
projected costs submitted in a New 
Technology APC application into 
consideration. As we stated in our 
November 30, 2001 final rule (66 FR 
59900) concerning placement of new 
services into APCs, ‘‘* * * we will not 
limit our determination of the cost of 
the procedure to information submitted 
by the applicant. Our staff will obtain 
information on cost from other 
appropriate sources before making a 
determination of the cost of the 
procedure to hospitals.’’ We compared 
the necessary hospital resources such as 
procedure room time, personnel, 
anesthesia and other resources of the 
ESWT procedure to various other 
procedures for which we have historical 
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hospital claims data. Additionally, we 
took into consideration projected costs 
submitted in the New Technology APC 
application, including the capital costs 
and equipment utilization assumptions, 
concluding that HCPCS codes C9720 
and C9721 should be assigned to New 
Technology APC 1547. New Technology 
APCs, by their very definition, do not 
contain services that are clinically 
homogeneous, but instead, based solely 
on hospital resource considerations, the 
services have estimated costs that place 
them into the same New Technology 
payment band. In contrast, services 
assigned to the same clinical APC are 
homogeneous with respect to both their 
clinical characteristics and hospital 
resource utilization. 

There are new CPT codes for CY 2006 
that describe high energy ESWT 
services, and hospitals providing these 
services in CY 2006 will use the CPT 
codes to report them instead of the two 
predecessor C codes. In particular, CPT 
code 0102T (Extracorporeal shock wave, 
high energy, performed by a physician, 
requiring anesthesia other than local, 
involving lateral humeral epicondyle) 
will replace HCPCS code C9720. In 
addition, CPT code 28890 
(Extracorporeal shock wave, high 
energy, performed by a physician, 
requiring anesthesia other than local, 
including ultrasound guidance, 
involving the plantar fascia) will replace 
HCPCS code C9721. We have closely 
reviewed the hospital cost information 
provided by the commenters, along with 
our CY 2004 hospital claims data for 
other outpatient hospital services. We 
are not confident yet, in the absence of 
hospital claims data for the predecessor 
C codes or the new CPT codes, that we 
can appropriately place CPT codes 
0102T and 28890 in clinical APCs 
where they would share clinical and 
resource homogeneity with other 
services. Therefore, for CY 2006 we are 
assigning CPT codes 0102T and 28890 
to New Technology APC 1547 with a 
payment rate of $850. We believe that 
the payment rate is appropriate based 
on all cost and utilization information 
available to us regarding high energy 
ESWT and other services provided in a 
hospital outpatient setting. 

Comment: One commenter, the 
applicant for assignment of high energy 
ESWT to a New Technology APC, 
claimed that our assignment of ESWT to 
a New Technology APC violates the 
Administrative Procedure Act (APA). 
The commenter asserted that the OPPS 
proposed rule published August 16, 
2004 (69 FR 50448) failed to mention 
ESWT or its placement in an APC. 
Moreover, the commenter claimed that 
our lack of discussion of our 

methodology made proper comments 
difficult if not impossible. The 
commenting party claimed that 
finalizing a rule without explanation is 
unlawful. The commenter furthermore 
claimed that the placement of ESWT in 
APC 1547 was arbitrary, capricious, and 
in excess of statutory authority in 
violation of the Administrative 
Procedure Act. The commenter claimed 
that it appeared that CMS ignored the 
applicant’s data that it submitted 
regarding resource use, instead 
comparing the resource costs for ESWT 
with entirely different procedures, 
resulting in inaccurate conclusions 
regarding the costs of ESWT services. 
Moreover, the commenter claimed that 
we have improperly classified ESWT 
into the same APC as endoscopic 
epidural lysis, which it claims violated 
the statutory requirement to group 
procedures based on both costs and 
clinical and resource comparability. 

Response: We disagree that our 
assignment of ESWT to New 
Technology APC 1547 was arbitrary, 
capricious, and in violation of the APA 
or the Medicare statute. As stated in our 
response above, we perform our own 
cost analysis and estimate the cost of 
any eligible new service, while taking 
the projected hospital costs submitted in 
the New Technology APC application 
into consideration. As we have 
indicated above, our November 30, 2001 
final rule concerning placement of new 
services into APCs states that we do not 
limit our determination of the cost of 
the procedure to information submitted 
by the applicant. We obtain information 
on costs from other appropriate sources 
before making a determination of the 
cost of the procedure to hospitals. In the 
case of the ESWT procedures, our 
clinical review team of physicians 
compared the resources such as 
procedure room time, anesthesia, and 
other resources of the ESWT procedure 
to the resources of various other 
outpatient hospital procedures for 
which we have historical hospital 
claims data. We believe that our claims 
data on other procedures in terms of 
hospital resource use yield relevant cost 
information for use in developing cost 
estimates for new procedures without a 
claims history. As explained above, we 
took the New Technology APC 
applicant’s costs into account as we 
reviewed its projected hospital costs 
thoroughly and, in particular, utilized 
information regarding expected service 
frequency, capital equipment, and other 
costs in our total cost estimate for the 
procedures. As discussed earlier, 
assignment to a New Technology APC 
does not imply clinical homogeneity 

with other services assigned to the same 
New Technology APC. We also note that 
we could not have included these two 
C-codes in the proposed rule for CY 
2005, since we had not yet completed 
our evaluation of the New Technology 
APC application and rendered a 
decision until well after that proposed 
rule was published. As we have 
announced numerous times elsewhere, 
we will add New Technology service 
codes and assign their payment rates in 
our quarterly updates, where applicable 
and available, to facilitate timely 
integration of new codes into the OPPS. 
The timing of the ESWT procedures 
decision made the addition of the codes 
and payment rates coincident with our 
CY 2005 final rule publication. In order 
to have provided a discussion of the 
codes in a proposed rule, 
implementation of the codes would 
have been delayed a full year. 

e. GreenLight Laser 
During the August 2005 APC Panel 

meeting, the Panel recommended 
accepting CMS’ proposed creation of 
APC 0429 for CY 2006 and the inclusion 
of HCPCS C9713, which describes use of 
the GreenLight Laser System, in this 
APC. We received several public 
comments concerning the reassignment 
of HCPCS codes C9713, 52647, 52648, 
50080, and 50081 to APC 0429. 

Comment: Several commenters 
requested that CMS maintain HCPCS 
code C9713 in its New Technology APC 
for one more year, which would give 
hospitals more time to learn how to 
correctly code for this service. The 
commenters stated that our proposed 
reassignment of the procedure to a 
clinical APC was premature because the 
decision was based on only 9 months of 
claims data. They suggested that many 
hospitals may not even have known 
about the new HCPCS code C9713 
because it was not implemented until 
April 5, 2004, and, therefore, CMS 
received even fewer correctly coded 
claims than the true number of 
outpatient hospital services actually 
described by HCPCS code C9713 that 
were performed on Medicare 
beneficiaries during the 9 month period. 

The commenters pointed out that 
there is evidence that hospitals have not 
been using the HCPCS code properly 
and reminded us that some members of 
the APC Panel stated that their hospitals 
were not coding these procedures 
correctly. 

The commenters stated that the short 
period of time for collection of claims 
data and the low median cost calculated 
for HCPCS code C9713 based on those 
claims support their conjecture that the 
claims are not correct, and that the 
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procedure should remain in its CY 2005 
New Technology APC for at least one 
more year to allow for collection of 
more accurate claims data. 

Response: For CY 2006, CPT revised 
the descriptors of two procedure codes 
for prostate laser procedures described 
by CPT codes 52647 and 52648. The 
revised CPT code descriptors are as 
follows: 52647 (Laser coagulation of 
prostate, including control of 
postoperative bleeding, complete 
(vasotomy, meatotomy, 
cystourethroscopy, urethral calibration 
and /or dilation, and internal 
urethrotomy are included if performed); 
and 52648 (Laser vaporization of 
prostate, including control of 
postoperative bleeding, complete 
(vasectomy, meatotomy, 
cystourethroscopy, urethral calibration 
and/or dilation internal urethrotomy 
and transurethral resection of prostate 
are included if performed). These 
descriptors for the CPT codes will be 
implemented on January 1, 2006. Our 
policy in the OPPS is to maintain only 
one HCPCS code that describes a 
specific procedure, and to the extent 
possible adopt CPT coding for services 
provided under the OPPS. In this case 
we determined, based on our review of 
the new descriptors, that procedures 
reported using HCPCS code C9713 in 
CY 2005 could be appropriately billed 
with CPT codes for CY 2006. 

We also concluded that the resource 
use and clinical aspects of the laser 
vaporization procedure reported with 
HCPCS code C9713 and of the prostate 
procedures reported using CPT codes 
52647 and 52648 prior to revision were 
so similar that it was appropriate to 
move, as proposed, the CY 2004 
hospital claims data for HCPCS code 
C9713 to APC 0429 to contribute to the 
APC’s median cost calculation for CY 
2006. In addition, there was no reason 
to postpone adoption of the revised CPT 
codes for use in the OPPS. Although we 
had less than a full year of hospital 
claims data available for HCPCS code 
C9713, we had well over 1,600 single 
claims upon which to calculate median 
costs for the procedure, and those 
claims data confirmed the resource 
similarity of this service to the services 
coded by CPT codes 52647 and 52648. 
The medians for these three procedures 
only range from $2,475 to $2,602 and 
the clinical indications for the 
procedures are also similar. For CY 2006 
we are adopting the newly available 
revised CPT codes for reporting the 
procedure previously described by 
HCPCS code C9713 and deleting HCPCS 
code C9713, effective January 1, 2006. 

Creation of a new Level V APC 0042 
for Cystourethroscopy and Other 

Genitourinary Procedures, the level to 
which we assigned the CY 2004 data for 
the prostate laser procedures described 
by HCPCS code C9713 and CPT codes 
52647 and 52648, along with cost data 
for two other procedures also reassigned 
to that APC, resulted in tighter median 
cost distributions within all levels of the 
APCs for cystouresthroscopy and other 
genitourinary procedures. We are 
confident in the median costs for all of 
these prostate procedures because we 
have over 1,000 single claims for each 
of those procedures. 

Although HCPCS code C9713 was 
placed in a New Technology APC for 
only one year, assignment to an 
appropriate clinical APC is always our 
goal for procedures that spend time 
assigned to New Technology APCs. In 
this case, the creation of a Category I 
CPT code that describes the procedure 
reported by HCPCS code C9713 during 
CY 2004 and CY 2005 in the OPPS 
occurred more quickly than is often the 
case. We believe that the procedure’s 
assignment with similar procedures to a 
new clinical APC is appropriate and 
will result in accurate payment. Also, 
we expect that adoption of a revised 
CPT code for reporting the noncontact 
laser vaporization of the prostate 
procedure will reduce hospitals’ 
administrative burden as they will be 
able report CPT codes for prostate 
services provided in CY 2006, rather 
than C-codes specific to the OPPS. 

After carefully considering all 
comments we received, we are 
finalizing, without modification, our 
proposal to assign CPT codes 52647, 
52648, 50080, and 50081 to new APC 
0429, Level V Cystourethroscopy and 
Other Genitourinary Procedures. The 
CY 2004 hospital claims data for HCPCS 
code C9713 have been assigned to APC 
0429 for purposes of establishing the 
final CY 2006 payment rate for that 
APC. 

f. Magnetoencephalography (MEG) 
We proposed to reassign MEG 

procedures to clinical APC 0043, using 
CY 2004 claims data to establish median 
costs on which payments would be 
based. 

We received a number of public 
comments concerning the reassignment 
of CPT codes 95965, 95966, 95967. 

Comment: A number of commenters 
addressed our proposal to assign 
magnetoencephalography (MEG) 
procedures to APC 0430. There are three 
MEG procedures affected by our 
proposal: CPT code 95965, MEG 
recording and analysis for spontaneous 
brain magnetic activity; CPT code 
95966, MEG for evoked magnetic fields, 
single modality; and CPT code 95967, 

MEG for evoked magnetic fields, each 
additional modality to be listed 
separately in addition to CPT code 
95965 for primary procedure. Each of 
those procedures is currently assigned 
to a separate New Technology APC, and 
the commenters believed that they 
should remain in those APCs for CY 
2006. The commenters believed that 
assignment to APC 0430 was 
inappropriate because the proposed 
payment level of $674 was inadequate 
to cover the costs of the procedures and 
because the procedures should not be 
assigned to only one level as their 
required hospital resources differ 
significantly. 

The commenters stated that the 
median costs based on CMS’ hospital 
claims data are erroneous because 
hospitals are not providing accurate 
charges for the procedures. Further, they 
stated that our data did not represent 
the true costs of the procedures because 
MEG procedures are performed on very 
few Medicare patients. 

In addition to the written comments 
we received on our proposed rule, 
hospital and manufacturer 
representatives made presentations to 
the APC Panel during its August 2005 
meeting. At that time, the Panel 
recommended that CMS retain the MEG 
procedures in their current New 
Technology APCs and that we collect 
more external data and provide a 
detailed review of the data for the 
Panel’s consideration at its next 
meeting. 

Response: The MEG procedures have 
been assigned to New Technology APCs 
for 4 years. In CY 2002, all three 
services were assigned a payment rate of 
$150 in a single New Technology APC. 
As these CPT codes were new for CY 
2002 and, therefore, first open to 
comment in the CY 2002 final rule, we 
received several comments regarding 
the costs of the services. For CY 2003, 
all three services were assigned to 
higher paying New Technology APCs, 
with a rate of $2,250 for CPT code 
95965, $1,375 for CPT code 95966, and 
$875 for CPT code 95967. For CY 2004 
and CY 2005, the procedures were again 
assigned to higher paying New 
Technology APCs, with CPT code 95965 
moving to a rate of $5,250; CPT code 
95966 to a rate of $1,450; and CPT code 
95967 to a rate of $950. 

For CY 2006, we proposed to assign 
these procedures to one new clinical 
APC because assignment to New 
Technology APCs is generally 
temporary while we are gathering 
hospitals claims data, and we now have 
3 years of data upon which to base 
clinical APC assignments. Over the 
entire 3-year period, the median costs 
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for all 3 services, especially CPT code 
95965, have generally been far less than 
the OPPS payment rates. In fact, the CY 
2005 median cost (based on CY 2003 
claims data) for CPT code 95965 was 
only 16 percent of the payment rate, and 
for CY 2006 the median cost (based on 
CY 2004 claims) was only 12 percent of 
the rate. 

These procedures are rarely 
performed on Medicare beneficiaries 
and, therefore, we have a small number 
of claims now and have no expectation 
that the volume will increase. Patients 
targeted for MEG investigation 
procedures are typically between 17 and 
32 years old. Furthermore, industry 
expectations are that the technology’s 
growth will be in installations outside of 
hospitals. Nevertheless, almost all 
services with ongoing expectations of 
low volume for Medicare beneficiaries, 
including obstetrical services, reside in 
clinical APCs, not New Technology 
APCs. From CY 2003 claims data we 
were able to use 20 of the 21 claims 
submitted for CPT code 95965, 7 of the 
7 claims submitted for CPT code 95966, 
and 4 of the 6 submitted for CPT code 
95967 to calculate median costs of the 
procedures. For CY 2006 based on CY 
2004 hospital claims data, we were able 
to use 10 of the 10 claims submitted for 
CPT code 95965 and 3 of the 4 
submitted for CPT code 95966, while we 
had no claims for CPT code 95967. 

In contrast to the comments, we are 
committed to relying increasingly on 
those data, especially in a case like this 
where the few hospitals that offer this 
technology have been billing these 
procedures for at least four years and 
the technology is no longer new. 
However, we also are sensitive to the 
potential access effects of relying on a 
low volume of claims to establish 
payment rates, as well as to the APC 
Panel’s recommendation regarding these 
procedures as noted by the commenters. 
Therefore, for CY 2006 we considered 
charge and cost information provided to 
us during the comment period in 
addition to our claims data. A 
commenter provided total charge 
information billed to multiple payers, 
including Medicare, for MEG services 
from one hospital which showed 
charges of about $10,500. Also included 
in the information we received during 
the comment period were cost estimates 

for the procedures from various sources, 
and the estimates of costs varied 
considerably. For example, we were 
provided with estimates of hospital 
costs per case for CPT code 95965 that 
ranged from $8,321 to $4,054. We 
believe that some of that variation may 
be due to differences in the number of 
cases used in amortization estimates, as 
the costs of the equipment used in MEG 
procedures are significant. However, the 
fact that volume varies from one 
provider to another does not mean that 
we will base our payments on the high 
cost per case that results from allocating 
costs over only a few cases. In the case 
of MEG, we are especially sensitive to 
this given the very low level of 
Medicare beneficiary participation in 
the technology because of the clinical 
circumstances in which MEG services 
are typically provided. The OPPS 
payment rates for services need to make 
appropriate payments for the services 
provided to Medicare beneficiaries, 
recognizing that, as a budget neutral 
payment system, the OPPS does not pay 
the full hospital costs of services. We 
expect that our payment rates generally 
will reflect the costs that are associated 
with providing care to Medicare 
beneficiaries in cost-efficient settings. 

We agree with the APC Panel and the 
commenters that there are no currently 
existing clinical APCs containing other 
services where MEG services could be 
appropriately assigned, based on 
clinical and resource homogeneity with 
other OPPS services. We carefully 
considered our claims data, information 
provided by commenters, and the APC 
Panel recommendation that we retain 
the MEG procedures in New Technology 
APCs. As a result of this analysis, we 
determined that using a 50/50 blend of 
the code-specific median costs from our 
most recent CY 2004 hospital claims 
data and the CY 2005 code-specific 
payment amounts as the basis for 
assignment of the procedures for CY 
2006 would be one way to recognize 
both the current payment rates for the 
procedures, which were originally based 
on the theoretical costs to hospitals of 
providing MEG services, and the 
median costs based upon our hospital 
claims data regarding actual MEG 
services provided to Medicare 
beneficiaries by hospitals. Accordingly, 
for CY 2006, because we are not fully 

confident in our claims data for MEG 
procedures and there are no clinical 
APCs containing other services that 
share clinical and hospital resource 
characteristics with MEG procedures, 
we believe that it is most appropriate to 
place MEG services in New Technology 
APCs for CY 2006 to accommodate these 
adjusted costs. We agree with the 
commenters that these APCs should be 
‘‘S’’ status so no multiple procedure 
reduction will apply, as we are 
determining an adjusted cost for each 
specific MEG service. For CPT codes 
95965 and 95966, we averaged the 
services’ median costs from CY 2004 
claims data with their CY 2005 payment 
rates to determine adjusted costs for the 
procedures and, therefore, their 
appropriate New Technology APC 
assignments. There were no CY 2004 
claims for CPT code 95967, and thus, no 
median cost to use for such an 
adjustment. For that procedure, we 
based the New Technology APC 
assignment on the historical 
relationship (66 percent in CY 2005) 
between the New Technology APC 
payment for that procedure and the New 
Technology APC payment for CPT code 
95966, the code to which CPT code 
95967 is an add-on. We used 66 percent 
of our CY 2006 payment rate for CPT 
code 95966 to determine the adjusted 
cost of CPT code 95967 and establish 
the New Technology payment amount 
for CPT code 95967 for CY 2006. The 
table below provides the CY 2006 
payment rates and the resulting APC 
assignments for MEG services. 

As suggested by the APC Panel, we 
will continue to study the APC 
assignments for these procedures over 
the coming year and invite members of 
the public to submit any information 
they believe will be helpful to us. We 
have given these procedures special 
consideration through this adjustment 
methodology for CY 2006 to help assure 
that Medicare beneficiaries have 
appropriate access to MEG services. 
With an additional year of data and 
improved consistency of billing by 
hospitals providing MEG services, we 
are hopeful that the claims-based 
median costs of these services in future 
years will more consistently and 
appropriately reflect hospitals’ costs of 
providing MEG procedures. 

TABLE 10.—CY 2006 APC ASSIGNMENTS FOR MEG SERVICES 

CPT CY 2006 median cost CY 2005 payment Adjusted cost CY 2006 payment amount/APC 

95965 ..... $644.71 $5,250 $2,947.35 $2,750/1523 
95966 ..... 1,013.34 1,450 1,231.67 1,250/1514 
95967 ..... N/A 950 818.97 850/1510 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00065 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68580 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

g. Positron Emission Tomography (PET) 
Scans 

(1) Nonmyocardial PET Scans 
Positron emission tomography (PET) 

serves an important role in the clinical 
care of many Medicare beneficiaries. As 
stated in the November 15, 2004 final 
rule with comment period (69 FR 
65716), we believe there are sufficient 
claims data to assign nonmyocardial 
PET scans to a single clinical APC. 
However, to minimize any potential 
impact that a payment reduction 
resulting from this move might have had 
on beneficiary access to this technology, 
we set the CY 2005 OPPS payment for 
nonmyocardial PET scans based on a 
50/50 blend of their CY 2005 median 
cost and the payment rate of the CY 

2004 New Technology APC to which 
they were assigned. Therefore, 
nonmyocardial PET scans were assigned 
to New Technology APC 1513 (New 
Technology—Level XIV ($1,000–$1,200) 
for a blended payment rate of $1,150 in 
CY 2005. 

At the February 2005 APC Panel 
meeting, the Panel agreed with a 
presenter’s assertion that the resource 
costs associated with nonmyocardial 
PET scans are similar to the costs 
associated with myocardial PET scans, 
and recommended that myocardial PET 
scans be placed in the same New 
Technology APC 1513 in which the 
nonmyocardial PET scans currently 
reside. Furthermore, presenters at the 
February 2005 APC Panel meeting 
expressed concern that movement of 
nonmyocardial PET scans from their 

New Technology APC to lower paying 
clinical APC 0285 could impede 
beneficiary access to this technology, 
similar to concerns articulated by 
commenters in previous years. 

As a result of a recent Medicare 
national coverage determination 
(Publication 100–3, Medicare Claims 
Processing Manual section 220.6), 
effective January 28, 2005, we 
discontinued the PET G-codes listed in 
Table 10, and activated the CPT codes 
listed below in Table 11 for myocardial 
and nonmyocardial PET scans and 
concurrent PET/CT scans for anatomical 
localization. These lists of codes along 
with claims processing instructions, are 
provided in Change Request 3756, 
Transmittal 514, Publication 100–04, 
Medicare Claims Processing Manual. 

TABLE 12.—CPT CODES FOR COVERED PET SCAN INDICATIONS EFFECTIVE FOR DATES OF SERVICE ON OR AFTER 
JANUARY 28, 2005 

CPT code Description 

78459 ..................... Myocardial imaging, positron emission tomography (PET), metabolic evaluation. 
78491 ..................... Myocardial imaging, positron emission tomography (PET), perfusion, single study at rest or stress. 
78492 ..................... Myocardial imaging, positron emission tomography (PET), perfusion, multiple studies at rest and/or stress. 
78608 ..................... Brain imaging, positron emission tomography (PET); metabolic evaluation. 
78811 ..................... Tumor imaging, positron emission tomography (PET); limited area (e.g., chest, head/neck). 
78812 ..................... Tumor imaging, positron emission tomography (PET); skull base to mid thigh. 
78813 ..................... Tumor imaging, positron emission tomography (PET); whole body. 
78814 ..................... Tumor imaging, positron emission tomography (PET) with concurrently acquired computed tomography (CT) for attenu-

ation correction and anatomical localization; limited area (e.g., chest, head/neck). 
78815 ..................... Tumor imaging, positron emission tomography (PET) with concurrently acquired computed tomography (CT) for attenu-

ation correction and anatomical localization; skull base to mid thigh. 
78816 ..................... Tumor imaging, positron emission tomography (PET) with concurrently acquired computed tomography (CT) for attenu-

ation correction and anatomical localization; whole body. 

In the CY 2006 OPPS proposed rule, 
we proposed to maintain CPT codes 
78608, 78609, 78811, 78812, and 78813 

for nonmyocardial PET scans in New 
Technology APC 1513 (New 
Technology—Level XIII, $1,100–$1,200) 

at a payment rate of $1,150, the same 
APC placement as their predecessor G- 
codes, to ensure continuing beneficiary 
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access to this technology. We also 
proposed to maintain CPT codes 78814, 
78815, and 78816, which describe 
concurrent PET/CT scans for anatomical 
localization, in New Technology APC 
1514 (New Technology—Level XIV, 
$1,200–$1,300) at a payment rate of 
$1,250, based on input claiming that the 
costs associated with PET/CT 
technology are higher than the costs of 
PET technology alone. 

Comment: Several commenters to the 
November 15, 2004 final rule with 
comment period (69 FR 65682) urged 
that we replace the G-codes for PET 
procedures with the established CPT 
codes for PET scans, while commenters 
to the July 25, 2005 proposed rule (70 
FR 42674) applauded our transition to 
the CPT codes for PET scans. These 
commenters stated that movement to the 
established CPT codes for PET scans 
would greatly reduce the burden on 
hospitals of tracking and billing the G 
codes which are not recognized by other 
payors, and would allow for more 
uniform hospital billing of these scans. 
Furthermore, while a few commenters 
urged that we increase the payment for 
PET scans, the majority of commenters 
supported our proposal to maintain 
nonmyocardial PET scans in New 
Technology APC 1513 (paying $1,150), 
consistent with the payment level under 
their predecessor G-codes. Commenters 
stated that hospital claims data do not 
accurately reflect the costs of providing 
these services, and beneficiary access to 
this technology would be threatened if 
hospital claims data alone were used to 
set the CY 2006 payment rates. 

Response: We agree with commenters 
that movement from the G-codes to the 
established CPT codes for PET scans 
allows for more uniform billing of these 
scans. Furthermore, we concur, in 
general, with commenters’ 
recommendations that the payment 
levels under the established CPT codes 
for PET scans be consistent with the 
payment levels under their predecessor 
G-codes. Therefore, we are maintaining 
newly established CPT codes 78608, 
78811, 78812, and 78813 for 
nonmyocardial PET scans in New 
Technology APC 1513 (New 
Technology—Level XIII, $1,100–$1,200) 
at a payment rate of $1,150. In addition, 
for myocardial PET scans we are 
assigning CPT codes 78459 and 78491 to 
newly established APC 0306 
(Myocardial Positron Emission 
Tomography (PET) imaging, single 
study, metabolic evaluation) and CPT 
code 78492 to newly established APC 
0307 (Myocardial Positron Emission 
Tomography (PET) imaging, multiple 
studies), where the APC medians have 
been calculated based on data from their 

predecessor G-codes, as discussed in 
more detail below. However, we are 
changing the status indicator for CPT 
code 78609 (Brain imaging, PET; 
perfusion evaluation) from ‘‘S’’ 
(separately paid under the OPPS) to ‘‘E’’ 
(not paid under the OPPS) retroactive to 
January 28, 2005, as historically there 
has been and currently there remains no 
coverage for this service under the 
Medicare program. 

Comment: Numerous comments 
applauded our recognition of the newly 
established CPT codes for concurrent 
PET/CT scans and acknowledgement of 
the clinical usefulness of concurrent 
PET/CT scans for attenuation correction 
and anatomical localization in the 
management of patients with cancer. 
However, several commenters expressed 
concern that the proposed assignment of 
PET/CT scans (CPT codes 78814, 78815, 
and 78816) to New Technology APC 
1514 (paying $1,250) may not 
adequately cover the costs of providing 
PET/CT services. These commenters 
explained that hospitals incur more 
capital and maintenance costs with 
PET/CT than with conventional PET. 
For instance, a large trade association 
commented that a new PET/CT scanner 
costs approximately $1.8 million, 
compared to $1.2 million for a 
conventional PET scanner. Another 
commenter quoted annual maintenance 
costs of approximately $240,000 for a 
new PET/CT scanner, compared to 
$120,000 for a conventional PET 
scanner. These commenters asserted 
that the proposed payment rate for PET/ 
CT scans does not recognize the 
additional diagnostic benefits provided 
by concurrent PET/CT scans over 
traditional diagnostic PET and CT scans. 
These commenters further explained 
that the CT scan performed during a 
PET/CT is not limited to one part of the 
body but includes the entire area 
imaged by the PET scan and, therefore, 
is more efficient than performing one 
PET scan plus several separate CT scans 
for different regions of the body. Several 
commenters recommended that we 
assign the newly established CPT codes 
for PET/CT scans (CPT codes 77814, 
78815, and 78816) to New Technology 
APC 1519 (paying $1,750) based on 
external data and an economic analysis 
submitted by one of the commenters, 
which reported the costs of providing a 
PET/CT scan at approximately $1,717. 
In contrast, a leading mobile provider of 
PET/CT scans reported an average cost 
of $1,485 for providing a PET/CT scan, 
which included FDG, mileage to sites, 
technologists, supplies, equipment 
maintenance, and scheduling. 

Response: While we acknowledge that 
concurrent PET/CT scans for 

attenuation correction and anatomical 
localization in the management of 
patients with cancer may be clinically 
useful, we have received no convincing 
data that support the assignment of 
PET/CT scans (CPT codes 78814, 78815, 
and 78816) to an APC paying higher 
than $1,250. The external data and 
economic analysis submitted by one of 
the commenters failed to meet the 
criterion for consideration of external 
data that we proposed in our August 12, 
2003 proposed rule (68 FR 47987) and 
finalized in our November 7, 2003 final 
rule (68 FR 63424). The external data 
and analysis was not provided with the 
level of detail that would have allowed 
us to verify the claims data nor to have 
adjusted the claims data should we have 
determined an adjustment was 
necessary. Furthermore, one commenter 
reported an average cost of $1,485 for 
providing a PET/CT scan, which 
included FDG, among other related 
costs. Considering that FDG will be paid 
separately at charges adjusted to cost for 
CY 2006 (estimated typically to be about 
$250), the payment rate of $1,250 for 
PET/CT scans (not including FDG) 
adequately covers the cost of $1,485 that 
this commenter reported for providing 
PET/CT scans (including FDG). While 
we acknowledge that PET/CT scanners 
may be more costly to purchase and 
maintain than dedicated PET scanners, 
a PET/CT scanner is versatile and may 
also be used to perform individual CT 
scans, thereby potentially expanding its 
use if PET/CT scan demand is limited. 
Therefore, for CY 2006, we are 
maintaining CPT codes 78814, 78815, 
and 78816, which describe concurrent 
PET/CT scans for attenuation correction 
and anatomical localization, in New 
Technology APC 1514 (New 
Technology—Level XIV, $1,200–$1,300) 
at a payment rate of $1,250. 

Comment: One commenter expressed 
concern that the proposed payment rate 
of $1,250 for a PET/CT scan may not 
cover the costs of a diagnostic CT when 
performed in conjunction with a PET/ 
CT scan. The commenter stated that 
although many of the technical 
resources for acquiring diagnostic CT 
data when performed as a single 
acquisition with a PET/CT scan are the 
same as for the CT for attenuation 
correction and anatomical localization, 
the initial capital costs are greater for a 
PET/CT scanner capable of performing a 
diagnostic CT. In addition, there are 
added costs for acquiring the diagnostic 
CT data such as for the contrast agent 
and appropriate personnel. This 
commenter expressed interest in a 
continued dialogue with CMS on the 
issue of appropriate payment for the 
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technical costs of performing a 
diagnostic CT acquired simultaneously 
with a PET/CT scan. 

Response: We appreciate the 
commenter’s concerns regarding 
appropriate billing and OPPS payment 
for a PET scan with CT for attenuation 
correction and anatomical localization 
and a diagnostic CT scan performed as 
a single acquisition. We will consider 
this issue should we issue more specific 
hospital billing guidance regarding 
various combinations of medically 
reasonable and necessary PET and CT 
scans. 

(2) Myocardial PET Scans 
Comment: Two commenters to the 

November 15, 2004 final rule with 
comment period (69 FR 65682) urged 
CMS to delete HCPCS code G0230 (PET 
imaging, metabolic assessment for 
myocardial viability following 
inconclusive SPECT study) and 
recognize CPT code 78459 (myocardial 
imaging, positron emission tomography, 
metabolic evaluation) by changing its 
status indicator from ‘‘B’’ to ‘‘S.’’ 

Response: As a result of a recent 
Medicare national coverage 
determination Publication 100–3, 
Medicare Claims Processing Manual 
section 220.6), effective January 28, 
2005, we discontinued HCPCS code 
G0230 and activated CPT code 78459, 
changing its status indicator from ‘‘B’’ to 
‘‘S.’’ For CY 2006, we are maintaining 
CPT code 78459 as the active code for 
billing ‘‘myocardial imaging, positron 
emission tomography, metabolic 
evaluation.’’ 

Comment: Several commenters to the 
November 15, 2004 final rule with 
comment period (69 FR 65682) and the 
CY 2006 OPPS proposed rule (70 FR 
42674) stated that the payment rate for 
APC 0285 does not accurately reflect the 
costs associated with performing 
multiple studies of PET myocardial 
perfusion imaging. They noted that, as 
configured, APC 0285 violated the two 
times rule for CY 2005 and was 
proposed as an exception to the two 
times rule for CY 2006. These 
commenters suggested that CMS split 
myocardial PET scans into two APCs to 
distinguish the resource consumption 
differences between single-study and 
multiple-study PET imaging. 

Response: We agree with commenters 
that the significant cost differences 
between single study and multiple 
studies myocardial PET imaging 
services reflected in our historical 
hospital claims data for the G-code 
myocardial PET scan services support 
the splitting of APC 0285 into two 
myocardial PET scan APCs for more 
accurate rate-setting for these services 

for CY 2006. Furthermore, the splitting 
of APC 0285 resolves the two times 
violation that occurred in the CY 2006 
proposed rule configuration of APC 
0285. Therefore, we are assigning single- 
study myocardial PET imaging 
procedures and metabolic evaluation of 
myocardial PET imaging to APC 0306 
(Myocardial Positron Emission 
Tomography (PET) imaging, single 
study, metabolic evaluation) with a 
median cost of $800, based on the CY 
2004 hospital claims data for the 
predecessor G-codes that have been 
replaced with CPT codes 78459 and 
78491. In addition, we are assigning 
multiple-study myocardial PET imaging 
procedures to APC 0307 (Myocardial 
Positron Emission Tomography (PET) 
imaging, multiple studies) with a 
median cost of $2,482, based on the CY 
2004 hospital claims data for the 
predecessor G-codes that have been 
replaced with CPT code 78492. 

Comment: One commenter explained 
that myocardial PET perfusion studies 
may be performed with or without 
gating similar to myocardial SPECT 
procedures. However, for myocardial 
PET perfusion studies, there are no 
additional codes to describe gating; 
therefore, the provider receives the same 
payment regardless of having performed 
a gated study versus a non-gated study. 
The commenter requested that the 
payment rate for myocardial PET 
perfusion studies be adjusted to assure 
proper payment for gated studies. 

Response: While we recognize that 
the CPT codes describing myocardial 
PET scans make no distinction between 
gated and non-gated studies, we 
received numerous comments urging 
that we discontinue the G-codes for PET 
scans and recognize these CPT codes for 
PET scans. Furthermore, the splitting of 
the myocardial PET scans into two 
APCs to distinguish single-study 
imaging from multiple-study imaging, as 
discussed in detail above, may improve 
payment for certain gated studies that 
involve multiple studies and address 
the commenter’s concern for adequate 
payment for gated studies. 

h. Proton Beam Treatment 
In the CY 2005 OPPS proposed rule 

(69 FR 50467), we proposed to reassign 
CPT codes 77523 (Proton treatment 
delivery, intermediate) and 77525 
(Proton treatment delivery, complex) 
from New Technology APC 1511 (New 
Technology, Level XI, $900–$1,000) to 
clinical APC 0419 (Proton Beam 
Therapy, Level II). In response to this 
proposal, we received numerous 
comments urging that we maintain CPT 
codes 77523 and 77525 in New 
Technology APC 1511 at a payment rate 

of $950 for CY 2005, arguing that the 
proposed payment rate of $678 for CY 
2005 would halt diffusion of this 
technology and negatively impact 
patient access to this cancer treatment. 
Commenters explained that the low 
volume of claims submitted by only two 
facilities provided volatile and 
insufficient data for movement into the 
proposed clinical APC 0419. They 
further explained that the extraordinary 
capital expense of between $70 and 
$125 million and high operating costs of 
a proton beam facility necessitate 
adequate payment for this service to 
protect the financial viability of this 
emerging technology. 

In the November 15, 2004 final rule 
with comment period (69 FR 65719 
through 65720), we considered the 
concerns expressed by numerous 
commenters that patient access to 
proton beam therapy might be impeded 
by a significant reduction in OPPS 
payment. Therefore, we set the CY 2005 
payment rate for CPT codes 77523 and 
77525 by calculating a 50/50 blend of 
the median cost for intermediate and 
complex proton beam therapies of $690 
derived from CY 2003 claims and the 
CY 2004 New Technology payment rate 
of $950. We used the result of this 
calculation ($820) to assign intermediate 
and complex proton beam therapies 
(CPT codes 77523 and 77525) to New 
Technology APC 1510 (New 
Technology—Level X ($800–$900) for a 
blended payment rate of $850 for CY 
2005. 

Our examination of the CY 2004 
claims data has revealed a second year 
of a stable, albeit modest, number of 
claims on which to set the CY 2006 
payment rates for CPT codes 77523 and 
77525. However, unlike the median of 
$690 for the proposed CY 2005 Level II 
proton beam radiation therapy clinical 
APC containing CPT codes 77523 and 
77525 derived from the CY 2003 claims 
data, the median for a comparable Level 
II proton beam radiation therapy clinical 
APC was $934 derived from partial CY 
2004 claims data at the time of 
development of the CY 2006 proposed 
rule. This more recent median appears 
to more accurately reflect the significant 
capital expense and high operating costs 
of a proton beam therapy facility, and 
supports patient access to proton beam 
therapy. Therefore, we proposed to 
move CPT codes 77523 and 77525 from 
New Technology APC 1510 to clinical 
APC 0667 (Level II Proton Beam 
Radiation Therapy) based on a median 
cost of $934 for CY 2006. 

Comment: Numerous commenters 
applauded our proposal to reassign CPT 
codes 77523 (Proton treatment delivery, 
intermediate) and 77525 (Proton 
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treatment delivery, complex) from New 
Technology APC 1510 (New 
Technology—Level X ($800–$900) to 
clinical APC 0667 (Level II Proton Beam 
Radiation Therapy), setting payment on 
the median cost of $1,133 derived from 
the CY 2004 claims, an increase from 
the median cost of $934 in the proposed 
rule. Commenters also supported our 
proposal to maintain CPT codes 77520 
(Proton treatment delivery; simple, 
without compensation) and 77522 
(Proton treatment delivery; simple, with 
compensation) in APC 0664 (Level I 
Proton Beam Radiation Therapy), setting 
the payment on the median cost of $947 
derived from the full year CY 2004 
claims. Commenters stated that these 
proposed payments more accurately 
reflect the significant capital expense 
and operating costs of a proton beam 
therapy center. Commenters also were 
pleased with our proposal to maintain 
separate APCs for distinguishing simple 
from intermediate and complex proton 
beam therapies, stating that the 
distinction is necessary to differentiate 
between the resource demands of the 
different treatment levels. Commenters 
urged CMS to continue protecting 
beneficiary access to this technology, 
especially during this early stage of 
clinical adoption to ensure economic 
viability of both existing facilities and 
those in various stages of construction 
and development. 

Response: We agree with commenters 
that the CY 2004 median cost data for 
proton beam therapy services more 
accurately reflect the significant capital 
expense and high operating costs of a 
proton beam therapy facility. 
Furthermore, our reassignment of CPT 
codes 77523 and 77525 from New 
Technology APC 1510 to clinical APC 
0667 based on the improved median 
cost data and stable frequency is 
consistent with our policy of 
transitioning New Technology services 
into a clinically appropriate APC with 
payment based on median cost data 
once the data for these services become 
sufficiently stable to protect patient 
access to such services. Therefore, we 
are finalizing our proposal to reassign 
intermediate and complex proton beam 
therapy services (CPT codes 77523 and 
77525) from New Technology APC 1510 
to clinical APC 0667, and to maintain 
simple proton beam therapy services 
(CPT codes 77520 and 77522) in APC 
0664 for CY 2006. 

i. Smoking Cessation Counseling 
Comment: Two commenters 

expressed concern about our proposal to 
move smoking cessation HCPCS codes 
G0375 (Smoking and tobacco-use 
cessation counseling visit; 3–10 

minutes) and G0376 (Smoking and 
tobacco-use cessation counseling visit; 
greater than 10 minutes) from their 
current New Technology APC 1501 
(Level I, $0–$50) with a payment rate of 
$25, to New Technology APC 1491 
(Level IA, $0–$10) with a payment rate 
of $5. Both commenters contended that 
the current payment rate of $25 is not 
sufficient to cover resources associated 
with this type of visit. Both commenters 
expressed the conviction that, once 
claims data reflecting the costs of the 
service become available, it would 
become clear that a payment rate closer 
to $52 is warranted. One commenter 
urged us to maintain these codes in 
their current New Technology APC until 
provider claims data become available. 
The other commenter took the position 
that placement in a New Technology 
APC is not appropriate, as the services 
could reasonably be placed in an 
existing clinical APC. Specifically, this 
commenter recommended that HCPCS 
codes G0375 and G0376 be assigned 
immediately to APC 0600 (Low Level 
Clinic Visits), which the commenter 
considers appropriate in terms of 
resource costs and clinical 
characteristics. Finally, both 
commenters pointed out that there was 
an inconsistency in our tables in the 
proposed rule with regard to the APC 
assignments of codes G0375 and G0376. 
Specifically, Table 10 in the proposed 
rule (70 FR 42706) showed HCPCS code 
G0375 assigned to New Technology 
APC 1491 (with a payment rate of $5), 
while HCPCS code G0376 was assigned 
to New Technology APC 1492 (with a 
payment rate of $15). However, 
Addendum B of the proposed rule (70 
FR 42936) showed both HCPCS codes 
G0375 and G0376 assigned to New 
Technology APC 1491 (with a payment 
rate of $5). 

Response: We thank the commenters 
for bringing to our attention a 
typographical error that appeared in 
Table 10 of the proposed rule (70 FR 
42706). This error did not come to our 
attention in time for correction. Our 
intent, as indicated in Addendum B, 
was to assign both HCPCS codes G0375 
and G0376 to APC 1491 (with a 
payment rate of $5). We regret the error. 
We do not agree with the commenter 
who suggested that it is appropriate at 
this time to remove HCPCS codes G0375 
and G0376 from assignment to a New 
Technology APC and to assign them to 
clinical APC 0600 (Low Level Clinic 
Visits). One purpose of assignment to a 
New Technology APC is to provide an 
opportunity to collect claims data from 
our system, in order to allow for the 
ultimate placement of a code in the 

most appropriate clinical APC in terms 
of hospital resource requirements. At 
this time, we lack any data that would 
justify placing these codes in the 
clinical APC recommended by the 
commenter or in any other clinical APC. 
We believe that these smoking cessation 
services, because they are so specifically 
defined with respect to coding and 
coverage, may not require similar 
hospital resources as those required of 
other services assigned to APC 0600. As 
two specific G-codes were developed for 
these new smoking cessation services, 
the specific services likely bear little 
clinical resemblance to many of the 
evaluation and management services 
assigned to APC 0600, whose median 
cost currently reflects CY 2004 claims 
from hospitals. We also cannot agree 
with the commenter recommending 
placement of these codes in one or more 
higher-paying New Technology APCs. 
Our proposal to reassign these codes 
from their current New Technology APC 
1501 (with a payment rate of $25) to 
New Technology APC 1491 (with a 
payment rate of $5) was based on our 
assessment that the hospital facility 
resources required for this service are 
likely to be very limited. At the time of 
activation of these new G-codes in CY 
2005, New Technology APC 1501 was 
the New Technology APC applicable to 
new OPPS services with expected 
hospital costs of between $0 and $50. As 
we proposed to refine the New 
Technology cost bands for CY 2006 and 
are finalizing that proposal in this final 
rule, we believe that for CY 2006 
assignment of the smoking cessation G- 
codes to New Technology APC 1491 
now more appropriately reflects the 
hospital resources required for these 
services. Therefore, for CY 2006, we are 
finalizing that proposal in this final 
rule. However, for CY 2007 rate-setting, 
we will reassess the APC placement of 
these codes in light of the available 
partial year CY 2005 hospital claims 
data. 

j. Stereoscopic Kv X-ray 
Comment: A number of commenters 

addressed our creation of a new code for 
stereoscopic kilovolt x-ray imaging, 
HCPCS code C9722 (Stereoscopic 
kilovolt x-ray imaging with infrared 
tracking for localization of target 
volume), and assignment of the service 
to a New Technology APC. Commenters 
stated that the ‘‘definition,’’ which 
appears to refer to the code descriptor, 
combines two technologies into one 
HCPCS code. A commenter claimed that 
this descriptor excludes other superior 
technologies to acquire kilovolt (kV) x- 
ray images for localization of target 
volume that do not rely on infrared 
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tracking. Commenters asserted that the 
key feature of the service is the use of 
kV x-ray imaging for localization of 
target volume, while the infrared 
tracking feature is used for patient 
monitoring only to ensure 
immobilization, not for positioning and 
localization. A commenter stated that 
many kV x-ray systems do not use 
infrared tracking. The commenters, 
including a number of cancer centers, 
recommended modifying the descriptor 
of HCPCS code C9722 to ‘‘Stereoscopic 
kV x-ray imaging with or without 
infrared tracking for localization of 
target volume,’’ claiming that this would 
allow hospitals equal reimbursement for 
providing the service regardless of the 
vendor from whom they bought the kV 
x-ray equipment. One commenter stated 
that the kV x-ray is part of Image Guided 
Radiation Therapy (IGRT), a new 
generation of conformal radiation 
therapy techniques, and that it was 
working with the CPT Editorial Panel to 
submit CPT applications for 
stereoscopic x-ray guidance, as well as 
other IGRT technologies. A commenter 
stated that there is a new CPT code for 
stereoscopic x-ray guidance effective 
January 1, 2006, and recommended that 
we crosswalk HCPCS code C9722 to the 
new CPT code. 

Response: The AMA’s CPT Editorial 
Panel created new CPT code 77421, 
‘‘Stereoscopic X-ray guidance for 
localization of target volume for the 
delivery of radiation therapy’’, which 
will be effective January 1, 2006. We 
will replace HCPCS code C9722 with 
CPT code 77421 for CY 2006, mapping 
the new code to the same New 
Technology APC as for CY 2005—APC 
1502. As with the instructions 
embedded in the descriptor for HCPCS 
code C9722, CPT code 77421 should not 
be reported with the five G-codes for 
stereotactic radiosurgery treatment to be 
billed under the OPPS in CY 2006. As 
CPT code 77421 makes no reference to 
infrared tracking, the commenters’ 
concerns are addressed by the use of 
this CPT code and its descriptor. 

k. Stereotactic Radiosurgery (SRS) 
In a correction to the November 7, 

2003 final rule with comment period, 
issued on December 31, 2003 (68 FR 
75442), we considered a commenter’s 
request to combine HCPCS codes G0242 
(Cobalt 60-based stereotactic 
radiosurgery planning) and HCPCS code 
G0243 (Cobalt 60-based stereotactic 
radiosurgery delivery) into a single 
procedure code in order to capture the 
costs of this treatment in single 
procedure claims because the majority 
of patients receive the planning and 
delivery of this treatment on the same 

day. We responded to the commenter’s 
request by explaining that several other 
commenters stated that HCPCS code 
G0242 was being misused to code for 
the planning phase of linear accelerator- 
based stereotactic radiosurgery 
planning. Because the claims data for 
HCPCS code G0242 represented costs 
for linear accelerator-based stereotactic 
radiosurgery planning (due to misuse of 
the code), in addition to Cobalt 60-based 
stereotactic radiosurgery planning, we 
were uncertain of how to combine these 
data with HCPCS code G0243 to 
determine an accurate payment rate for 
a combined code for planning and 
delivery of Cobalt 60-based stereotactic 
radiosurgery. 

In consideration of the misuse of 
HCPCS code G0242 and the potential for 
causing greater confusion by combining 
HCPCS codes G0242 and G0243 into a 
single procedure code, for CY 2004 we 
created a planning code for linear 
accelerator-based stereotactic 
radiosurgery (HCPCS code G0338) to 
distinguish this service from Cobalt 60- 
based stereotactic radiosurgery 
planning. We maintained both HCPCS 
codes G0242 and G0243 for the 
planning and delivery of Cobalt 60- 
based stereotactic radiosurgery, 
consistent with the use of the two G- 
codes for planning (HCPCS code G0338) 
and delivery (HCPCS codes G0173, 
G0251, G0339, G0340, as applicable) of 
each type of linear accelerator-based 
stereotactic radiosurgery (SRS). We 
indicated that we intended to maintain 
these new codes in their current New 
Technology APCs until we had 
sufficient hospital claims data reflecting 
the costs of the services to consider 
moving them to clinical APCs. 

During the February 2005 APC Panel 
meeting, the APC Panel discussed the 
clinical and resource cost similarities 
between planning for Cobalt 60-based 
and linear accelerator-based SRS. The 
APC Panel also discussed the use of 
CPT codes instead of specific G-codes to 
describe the services involved in SRS 
planning, noting the clinical similarities 
in radiation treatment planning 
regardless of the mode of treatment 
delivery. Acknowledging the possible 
need for CMS to separately track 
planning for SRS, the APC Panel 
eventually recommended that we create 
a single HCPCS code to encompass both 
Cobalt 60-based and linear accelerator- 
based SRS planning. However, a 
hospital association and other 
presenters at the APC Panel meeting 
urged that we discontinue the use of G- 
codes for SRS planning, and instead, 
recognize the current CPT codes that 
describe the specific component 
services involved in SRS planning to 

reduce the burden on hospitals of 
maintaining duplicative codes for the 
same services to accommodate different 
payers. Lastly, one presenter urged that 
we combine HCPCS codes G0242 
(Cobalt 60-based stereotactic 
radiosurgery planning) and G0243 
(Cobalt 60-based stereotactic 
radiosurgery delivery) into a single 
procedure code to reflect that the 
majority of patients receive the planning 
and delivery of this treatment on the 
same day as a single fully integrated 
service. 

The APC Panel recommended that we 
make no changes to the coding or APC 
placement of SRS delivery codes G0173, 
G0243, G0251, G0339, and G0340 for CY 
2006. We first established the above full 
group of delivery codes in CY 2004, so 
we have only one year of hospital 
claims data reflecting costs of all of the 
services. In addition, presenters to the 
APC Panel described current ongoing 
deliberations amongst interested 
professional societies around the 
descriptions and coding for SRS. The 
APC Panel and presenters suggested that 
we wait for the outcome of these 
deliberations prior to making any 
significant changes to SRS delivery 
coding or payment rates. 

In an effort to balance the 
recommendations of the APC Panel with 
the recommendations of presenters at 
the APC Panel meeting, in accordance 
with the APC Panel recommendations, 
we proposed to make no changes to the 
APC placement of the following SRS 
treatment delivery codes for CY 2006: 
HCPCS codes G0173, G0243, G0251, 
G0339, and G0340. 

In the CY 2006 proposed rule, we 
acknowledged concerns expressed by 
some presenters urging that we 
discontinue the use of the G-codes for 
SRS planning, and instead, recognize 
the current CPT codes that describe the 
specific component services involved in 
SRS planning to reduce the burden on 
hospitals of maintaining duplicative 
codes for the same services to 
accommodate different payers. In 
addition, we indicated that we had no 
need to separately track SRS planning 
services, which share clinical and 
resource homogeneity with other 
radiation treatment planning services 
described by current CPT codes. 

When HCPCS code G0242 was 
established for SRS planning, several 
radiology planning services were 
considered in determining its APC 
placement. In the November 30, 2001 
final rule, in which we described our 
determination of the total cost for SRS 
planning based on our claims 
experience, we added together the 
median costs of the following CPT codes 
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that we found to be regularly billed with 
SRS delivery (CPT code 61793 in the 
available hospital data): 77295, 77300, 
77370, and 77315. In the CY 2006 
proposed rule, our examination of the 
costs from the CY 2004 claims data 
available to us at that time for the above- 
mentioned CPT codes closely 
approximated the CY 2004 median costs 
reported for HCPCS codes G0242 and 
G0338. The APC median costs for the 
above-mentioned CPT codes based on 
the CY 2004 claims data utilized for the 
proposed rule totaled $1,297, while the 
median cost for HCPCS code G0242 was 
$1,366 and the median cost for HCPCS 
code G0338 was $1,100 based on the 
partial year CY 2004 claims data. In 
addition, three of the above-mentioned 
CPT codes were included on the 
proposed bypass list for CY 2006, so we 
did not anticipate that the billing of 
these codes on the same day as an SRS 
treatment service would cause 
significant problems with multiple bills 
for SRS services. Therefore, we 
proposed to discontinue HCPCS codes 
G0242 and G0338 for the reporting of 
charges for SRS planning under the 
OPPS, and to instruct hospitals to bill 
charges for SRS planning using all of the 
available CPT codes that most 
accurately reflect the services provided. 

We acknowledged one APC Panel 
presenter’s concern that the coding 
structure of Cobalt 60-based SRS, using 
either the current SRS planning G-code 
or the appropriate CPT codes for 
planning services as we proposed for CY 
2006, might not necessarily reflect the 
same day, integrated Cobalt 60-based 
SRS service furnished to the majority of 
patients receiving Cobalt 60-based SRS. 
Thus, we specifically requested public 
comment on the clinical, administrative, 
or other concerns that could arise if we 
were to bundle Cobalt 60-based SRS 
planning services, currently reported 
using HCPCS code G0242 and proposed 
for CY 2006 to be billed using the 
appropriate CPT codes for planning 
services, into the Cobalt 60-based SRS 
treatment service, currently reported 
under the OPPS using HCPCS code 
G0243. Under such a scenario, the SRS 
treatment service described by HCPCS 
code G0243 would be placed in a higher 
paying New Technology APC to reflect 
payment for the costs of the SRS 
planning and delivery as an integrated 
service. Hospitals would be prohibited 
from billing other radiation planning 
services along with the Cobalt 60-based 
SRS treatment delivery code. In contrast 
to Cobalt 60-based SRS coding, we did 
not consider bundling the planning for 
linear accelerator-based SRS with the 
treatment delivery services, given the 

various timeframes for planning that 
may occur with linear accelerator-based 
SRS. 

As discussed in detail above, the APC 
Panel recommended that CMS create a 
single HCPCS code to encompass both 
Cobalt 60-based and linear accelerator- 
based SRS planning. Furthermore, the 
Panel recommended that we make no 
changes to the coding or APC placement 
of SRS treatment delivery HCPCS codes 
G0173, G0243, G0251, G0339, and 
G0340 for CY 2006. 

For reasons discussed below, we are 
discontinuing HCPCS codes G0242 and 
G0338 for the reporting of charges for 
SRS planning under the OPPS for CY 
2006, and instructing hospitals to bill 
charges for SRS planning, regardless of 
the mode of treatment delivery, using all 
of the available CPT codes that most 
accurately reflect the services provided. 
In addition, while we are reassigning 
HCPCS code G0243 to clinical APC 
0127 for CY 2006, we are making no 
changes to the APC placement of SRS 
treatment delivery HCPCS codes G0173, 
G0251, G0339, and G0340. 

We received a number of public 
comments on these SRS issues. 

Comment: We received numerous 
comments supporting our proposal to 
discontinue HCPCS codes G0242 
(Cobalt 60-based stereotactic 
radiosurgery planning) and G0338 
(Linear accelerator-based SRS planning) 
for the reporting of charges for SRS 
planning, and to instruct hospitals to 
bill charges for SRS planning using 
available CPT codes that most 
accurately reflect the services provided. 
These commenters agreed that available 
CPT codes more accurately describe the 
services involved in SRS planning and 
are less administratively burdensome 
for providers because other payors 
recognize them. Some commenters 
urged that we retain separate codes for 
reporting the planning and treatment 
delivery of Cobalt 60-based SRS, 
whether through the use of existing G- 
codes (HCPCS codes G0242 and G0243) 
or through available CPT codes. Several 
of these commenters explained that 
although the planning and treatment 
delivery of Cobalt 60-based SRS most 
often occur on the same date of service, 
there are instances in which the 
planning and treatment are not 
delivered on the same date of service 
due to an unanticipated problem that 
arises during the planning that 
precludes the treatment delivery. In 
such instances where only planning for 
the Cobalt 60-based SRS is performed, 
commenters stated that CMS would 
need to clarify how providers should 
bill these services if separate codes are 
not maintained for the planning and 

treatment delivery of Cobalt 60-based 
SRS. Commenters expressed concern 
that combining the planning code 
(HCPCS code G0242) and treatment 
delivery code (HCPCS code G0243) for 
Cobalt 60-based SRS into a single 
combination code would necessitate the 
use of a modifier when they are not 
performed on the same date of service 
and would complicate the billing of 
these services and increase the 
administrative burden on hospitals. One 
commenter suggested that, if we decide 
to maintain HCPCS code G0242 for 
Cobalt 60-based SRS planning rather 
than transition to the CPT codes, we 
consider placing the planning code 
(HCPCS code G0242) on the bypass list 
as an alternative solution to generating 
more single bills for future rate-setting, 
rather than combining the planning and 
treatment delivery codes for Cobalt 60- 
based SRS into a single combination 
code. 

In contrast, a few commenters urged 
that we continue to recognize HCPCS 
codes G0242 and G0338 for the 
reporting of SRS planning rather than 
transition to the available CPT codes 
that describe these services. These 
commenters predicted that another year 
of stability would allow CMS to collect 
more reliable data for use in setting the 
CY 2008 payment rates for SRS 
planning services. 

Many commenters urged that we 
refrain from treating various forms of 
SRS (i.e., Cobalt 60-based and linear 
accelerator-based) differently by 
‘‘bundling’’ planning into the treatment 
delivery for Cobalt 60-based SRS by 
creating a single combination code, 
while ‘‘unbundling’’ planning and 
treatment delivery for linear accelerator- 
based SRS by paying separately for 
these services. These commenters 
asserted that the planning and treatment 
delivery of SRS, regardless of the form 
of delivery, are clinically distinct 
services that should be reported 
separately to distinguish their distinct 
resource requirements. One commenter 
refuted claims that the administration of 
the planning and treatment delivery of 
SRS on the same date of service is 
unique to Cobalt 60-based SRS, arguing 
that the planning and treatment delivery 
of LINAC-based SRS likewise are 
typically performed on the same day, 
and that a mere time proximity of the 
two services does not necessitate a 
single combination code for either form 
of SRS. Several commenters cautioned 
against establishing different coding 
schemes for various SRS services that 
would likely cause confusion for coders, 
inaccurate coding, and unreliable data 
for future rate setting. 
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Numerous other commenters urged 
CMS to combine the planning code 
(HCPCS code G0242) and treatment 
delivery code (HCPCS code G0243) for 
Cobalt 60-based SRS into a single 
surgical code, preferably CPT code 
61793 (stereotactic radiosurgery, 
particle beam, gamma ray, or linear 
accelerator, one or more sessions), 
which would replace all of the SRS G 
codes regardless of the mode of 
delivery. These commenters stated that 
the planning and treatment delivery of 
Cobalt 60-based SRS are always 
performed on the same day and that a 
single combination code would be less 
confusing for coders, provide more 
accurate claims data, and result in a 
more appropriate payment for Cobalt 
60-based SRS. While some of these 
commenters urged that we assign this 
single combination code to a higher 
paying New Technology APC consistent 
with its CY 2004 median cost data until 
more accurate cost data are available for 
determining an appropriate clinical 
APC, other commenters strongly 
opposed the designation of Cobalt 60- 
based SRS as a new technology service, 
noting that Cobalt 60-based SRS became 
a standard of care for treating cancer 
patients over two decades ago and a 
new technology label is no longer 
appropriate. Commenters stated that 
CMS’ designation of Cobalt 60-based 
SRS as a new technology service has led 
other insurers to consider the treatment 
to be experimental, which frequently 
delays, and sometimes prevents, access 
to treatment for critically ill patients. 
These commenters urged that we assign 
this new combination code reflecting 
planning and delivery of Cobalt 60- 
based SRS to a surgical APC and set the 
payment based on the median cost 
calculated from the CY 2004 hospital 
claims data. Some of these commenters 
recommended that this single 
combination code describe all forms of 
SRS, while other commenters 
emphasized the importance of 
maintaining separate combination codes 
for Cobalt 60-based SRS and LINAC- 
based SRS to distinguish the significant 
clinical and resource cost differences 
associated with these services. 

One commenter urged that if CMS 
replaces the G-codes for SRS planning 
with available CPT codes describing 
these services, we should not assign 
HCPCS code G0243 (Cobalt 60-based 
SRS treatment delivery) to a New 
Technology APC paying higher than its 
CY 2005 payment rate of $5,250. This 
commenter supported our proposal to 
make no changes to the APC placement 
of SRS treatment delivery codes that 
describe a complete course of treatment 

in one session, stating that the proposed 
payment of $5,250 for all single session 
SRS treatment services for CY 2006 is 
appropriate based on the hospital 
resources involved in furnishing these 
services. 

Response: We thank the many 
commenters for their insightful thoughts 
and recommendations for the reporting 
of hospital charges for SRS services 
under the OPPS for CY 2006. In 
recognition of the heightened level of 
diligence that the current coding 
scheme for SRS services requires of 
hospital coders to ensure that charges 
for these services are reported under the 
appropriate G-code, we carefully 
considered several options for 
simplifying the coding scheme for SRS 
services while maintaining a certain 
level of data specificity to reflect the 
differential clinical considerations and 
hospital resource utilization that are 
necessary to inform future rate setting. 

First, we considered several 
recommendations by commenters to 
bundle the planning for Cobalt 60-based 
SRS into the treatment delivery (HCPCS 
code G0243) for Cobalt 60-based SRS by 
either establishing a single combination 
G-code describing both the planning 
and delivery of Cobalt 60-based SRS or 
by instructing providers to report CPT 
code 61793 for such services. However, 
we agree with the majority of 
commenters who expressed strong 
opposition to a single combination G- 
code or CPT code to report the planning 
and treatment delivery of Cobalt 60- 
based SRS, noting the following 
concerns: (1) The administrative burden 
on providers of maintaining duplicative 
codes for SRS planning to accommodate 
various payors (that is, G-codes for 
Medicare and CPT codes for non- 
Medicare payors); (2) the added 
complexity of attaching a modifier to 
the code for instances when planning 
and delivery are not provided on the 
same date of service because treatment 
does not proceed due to an 
unanticipated problem; (3) the 
confusion for coders and unreliable data 
that could emanate from inconsistent 
coding schemes for different forms of 
SRS (that is, Cobalt 60-based and 
LINAC-based SRS); and (4) the 
nonspecificity of the descriptor for CPT 
code 61793 which describes all forms of 
SRS treatment delivery and makes no 
mention of SRS planning services. We 
also agree with the majority of 
commenters who stated that the G-codes 
(G0242 and G0338) for SRS planning are 
duplicative of existing CPT codes that 
adequately describe such services and 
that are much less administratively 
burdensome on hospitals because they 
are recognized by non-Medicare payors. 

Furthermore, our analysis of the CY 
2004 claims data revealed that the 
median costs for HCPCS codes G0242 
and G0338 closely approximated the 
sum of the median costs for the CPT 
codes (77295, 77300, 77315, 77370) that 
were most commonly billed under the 
OPPS for SRS planning prior to the 
establishment of HCPCS codes G0242 
and G0338. In addition, we remind 
commenters that three of the above- 
mentioned CPT codes are included on 
the bypass list for CY 2006, so we do not 
anticipate that the billing of these codes 
on the same day as an SRS treatment 
delivery service will cause significant 
problems with multiple bills for SRS 
services, eliminating any need for 
recognizing a single combination G-code 
or CPT code which describes both 
planning and treatment delivery SRS 
services for the purpose of generating 
more single bills. Finally, based on 
additional confirmation from 
commenters that the similarities in 
clinical characteristics and resource 
costs associated with treatment 
planning for services delivering 
radiation, regardless of the mode of 
treatment delivery, dispel the need to 
separately track planning services for 
SRS, we are discontinuing HCPCS codes 
G0242 and G0338 for the reporting of 
charges for SRS planning under the 
OPPS for CY 2006, and instructing 
hospitals to bill charges for SRS 
planning, regardless of the mode of 
treatment delivery, using all of the 
available CPT codes that most 
accurately reflect the services provided. 

We also agree with the majority of 
commenters who strongly urged that we 
reassign HCPCS code G0243 (Cobalt 60- 
based treatment delivery) from New 
Technology APC 1528 to a clinical APC, 
pointing out that Cobalt 60-based SRS 
became a standard of care for treating 
cancer patients over two decades ago 
and, therefore, a new technology label 
no longer appropriately describes the 
service. Furthermore, the median costs 
from hospital claims for HCPCS code 
G0243 based on a significant number of 
single claims each year have been quite 
stable over the past three years, 
supporting movement of this service out 
of a New Technology APC and into a 
clinical APC based on its median cost 
data from CY 2004. Therefore, we are 
reassigning HCPCS code G0243 from 
New Technology APC 1528 to clinical 
APC 0127 and setting its payment rate 
based on a median cost of $7,297 for CY 
2006. 

Lastly, we agree with commenters 
who emphasized the significant clinical 
and resource cost differences associated 
with the treatment delivery of Cobalt 60- 
based SRS and LINAC-based SRS, and 
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that establishment of a single code to 
describe all forms of SRS treatment 
delivery would result in a loss of 
essential data specificity for 
determining appropriate future payment 
rates for these services. For instance, 
based on the CY 2004 claims data, the 
median costs for the various forms of 
SRS treatment delivery ranged from 
$2,502 to $7,296. These significant 
differences in median cost data 
emphasize the importance of 
maintaining different codes that 
distinguish the various forms of SRS 
treatment delivery for the purpose of 
setting the most appropriate payment 
rates for these services. We believe it 
would be premature, as well, to move 
the LINAC-based SRS treatment 
delivery procedures to clinical APCs for 
CY 2006 because we have only one year 
of claims data reflecting their current 
coding structure, although we have 
hundreds of single claims for some of 
the services. We will be examining our 
claims data carefully for the next OPPS 
update, because we will then have 2 
years of data for these LINAC-based SRS 
treatment delivery services now 
assigned to New Technology APCs. 
Therefore, we are maintaining HCPCS 
codes G0173 and G0339 in New 
Technology APC 1528, HCPCS code 
G0251 in New Technology APC 1513, 
and HCPCS code G0340 in New 
Technology APC 1525 for CY 2006. And 
as mentioned elsewhere in this section, 
we are reassigning HCPCS code G0243 
from New Technology APC 1528 to 
clinical APC 0127. 

Comment: One commenter urged that 
we create a new CPT code titled 
‘‘Surgeon-based Gamma Stereotactic 
Radiosurgery, complete course, one 
procedure, per lesion’’ to describe 
Cobalt 60-based SRS planning and 
treatment delivery and assign this CPT 
code to a new surgical APC titled 
‘‘Surgeon-based Gamma Stereotactic 
Radiosurgery.’’ This commenter 
recommended that we set the payment 
rate of this new APC based on the 
combined median costs from claims 
data for HCPCS codes G0242 and 
G0243. 

Response: We appreciate the 
commenter’s suggestion; however, CMS 
does not possess the authority to create 
CPT codes, which are established and 
maintained by the American Medical 
Association. Furthermore, under the 
OPPS, we do not label APCs according 
to the type of clinician delivering the 
service (that is, surgeon versus non- 
surgeon) because such categorization is 
irrelevant to establishing payment for 
hospital services billed under the OPPS. 
Rather, we provide titles for clinical 
APCs that describe the actual hospital 

services assigned to the APCs for which 
providers should report their hospital 
costs and charges. In addition, as 
discussed above, we agree with the 
majority of commenters who opposed 
the recognition of a single combination 
code (that is, CPT code 61793) for the 
planning and delivery of Cobalt 60- 
based SRS services, for reasons stated 
previously, i.e. the administrative 
burden of maintaining duplicative 
codes, the added complexity of 
attaching a modifier to the code for 
instances when planning and delivery 
are not provided on the same date of 
service because treatment does not 
proceed due to an unanticipated 
problem, the confusion for coders and 
unreliable data that could emanate from 
inconsistent coding schemes for 
different forms of SRS (that is, Cobalt 
60-based and LINAC-based SRS), and 
the nonspecificity of the descriptor for 
CPT code 61793 which describes all 
forms of SRS treatment delivery and 
makes no mention of SRS planning 
services. Therefore, as discussed 
elsewhere in this section, for CY 2006, 
we are discontinuing HCPCS code 
G0242 and recognizing existing CPT 
codes for the reporting of Cobalt 60- 
based SRS planning, and moving 
HCPCS code G0243 (Cobalt 60-based 
SRS treatment delivery) from New 
Technology APC 1528 to clinical APC 
0127 based on a median cost of $7,296. 

Comment: Several commenters 
recommended that we make HCPCS 
code G0339 (Image guided, robotic, 
linear accelerator-based (LINAC) SRS 
treatment delivery, complete session, 
first session of fractionated treatment) a 
permanent code and continue to pay 
this service at the CY 2005 payment rate 
of $5,250. These commenters also 
recommended that we eliminate HCPCS 
code G0340 (Image guided, robotic, 
linear accelerator-based (LINAC) SRS 
treatment delivery, fractionated 
treatment, 2nd–5th sessions) and 
instruct hospitals to report HCPCS code 
G0339 for all fractionated treatment 
sessions, stating that the resource costs 
are the same for each session regardless 
of the number of treatment sessions that 
the patient receives. 

Response: We disagree with the 
commenters’ assertions that the resource 
costs are the same for each session of 
image-guided, robotic LINAC-based SRS 
treatment delivery regardless of the 
number of treatment sessions that the 
patient receives. Based on CY 2004 
claims data, the median cost for HCPCS 
code G0339 ($4,917) was considerably 
higher than the median cost for HCPCS 
code G0340 ($2,502), and does not 
support the elimination of HCPCS code 
G0340 or its payment at a rate 

comparable to the payment rate for 
HCPCS code G0339. As the SRS 
treatment delivery G-codes are national 
Level II HCPCS codes that we utilize for 
billing SRS treatments in the OPPS, we 
are uncertain what changes the 
commenter would like us to make for 
the codes to be ‘‘permanent.’’ Therefore, 
for CY 2006, we are maintaining HCPCS 
code G0339 in New Technology APC 
1528, and HCPCS code G0340 in New 
Technology APC 1525. 

Comment: One commenter urged 
CMS to assign HCPCS codes G0251 and 
G0340, for fractionated non-robotic and 
image-guided robotic LINAC-based SRS 
respectively, to the same APC, 
contending that these procedures 
involve similar resources and should be 
paid equally. In contrast, another 
commenter asserted that image-guided 
robotic LINAC-based SRS is 
substantially more resource intensive 
than non-robotic LINAC-based SRS, and 
that CMS should maintain HCPCS code 
G0251 in a separate APC from HCPCS 
code G0340 to distinguish their levels of 
resource requirements. 

Response: We began recognizing 
HCPCS code G0251 to describe 
fractionated sessions of non-robotic 
LINAC-based SRS treatment delivery in 
CY 2004, which yielded no single 
procedure claims data for HCPCS code 
G0251 to substantiate a similarity or 
lack of similarity of its resource costs in 
comparison with HCPCS code G0340 
(fractionated, 2nd–5th sessions, image- 
guided robotic LINAC-based SRS 
treatment delivery). However, the large 
divergence in the median cost of $2,802 
for the complete session of non-robotic 
LINAC-based SRS treatment delivery 
(HCPCS code G0173), in comparison 
with the median cost of $4,917 for the 
complete and first fractionated sessions 
of image-guided robotic LINAC-based 
SRS treatment delivery (HCPCS code 
G0339), indicates that fractionated 
image-guided robotic LINAC-based SRS 
treatment delivery is likely substantially 
more resource intensive than 
fractionated non-robotic LINAC-based 
SRS treatment delivery. Therefore, for 
CY 2006, we are maintaining HCPCS 
code G0251 in New Technology APC 
1513 and HCPCS code G0340 in New 
Technology APC 1525. However, for CY 
2007, we will reexamine our APC 
placement of HCPCS codes G0251 and 
G0340 based on CY 2005 hospital 
claims data. 

Comment: One commenter to the 
November 15, 2004 final rule with 
comment period (69 FR 65682) 
disagreed with CMS’ statement that CPT 
codes 0082T (Stereotactic body 
radiation, treatment delivery, one or 
more treatment areas, per day) and 
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0083T (Stereotactic body radiation 
therapy, treatment management, per 
day) are bundled into the current G- 
codes for SRS treatment delivery. The 
commenter stated that stereotactic body 
radiation treatment delivery and 
management are new technologies and, 
thus, are not included in the current G- 
codes for SRS treatment delivery; 
however, the commenter provided no 
cost data nor any explanation as to how 
stereotactic body radiation treatment 
differs from the current procedures 
described by the G-codes for SRS 
treatment delivery. Instead, the 
commenter simply requested that CMS 
designate these new tracking codes for 
stereotactic body radiation treatment 
delivery and management as new 
technology services and assign these 
codes to a New Technology APC. 

Response: We disagree with the 
commenter’s unsubstantiated assertion 
that the current G-codes for SRS 
treatment delivery do not already 
describe or include some services that 
could also be identified as stereotactic 
body radiation treatment delivery and 
management described by CPT codes 
0082T and 0083T, respectively. 
Furthermore, we received no evidence 
to support the commenter’s assertion 
that these services represent new 
technologies that could not be 
represented in our hospital claims data. 
Therefore, for CY 2006, we are 
maintaining CPT code 0082T with a 
status indicator of ‘‘B’’ because we 
consider an alternate code to be 
available for billing this service under 
the OPPS. Likewise, for CY 2006, we are 
maintaining CPT code 0083T with a 
status indicator of ‘‘N’’, indicating that 
the charges for this service are packaged 
into the payment for other services paid 
separately under the OPPS. 

D. APC—Specific Policies 
We received many comments on our 

proposed changes to specific groups of 
services as discussed in the CY 2006 
OPPS proposed rule preamble and 
displayed in Addendum B. We have 
grouped these comments, and our 
responses, into five general clinical 
categories as shown below. 

We received one comment that 
generally addresses our APC assignment 
methodology. 

Comment: One commenter objected to 
the placement of codes for unlisted 
services in the lowest APC that is 
clinically appropriate and to the lack of 
discussion of this policy in the CY 2006 
OPPS proposed rule. The commenter 
asked that CMS examine claims data 
and match unlisted services to the 
diagnosis to determine if there is a more 
appropriate APC than the lowest level. 

Response: We discussed this policy in 
the CY 2005 OPPS proposed rule which 
we published on August 16, 2004 (69 FR 
50448), and we made our existing policy 
final in the November 15, 2004 final 
rule (69 FR 65682). We proposed no 
changes to this policy in the CY 2006 
OPPS proposed rule (which we 
published on July 25, 2005 (70 FR 
42674)) and, therefore, we have not 
changed the policy. The HCPCS codes 
for unlisted services should be used 
only if there is no existing code that can 
be used alone or with existing modifiers 
to report the service that was furnished. 
We believe that their use should be very 
rare. We do not believe that examination 
of the diagnoses on claims for unlisted 
procedures would enable us to properly 
place the codes into APCs because there 
are so many different types of services 
at different levels of resource use that 
could apply to a single diagnosis. There 
is a 2-year lag between the year of 
hospital claims data and the OPPS 
payment rates that are established based 
on the data. New procedure-specific 
HCPCS codes are developed on an 
annual basis, and there are continuous 
changes in procedures for many 
diagnoses as medical practice evolves. 
Therefore, we have no confidence that 
the array of unlisted services billed by 
hospitals, and by implication their 
median costs, in a given year for 
patients with certain diagnoses would 
necessarily have any relationship to 
unlisted services, and their median 
costs, billed 2 years later for patients 
with the same diagnoses. Moreover, 
placing unlisted services in the lowest 
level APC encourages use of existing 
codes where it is possible and also 
encourages development of new HCPCS 
codes for services for which codes do 
not exist. 

1. Cardiac and Vascular Procedures 

a. Acoustic Heart Sound Recording and 
Analysis 

Comment: One commenter requested 
that CMS change the status indicator for 
CPT code 0069T (Acoustic heart sound 
recording and computer analysis only). 
The commenter requested that we 
assign the procedure to APC 0099 with 
an ‘‘S’’ status indicator rather than ‘‘N,’’ 
as is currently assigned to CPT code 
0069T. The commenter stated that the 
test’s current status as a packaged 
procedure results in inequitable 
payment to the hospital. They stated 
that the cost of an EKG with the acoustic 
heart sounds recording is $55 whereas, 
the cost of an EKG without is $31, and 
that because we have packaged the 
procedure, the hospital is underpaid by 
$24 for each test it performs. 

Response: It is our understanding that 
the acoustic heart sound recording and 
analysis is intended for a specific, 
targeted group of patients to enhance 
the provider’s ability to diagnose heart 
failure. The technology, as described by 
CPT code 0069T, always is performed in 
conjunction with an EKG and as such is 
ideal for packaging. It is the hospitals 
responsibility to increase their charges 
to reflect the additional costs for those 
EKGs that include the acoustic heart 
sound recording. If the hospital uses the 
test according to the manufacturer 
guidelines, the costs will be distributed 
over the large number of EKGs that are 
performed in the hospital outpatient 
department and, over time, the 
additional costs may be recognized in 
the OPPS rates as increased median 
costs for EKGs in general. 

Comment: One commenter requested 
that CPT code 0069T (Acoustic heart 
sound recording and computer analysis 
only) become separately payable. The 
commenter was concerned that CMS 
interpreted the code to be an add-on 
code to an EKG procedure. The 
commenter clarified that CPT code 
0069T is often used as a stand-alone 
procedure, provided without an EKG 
procedure. 

Response: We are accepting the APC 
Panel’s recommendations that CPT code 
0069T remain packaged for CY 2006. 
The Panel reviewed this code and 
determined it to be an add-on code to 
an electrocardiography service, as 
indicated by the American Medical 
Association’s descriptor of this code. In 
addition, we are concerned that there 
may be unnecessary utilization of this 
procedure if it is separately payable 
because it is an add-on code to EKG 
services, for which there were almost 6 
million claims under the OPPS in CY 
2004. Lastly, we continue to believe that 
this service is a minor procedure that 
may be performed quickly accompanied 
by an EKG and likely other separately 
payable services, and thus is 
appropriately packaged. 

b. Cardiac Electrophysiologic Services 
(APC 0087) 

Comment: Commenters objected to 
the decline in proposed payment rate 
for APC 0087 from prior years. They 
also objected to what they view as a two 
times violation in APC 0087 and asked 
that we move electrophysiologic 
‘‘mapping’’ CPT codes 93609, 93613, 
and 93631 to APC 0086 because the CPT 
code median costs for these codes are 
much higher than the median costs for 
the other codes in APC 0087. They state 
that because ‘‘mapping’’ CPT codes 
93609, 93613, and 93631 are billed with 
other cardiac electrophysiologic services 
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already assigned to APC 0086, then 
these ‘‘mapping’’ services should also be 
assigned to the same clinical APC. They 
also asked that we use only claims that 
contain the device codes required for 
these CPT codes in setting the median 
cost for the APC into which CMS places 
these codes. 

Response: We disagree that there is a 
2 times violation, under our rules, in 
APC 0087. The law permits an 
exception to the two times rule for ‘‘low 
volume items and services.’’ We define 
any service that does not meet our test 
as a ‘‘significant service’’ to be a ‘‘low 
volume item or service.’’ A significant 
service is a service with a single bill 
frequency greater than 1,000 (which no 
services in APC 0087 meet) or a service 
with a single bill frequency greater than 
99 and more than 2 percent of the single 
bills (which no services in APC 0087 
meet). Because APC 0087 does not have 
any codes which meet the test of being 
significant, all of the codes in APC 0087 
are ‘‘low volume’’ under our definition, 
and there is no two times violation. 

Notwithstanding the absence of a 2 
times violation under our rules, we 
acknowledge the commenter’s concerns, 
and we will ask for the APC Panel’s 
views regarding the assignment of these 
codes to APC 0087 in preparation for 
the CY 2007 OPPS update. We also 
recognize that, for many of the 
procedures assigned to APC 0087, 
multiple procedure claims are the norm. 
We will also work with the APC Panel 
to develop potential strategies which 
could enable us to use more claims for 
rate setting for these cardiac 
electrophysiologic services. We 
disagree, however, that because the 
electrophysiology ‘‘mapping’’ codes are 
performed with other cardiac 
electrophysiology studies, the clinical 
and resource characteristics of the 
‘‘mapping’’ procedures necessarily are 
similar to the base services provided. 

See section IV.A. for our discussion of 
adjustments to median costs for device- 
dependent APCs for the CY 2006 OPPS. 
See Table 16 for the adjusted median 
cost for APC 0087 for the CY 2006 
OPPS. 

c. Cardioverter-Defibrillator 
Implantation (APC 0107, 0108) 

The median costs for APC 0107 
(Implantation of Cardioverter- 
Defibrillator) and APC 0108 (Insertion/ 
Replacement/Repair of Cardioverter- 
Defibrillator Leads and Insertion of 
Cardioverter-Defibrillator) have been 
adjusted each year since CY 2003 when 
pass-through payment expired for 
cardioverter-defibrillators, because the 
unadjusted medians have differed 
significantly from the prior year’s 

payment medians. Moreover, because 
we use single procedure claims to set 
the median costs, the median costs for 
these APCs have always been set on a 
relatively small number of claims as 
compared to the total frequency of 
claims for the services under the OPPS. 
For example, for the CY 2006 OPPS 
proposed rule, the unadjusted median 
cost for APC 0107 was set based on 445 
single procedure claims, which is 5.5 
percent of the 8,073 claims on which a 
procedure code in the APC was billed. 
Similarly, the unadjusted median cost 
for APC 0108 was set based on 520 
single procedure claims, which is 8.7 
percent of the 6,003 claims on which a 
procedure code in the APC was billed. 
Commenters have frequently told us 
that using the single procedure median 
costs for these APCs does not accurately 
reflect the costs of the procedures 
because claims from typical clinical 
circumstances involving multiple 
procedures, which constitute the 
majority of claims under these APCs, are 
not used to establish the medians. 

At the February 2005 APC Panel 
meeting, the APC Panel recommended 
that CMS package CPT codes 93640 and 
93641 (electrophysiologic evaluation at 
time of initial implantation or 
replacement of cardioverter-defibrillator 
leads). The APC Panel recommended 
that we always package the costs for 
these codes because the definitions of 
the codes state that these evaluations are 
done at the time of lead implantation. 
Therefore, CPT codes 93640 and 93641 
would never be correctly reported 
without a code in APC 0107 or APC 
0108 also being reported. In addition, 
when a service assigned to APC 0107 or 
APC 0108 is provided, we would expect 
that CPT codes 93640 or 93641 for 
electrophysiologic evaluation and 
testing would also be performed 
frequently, and CY 2004 claims data for 
services in APC 0107 and APC 0108 
confirm this. The APC Panel believed 
that packaging the costs of CPT codes 
93640 and 93641 would result in more 
single bills available for setting the 
median costs for APC 0107 and APC 
0108, and thus would likely yield more 
appropriate median costs for those 
APCs. Those medians would then 
include the costs of the 
electrophysiologic testing commonly 
performed at the time of the implantable 
cardioverter-defibrillator (ICD) 
insertion. 

The APC Panel further recommended 
that CMS treat CPT code 33241 
(Subcutaneous removal of cardioverter- 
defibrillator) as a bypass code when the 
code appeared on the same claims with 
services assigned to APC 0107 or APC 
0108. The APC Panel recommended 

bypassing charges for this code only 
when it appeared on the same claim 
with codes in APC 0107 or APC 0108, 
because when a cardioverter 
defibrillator (ICD) is removed and 
replaced in the same operative session, 
it is appropriate to attribute all of the 
packaged costs on the claim to the 
implantation of the device rather than to 
the removal of the device. The line costs 
for CPT code 33241 that are removed 
from the claims in this case would be 
discarded and would not be used to set 
the median cost for APC 0105 (the APC 
in which the code is located). 

We modeled the median costs that 
would be calculated for APCs 0107 and 
0108, if we were to make the changes 
recommended by the APC Panel for 
these APCs, under four possible 
scenarios: (1) The cardioverter- 
defibrillator device is inserted without 
removal or testing; (2) the device is 
inserted and tested with no removal; (3) 
the device is removed and inserted but 
not tested; and (4) the device is 
removed, inserted, and tested. For each 
unique scenario, we then compared the 
sum of the unadjusted median costs, the 
sum of the proposed adjusted median 
costs and the sum of the costs that we 
modeled using the APC Panel 
recommendations. These results were 
shown in the proposed rule in Tables 16 
and 17. 

We proposed to set the medians for 
these APCs at 85 percent of their CY 
2005 payment medians and based our 
modeling of the scalar and the impact 
analysis on that proposal, although we 
believed that the APC Panel 
recommendations have significant 
merit, particularly when we move to 
complete reliance on claims data in 
updating the OPPS for CY 2007. 
Although we proposed to adjust the 
median costs for these APCs in the same 
manner as other device-dependent 
APCs, we stated in the proposed rule 
that we will consider, based on the 
public comments, whether it would be 
appropriate to apply the multiple 
procedure claims methodology to these 
APCs for the CY 2006 OPPS. We 
specifically invited public comments on 
the APC Panel recommendations 
regarding packaging and bypassing 
services frequently performed with 
procedures assigned to APC 0107 and 
APC 0108, with the goal of increasing 
single bills available for rate-setting in 
order to improve the accuracy of median 
costs based upon hospital claims. 

We received many public comments 
concerning our proposal. 

Comment: Many commenters stated 
that the payments CMS proposed for 
APCs 0107 and 0108 are inadequate to 
cover the acquisition costs of the 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00075 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68590 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

devices, much less the full hospital 
costs of providing the services. They 
asserted that the proposed payments for 
APCs 0107 and 0108 are only 84 percent 
of the cost of the device alone, leaving 
the hospital with an out of pocket loss 
for the device and no payment for the 
service costs. They indicated that if the 
proposed payment rates are made final, 
APCs 0107 and 0108 will have incurred 
reductions of 20.5 percent and 29.4 
percent respectively since CY 2002. 
They urged that CMS use external data 
for the device portion of the median cost 
or at a minimum, accept the APC Panel 
recommendation to set the payment rate 
for APCs 0107 and 0108 at no less than 
the CY 2005 OPPS payment rate 
updated by the full market basket 
increase. They say that beneficiary 
access to care will be inhibited by 
continued inadequate payments for 
these services. 

Response: We have considered the 
comments and, as proposed, will adjust 
the medians for the services in APCs 
0107 and 0108 under the same policy 
being applied to other device-dependent 
APCs. See section IV.A. of this preamble 
for our discussion of the use of external 
data, and requests to update the CY 
2005 OPPS median costs and payment 
rates by the market basket for purposes 
of setting the CY 2006 OPPS payments. 
Also see section IV. A. of this preamble 
for our discussion of adjustments to 
median costs for device-dependent 
APCs. See Table 16 for the CY 2006 
adjusted median costs for device- 
dependent APCs, including APCs 0107 
and 0108. 

Comment: One commenter supported 
the recommendations of the APC Panel 
that CMS package CPT codes 93640 and 
93641 (electrophysiologic evaluation at 
time of initial implantation or 
replacement of cardioverter- 
defibrillator) and treat CPT code 33241 
(subcutaneous removal of cardioverter- 
defibrillator) as a bypass code when it 
appears on claims with services 
assigned to APCs 0107 or 0108. The 
commenter believed that these changes 
would result in a more robust set of 
claims to be used to set the median costs 
for APCs 0107 and 0108. Other 
commenters indicate that with or 
without these changes, the increased 
volume of claims is unlikely to result in 
adequate median costs for these 
procedures. 

Response: We believe that it may be 
appropriate to package CPT codes 93640 
and 93641 into the services assigned to 
APCs 0107 and 0108, and that it may be 
appropriate to bypass CPT code 33241 
only when it appears on the same claim 
with codes in APCs 0107 or 0108, and 
we will explore doing this in the future. 

The APC Data Subcommittee will 
continue to advise us on efforts to 
increase the amount of usable claims 
data for services that very frequently are 
provided along with other separately 
payable procedures. 

As noted above, consistent with 
payment for other device-dependent 
APCs, the CY 2006 OPPS payment for 
APCs 0107 and 0108 is set based on 90 
percent of the CY 2005 OPPS adjusted 
median cost. See Table 16 for a 
complete listing of device-dependent 
APCs and the adjusted median costs on 
which the payment rates are based. 

d. Endovenous Ablation (APC 0092) 
Comment: One commenter addressed 

our final rule (November 15, 2004) 
regarding the APC assignment of new 
CPT codes 36475 (Endovenous 
radiofrequency ablation, first vein) and 
36476 (Endovenous radiofrequency 
ablation, vein add-on). The commenter 
asserted that the assignment to APC 
0092 (Level I Vascular Ligation) was 
inappropriate and results in payment 
that is inadequate to cover the costs of 
the procedure. The commenter 
recommended creation of two new 
APCs, Level I and Level II endovenous 
ablation procedures, and advocated 
assignment of both CPT codes 36475 
and 36476 to the higher of the two 
levels. The commenter stated that 
radiofrequency (RF) ablation procedures 
are quite different from other vein 
stripping methods and require 
substantially more operating room time 
and hospital resources than do vein 
stripping or endovenous laser 
procedures. 

Further, the commenter stated that 
our assignment of CPT codes 36475 and 
36476 to APC 0092 was inconsistent 
with the cost data CMS analyzed for 
making pass-through payments for the 
ablation catheter (HCPCS code C1888, 
which expires December 31, 2005). The 
commenter asserted that we failed to 
add the costs for the ablation device into 
the procedure when we made the 
assignment to APC 0092. The 
commenter also stated that hospitals 
and the manufacturer have submitted 
cost information and charge data to 
CMS that support assignment of the 
procedures to an APC with a payment 
rate of about $2,500. 

We received one comment, from the 
same commenter, on our proposed rule. 
The commenters stated that the RF 
ablation procedures are more like those 
assigned to APC 0086, Ablate Heart 
Dysrythm Focus, than those in APC 
0092 (Level I Vascular Ligation). Similar 
to its comment on the final rule, the 
commenter recommended that CMS 
reassign CPT codes 36475 and 36476 to 

a new APC with a payment amount of 
approximately $2,800. The commenter 
also recommended that we assign new 
CPT codes 36478 (Endovenous ablation 
therapy of incompetent vein, extremity, 
inclusive of all imaging guidance and 
monitoring, percutaneous, laser; first 
vein treated) and 36479 (Endovenous 
ablation therapy of incompetent vein, 
extremity, inclusive of all imaging 
guidance and monitoring, percutaneous, 
laser; second and subsequent veins 
treated in a single extremity, each 
through separate access sites) to the 
lower level of the two new endovascular 
ablation procedure APCs that they 
requested, with a payment rate of 
approximately $2,300. 

In its proposed rule comments, the 
commenter provided detailed 
information about the costs of the 
endovenous ablation procedures from 
the practice expense cost inputs for the 
Medicare Physician Fee Schedule. The 
commenter based its recommendations 
for OPPS payment on those data and 
provided prices for the RF ablation 
catheter ($680) and the laser fiber kit 
($325), as well as for the capital 
equipment for each procedure type. 

Response: Prior to the CY 2005 
implementation of CPT codes 36475 and 
36476 for radiofrequency ablation and 
CPT codes 36478 and 36479 for laser 
ablation, the radiofrequency ablation 
device used in the endovenous ablation 
procedure was coded using HCPCS code 
C1888 (Catheter, ablation, non-cardiac, 
endovascular) and was separately paid 
as a pass-through until December 31, 
2004 when the pass-through status 
expired. 

We received a significant number of 
bills for HCPCS code C1888 (1787 units) 
in CY 2004 and considered the median 
cost ($636) based on those bills, along 
with clinical information and historical 
hospital claims data for other OPPS 
services in making the APC assignments 
of the new CPT codes. We assigned all 
RF and laser endovenous ablation 
procedures for the first vein and second 
and subsequent veins to APC 0092, 
status indicator ‘‘T,’’ with other vein 
procedures and a CY 2005 payment rate 
of $1,538. However, in response to the 
comment we reconsidered our decision. 
While there are no two times rule 
violations for APCs 0092 and 0091 for 
CY 2006, the median costs for 
individual procedures assigned to those 
APCs significantly overlap. 
Nevertheless, APC 0091 has a somewhat 
higher payment rate for CY 2006. Given 
the costs for the disposables and other 
resources used in delivery of both laser 
and RF endovenous ablation services, 
we determined that assignment to the 
higher paying of these APCs was a more 
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accurate placement than APC 0092 as 
we proposed. Therefore, for CY 2006, 
CPT codes 36475, 36476, 36478, and 
36479 will be assigned to APC 0091. 
The ‘‘T’’ status of the APC should 
ensure appropriate payment when 
ablation of more than one vein is 
performed in an operative session. For 
CY 2007 we will have hospital claims 
data for those codes for the first time, 
and, with the assistance of the APC 
Panel, we will reconsider the APC 
assignments for them and the other 
procedures assigned to APCs 0091 and 
0092 because we believe that for 
procedures assigned to APCs 0091 and 
0092 CY 2007 APC reconfiguration may 
be advisable. 

e. External Counterpulsation Therapy 
(APC 0678) 

Comment: One commenter submitted 
comments about external 
counterpulsation therapy (EECP, HCPCS 
code G0166). The commenter requested 
that we base the CY 2006 payment for 
this procedure on the OPPS relative 
weight for the procedure from CY 2005. 
The commenter was concerned because 
the OPPS rate for this procedure has 
decreased every year since CY 2000, and 
they believed that the lower payments 
might result in diminished beneficiary 
access to the therapy. The commenter 
believed that the low costs in the CMS 
data may be due to hospitals filing 
inaccurate claims. 

Response: Although the OPPS 
payment rate for EECP has decreased 
every year since CY 2000 as noted by 
the commenter, we are committed to 
relying on our hospital claims data for 
this APC. In addition, we note that the 
total numbers of OPPS claims for this 
service have increased over the past 
several years, from 26,836 in CY 2002, 
to 37,568 in CY 2003, and again to 
40,362 in our most recent claims data 
for CY 2004. We have no reason to 
believe that Medicare beneficiaries are 
having trouble accessing this therapy. 
Hospitals have been billing Medicare for 
EECP since CY 2000 and so should be 
filing accurate bills. The procedure is in 
an APC that has no other procedures 
that can affect its median, and the 
median cost for the CY 2006 OPPS is 
based on more than 38,000 single 
claims. Therefore, we will finalize our 
proposed CY 2006 APC assignment and 
payment rate for APC 0678, based on 
our standard OPPS methodology. 

f. Intracardiac Echocardiography (APC 
0670) 

Comment: One comment submitted 
comments about the APC assignment for 
CPT code 93662 (Intracardiac 
echocardiography during therapeutic/ 

diagnostic intervention, including 
imaging supervision and interpretation). 
The commenter objected to the 
procedure’s assignment to APC 0670 
(Level II Intravascular and Intracardiac 
Ultrasound and Flow Reserve) for 
several reasons. First among those 
reasons was that the procedure should 
not be assigned to the same APC as is 
CPT code 92978, Intravascular 
ultrasound (coronary vessel or graft) 
during diagnostic evaluation and/or 
therapeutic intervention including 
imaging supervision, interpretation and 
report. The commenter stated that the 
two procedures are dissimilar clinically 
and with respect to resource 
consumption. The differences between 
the two procedures listed by the 
commenter were: the intracardiac 
echocardiography (ICE) procedure can 
be used to image the entire heart rather 
than just a coronary vessel as does the 
intravascular ultrasound (IVUS) 
procedure; ICE is closely associated 
with electrophysiology and 
interventional cardiology procedures; 
IVUS is an imaging technique used as 
an adjunct to coronary/peripheral stent 
deployment; IVUS catheters cost from 
$500 to $700 whereas ICE catheters cost 
from $900 to $2,800; and the mean and 
median costs for the procedures are very 
different. 

Response: The ICE procedure is a CPT 
code ‘‘add-on,’’ and so normally is not 
reported alone on OPPS bills. For that 
reason, only 10 of the 541 claims for the 
procedure were single claims that we 
could use to calculate its procedure- 
specific median cost of $1,815. In fact, 
all four of the procedures assigned to 
APC 0670 are ‘‘add-on’’ codes, and two 
of the procedures had no single claims 
for CY 2004 because one of the codes, 
CPT code 31620 (Endobronchial 
ultrasound (EBUS) during 
bronchoscopic diagnostic or therapeutic 
intervention(s)), was new for CY 2005 
and CPT code 93571 (Intravascular 
Doppler velocity and/or pressure 
derived coronary flow reserve 
measurement (coronary vessel or graft) 
during coronary angiography including 
pharmacologically induced stress; 
initial vessel) was packaged under the 
OPPS in CY 2004 and when unpackaged 
for CY 2005, no single claims were 
available. The fourth code in APC 0670, 
CPT code 92978, the IVUS procedure, 
had a median cost of $1,505 and 115 
single claims and, therefore, had a 
disproportionate influence on the 
median cost for the APC. 

We do not agree that there are no 
significant clinical similarities among 
the procedures assigned to APC 0670. 
These similarities include their ‘‘add- 
on’’ status and their use of intravascular 

or intrabronchial catheters or wires with 
complex capabilities to provide clinical 
information, such as images or flow 
data. The hospital resources required for 
all of these services are highly related to 
the costs of the technologies used for the 
procedures. In general, our hospital 
claims data are quite consistent with 
assignment of CPT code 93662 to APC 
0670 with a median cost of $1,505 for 
CY 2006, along with the other services 
previously described. We note that our 
CY 2004 total claims volume for CPT 
code 93662 almost doubled between CY 
2003 and CY 2004, providing no 
evidence that Medicare beneficiaries are 
having trouble accessing this service. 

As discussed elsewhere in this 
preamble, we are working on alternative 
strategies for determining the costs for 
procedures that are reported as CPT 
‘‘add-on’’ codes. When we are better 
able to identify those costs, we will 
reevaluate the assignment of the ICE and 
IVUS procedures. At this time, however, 
we believe that APC 0670 is the most 
appropriate assignment for CPT codes 
93662 and 92978. 

g. Percutaneous Thrombectomy and 
Thrombolysis (APC 0676) 

Comment: One commenter submitted 
comments regarding the APC 
assignment for CPT code 92973, 
Percutaneous transluminal coronary 
thrombectomy and CPT code 37195 
(Thrombolysis, cerebral, by intravenous 
infusion). The commenter stated that 
the payment rate for APC 0676 
(Thrombolysis and Thrombectomy) was 
based largely on only one of the 
procedures assigned to the APC, CPT 
code 36550 (Declotting by thrombolytic 
agent of implanted vascular access 
device or catheter), and that it was 
inappropriately low for CPT codes 
92973 and 37195. The commenter stated 
that the procedures coded by CPT codes 
92973 and 37195 require a mechanical 
device costing hundreds of dollars or 
significant quantities of expensive lytic 
agents, respectively. The comment also 
suggested that the difficulty that CMS 
has in obtaining accurate cost data for 
these procedures is due to the fact that 
they are rarely reported as single claims, 
and that next year there will be new 
codes for percutaneous thrombectomy 
that will help to remedy that situation. 

Response: For CY 2006, we proposed 
to retain CPT code 92973 in APC 0676 
and to remove CPT code 37195 from the 
inpatient list and assign it to APC 0676 
as well. The median cost for each of 
these procedures was based on one 
single claim each, out of 149 and 28 
total claims respectively. The very low 
volume of single claims is expected for 
these two procedures because CPT code 
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92973 is an ‘‘add-on’’ code and would 
not be expected to be reported alone, 
and CPT code 37195 was on the 
inpatient list in CY 2004, and therefore, 
we do not have many outpatient 
hospital claims for it. 

The commenter’s point that the APC 
0676 payment rate was based mainly on 
one of the other procedures assigned to 
that APC is correct. The procedure 
coded with CPT code 36550 (Declotting 
by thrombolytic agent of implanted 
vascular access device or catheter) had 
a very high volume of single claims with 
a procedure-specific median cost of 
$128 so that its claims 
disproportionately influenced the APC 
median cost of $135. There were 5,099 
single claims for that procedure and the 
next highest volume of single claims in 
APC 0676 was only 439 claims for CPT 
code 37201 (Transcatheter therapy, 
infusion for thrombolysis other than 
coronary). 

While we acknowledge the small 
number of claims for CPT code 92973, 
we agree with the commenter than its 
continued assignment to APC 0676 
could lead to significant underpayment 
for this service that utilizes a costly 
catheter. Therefore, we will reassign 
CPT code 92973 to APC 0088 
(Thrombectomy) with an APC median of 
$2,171 for CY 2006, where other 
procedures that are more clinically and 
resource coherent with CPT code 92973 
reside. As this service is an ‘‘add-on’’ 
code to other surgical procedures and is 
assigned status indicator ‘‘T,’’ we expect 
that its payment rate will be reduced by 
50 percent when it is correctly billed 
with other surgical procedures. 

With respect to CPT code 37195, we 
will finalize its assignment to APC 0676 
for CY 2006. We expect that the lytic 
drugs that will be administered to a 
patient during this procedure will 
generally be separately payable under 
the OPPS, as well as some of the other 
services that typically will be provided 
to a patient receiving cerebral 
thrombolysis by intravenous infusion. 
While we expect that performance of 
this procedure in the hospital outpatient 
setting will remain rare, we believe that 
APC 0676 should make appropriate 
payment for CPT code 37195 for CY 
2006. As always, we will examine the 
costs from hospital claims as new data 
become available to ensure that the 
OPPS payment is appropriate. 

h. Coronary Flow Reserve (APCs 0416 
and 0670) 

Comment: One commenter requested 
that CMS make permanent the revised 
APC 0670 (Level II Intravascular and 
Intracardiac Ultrasound and Flow 
Reserve) and new APC 0416 (Level I 

Intravascular and Intracardiac 
Ultrasound and Flow Reserve), as 
presented in the November 15, 2004 
final rule. In addition, the commenter 
requested that we reactivate 
discontinued HCPCS code C3556 which 
was used previously for three specific 
brands of sensors, including guidewire- 
mounted coronary flow reserve sensors. 
The commenter believed that the 
requirement to report HCPCS device 
codes for device-dependent APCs would 
result in inaccurate cost information for 
the flow reserve sensors because these 
devices are currently coded using 
HCPCS code C1769 which is also used 
to code all types of guidewires. 

Response: We appreciate the 
comment concerning these new and 
revised APCs as we published them in 
the November 15, 2004 final rule. We 
have made those changes final. 

Beginning April 1, 2001, many 
manufacturer and device-specific 
HCPCS codes established for device 
pass-through payment purposes were 
discontinued in favor of more general 
codes to describe categories of devices. 
HCPCS code C3556 was discontinued as 
of April 1, 2001 as part of that action. 
The guidewire-mounted coronary flow 
reserve sensors previously reported with 
HCPCS code C3556 were cross-walked 
to HCPCS code C1769, which was 
established for coding guidewires. The 
Medicare, Medicaid and SCHIP Benefits 
Improvement and Protection Act (BIPA) 
of 2000 required us to establish 
categories, or types, of devices and no 
longer create codes to describe each 
device specifically. Further, we do not 
create new device codes unless one is 
needed to support accurate payment for 
devices that meet our criteria for 
transitional pass-through payment. 
There is no such need in this case as the 
guidewire-mounted coronary flow 
reserve sensor received its full period of 
device pass-through payments. 

We do not believe that use of HCPCS 
code C1769 will result in inaccurate 
cost data for coronary flow reserve 
measurement services. Reporting the 
device code on claims for device- 
dependent procedures is meant to 
ensure that the bills upon which we rely 
for calculation of the median costs 
include the device costs integral to the 
procedures. We base this policy on our 
belief that if a hospital includes the 
code for the device on the bill, even 
though there is no separate payment for 
the device, the bill is more likely to be 
an accurate and complete report of 
hospital charges (and thereby, costs). 
We expect that hospitals reporting the 
required guidewire device C-code along 
with a coronary flow reserve 
measurement service will provide an 

appropriate charge for the device used 
in the procedure. 

The new requirement for device 
coding is one technique that we believe 
will help us to address the ongoing 
problem of hospitals inadvertently 
failing to accurately and fully bill the 
charges for all hospital resources 
utilized to perform procedures. By 
requiring that the device code be on the 
claim, we are more confident that the 
device costs have been included in the 
hospital’s bill and that we will capture 
accurate costs for rate setting for the 
procedure as a whole. 

i. Vascular Access Procedures (APCs 
0621, 0622, and 0623) 

Many of the codes that currently 
describe vascular access procedures 
were new in the CY 2004 version of CPT 
and were assigned into APC groups by 
crosswalking the newly created CPT 
codes to the deleted codes’ APC 
assignments. Although the new codes 
were implemented in January 2004, 
because of the delay between a bill 
being submitted to Medicare and when 
the bill data are viable for analysis, we 
did not have cost and utilization data 
for the new codes available for analysis 
until this year in preparation for the CY 
2006 OPPS. 

Since those original APC assignments 
were made, we have received requests 
from the public for specific APC 
assignment changes. We were reluctant 
to make changes without data to support 
reassignments and, therefore, made few 
changes to those original APC 
assignments. 

As an outcome of an analysis of 
procedure-specific median costs and 2 
times rule violations in preparation for 
the CY 2006 update of the OPPS, for the 
proposed rule we developed a new APC 
configuration for vascular access 
procedure codes and several other 
related codes. The proposed new 
assignments were supported by CY 2004 
hospital claims data and are based on 
median cost and clinical considerations. 

Thus, for CY 2006 we proposed to 
reassign many of the CPT codes that are 
currently in the following APCs: 

• APC 0032 (Insertion of Central 
Venous/Arterial Catheter) 

• APC 0109 (Removal of Implanted 
Devices) 

• APC 0115 (Cannula/Access Device 
Procedures) 

• APC 0119 (Implantation of Infusion 
Pump) 

• APC 0124 (Revision of Implanted 
Infusion Pump) 

• APC 0187 (Miscellaneous 
Placement/Repositioning) 

The configuration that we proposed 
placed all of the procedures currently 
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assigned to APC 0187 into more 
clinically appropriate APCs. We also 
proposed to reassign all of the vascular 
access procedure codes currently 
assigned to any of the identified APCs 
to existing or newly reconfigured 
clinical APCs to create more clinical 
and median cost homogeneity. As a 
result of the proposed reassignments, 
those clinical APCs were comprised of 
a different mix of codes than is 
currently the case for the CY 2005 
OPPS. There were no codes assigned to 
APC 0187 because the only procedures 
that remained in APC 0187 after 
reassigning the vascular access 
procedures as we proposed were CPT 
code 75940 (X-ray placement of vein 
filter) and CPT code 76095 (Stereotactic 
breast biopsy), which we reassigned to 

more clinically appropriate APCs. We 
proposed to reassign CPT code 75940 to 
APC 0297 (Level II Therapeutic 
Radiologic Procedures) and CPT code 
76095 to APC 0264 (Level II 
Miscellaneous Radiology Procedures). 

We proposed to create three new 
clinical APCs, APC 0621 (Level I 
Vascular Access Codes), APC 0622 
(Level II Vascular Access Codes), and 
APC 0623 (Level III Vascular Access 
Codes) and assign procedures to each of 
these based on median cost and clinical 
homogeneity. We also proposed to 
rename APCs 0109 and 0115 as follows: 
APC 0109 (Removal of Implanted 
Devices); and APC 0115 (Cannula/ 
Access Device Procedures). 

We presented this proposal to the 
APC Panel at its February 2005 meeting. 

The APC Panel was supportive of the 
proposed reassignments and 
recommended that we make these 
changes. Therefore, for the stated 
reasons we proposed the APC 
modifications for CY 2006 OPPS as 
summarized in Table 13 of the proposed 
rule (70 FR 42713). 

We received a few comments on our 
proposal. 

Comment: All of the comments were 
supportive of our reconfiguration of the 
APCs and encouraged us to make the 
proposal final. 

Response: We appreciate the 
commenters’ support. 

Therefore, we are finalizing our 
proposal without modification for FY 
2006. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

2. Radiology, Radiation Oncology, and 
Nuclear Medicine 

a. Angiography and Venography (APCs 
0279, 0280, and 0668) 

Comment: One commenter supported 
our proposal to reassign CPT code 
75790 (Angiography, arteriovenous 
shunt, radiological supervision and 
interpretation) from APC 0281 
(Venography of Extremity) to APC 0279 
(Level II Angiography and Venography 
except Extremity). However, this same 
commenter objected to our proposal to 
move CPT codes 75820 (Venography, 
extremity, unilateral, radiological 
supervision and interpretation) and 
75822 (Venography, extremity, 
unilateral, radiological supervision and 
interpretation) from APC 0281 
(Venography of Extremity) to APC 0668 
(Level I Angiography and Venography 
except Extremity). The commenter 
contended that CPT codes 75790, 75820, 
and 75822 share similar clinical 
characteristics and resource 
requirements and, therefore, should be 
mapped to the same APC 0279. For 
instance, the commenter stated that all 
three services require the use of 
guidewires, catheters, local anesthetic, 
and contrast. Furthermore, the 
commenter asserted that CPT code 
75822 involves a bilateral procedure 
which requires much higher resource 
costs than other services assigned to 
APC 0668. Lastly, the commenter stated 
that CPT codes 75790, 75820, and 75822 
share similar clinical characteristics 
with CPT code 75658 (Angiography, 
brachial, retrograde, radiological 
supervision and interpretation), which 
currently resides in APC 0279, differing 
only with respect to whether a vein is 
accessed versus an artery in an 
extremity. The commenter urged that 
CMS reassign CPT codes 75790, 75820, 
and 75822 to APC 0279 for CY 2006. In 
addition, the commenter recommended 
that CMS modify the title of APC 0668 
to exclude language referring to 
extremities based on the commenter’s 
belief that none of the other CPT codes 
assigned to APC 0668 relate to 
extremities. 

Response: Based on our analysis of 
our CY 2004 claims data we disagree 
with the commenter that services 
described by CPT codes 75790, 75820, 
and 75822 require similar hospital 
resources. CPT code 75790 has a median 
cost of $548, based on over 18,000 
single claims from CY 2004, and is 
assigned to APC 0279 (Level II 
Angiography and Venography), which 
has a median cost of $517. We believe 
that this APC appropriately reflects the 
clinical and hospital resource 

characteristics of CPT code 75790 and 
provides appropriate payment to 
hospitals for this service. 

In contrast, CPT code 75720 has a 
median cost of only $258, based on 
almost 3,500 single claims that 
represent over half of the total claims for 
the service. Similarly, CPT code 75722 
has a median cost of $349, based on 
over 2,400 claims that represent more 
than half of the total claims for the 
service. Both of these procedures are 
assigned to APC 0668 which has a 
median cost of $375. We believe that 
APC 0668 appropriately reflects the 
clinical and hospital resource 
characteristics of both of these 
procedures. Thus, although these three 
codes were assigned to the same clinical 
APC 0281 for CY 2005, when we 
eliminated that APC and reassigned the 
three services, we were able to place 
them in such a way as to provide more 
accurate payments for each of the 
services. 

We appreciate the commenter’s 
drawing our attention to the phrase 
‘‘Except Extremity’’ that remained in the 
APC titles for APCs 0668, 0279, and 
0280 after we eliminated the CY 2005 
APC for extremity venography services. 
For CY 2006, we have removed the 
phrase ‘‘Except Extremity’’ from the 
APC title for APCs 0668, 0279, and 
0280, so they are now renamed Levels 
I, II, and III Angiography and 
Venography, respectively. 

b. Brachytherapy (APCs 0312, 0313, and 
0651) 

Comment: Commenters objected to 
the proposed reduction in the payment 
rates for APCs 0312, 0313 and 0651 for 
the CY 2006 OPPS. They indicated that 
the reductions could result in decreased 
access to care. They recommended that 
CMS use only claims on which a 
brachythearpy source appears with the 
procedure code, which they describe as 
‘‘correctly coded’’ claims, as the basis 
for the median cost calculations for 
these APCs. They indicated that using 
only claims on which the brachytherapy 
source code was billed results in 
median costs that are higher than the 
median costs calculated using all single 
procedure claims. At its August 2005 
meeting, the APC Panel recommended 
that we evaluate this proposal. The 
commenters also asked that CMS 
expand the adjustment proposed for 
selected device dependent APCs to 
APCs 0312, 0313 and 0651. They asked 
that CMS consider alternative 
methodologies to utilize single and 
multiple procedure claims for rate 
setting purposes so that more claims 
could be used. They also asked that 
CMS use external proprietary and 

confidential data to determine median 
costs for rate-setting. They said that 
because brachytherapy sources are 
required to furnish these services, they 
should be treated like device dependent 
APCs with regard to adjustment of 
medians and required editing for the 
presence of sources on the claims. 

Response: We have not accepted the 
commenters’ recommendations to use 
external data for the reasons we cite in 
the discussion of external data in 
section II. of this preamble. Moreover, 
we have not accepted the 
recommendation that we use only 
claims that contain a brachytherapy 
source on the claim to calculate the 
median costs for APCs 0312, 0313, and 
0651 because we believe that the 
presence of a source on the claim is not 
relevant, since sources are paid 
separately. While the median costs 
presented by the commenters based on 
claims that contain sources resulted in 
higher median costs, we do not see a 
valid reason to limit the claims to 
claims with sources because the 
presence of the source is not relevant to 
the median cost of the procedural APC. 
We have no reason to believe that the 
claims without sources on the claim do 
not contain the full charges for the 
procedural services furnished. We have 
applied adjustments to the median costs 
for device dependent APCs for CY 2006 
because of the difficulties in ensuring 
device charges are fully reflected on 
claims for these services, thus allowing 
appropriate packaging of the device 
costs into the APC payments. This 
rationale does not apply to the APCs for 
application of brachytherapy sources, so 
we have not applied the device 
dependent APC median adjustment 
policy to APCs 0312, 0313, and 0651 for 
CY 2006. 

We disagree that these services should 
be treated like device dependent APCs 
solely because they require 
brachytherapy sources. The critical 
distinction is that the APC payment for 
device dependent APCs includes 
payment for the packaged devices, 
while payment for these brachytherapy 
source application APCs is exclusive of 
payment for the sources, which are paid 
on the basis of charges reduced to cost. 
The editing for the presence of key 
devices on claims for services assigned 
device dependent APCs is not ‘‘correct 
coding’’ editing. Instead, the edit is 
made to maximize the likelihood that 
the charge for the principle device 
required to perform the service is 
included on the claim so that we will 
capture the cost of the device in setting 
the median cost for the APC. 

Although the brachytherapy 
procedure comments have largely 
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focused on the payment for CPT code 
77778, the application of the 
brachytherapy sources, we note that all 
the related procedures, such as needle 
or catheter use and placement, must be 
considered for a full analysis of 
payment for brachytherapy services. 
The brachytherapy source application 
service is but one component of the 
entire procedure. The hospital also bills 
for the placement of the needles or 
catheters, the imaging and planning 
services, and is paid separately for the 
sources at charges reduced to costs. 

Because of the particularly large drop 
in median cost from the median based 
on CY 2003 data compared to the 
median cost based on CY 2004 claims 
data for APC 0651, we extensively 
reviewed the cost of APC 0651, which 
is most commonly billed for the 
provision of interstitial prostate 
brachytherapy and frequently appears 
on the same claim with CPT code 
55859, the code for placement of 
needles or catheters into the prostate. 
Contrary to the commenters’ belief that 
‘‘correctly coded’’ claims for CPT code 
77778 also contain brachytherapy 
sources, in most cases of prostate 
brachytherapy both CPT codes 55859 
and 77778 are found on the same claim 
with a radiologic guidance code (often 
CPT codes 76000 or 76965) and/or with 
a radiation planning code (usually CPT 
code 77290). This results in a correctly 
coded claim for interstitial 
brachytherapy designated as a multiple 
procedure claim. Furthermore, these 
claims not only contain the two major 
procedures (CPT codes 55859 and 
77778), but they also often contain the 
three ancillary procedures (CPT codes 
76000, 76965 and/or 77290), which are 
not on the bypass list because they have 
packaging in excess of $50 or they have 
packaging on more than 5 percent of 
single bills. 

In our review, we identified 11,341 
claims containing both CPT codes 55859 
and 77778 on the same date of service. 
We then looked for claims in this 
subgroup that contained no separately 
paid codes other than the three ancillary 
services (after we applied the bypass list 
and removed any codes on it). This gave 
us 7,533 claims containing CPT codes 
55859 and 77778 with no other major 
procedures except for the 3 ancillary 
services. We believe that claims with 
CPT codes 55859, 77778 and one or 
more of these 3 ancillary services 
represent the most typical combinations 
of services furnished when 
brachytherapy sources are applied. We 
then calculated two combination 
median costs: a combination package 
and combination bypass. The first 
combination median cost was calculated 

by treating these three codes as if they 
were grouped into one comprehensive 
service by adding the costs of these 
codes to the costs on the claim for CPT 
codes 55859 and 77778 and all other 
packaged costs. This ‘‘combination 
group median’’ is $3,187.86. This 
‘‘combination group median’’ overstates 
the costs of CPT codes 55859 and 77778 
by the extent to which the costs of the 
three ancillary services and the 
packaging that is associated with them 
are reflected in it. We then calculated a 
second combination median cost in 
which we treated these three ancillary 
codes as if they were on the bypass list 
by removing the line item charges for 
these codes and associated all packaging 
on the claim with CPT codes 55859 and 
77778. This ‘‘combination bypass 
median’’ is $2,968.64. This 
‘‘combination bypass median’’ 
overstates the costs of CPT codes 55859 
and 77778 to the extent that the 
packaged costs associated with the 3 
ancillary services are reflected in it. 

We then compared the sum of the 
single bill medians calculated from our 
OPPS stated methodology for CPT codes 
55859 and 77778 to both of these 
combination medians. The sum of the 
single bill medians for these codes 
(without any costs from the three 
ancillary procedures) is $2,662.62. We 
then summed the medians for CPT 
codes 55859, 77778, 76000, and 77290, 
a typical combination of codes for these 
services, resulting in a sum of $2,975.50, 
similar in range to both the 
‘‘combination group median’’ and the 
‘‘combination bypass median.’’ 

Under our analysis, the sum of the 
single bill medians for insertion of 
needles or catheters in the prostate and 
the application of brachytherapy 
sources is well within the range of the 
combination medians we calculated 
based on the multiple procedure claims. 
Accordingly, we have no reason to 
believe that the single bill median costs 
for the services reported by CPT codes 
55859 and 77778 do not otherwise 
appropriately reflect the costs for those 
services. Therefore, we have used the 
standard OPPS methodology for clinical 
brachytherapy services to set the 
payment rates for the CY 2006 OPPS. 

Comment: One commenter stated that 
date of service stratification results in 
pseudo single claims for APCs 0312 and 
0651 that lack packaging because all 
packaging on the claim has the same 
date of service as the other procedure on 
the claim (i.e. not the procedure code in 
APC 0312 or 0651). The commenter 
indicated that the median costs for these 
‘‘pseudo no package’’ claims is 
significantly lower than the medians for 
other single procedure bills for these 

services and, therefore, should be 
deleted from the claims used to set the 
median costs for these APCs. 

Response: We have no basis to believe 
that the charges for the procedure code 
are not all-inclusive charges for all 
packaged items and services associated 
with the procedure when a single charge 
appears for a procedure code. Again, we 
encourage hospitals to bill all relevant 
HCPCS codes that appropriately reflect 
the services provided. 

c. Computed Tomography (APCs 0283 
and 0333) 

Comment: One commenter supported 
our proposal to pay separately for low 
osmolar contrast material (LOCM) and 
most magnetic resonance contrast 
agents. However, the commenter 
expressed concern that the separate 
payment for these agents will not 
adequately compensate for the reduced 
payment which CMS proposed for APCs 
0283 (CT with contrast) and 0333 (CT 
and CTA without contrast followed by 
contrast). The commenter stated that 
they did not understand CMS’ rationale 
for proposing to reduce payments for 
APCs 0283 and 0333 to a level that 
results in an overall net loss for 
contrast-enhanced CT studies. 

Response: We do not agree with the 
commenter’s assertion that the proposed 
CY 2006 payment rates for APCs 0283 
and 0333 will necessarily reduce overall 
payments for contrast-enhanced CT 
studies. First, the proposed CY 2006 
payments for APCs 0283 and 0333 
decreased by less than 3 percent 
compared to their CY 2005 payment 
rates. Second, our proposal to pay 
separately for LOCM products (HCPCS 
codes Q9945 through Q9951) as a result 
of the mean costs per day of their 
predecessor codes (HCPCS codes A4644 
through A4646) exceeding $50, may 
increase overall payments for some 
contrast-enhanced CT studies while 
decreasing overall payments for other 
contrast-enhanced CT studies, 
depending on the volume and 
concentration of the LOCM used. The 
CY 2006 final payment rates for APCs 
0283 and 0333 were calculated from CY 
2004 hospital claims data utilizing the 
standard OPPS methodology based on 
our comprehensive payment policies for 
CY 2006, which include unpackaging 
LOCM. 

Therefore, hospital charges for LOCM 
in association with single claims for 
services assigned to APCs 0283 and 
0333 were not packaged into the median 
cost calculations for these APCs. As a 
result, we would expect the APC 
payment rates for APCs 0283 and 0333 
to decline slightly for CY 2006. For CY 
2006, we are applying our standard 
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OPPS rate setting methodology using CY 
2004 hospital claims data to set the 
payment rates for APCs 0283 and 0333, 
and are paying separately for LOCM 
based on the payment methodology 
described in section V.B.3.a.(3) of this 
preamble. 

d. Computed Tomographic Angiography 
(APC 0333) 

In Addendum B of the CY 2006 
proposed rule (70 FR 42776), we 
proposed to maintain a number of 
imaging procedures discussed below in 
their CY 2005 APCs. 

Comment: Several comments 
expressed concern that the CY 2006 
proposed payment rate for 
Computerized Tomographic 
Angiography (CTA) procedures (APC 
0662) continues to be lower than the 
proposed payment rate for conventional 
CT procedures. These commenters 
recommended that CMS set the payment 
rate for CTA procedures at a level equal 
to the payment for a CT scan (APC 0333) 
plus a three-dimensional image 
reconstruction (APC 0282) by either 
increasing the payment for APC 0662 or 
reassigning CTA procedures to an 
existing APC whose payment rate more 
closely reflects the resource costs of 
performing CTA procedures. 

Response: As we stated in the 
November 15, 2004 final rule with 
comment period (69 FR 65722), accurate 
cost information about the cost of image 
reconstruction for CTA specifically, and 
for CT alone as utilized with CTA, 
would be required in order to 
implement the commenter’s suggestion 
that we make the payment rate for CTA 
(APC 0662) equal to the sum of the rates 
for CT alone (APC 333) plus image 
reconstruction (APC 282). Such cost 
information is not available. The CY 
2004 image reconstruction CPT code 
76375 (coronal, sagittal, multiplanar, 
oblique, 3-dimensional and/or 
holographic reconstruction of computed 
tomography, magnetic resonance 
imaging, or other tomographic modality) 
is not limited to image reconstruction 
performed for CTA and may be used in 
a number of other procedures. Based on 
the available CPT codes for CTA, we 
would not expect any current utilization 
of CPT code 76375 to be for CTA post- 
image processing, unless there was no 
appropriate CTA code to describe the 
body region imaged, which we believe 
would rarely be the case. In addition, 
we would not expect our current cost 
data for CTA alone to necessarily reflect 
the resources utilized for the CT portion 
of CTA. 

Commenters provided no evidence 
suggesting that Medicare beneficiaries 
have experienced difficulty accessing 

these services in the hospital outpatient 
setting. To the contrary, our number of 
claims for CTA procedures increased 
steadily between CY 2002 and CY 2003 
and nearly doubled from CY 2003 to CY 
2004. Furthermore, we used over 50 
percent (99,000 single claims out of 
nearly 180,000 total claims) of the CY 
2004 claims for CTA procedures to 
calculate the CY 2006 payment rate for 
these services. 

We now have several years of robust 
claims data for CTA procedures and 
have no reason to doubt this data. Based 
on the full year of CY 2004 data, the 
median costs for the APCs 0333 (CT) 
and 0662 (CTA) are about equal, and 
have decreased minimally from their 
median costs based on CY 2003 claims 
data. Because hospitals set their own 
charges for services, which we then 
convert to costs, we still see no reason 
why adding the costs for CT alone plus 
the costs for image reconstruction 
would necessarily provide a better 
estimate of costs for CTA than our 
analysis of our specific CTA claims. 
Furthermore, no other existing clinical 
APC appears to contain services that 
share more clinical and resource cost 
homogeneity with CTA procedures than 
APC 0662, whose median cost reflects 
solely the claims data from 8 CTA 
procedures. For this reason, we are not 
reassigning CTA procedures to any 
other clinical APC(s) for CY 2006. 
Instead, for CY 2006, we are applying 
our standard OPPS rate-setting 
methodology for calculating the 
payment rate for CTA procedures 
residing in APC 0662. Once again, we 
encourage all hospitals to take all 
actions necessary to ensure that they are 
billing accurately and including in their 
charges all resources utilized to deliver 
CTA services. 

e. Computed Tomographic Guidance 
(APC 0332) 

Comment: One commenter objected to 
the proposed payment rate of $194 for 
CPT code 76362 (Computed tomography 
guidance for, and monitoring of, visceral 
tissue ablation), which was proposed to 
be assigned to APC 0332 (Computerized 
Axial Tomography and Computerized 
Angiography without Contrast) for CY 
2006. The commenter said that, 
although CMS included only 9 single 
claims in the calculation of the $371 
median cost for CPT code 76362 in the 
proposed rule, they identified 202 single 
bills with a median cost of $580 for CPT 
code 76362. The commenter indicated 
that it found that CPT code 76362 was 
not being treated as a major procedure 
in CMS’ median cost calculations, and 
it could not determine if CMS packaged 
the cost for CPT code 76362 into the 

payment for the other separately 
payable procedure on the claim. The 
commenter indicated that it simulated 
removing the exception (although they 
did not specify what they did) and by 
doing so found 202 single bills with a 
median cost of $580 for the code. The 
commenter asked that we place CPT 
code 76362 in New Technology APC 
1507 (Level VII $500–$600) so that 
payment would be set at $550. The 
commenter also requested that CMS add 
CPT code 76362 to the bypass list in 
future years. 

Response: We do not agree that CPT 
code 76362 would be appropriately 
assigned to New Technology APC 1507 
because CT is not a new technology. 
The use of CT guidance for and 
monitoring of visceral tissue ablation is 
a more recent application of this well- 
established technology. We 
acknowledge that we have few single 
bills upon which to base our calculation 
of the median cost of this service, but 
this is consistent with our expectations 
based on the nature of the service. We 
believe that all correctly coded claims 
would also include a CPT code for the 
specific ablation service that was 
monitored using CT and billed along 
with CPT code 76362. 

We believe that the primary costs 
directly attributable to CTP code 76362, 
as opposed to the accompanying 
ablation procedure, are the hospital 
resources required for the lengthy 
operation of the necessary CT scanner. 
In examining the clinical characteristics 
of the use of CT for visceral tissue 
ablation, we believe that the CT use 
time for the procedure, although 
variable depending on the specific 
ablation procedure provided, would 
typically be longer than the CT use time 
for most noncontrast CTs assigned to 
APC 0332. 

Because the commenter indicated 
their comfort with CPT code 76362 
being added to the bypass list, we 
analyzed the line item charges for all 
units of service of CPT code 76362 
billed by hospitals in CY 2004. The 
median charge per unit based on over 
1,000 units was $1,165. Application of 
a hospital average CCR of 0.28 for the 
diagnostic radiology cost center to the 
median charge of $1,165 for CPT code 
76362 yielded a procedure-specific line 
item cost of approximately $325 for this 
service. This is quite consistent with our 
final single claim median cost of $363 
based on 9 single claims. 

Therefore, we are reassigning CPT 
code 76362 to APC 0333 (Computerized 
Axial Tomography and Computerized 
Angiography Without Contrast 
Followed by Contrast) with an APC 
median cost of $303 for CY 2006, where 
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CT procedures that include both 
noncontrast and contrast studies in one 
examination session reside. We believe 
that, although the ablation monitoring 
service is not necessarily provided both 
without and with contrast, the longer 
time of use of the CT scanner for CPT 
code 76362 is more consistent with the 
scanner use time for services assigned to 
APC 0333. In addition, the median cost 
of APC 0333 is similar to the median 
cost of CPT code 76362 based on single 
claims and to the other cost estimate 
based on our analysis of all billed units 
of the code. 

With respect to the commenter’s data 
findings, CPT code 76362 is considered 
to be a minor procedure 
(notwithstanding the status indicator of 
‘‘S’’), because it so frequently occurs on 
the same claim as other separately paid 
procedures and is ancillary to them. As 
such, when a minor procedure is on the 
same claim as a major procedure, the 
claim is considered to be a single major 
procedure claim and the costs of the 
minor procedure are not used to set the 
median for the minor procedure, nor are 
they packaged into the payment for the 
major procedure. The only single claims 
that are used in the calculation of the 
median cost for the minor procedure 
code and, therefore, for the APC to 
which the code is assigned are single 
minor procedure claims which are 
derived from circumstances in which 
the minor procedure appears alone on a 
claim or when it appears as one of 
several multiple minor procedures on a 
claim and can be split off because the 
services have different dates of service. 

We considered making CPT code 
76362 a major procedure and adding the 
service to the bypass list. However, the 
code does not meet the empirical 
criteria we have established for 
considering new additions to the bypass 
list. Of the total claims for CPT code 
76362, we had only 9 single procedure 
claims (less than the 100 required for a 
code to go onto the bypass list); 6 of the 
9 claims (67 percent) contained 
packaged services (more than the 5 
percent limit) that yielded a median of 
$1,231 (considerably above the $50 
median limit). Hence, because the data 
for CPT code 76362 from CY 2004 do 
not meet any of the criteria for addition 
of the code to the bypass list, we will 
not convert it to a major procedure and 
add it to the bypass list for CY 2006. 
However, we will consider for CY 2007 
whether we should make an exception 
to our empirical criteria for additions to 
the bypass list for services such as CPT 
code 76362. We will continue to 
develop a more appropriate median cost 
for the procedure and it seems plausible 

that the procedure should have very 
little associated packaging. 

f. Computerized Reconstruction (APC 
0417) 

Comment: One comment expressed 
concern about the payment rate for 
HCPCS code G0288 (Reconstruction, 
computed tomographic angiography of 
aorta for preoperative planning and 
evaluation post vascular surgery). The 
commenter was concerned because the 
proposed rule indicated that the rate for 
HCPCS code G0288 would decrease for 
CY 2006, continuing a trend of 
decreases that began in CY 2004. The 
commenter made several 
recommendations to CMS that it 
believed would help to limit the 
decreased rate for CY 2006 and to 
prevent continuation of the downward 
trend for coming years. The first 
recommendation was for CMS to 
mandate which revenue code hospitals 
are to use to report HCPCS code G0288. 
The commenter recommended use of 
revenue code 0780, Telemedicine. This 
was based on their finding that hospitals 
used 17 different revenue codes to 
report HCPCS code G0288. The 
commenter stated that more consistent 
use of a revenue code would alleviate 
the effects of providers not billing 
charges high enough to result in cost 
findings near the acquisition costs. 

Next, the commenter recommended 
that for CY 2006, CMS use the hospital 
overall CCRs to calculate the median for 
HCPCS code G0288. The commenter 
believed use of the overall CCRs would 
increase the median for APC 0417 to 
approximately $415. 

Third, the commenter recommended 
as a fallback measure, in case the first 
two recommendations could not be 
implemented, that CMS should use the 
CY 2005 rate, adjusted upward in 
accordance with the CY 2006 
conversion factor, for APC 0417 in CY 
2006. 

Finally, the commenter requested that 
the descriptor for HCPCS code G0288 be 
revised to read, ‘‘Three-dimensional 
pre-operative and post-operative 
computer-aided measurement planning 
and simulation in accordance with 
measurements and modeling 
specifications of the Society for 
Vascular Surgery.’’ They stated that the 
revised descriptor would ensure that the 
code would be used more accurately. 

Response: Regarding the commenter’s 
last request, that we revise the 
descriptor for HCPCS code G0288, we 
do not believe that is necessary. HCPCS 
code G0288 was revised in CY 2004 to 
clarify that the service can be provided 
for both treatment planning prior to 
surgery and for postsurgical monitoring. 

Other than this one comment, we have 
had no indication that there is 
confusion among providers about when 
to use the code. In addition, we 
generally allow hospitals to allocate 
their charges across revenue codes as 
they feel is appropriate to their specific 
institutional settings, and we see no 
reason to deviate from this policy for the 
service described by HCPCS code 
G0288. We do not understand how 
specifying a revenue code for reporting 
would necessarily ensure adequate 
hospital charges for the service. 

In response to the commenter’s 
recommendations regarding our hospital 
cost data, we conducted a detailed 
examination of our CY 2004 claims data 
and, like the commenter, found that 
hospitals used 17 different revenue 
codes to report HCPCS code G0288. 
However, we also found that although 8 
different cost centers for HCPCS code 
G0288 were used in our conversion of 
charges to costs for the service, for 83 
percent of the approximately 5,300 
single bills utilized for rate setting we 
converted hospital charges to costs 
using one cost center, namely 
Diagnostic Radiology. Therefore, while 
we acknowledge that utilizing an overall 
hospital CCR for HCPCS code G0288 
yields a higher median cost, $335 for 
APC 0417 based on our analysis, as 
opposed to a median cost of $235 
utilizing our standard revenue code to 
cost center crosswalk, we do not believe 
that it would be appropriate to 
substitute specific hospital overall CCRs 
in our calculation of this APC’s median. 
We utilize one hospital-specific 
departmental CCR for the conversion of 
charges to costs for most of the single 
claims, and we have no reason to 
believe that the CCR in this case is 
inappropriate. Also, hospitals should 
bill adequate and complete charges for 
the service to account for all of the 
hospital resources required. 

Additionally, we see no reason to 
adjust the payment rate for APC 0417 to 
the CY 2005 rate adjusted upward in 
accordance with the CY 2006 
conversion factor. We note that despite 
reductions in payment rates over the 
last several years, the number of total 
procedures billed under the OPPS for 
HCPCS code G0288 has continued to 
rise from 2,065 in CY 2002, to 4,733 in 
CY 2003, and most recently to 8,421 in 
CY 2004. We have no evidence that 
Medicare beneficiaries are having 
trouble accessing this service based on 
our hospital claims information. 
Therefore, we believe that it is 
appropriate for us to use our historical 
hospital cost data as the basis for the CY 
2006 payment amount, and we are 
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finalizing our payment rate for APC 
0417 at $235.66 for CY 2006. 

g. Diagnostic Computed Tomographic 
Colonography (APC 0333) 

We proposed to reassign CPT 0067T 
(diagnostic computed tomographic 
colonography (CTC-Dx)) to APC 0333 
(CT and CTA without contrast followed 
by contrast) for CY 2006. 

Comment: One commenter responded 
to the November 15, 2004 final rule with 
comment period (69 FR 65682), 
explaining that CPT code 0067T 
(diagnostic computed tomographic 
colonography (CTC-Dx)) was established 
in CY 2005 to replace the previous 
coding scheme for CT colonography 
involving two computed tomography 
(CT) scans (i.e., abdomen and pelvis) 
and three-dimensional image 
reconstruction. Furthermore, the 
commenter explained that the two CT 
components of a CTC-Dx may be 
administered in a variety of ways: (1) CT 
without contrast, (2) CT with contrast, 
or (3) CT without contrast followed by 
a CT scan with contrast. The commenter 
stated that CMS’ assignment of CPT 
code 0067T to APC 0332 (CT and CTA 
without contrast) for CY 2005 failed to 
recognize the cost differential between a 
CT scan and the variety of ways in 
which a CTC-Dx scan is administered, 
along with the costs associated with the 
three-dimensional image reconstruction. 
The commenter urged CMS to 
reconsider the APC placement of CPT 
code 0067T, taking into account its 
advantages as a less invasive and less 
costly alternative to a colonoscopy. 

Response: Due to the recent 
establishment of CPT code 0067T in CY 
2005, we will have no hospital claims 
data for determining its resource 
requirements until CY 2007. For CY 
2005, we assigned CPT code 0067T to 
APC 0332 (CT and CTA without 
contrast) because we considered the 
clinical characteristics of CTC-Dx to be 
relatively similar to other services 
assigned to APC 0332. We thank the 
commenter for bringing to our attention 
the variety of ways in which a CTC-Dx 
can be administered, notably a CT scan 
without contrast followed by a CT scan 
with contrast. In light of this additional 
information, for CY 2006 we proposed 
to reassign CPT 0067T to APC 0333 (CT 
and CTA without contrast followed by 
contrast), where similar services reside 
involving a CT scan without contrast 
followed by a CT scan with contrast. We 
are finalizing our proposal to reassign 
CPT 0067T to APC 0333 for CY 2006. 
However, in preparation for CY 2007 
rate setting, we will reexamine the APC 
placement of CPT code 0067T based on 
available CY 2005 hospital claims data. 

h. Intensity Modulated Radiation 
Therapy (IMRT) (APCs 0310 and 0412) 

In Addendum B of the CY 2006 
proposed rule, we proposed to maintain 
CPT code 77301 (Radiotherapy dose 
plan, intensity modulated radiation 
therapy (IMRT)) in APC 0310 (Level III 
Therapeutic Radiation Treatment 
Preparation) based on the CY 2004 
hospital claims data submitted for CPT 
code 77301. In addition, we proposed to 
maintain CPT codes 0073T 
(Compensator-based IMRT treatment 
delivery) and 77418 (Multileaf 
collimator-based intensity modulated 
treatment delivery) in APC 0412 (IMRT 
treatment delivery) for CY 2006. 

We received several public comments 
related to IMRT issues. 

Comment: One commenter expressed 
concern that the proposed payment rate 
for CPT code 77301 does not reflect the 
actual physics planning time and 
resources for this procedure. The 
commenter recommended that we take 
into consideration the costs associated 
with IMRT planning for a typical head 
and neck case, including the time spent 
by the dosimetrists, physicists, and 
physicians, when setting the payment 
for CPT code 77301. 

Response: The proposed procedure- 
specific median cost of $827 for CPT 
code 77301 was calculated using 16,417 
single procedure claims out of 16,885 
total claims (97 percent of the total 
claims). We proposed to maintain CPT 
code 77301 in APC 0310 (Level III 
Therapeutic Radiation Treatment 
Preparation) grouped with only one 
other service, CPT code 77295 (Set 
radiation therapy field), whose 
proposed median procedure-specific 
cost of $844 had the effect of increasing 
the proposed payment for CPT code 
77301 due to its significantly higher 
single frequency of claims used to set 
the payment for APC 0310. We have no 
reason to believe that the single 
procedure claims for CPT code 77301 
that represent IMRT planning for head 
and neck treatment reflect more 
accurate costs and charges than those 
claims for CPT 77301 that represent 
IMRT planning for other body areas. 
Thus, we would have no justification for 
discarding such a subset of claims that 
appear to be accurately reported under 
CPT code 77301, but merely require less 
resource utilization for certain covered 
clinical indications. Rather, the high 
percentage of single procedure claims 
for this service, which remains at 97 
percent for the final rule data, along 
with its relatively stable median cost for 
several years, confirms our belief that 
the CY 2006 median cost for CPT code 
77301 accurately reflects hospitals’ costs 

for the service. We believe these data 
represent, on average, the resources 
consumed by hospitals for the provision 
of IMRT planning services. We note that 
the OPPS does not provide payment for 
physicians’ professional services that 
may be required for procedures. 
Therefore, for CY 2006, we are 
maintaining CPT code 77301 in APC 
0310 with an APC median cost of $825, 
higher than the final code-specific 
median cost of CPT code 77301 of $786. 

Comment: In response to the 
November 15, 2004 final rule with 
comment period (69 FR 65682) and the 
CY 2006 OPPS proposed rule (70 FR 
42674), several commenters applauded 
our decision to establish a national 
payment rate for category III CPT code 
0073T for compensator-based IMRT 
treatment delivery. These commenters 
stated that our decision to pay for 
compensator-based IMRT treatment 
delivery will encourage patient access 
and diffusion of this cost-effective 
technology. Furthermore, these 
commenters agreed with our rationale to 
assign CPT codes 0073T (Compensator- 
based IMRT treatment delivery) and 
77418 (Multileaf collimator-based IMRT 
treatment delivery) to the same APC 
0412 (IMRT treatment delivery) for rate 
setting purposes, noting that the IMRT 
treatment delivery costs are virtually 
identical for both modalities. In 
contrast, one commenter to the 
November 15, 2004 final rule with 
comment period (69 FR 65682) was 
opposed to the assignment of CPT code 
0073T to APC 0412. This commenter 
explained that CPT code 0073T was 
created specifically to distinguish 
compensator-based IMRT treatment 
delivery from multileaf collimator-based 
IMRT treatment delivery, described by 
CPT code 77418. The commenter 
believed that the assignment of CPT 
codes 0073T and 77418 to the same APC 
0412 precludes CMS from collecting 
distinct claims data for each code, and 
urged CMS to assign CPT code 0073T to 
a New Technology APC and reserve 
APC 0412 for CPT code 77418. 

Response: Our decision to place CPT 
codes 0073T and 77418 in the same 
APC 0412 supports the clinical 
homogeneity of APC 0412. Because we 
had no CY 2003 claims data for the 
newly established Category III CPT code 
0073T, we concluded that its resource 
costs were likely reflected to some 
degree in the costs and charges reported 
for CPT code 77418, considering that 
this was the only CPT code available to 
providers for the billing of compensator- 
based IMRT treatment delivery prior to 
January 1, 2005. Contrary to a belief 
held by one of the commenters, the 
assignment of CPT codes 0073T and 
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74418 to the same APC 0412 for 
payment purposes does not preclude 
CMS from collecting distinct claims 
data for these two codes. Once the CY 
2005 claims data for CPT code 0073T 
become available for setting the CY 2007 
payment rate, we will reexamine the 
APC placement of CPT code 0073T. In 
the meantime, for CY 2006 we will 
maintain CPT codes 0073T and 77418 in 
the same APC 0412. 

Comment: One commenter explained 
that, effective January 1, 2005, the 
descriptor for CPT code 77418 
(Multileaf collimator-based intensity 
modulated treatment delivery) was 
changed to explicitly exclude 
compensator-based IMRT treatment 
delivery and a new Category III code 
0073T was created to describe 
compensator-based IMRT delivery. This 
commenter requested that we either 
update the December 19, 2003 Medicare 
Program Transmittal 32 (CR 3007) or 
issue a new Medicare Program 
Transmittal to include compensator- 
based IMRT treatment delivery code 
0073T. The commenter provided CMS 
with recommended language to clarify 
the billing of compensator-based IMRT 
treatment delivery under the OPPS for 
CY 2006. 

Response: We appreciate the 
commenter bringing to our attention the 
need to update our billing guidance to 
reflect the newly established Category 
III CPT code 0073T for the billing of 
compensator-based IMRT treatment 
delivery. We thank the commenter for 
providing CMS with recommended 
language and will consider such 
language as we revise our guidance on 
the billing of compensator-based IMRT 
treatment delivery under the OPPS for 
CY 2006. 

i. Kidney Imaging (APC 0267) 
Comment: One commenter expressed 

concern that CMS’s proposed 
reassignment of CPT code 78700 
(Kidney imaging, static) from APC 0404 
(Level I Renal and Genitourinary 
Studies) to APC 0267 (Level III 
Diagnostic Ultrasound) disrupts the 
clinical homogeneity of the two APCs. 
The commenter stated that the resource 
requirements and clinical characteristics 
of kidney imaging have not changed in 
the past year and urged CMS to 
maintain CPT code 78700 in APC 0404 
for CY 2006. 

Response: We agree with the 
commenter’s observation that the 
clinical attributes of CPT code 78700 
more closely resemble the services 
assigned to APC 0404 rather than APC 
0267. Although our proposal to reassign 
CPT code 78700 to APC 0267 was based 
on its median cost data collected for the 

proposed rule, the more recent median 
cost data from CY 2004 for CPT code 
78700 do not preclude its return to APC 
0404. Therefore, in the interest of 
preserving the clinical homogeneity of 
APCs 0267 and 0404, we are not 
adopting our proposed reassignment 
and will retain CPT code 78700 in APC 
0404 for CY 2006. 

j. Magnetic Resonance Guided Focused 
Ultrasound Ablation (APC 0193) 

We received one public comment on 
the CY 2006 OPPS proposed rule 
concerning the APC assignments for 
HCPCS codes 0071T and 0072T, along 
with several related comments on the 
November 15, 2004 final rule with 
comment period. 

Comment: Several commenters 
submitted comments on the November 
15, 2004 final rule regarding the APC 
assignments of magnetic resonance 
guided focused ultrasound (MRgFUS) 
therapy for uterine fibroids. We 
proposed to retain magnetic resonance 
guided focused ultrasound (MRgFUS) 
procedures in APC 0193 for CY 2006. 
The commenters believed that the 
procedure’s assignment to APC 0193 
(Level V Female Reproductive 
Procedures) resulted in significant 
underpayment. They asserted that 
MRgFUS is a new technology and that 
CMS should assign the two Category III 
CPT codes to two separate New 
Technology APCs, based on external 
cost data, until adequate claims data are 
available upon which to base 
assignments to clinical APCs. 

More recently, hospital and 
manufacturer representatives made a 
presentation at the August 2005 meeting 
of the APC Panel and also commented 
on our July 25, 2005 proposed rule. The 
Panel recommended that CMS work 
with stakeholders to assign CPT codes 
0071T and 0072T, focused ultrasound 
ablation of uterine leiomyomata 
including magnetic resonance guidance, 
to an appropriate New Technology 
APC(s). 

The procedures are coded with 
Category III CPT codes 0071T (Focused 
ultrasound ablation of uterine 
leiomyomata, including MR guidance; 
total leiomyomata volume less than 200 
cc of tissue) and 0072T (Focused 
ultrasound ablation of uterine 
leiomyomata, including MR guidance; 
total leiomyomata volume greater or 
equal to 200 cc of tissue). These codes 
were new CPT codes in CY 2006. The 
commenters and the presenters at the 
APC Panel suggested that we assign CPT 
code 0071T to New Technology APC 
1528 (Level XXV) and CPT code 0072T 
to New Technology APC 1532 (Level 
XXVI). 

Response: In light of the additional 
information that has been presented to 
us, we agree that it would be more 
accurate to assign the two procedures to 
separate APCs to account for the higher 
level of resources required to ablate the 
larger growths. However, we do not 
agree that it is most appropriate to 
assign MRgFUS procedures to New 
Technology APCs 1528 and 1532. 
Although FDA approval of one specific 
ablation technology was relatively 
recent, MRgFUS therapy bears a 
significant relationship to technologies 
already in widespread use in hospitals, 
in particular MRI and ultrasound 
services. The use of focused ultrasound 
for thermal tissue ablation has been in 
development for decades, and the recent 
application of MRI to focused 
ultrasound therapy provides monitoring 
capabilities that may make the therapy 
more clinically useful. We believe that 
MRgFUS therapy is a new and 
integrated application of existing 
technologies (MRI and ultrasound) and, 
therefore, is not necessarily most 
accurately assigned to a New 
Technology APC. We believe that the 
technology used in this service fits as 
well into existing clinical APCs for 
female reproductive services, as do 
many other modalities that are currently 
assigned to those clinical groups. In 
addition, MRgFUS procedures are most 
often performed on younger women and 
are only seldom performed on Medicare 
beneficiaries. We believe that placing 
them in clinical APCs with other female 
reproductive procedures will enable us 
both to set accurate payment amounts 
and to maintain appropriate clinical 
homogeneity of the APCs. 

Cost data for MRgFUS procedures 
provided to us for two hospitals showed 
high, but disparate costs. The costs per 
case reported by each of the hospitals 
were significantly different from one 
another and were much higher than 
reports of costs from other publicly 
available sources. We suspect that much 
of the variation reflects differences in 
capital costs and projections of 
utilization and procedure times, as well 
as in the types of personnel used to 
perform the procedures. We understand 
that the MRI equipment can also be 
used to perform conventional MRI 
procedures, and the MRI equipment 
costs should be allocated accordingly so 
that amortization of the costs will be 
shared by those tests. The OPPS 
payment rates for services need to make 
appropriate payments for the services to 
Medicare beneficiaries, recognizing that, 
as a budget neutral payment system, the 
OPPS does not pay the full hospital 
costs of services. We expect that our 
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payment rates generally will reflect the 
costs that are associated with providing 
care to Medicare beneficiaries in cost- 
efficient settings. 

We compared the necessary hospital 
resources for the MRgFUS procedures, 
including specialized equipment, MRI/ 
procedure room time, personnel, 
anesthesia and other required resources, 
to various other procedures for which 
we have historical hospital claims data. 
Additionally, we took into 
consideration projected costs for the 
MRgFUS procedures submitted to us, 
and other available information 
regarding the clinical characteristics and 
costs of those services. Upon 
consideration of all of the information 
available to us, we have determined that 
a higher level of payment would be 
more appropriate for the MRgFUS 
procedures. However, we are rejecting 
the recommendation of the APC Panel, 
and we will assign CPT codes 0071T 
and 0072T to APC 0195 (Level IX 
Female Reproductive Procedures) and 
0202 (Level X Female Reproductive 
Procedures), respectively for CY 2006. 
These new APC assignments provide 
significantly higher payment rates than 
we proposed for these services in CY 
2006. We believe that these placements 
in APCs 0195 and 0202 will provide 
appropriate payments for MRgFUS 
services to provide access for Medicare 
beneficiaries who need them. 

k. Non-Imaging Nuclear Medicine 
Studies (APC 0389) 

In Addendum B of the CY 2006 
proposed rule (70 FR 42776), we 
proposed to maintain CPT codes 78270 
(Vitamin B–12 absorption study; 
without intrinsic factor), 78271 (Vitamin 
B–12 absorption study; with intrinsic 
factor), and 78272 (Vitamin B–12 
absorption study; with and without 
intrinsic factor) in APC 0389 (Non- 
Imaging Nuclear Medicine) for CY 2006. 

We received one public comment 
related to the above-mentioned nuclear 
medicine procedures. 

Comment: One commenter expressed 
concern that the resource requirements 
associated with CPT codes 78271 
(Vitamin B–12 absorption study; with 

intrinsic factor), and 78272 (Vitamin B– 
12 absorption study; with and without 
intrinsic factor) far exceed the median 
cost of APC 0389 (Non-imaging Nuclear 
Medicine) in which they reside. The 
commenter noted that the exceptionally 
low single claim counts for these 
procedures have little or no impact on 
the overall median cost for APC 0389 
due to the thousands of other single 
claim counts for lower cost CPT codes 
that reside in APC 0389. To protect 
beneficiary access to these services, the 
commenter requested that CMS consider 
either freezing the payment rate for APC 
0389 at its CY 2005 payment rate or 
buffering the proposed 12 percent 
decrease from its CY 2005 payment rate. 
The commenter noted that, in addition 
to underpayment for the nuclear 
medicine procedures, the three 
radiopharmaceuticals that could be used 
in the tests ( C1079—Supply of 
radiopharmaceutical diagnostic imaging 
agent, cyanocobalamin Co-57/58, per 0.5 
mCi; C9013—Supply of Co-57 cobaltous 
chloride, radiopharmaceutical 
diagnostic imaging agent; and Q3012— 
Supply of oral radiopharmaceutical 
diagnostic imaging agent, 
cyanocobalamin cobalt Co-57, per 0.5 
mCi) were proposed to change from 
status indicator ‘‘K’’ in CY 2005 to 
status indicator ‘‘N’’ for CY 2006. The 
commenter was concerned that the 
packaging of the necessary 
radiopharmaceuticals, in addition to the 
reduced payment rate for the tests, 
could threaten Medicare beneficiaries’ 
access to these procedures. 

Response: While we acknowledge the 
commenter’s concern that the 
procedure-specific median costs for CPT 
codes 78271 ($244) and 78272 ($310) 
appear to far exceed the median cost of 
APC 0389 ($86) for CY 2006 based on 
the CY 2004 hospital claims data, we 
remind the commenter that the 
exceptionally low single claim counts 
that they brought to our attention for 
CPT codes 78271 (9 single claims) and 
78272 (5 single claims) significantly 
increase the volatility of their median 
costs from year-to-year. Moreover, the 
higher CY 2005 single claim counts for 

CPT codes 78271 (209 single claims) 
and 78272 (133 single claims) based on 
the CY 2003 hospital claims data 
yielded lower median costs for CPT 
codes 78271 ($98) and 78272 ($159). 
These lower median costs may have 
been due to separate CY 2005 payments 
for the required radiopharmaceuticals, 
in comparison with the median costs 
from CY 2004 claims developed based 
on the CY 2006 payment policy of 
packaging the radiopharmaceuticals. 

In reviewing the claims data for all of 
the CPT codes assigned to APC 0389 for 
CY 2005, we noted that, in addition to 
CPT codes 78271 and 78272, several 
other services had consistently higher 
procedure-specific median costs than 
the CY 2006 APC median cost ($86), 
including CPT code 78003 (Thyroid 
uptake; stimulation, suppression or 
discharge); CPT code 78190 (Kinetics, 
study or platelet survival, with or 
without differential organ/tissue 
localization); CPT code 78270 (Vitamin 
B–12 absorption study; without intrinsic 
factor); and CPT code 78191 (Platelet 
survival study) with median costs of 
$167, $170, $186, and $384, 
respectively. As these services were all 
low volume, with fewer than 100 claims 
each, there was no two times violation 
in APC 0389, despite the finding that 
the least expensive procedure assigned 
to APC 0389 had a median cost of $76. 
The higher level of hospital resources 
required for the more costly non- 
imaging nuclear medicine procedures 
was notable. 

While we will not adjust the CY 2006 
median cost of APC 0389 by using its 
CY 2005 median cost or dampening the 
decline between CY 2005 and CY 2006 
as suggested by the commenter, we 
acknowledge that the structure of the 
APC would benefit from 
reconfiguration. Therefore, we are 
splitting the services assigned to APC 
0389 for CY 2005 into two groupings for 
CY 2006: APC 0389, Level I Non- 
Imaging Nuclear Medicine; and newly 
created APC 0392, Level II Non-Imaging 
Nuclear Medicine. The assignment of 
CPT codes to these two APCs is shown 
in Table 14 below. 

TABLE 14.—ASSIGNMENT OF CPT CODES TO APCS 0389 AND 0392 FOR CY 2006 

APC 0389 APC 0392 

78725, Kidney function study ................................................................... 78003, Thyroid, stimulation, suppression. 
78000, Thyroid, single uptake .................................................................. 78190, Platelet survival, kinetics. 
78001, Thyroid, multiple uptakes ............................................................. 78191, Platelet survival. 
78999U, Nuclear diagnostic exam ........................................................... 78270, Vitamin B–12 absorption exam; without intrinsic factor. 

78271, Vitamin B–12 absorption exam; with intrinsic factor. 
78272, Vitamin B–12 absorption exam; with and without intrinsic factor. 
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In this reconfiguration, the median 
cost of APC 0389 for CY 2006 is $85, 
and the median cost for APC 0392 is 
$209. We believe that these new APC 
configurations will result in more 
accurate payments for non-imaging 
nuclear medicine studies, by improving 
clinical and resource homogeneity 
within the groupings. We note that for 
the purposes of any studies 
contemplated by the commenter, 
different codes will be available for 
reporting the required 
radiopharmaceuticals in the CY 2006 
OPPS. Specifically HCPCS code C9013 
will be deleted, HCPCS code A9546 
(Cobalt CO–57/58, cyanocobalamin, 
diagnostic, per study dose, up to 1 
microcurie) will replace HCPCS code 
C1079, and HCPCS code A9559 (Cobalt 
CO–57 cyanocobalamin, oral, 
diagnostic, per study dose, up to 1 
microcurie) will replace HCPCS code 
Q3012. We anticipate that these new 
permanent HCPCS codes for 
radiopharmaceuticals will simplify 
billing and provide more accurate 
hospital claims data as the basis for 
potential packaging determinations in 
future years. With the transition to these 
new radiopharmaceutical HCPCS codes, 
we will closely monitor the claims data 
for APCs 0389 and 0392 in the future, 
as any changes in the packaging status 
of required radiopharmaceuticals could 
affect the median costs of services 
assigned to them and alter the resource 
homogeneity of the groupings. 

l. Therapeutic Radiation Treatment 
(APC 0304) 

Comment: One commenter objected to 
our proposal to maintain CPT code 
77370 (Radiation physics consult) in 
APC 0304 (Level I Therapeutic 
Radiation Treatment Preparation) for CY 
2006, noting that the procedure 
experienced over a 50 percent decrease 
in its payment rate between CYs 2004 
and 2005. The commenter explained 
that this procedure often involves a 
significant amount of time spent by the 
physics department in developing the 
treatment planning, immobilization, and 
proper beam placement for the patient. 
The commenter requested that CMS 
consider the amount of time spent by 
the physicists and dosimetrists in 
collaborating with the physician when 
determining the APC placement of CPT 
code 77370 for CY 2006. 

Response: The CY 2006 median cost 
of $140 for CPT code 77370 is based on 
96 percent of the CY 2004 total claims 
(41,123 single procedure claims out of 
42,753 total claims). Similarly, the CY 
2005 median cost of $136 for CPT code 
77370 was based on 95 percent of the 
CY 2003 total claims (40,723 single 

procedure claims out of 42,985 total 
claims). The robust claims data reported 
by hospitals over the past several years 
support the placement of CPT code 
77370 in APC 0304 for CY 2006. 
Furthermore, the commenter provided 
no supporting evidence that the 
proposed payment of $105 for CY 2006 
would jeopardize beneficiary access to 
this service. Therefore, for CY 2006 we 
are maintaining CPT code 77370 in APC 
0304. 

m. Urinary Bladder Study (APC 0340) 
At the February 2005 APC panel 

meeting, the APC Panel recommended 
that we move CPT code 78730 (Urinary 
bladder residual study) from APC 0340 
(Minor Ancillary Procedures) to APC 
0404 (Level I Renal and Genitourinary 
Studies) for CY 2006, suggesting that the 
CY 2003 data for CPT code 78730 may 
have been derived from incorrectly 
coded hospital claims. For reasons 
discussed in detail below, we are 
maintaining CPT code 78730 in APC 
0340 for CY 2006. 

We received a number of public 
comments related to such imaging 
procedures. 

Comment: One commenter stated that 
the resource requirements of CPT code 
78730 (Urinary bladder residual study) 
do not resemble other services assigned 
to APC 0340 (Minor Ancillary 
Procedures). The commenter explained 
that the high volume and low median 
cost data for CPT code 78730 resulted 
from inappropriate use of this code to 
report other services unrelated to 
nuclear medicine. The commenter noted 
that during the February 2005 APC 
Panel meeting, the APC Panel 
recommended that CMS move CPT code 
78730 from APC 0340 to APC 0404 
(Level I Renal and Genitourinary 
Studies), suggesting that the CY 2003 
data for CPT code 78730 may have been 
derived from incorrectly coded hospital 
claims. The commenter urged CMS to 
recognize the full costs associated with 
the nuclear medicine aspects of the 
procedure by reassigning CPT code 
78730 to APC 0404 for CY 2006. 

Response: In the November 15, 2004 
final rule with comment period (69 FR 
65705), we noted that CPT code 78730 
was originally created and valued for 
the MPFS as a procedure requiring the 
services of a nuclear medicine 
technician, but that the use of the code 
subsequently had changed to be used 
primarily by urologists rather than by 
nuclear medicine physicians. While we 
reassigned CPT code 78730 to APC 0340 
for CY 2005 based on robust CY 2003 
claims data, we solicited other 
physician specialties to submit resource 
data for us to review in the context of 

our hospital claims data so that we 
could reexamine the appropriate APC 
placement of CPT code 78730 for CY 
2006. While we acknowledge the 
commenter’s repeated concern that the 
median cost for CPT code 78730 may 
reflect miscoded claims, the commenter 
again provided no supporting evidence 
of what they believe to be the true 
resource costs associated with CPT code 
78730. If some of the reported claims 
data are inaccurate, we have no way to 
determine which claims are more or less 
accurate than others. Rather, a relatively 
stable number of single procedure 
claims has generated a consistent 
median cost for CPT code 78730 over 
the past four years (that is, ranging from 
$39 based on the CY 2001 claims data 
to $53 based on the CY 2004 claims 
data) and supports our assignment of 
CPT code 78730 to APC 0340 with an 
APC median cost of $36, as opposed to 
APC 0404 with an APC median cost of 
$217. Therefore, we are maintaining 
CPT code 78730 in APC 0340 for CY 
2006. However, in preparation for the 
CY 2007 OPPS update, we will 
reexamine the APC placement of CPT 
code 78730 by reviewing any resource 
data submitted by commenters in the 
context of our CY 2005 hospital claims 
data. Commenters may wish to identify 
approaches to distinguishing correctly 
coded claims so that we could develop 
a procedure-specific median cost based 
on correctly coded hospital claims data. 
As the commenter believes the vast 
majority of claims for CPT code 78730 
were miscoded over many years, they 
may wish to explore a change in the 
code with the AMA’s CPT Editorial 
Panel or request their dissemination of 
guidance on use of the code, to clarify 
the code’s intended use and assist 
providers in correctly billing for 
services provided. 

3. Gastrointestinal and Genitourinary 
Procedures 

a. Cystourethroscopy With Lithotripsy 
(APC 0163) 

Comment: A few commenters 
requested that CMS assign CPT code 
52353 (Cystourethroscopy, with 
ureteroscopy and/or pyeloscopy; with 
lithotripsy) to the new APC 0429 (Level 
V Cystourethroscopy and other 
Genitourinary Procedures). The 
commenters stated that this procedure 
has been grouped into the same APC 
(0163, Level IV Cystourethroscopy and 
other Genitourinary Procedures) with 
many of the procedures that we 
reassigned into APC 0429 and that CPT 
code 52353 should also be assigned to 
that APC. They stated that the 
procedure described by CPT code 52353 
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is used for the same indications as are 
those in APC 0429, and that much of the 
same capital equipment is used to 
perform CPT code 52353 and those in 
APC 0429. 

The commenters asserted that 
although the median cost in CMS’s 
hospital claims data for CPT code 52353 
is lower than those for procedures in 
APC 0429, its median cost is the highest 
in APC 0163 and its costs are actually 
higher than reflected in the claims data 
since hospitals are failing to report all 
of the costs associated with the flexible 
ureteroscope required for the procedure. 

Based on their analysis of the 
proposed rule data, the commenters 
found that assignment of CPT code 
52353 to APC 0429 would only result in 
small decreases in the median costs for 
both APCs 0163 and 0429. They 
estimated that the median cost for APC 
0163 would drop by approximately $19 
and that the median cost for APC 0429 
would decrease by approximately $100. 
They stated that these drops would not 
represent payment disruptions for the 
other procedures in the APCs. 

Response: The median cost for CPT 
code 52353, $2,117, is the highest in 
APC 0163, but the procedure-specific 
median costs in APC 0163 vary from 
lowest to highest by very little. The 
median cost for APC 0163 is $1,997, 
only $120 lower than the code-specific 
median cost for CPT code 52353. 

The median cost for APC 0429 is 
$2,502, and the median costs of the 
individual procedures with more than 
50 single claims assigned to that APC 
(representing a total of 13,200 claims) 
vary from $2,475 to $2,602, a difference 
of only $127. We believe that the 
decrease in the APC 0429 median that 
would result from assignment of CPT 
code 52353 (14,570 claims) would 
unfairly disadvantage the procedures 
that we proposed to assign there, and 
that the $100 drop that the commenters 
referred to as not representing payment 
disruptions would not be viewed 
similarly by hospitals billing for the 
procedures we proposed for assignment 
to APC 0429. In addition, we have no 
reason to doubt the accuracy of our 
median cost for CPT code 52353 based 
on thousands of CY 2004 single hospital 
claims, nor do we understand why 
hospitals would differentially not be 
including charges for the costs of all 
required equipment and supplies for 
this procedure on their hospital claims 
in comparison with their billing for 
other procedures. Any small 
underpayment that would result from 
the continued assignment of CPT code 
52353 to APC 0163 would be less than 
the potential for overpayment if the 
code were moved to APC 0429, which 

contains some procedures that have 
different clinical characteristics and 
services with higher median costs. 

We will reevaluate the APC 
assignment for CPT code 52353 for CY 
2007 and finalize our proposal, without 
modification, to retain it in APC 0163 
for CY 2006. 

b. GI Stenting (APC 0384) 
Comment: Commenters, including the 

APC Panel, asked that we use only 
claims containing devices to set the APC 
median cost for APC 0384, or 
alternatively, freeze the 2006 CY OPPS 
payment rate at the CY 2005 OPPS 
payment. 

Response: We considered the 
comments and have decided to apply 
the same policy to these services that we 
will apply to other device-dependent 
APCs. In the case of this APC, the 
median on which the CY 2006 OPPS 
payments will be based was calculated 
using claims that contain the device 
codes applicable to the services 
assigned to APC 0384. See the 
discussion of payment for device 
dependent APCs in section VI.A for our 
discussion of adjustments to median 
costs for device-dependent APCs. See 
Table 16 for the median cost on which 
the CY 2006 payment rate for APC 0384 
is based. 

Comment: Some commenters, 
including the APC Panel, recommended 
that we establish a separate APC for CPT 
codes 43268 and 43269 for endoscopic 
retrograde cholangiopancreatography 
(ERCP) services because they believed 
that these services use fluoroscopy 
while the other codes in APC 0384 do 
not. Other commenters opposed this 
change because they said that all 
services in APC 0384 require use of 
similar supplies, equipment, and 
fluoroscopic assistance. They indicated 
that the hospital resources that are 
required to furnish a specific GI stenting 
service are determined more by nuances 
arising from gaining access to the site at 
which the stent will be placed, sedating 
the patient, and providing fluoroscopic 
monitoring, than by the specific location 
where the stent is being placed. 

Response: We did not create a new 
APC for ECRP-related stent procedures 
because those procedures are 
appropriately placed with the other 
services in APC 0384, both with respect 
to clinical characteristics and resources 
used, particularly in view of the clinical 
rationale provided by the commenters. 
In addition, the number of single claims 
available for establishing payment rates 
for APC 0384 is already relatively small. 
We are concerned that if we were to 
move the two ERCP procedures to 
another APC, there would be very few 

single claims remaining in APC 0384 to 
establish that APC’s median cost. 

c. Insertion of Uterine Tandems and/or 
Vaginal Ovoids for Clinical 
Brachytherapy (APC 0192) 

Comment: Several commenters 
disagreed with our proposal to reassign 
CPT code 57155 (Insertion of uterine 
tandems and/or vaginal ovoids for 
clinical brachytherapy) from APC 0193 
(Level V Female Reproductive 
Procedures) to 0192 (Level IV Female 
Reproductive Procedures). The 
commenters were concerned that the 
reassignment would result in a 66 
percent decrease in payment, and that 
there was no discussion of the 
reassignment in the proposed rule. They 
requested that the procedure be retained 
in its current CY 2005 APC assignment, 
and that in the future CMS discuss all 
changes to APC assignments in the 
preambles of their proposed rules. They 
asserted that there have been no changes 
in the technology or provision of these 
services that would justify a reduction 
in payment and that the dramatic 
decrease in payment amount proposed 
by CMS would have a negative effect on 
Medicare beneficiaries’ access to this 
important treatment for vaginal and/or 
uterine cancer. 

Response: The procedure described 
by CPT code 57155 is for the insertion 
of the ‘‘holders’’ for brachytherapy 
sources when brachytherapy is to be 
delivered to specific sites. The 
procedure to load the radioactive 
elements and the brachytherapy sources 
themselves are separately payable under 
the OPPS. CPT code 57155 was first 
reassigned from APC 0192 to APC 0193 
for CY 2004 Hospital claims data from 
CY 2002, utilized for the CY 2004 OPPS 
update, yielded a code-specific median 
cost for CPT code 57155 of about $743, 
based on 132 single claims. However, 
CY 2003 data, utilized for the CY 2005 
OPPS update, provided a code-specific 
median for CPT code 57155 of 
approximately $232 based on 350 single 
claims, creating a 2 times violation in 
APC 0193. For CY 2005, our final OPPS 
payment policy specifically excepted 
APC 0193 from the two times rule in 
light of this violation. 

While we did not propose to reassign 
CPT code 57155 for the CY 2005 OPPS, 
we now have a second year of hospital 
claims data from CY 2004 that indicate 
that CPT code 57155 should be assigned 
to a lower level Female Reproductive 
Procedures APC. Therefore, in 
addendum B of the proposed rule, we 
proposed to reassign CPT code 57155 to 
APC 0193. The median cost for CPT 
code 57155 of $353 based on 867 single 
claims is in the same range as the 
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medians for other procedures assigned 
to APC 192 for CY 2006, making it an 
appropriate placement for CPT code 
57155. If CPT code 57155 were to be 
assigned to APC 0193 which has a 
median cost of about $870, we would 
once again have to except APC 0193 
from the two times rule for CY 2006. 
Based on stable claims data for the past 
2 years and significant numbers of 
single bills, we used our standard OPPS 
methodology and the updated CY 2004 
claims data to determine that hospital 
claims data for CPT code 57155 are 
accurate and appropriate to use for 
making the CY 2006 APC assignment for 
CPT code 57155. Therefore, we will 
finalize our proposal to assign CPT code 
57155 to APC 0192. 

d. Laparoscopic Ablation Procedures 
(APC 0131) 

Comment: One commenter requested 
that CMS reassign CPT code 47370 
(Laparoscopy, surgical; ablation of one 
or more liver tumor(s); radiofrequency) 
to APC 0132 (Level III Laparoscopy). 
The procedure is currently assigned to 
APC 0131, Level II Laparoscopy, and the 
commenter stated that the costs for the 
procedure far exceed the payment rate 
in that APC. The commenter analyzed 
OPPS claims for CYs 2002, 2003, and 
2004 and found that the median cost for 
that procedure has been more than ‘‘two 
times greater than the median of the 
lowest cost item or service’’ in APC 
0131 during all of those years. Further, 
they asserted that the procedure’s 
median cost is actually more similar to 
those of the procedures assigned to APC 
0132. 

Response: We examined our median 
cost data for the years referenced in the 
comment and concur with their findings 
that the median cost for CPT code 47370 
has been notably higher than those for 
other procedures in APC 0131 for 
several years. For CY 2006, we have 28 
single claims, and the procedure- 
specific median cost of $5,088 is 
significantly higher than the median 
costs for most of the procedures 
assigned to APC 0131. The median cost 
for CPT code 47370 also is higher than 
the median costs for other procedures 
currently assigned to APC 0132. We 
believe that for purposes of clinical 
homogeneity, APC 0132 is the most 
appropriate APC assignment for the 
procedure but we will continue to 
monitor it for future APC assignment 
changes. For CY 2006, we will assign 
CPT code 47370 to APC 0132 (Level III 
Laparoscopy). 

Comment: One commenter requested 
that CMS reassign CPT code 50542 
(Laparoscopy, surgical; ablation of renal 
mass lesion(s)) to APC 0132 (Level III 

Laparoscopy). The procedure is 
currently assigned to APC 0131 (Level II 
Laparoscopy), and the commenter stated 
that the costs for the procedure far 
exceed the payment rate in that APC. 
The commenter analyzed OPPS claims 
and found that two of the 11 single 
claims available for the proposed rule 
did not reflect separate charges for the 
ablation device and was concerned that 
with so few claims, these two 
apparently incorrect claims may have a 
significant effect on the median cost. 

Response: We examined our median 
cost data for CY 2005 and CY 2006. For 
CY 2005, there were 11 single claims 
used for the final rule median and the 
assignment of the procedure to APC 
0131 was appropriate. For CY 2006, we 
have 16 single claims and the median 
cost is significantly higher than the 
median costs for most of the procedures 
assigned to APC 131. The median cost 
for CPT code 50542 is $3,940, within 
the range of median costs for procedures 
assigned to APC 0132 for CY 2006. We 
will assign CPT code 50542 to APC 0132 
(Level III Laparoscopy) for CY 2006. 

e. Plicator Procedure (APC 0422) 
Comment: One commenter submitted 

comments about the APC assignment for 
new HCPCS code C9724 (EPS gastric 
cardia plicator) used in the treatment of 
gastroesophageal reflux disease (GERD). 
The commenter suggested that the 
procedure’s assignment to APC 0422 
(Level II Upper GI Procedures) is 
inappropriate because it is a new 
technology and that placement violates 
the OPPS two times rule. The 
commenter recommended that we 
assign the procedure to an APC with a 
higher payment rate and suggested that 
we may want to create a level III upper 
GI procedures APC. They reported that 
the cost of the Plicator Procedure kit 
($1,795), in addition to the endoscopy 
(approximately $460) is two times more 
costly than CPT 43228 (Esophagoscopy, 
rigid or flexible; with ablation of 
tumor(s), polyp(s), or other lesion(s), not 
amenable to removal by hot biopsy 
forceps, bipolar cautery or snare 
technique), a high volume procedure 
that is also assigned to APC 0422. 

Response: In April 2004, CMS 
received an application for this 
procedure to qualify for payment as a 
New Technology under the OPPS. In 
April 2005, CMS assigned it to HCPCS 
code C9724 and placed it in APC 0422 
for payment under the OPPS. We have 
no claims data for the procedure due to 
its very recent HCPCS code assignment. 
We assigned it to APC 0422 because 
there are other endoscopic procedures 
for the treatment of GERD assigned to 
that APC and we believed, based on 

specific information available to us 
about the plicator service and hospital 
cost and clinical information regarding 
other services payable under the OPPS, 
that APC 0422 was an appropriate 
assignment for HCPCS code C9724. We 
continue to believe that is the most 
appropriate APC placement for the 
procedure. We will reevaluate that 
assignment when we have claims data 
on which to base a reassignment. 

We find that there is no basis for the 
suggestion that assignment of HCPCS 
code C9724 represents a two times rule 
violation because there are no data for 
HCPCS code C9724 to compare to 
median costs for the other significant 
procedures assigned to that APC. 

We are finalizing our proposal to 
assign HCPCS code C9724 to APC 0422 
for CY 2006. 

f. Prostate Cryosurgery (APC 0674) 
For CY 2006 OPPS, we proposed to 

set the payment rate for APC 0674 
(Prostate Cryoablation) based on an 
unadjusted median cost of $5,780. We 
received many public comments 
concerning the payment for prostate 
cryoablation. 

Comment: Commenters objected to 
the proposed payment rate for 
cryoablation of the prostate (APC 0674) 
because they believed that the proposed 
payment was not sufficient to cover the 
cost of the procedure. The commenters 
indicated that a hospital incurs costs of 
greater than $9,000 to furnish the 
service. Commenters furnished copies of 
bills, invoices and cancelled checks 
intended to substantiate their claims 
that the total costs are in excess of 
$9,000 because the costs of the probes 
alone are no less than $4,000. They 
indicated that the proposed Medicare 
payment rate, if implemented, would 
result in a shortfall of over $3,000 per 
case. Commenters said that hospitals 
tend to under report and under charge 
their true costs for cryosurgery 
procedures, and that there are 
incentives to resist billing changes that 
would result in higher charges for the 
procedures. Commenters said that CMS 
should recalculate the median cost for 
APC 0674 by excluding claims that do 
not have a charge of at least $6,000 
under either HCPCS code C2618 or 
revenue codes 270, 272 or 278 because 
any charge for cryoablation probes less 
than $6,000 would be inadequate to 
result in a reasonable cost for the 
device. Commenters indicated that, at a 
minimum, CMS should not set the 
payment rate for APC 0674 at less than 
the CY 2005 payment rate plus inflation. 

Response: We share the commenters’ 
concern that these services continue to 
be available to Medicare beneficiaries 
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and we will pay APC 0674 under the 
general policy which we apply to 
device-dependent APCs. Under this 
general policy, we have set the median 
cost for APC 0674 using only claims that 
contain the device code for the 
cryoablation probes used in this service. 
See section IV.A. for our discussion of 
adjustments to median costs for device 
dependent APCs. See Table 16 for the 
adjusted median cost for APC 0674 for 
CY 2006. 

Comment: Commenters indicated that 
the proposed Medicare payment rate 
would result in reduced or no access for 
Medicare beneficiaries. One commenter 
stated that in the past 2 years, a total of 
29 hospitals either ceased performing or 
elected not to start a cryosurgery 
program due to inadequate Medicare 
payment. Commenters stated that 
inadequate payment under the OPPS 
would result in hospitals providing 
more expensive care in the inpatient 
setting under DRG 315 that could be 
much more costly to Medicare. 

Response: Our review of the claims 
from hospitals used to set the median 
costs for APC 0674 shows that from CYs 
2003 to 2004, the number of claims for 
APC 0674 grew from 1,516 to 2,328 or 
by 35 percent in one year. Similarly, the 
number of hospital providers furnishing 
the service grew from 222 to 317 or by 
30 percent in one year. Neither the 
growth in the number of claims or the 
number of hospitals furnishing the 
service indicates that there is a barrier 
to access to care. Moreover, while 29 
hospitals may have ceased performing 
the procedure or decided not to begin a 
cryosurgery program, the growth in 
hospitals furnishing the service from 
CYs 2003 to 2004 is substantial. This is 
particularly meaningful because the 
device came off of pass-through 
payment in CY 2004 and the payment 
for the device was packaged into the 
payment for the procedure in CY 2004, 
rather than being paid separately under 
the pass-through payment methodology. 
We see no reason to believe that 
Medicare beneficiaries have problems in 
accessing this service. Moreover, as 
commenters indicate in the discussion 
of calculation of payment weights, 
hospitals take many factors into 
consideration in determining whether to 
offer a service, only one of which is the 
rate of Medicare payment. 

g. Stretta Procedure (APC 0422) 
CPT code 43257, effective January 1, 

2005, is used for esophagoscopy with 
delivery of thermal energy to the muscle 
of the lower esophageal sphincter and/ 
or gastric cardia for the treatment of 
gastresophageal reflux disease. This 
code describes the Stretta procedure, 

including use of the Stretta System and 
all endoscopies associated with the 
Stretta procedure. Prior to CY 2005, the 
Stretta procedure was recognized under 
HCPCS code C9701 in the OPPS. For the 
CY 2005 OPPS, HCPCS code C9701 was 
deleted and CPT code 43257 was 
utilized for the Stretta procedure. In CY 
2005, the Stretta procedure was 
transitioned from a New Technology 
APC to clinical APC 0422 (Level II 
Upper GI Procedures) based on several 
years of hospital cost data. Procedures 
within APC 0422 were similar to the 
Stretta procedure in terms of clinical 
characteristics and resource use. 

We received several public comments 
in response to the CY 2005 methodology 
for calculating the median cost for APC 
0422 set forth in our CY 2005 OPPS 
final rule with comment period. 

Comment: Commenters objected to 
the APC assignment of the Stretta 
procedure (HCPCS code C9701 in 2003; 
CPT code 43257 beginning in 2004) to 
APC 0422. Commenters indicated that 
CMS should recalculate the median cost 
for the procedure by packaging in the 
costs of all endoscopies (regardless of 
CPT code) that were performed on the 
same date as the Stretta procedure and 
assigning the procedure to a New 
Technology APC based on the 
recalculated median cost. They said that 
absent this change, CMS should clarify 
that hospitals may bill and will be paid 
for each endoscopy done at the time of 
the Stretta procedure. Commenters 
asked that we make these changes 
effective January 1, 2005. 

Response: We did not make these 
changes for CY 2005 because we believe 
that we correctly calculated the median 
cost for the Stretta procedure by 
incorporating the cost of a single 
endoscopy (CPT codes 43234 and 
43235) when billed into the reported 
median cost for Stretta in the 
calculation of the final rule median cost 
for the new CPT code 43257 for CY 
2005, based on the codes hospitals 
correctly reported in CY 2004 for the 
full Stretta service. Moreover, we 
believe that assignment of the procedure 
to the APC that contains similar 
procedures for the treatment of 
gastroesophageal reflux disease is 
appropriate. Therefore, we believe that 
the Stretta procedure is placed in an 
APC for CY 2005 which is appropriate 
both with regard to clinical 
characteristics and resource use. As the 
code descriptor for CPT code 43257 
includes upper gastrointestinal 
endoscopy, we do not expect that 
hospitals would separately bill for each 
endscopy done at the time of the Stretta 
procedure. 

For CY 2006, we proposed to use both 
CY 2004 single claims for HCPCS code 
C9701 and multiple procedure claims 
containing one unit of HCPCS code 
C9701 and one unit of either CPT code 
43234 or CPT code 43235 to calculate 
the Stretta procedure’s contribution to 
the median for APC 0422. Claims 
reporting one endoscopy code (CPT 
code 43234 or CPT code 43235) along 
with HCPCS code C9701 were included 
in the proposed median calculation 
because, in CY 2002, CMS authorized 
the separate and additional billing of a 
single endoscopy code with HCPCS 
code C9701, while CPT code 43257 now 
includes all endoscopies performed 
during the procedure. 

Using this proposed methodology, we 
calculated a median cost for CPT code 
43257 (HCPCS code C9701 in the CY 
2004 claims data) of $1,669. Using these 
claims in the calculation of the median 
cost for APC 0422, we calculated a 
median cost of $1,386. We proposed to 
use this methodology, applied to the 
more complete final rule with comment 
period claims set, to calculate the final 
CY 2006 OPPS median cost for APC 
0422. 

We received several public comments 
on our proposed methodology for 
calculating the median cost for APC 
0422. 

Comment: One commenter objected to 
the proposed payment for CPT code 
43257, the Stretta procedure for the CY 
2006 OPPS. The commenter indicated 
that the payment would create 
economic disincentives to the 
utilization of the service and might 
ultimately impose greater costs on 
Medicare and its beneficiaries. The 
commenter asked that CMS create a new 
APC to which we would assign CPT 
code 43257 and CPT code 0008T, and 
that we use a different methodology 
from that proposed to calculate the 
median cost. The commenter indicated 
that because CPT codes 43228 and 
43830 have higher volumes but lower 
costs, the inclusion of them in the same 
APC as CPT code 43257 does not enable 
payment of CPT code 43257 at a level 
that is appropriate to pay the costs of 
the service. Therefore, the commenter 
requested that we create a new clinical 
APC to enable higher payment for CPT 
code 43257. The commenter believed 
that creating the new APC is analogous 
to what CMS proposed to do for 
vascular access devices for the CY 2006 
OPPS. 

The commenter also asked that CMS 
undertake special claims manipulation 
to establish the median cost for the new 
APC. The commenter’s preference was 
that we add the median cost for CPT 
code 43235 to the cost of all claims for 
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HCPCS code C9701 (CPT code 43257 in 
2005) which did not also contain at least 
one unit of an endoscopy code on the 
claim. These inflated claims costs 
would then be combined with all claims 
for HCPCS code C9701 which also 
contain at least one unit of an 
endoscopy code and with the claims for 
CPT code 0008T to set the median cost 
for the APC they wanted us to create. 
The commenter offered a less preferred 
alternative of using only claims that 
contained both HCPCS code C9701 and 
CPT codes 43234, 42235 or any other 
endoscopy code to calculate the median 
cost, which would not yield as robust a 
set of claims for median setting. 

Response: We have not created a new 
APC for CPT code 43257 and CPT code 
0008T, and we have kept them both in 
APC 0422 for the CY 2006 OPPS. The 
services reported by these CPT codes are 
clinically similar to the other 
procedures in APC 0422. In addition the 
resources used to furnish the services 
are very similar to the other services in 
APC 0442 based on hospital claims data. 
We see no reason to create a new APC 
for CPT codes 43257 and 0008T. 

We also have not undertaken the 
special claims manipulation that the 
commenter requested. We do not 
believe that it is valid to add the median 
cost for an endoscopy to the costs for 
claims for which an endoscopy is not 
billed on the same claim. Similarly, we 
do not believe that it is valid to include 
all of the charges for endoscopies other 
than a single unit of CPT code 43234 or 
43235 in the calculation of the median 
cost for the Stretta procedure. As the 
commenter indicates, endoscopy is a 
fundamental part of the Stretta service 
described by CPT code 43257. 
Therefore, there is every reason to 
believe that a hospital included all 
charges pertaining to the service in the 
charge for C9701 (the predecessor of 
CPT code 43257). 

To set the median cost for APC 0422, 
we used all single procedure claims for 
CPT code 43257, and we also used 
claims with CPT code 43257 which 
contained one and only one unit of 
either CPT codes 43234 or 43235 on the 
same date of service. We packaged the 
costs of the single unit of the additional 
endoscopy and used these claims 
records in the calculation of the median 
cost for APC 0422. 

For CY 2006 OPPS, the payment for 
APC 0422 is based on the median cost 
of $1,434 that was derived from this 
process. The median for CPT code 
43257 which we derived from this 
process is $1,669. CPT codes 43257 and 
0008T remain assigned to APC 0422. 

h. Urological Stenting Procedures (APCs 
0163 and 0164) 

Comment: A few commenters 
requested reassignment of two urology 
procedures to newly created APC 0429 
(Level V Cystourethroscopy). The 
commenters requested that CPT codes 
0084T (Insertion of a temporary 
prostatic urethral stent) and 52282 
(Cystourethroscopy, with insertion of 
urethral stent) be assigned to the new 
APC. 

CPT 52282 is currently assigned to 
APC 0163 (Level IV Cystourethroscopy 
and other Genitourinary Procedures) 
and the commenters stated that it is 
neither clinically similar to the other 
procedures in that APC nor is it similar 
in terms of hospital resources. Those 
commenters also stated that CPT code 
0084T is better suited for assignment to 
APC 0429 than to APC 0164 (Level I 
Urinary and Anal Procedures), to which 
it is currently assigned. 

The commenters requested that if we 
do not reassign CPT codes 52282 and 
0084T to APC 0429, that we at least 
move CPT code 52282 to APC 0385 
(Level I Prosthetic Urological 
Procedures), where it was assigned for 
CY 2004. They stated that CMS moved 
it from APC 0385 for CY 2005 because 
CMS determined that the urethral stent 
being implanted was not a prosthetic 
device, a decision with which they 
strongly disagree. They asserted that the 
urethral stent, like collagen implants 
injected into the urethra and other 
devices, meets the Medicare definition 
of a prosthetic device and should be 
assigned to an APC in line with that 
designation. 

Response: Based on careful 
examination of the claims data and the 
comments, we continue to find that 
assignment for these procedures to 
APCs 0163 and 0164 is appropriate. The 
median cost for CPT code 52282, 
$1,955, is considered within the range 
of median costs for the other procedures 
assigned to APC 0163. The APC median 
cost is $1,997, and the narrow 
procedure-specific range of median 
costs within the APC is $1,730 to 
$2,117. In contrast, the median cost for 
APC 0385, $4,384, is more than twice 
that of the median cost of CPT code 
52282. In addition, the median cost for 
APC 0429 of $2,501 is significantly 
higher that the median cost for CPT 
code 52282. 

While APC 0385 (Level I Prosthetic 
Urological Procedures), as its title 
suggests, was established as an APC for 
some urological procedures requiring 
prosthetics, it is not required that all 
procedures utilizing urological 
prosthetics be assigned to an APC with 

‘‘prosthetic’’ in the title. Instead, 
urological procedures that do, or do not, 
utilize prosthetics, like other services 
paid under the OPPS, are assigned to 
APCs based on clinical and resource 
homogeneity with other services in 
those clinical APCs. CPT code 52282 for 
cystourethroscopy with insertion of a 
urethral stent shares common clinical 
characteristics with other 
cystourethrscopy services also assigned 
to APC 0163. Therefore, we continue to 
believe that APC 0163 is the most 
appropriate APC assignment for CPT 
code 52282 for CY 2006. 

In addition, we have no claims data 
for CPT code 0084T because it was a 
new code for CY 2005. We assigned it 
to APC 0164 based on available 
information regarding the specific 
service, as well as clinical and cost 
information for other hospital services 
payable under the OPPS. CPT Changes: 
An Insider’s View 2005, describes CPT 
code 0084T as the prepping of a patient 
for a typical sterile urethral device 
insertion procedure, followed by 
activities to select and deploy the stent 
in the prostatic urethra, and assessment 
of the patient’s ability to void prior to 
discharge from the clinic. As stated 
earlier, we based our assignment for 
CPT code 0084T on the expected 
clinical and hospital resource 
characteristics of the service, rather than 
on whether or not the procedure 
required a prosthetic. Procedures 
utilizing urological prosthetics do not 
necessarily show the most clinical and 
resource compatability with other 
services assigned to APCs with 
prosthetic urological procedures in their 
APC titles, as such individual 
procedures may exhibit a wide range of 
clinical and cost differences. We 
assigned CPT code 0084T to a clinical 
APC that includes other urinary and 
anal procedures. We do not agree that 
its assignment to APC 0429, the highest 
level cytourethroscopy APC that 
contains complex laser prostate and 
percutaneous nephrostolithotomy 
procedures with a median cost of 
$2,502, is an appropriate placement for 
CPT code 0084T for CY 2006. We 
continue to believe that APC 0164 is the 
most appropriate APC assignment for 
CPT code 0084T for CY 2006. We will 
have CY 2005 claims data for CPT code 
0084T and will reassess its APC 
assignment based on those data for the 
CY 2007 OPPS update. 

We are finalizing, without 
modification, our proposal to retain CPT 
code 52282 in APC 0163 and CPT code 
0084T in APC 0164 for CY 2006. 
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4. Other Surgical Services 

a. Excision-Malignant Lesions (APCs 
0019 and 0020) 

Comment: One commenter submitted 
comments regarding CPT codes 11620 
(Excision, malignant lesion, excised 
diameter 0.5 cm or less) and the code 
11621 (excised diameter 0.6 to 1.0 cm). 
The commenter, representing a hospital, 
stated that there appeared to be an error 
in the placement of CPT code 11620 in 
APC 0020 (Level II Excision/Biopsy) 
and CPT code 11621 in APC 0019 (Level 
I Excision/Biopsy) because CPT code 
11621 is the more invasive procedure of 
the two, yet it had been placed in an 
APC with a lower payment rate for CY 
2006. 

Response: This is not an error. APCs 
are arranged based on a combination of 
considerations, including clinical 
homogeneity and median costs from 
hospital claims data reflecting hospital 
resources used. We have several 
hundred single claims for CY 2003 and 
CY 2004 for each of the services. Our 
data for these years consistently show 
that CPT code 11621 was performed 
almost twice as often as CPT code 
11620, but it also had a consistently 
lower median cost, reflecting less 
hospital resources required for the 
excision of a larger lesion in comparison 
with a smaller lesion. Based on CY 2004 
hospital claims data, CPT code 11621 
has a median cost of about $314 based 
on 659 single claims and is 
appropriately assigned to APC 0019, 
with a median cost of about $247. To 
place CPT code 11621 in APC 0020 
(median cost of about $413) would 
create a significant overpayment. 
Conversely, CY 2004 claims data reveal 
a median cost of about $511 for CPT 
code 11620, based on 347 single claims, 
and therefore, the code is appropriately 
placed in APC 0020. 

There could be many reasons why the 
hospital claims data reflect greater 
resource utilization for the procedure 
that the commenter believes is ‘‘less 
invasive,’’ such as different supplies or 
equipment used for smaller excisions or 
variations in surgical techniques and 
related procedural times depending on 
the size of the lesion. We feel confident 
that our stable median cost data 
accurately reflect that the hospital 
resources are greater for the excision 
procedure described by CPT code 
11620, and therefore, will finalize our 
proposed CY 2006 APC assignments for 
CPT code 11620 in APC 0020 and for 
CPT code 11621 in APC 0019. 

b. External Fixation (APCs 0046 and 
0050) 

Comment: One commenter suggested 
that the current configuration of APC 
0046 (Open/Percutaneous Treatment 
Fracture or Dislocation) significantly 
underpays procedures that involve 
external fixation devices. The 
commenter gave several 
recommendations on ways to realign the 
procedures. First, they recommended 
that CMS distinguish procedures that 
involve external fixation devices by 
allowing hospitals to bill either CPT 
code 20690 (Application of a uniplane, 
unilateral, external fixation system) or 
CPT code 20692 (Application of 
multiplane, unilateral, external fixation 
system) together with a fracture 
procedure code, and that these 
combinations of codes would be placed 
in a new APC specifically for ‘‘fracture 
procedures with fixation devices.’’ The 
commenter reasoned that establishing 
one or two new APCs for these 
procedures when billed together would 
eliminate the ongoing two times rule 
violation, preserve clinical 
homogeneity, and more appropriately 
reimburse hospitals. Second, if CMS 
were to establish two new APCs, one 
should be for lower extremity fractures 
and the second should include upper 
extremity fractures. 

Response: CPT codes 20690 and 
20692 are currently in APC 0050, and 
no changes were proposed for the CY 
2006 OPPS. There are no 2 times 
violations in the APC in which they are 
located, and each of these codes 
represents 1 percent or less of the total 
volume in the APC. Therefore, we see 
no reason to create a new APC for these 
codes as we believe APC 0050 provides 
appropriate payment to hospitals when 
services described by CPT codes 20690 
and 20692 are provided and billed in 
accordance with correct coding 
guidelines. However, the CPT codes for 
treatment of a fracture often include 
‘‘with’’ or ‘‘without fixation’’ in the 
definition of the code. Where fixation is 
included in the definition of the code, 
it would be miscoding to also report 
20690 or 20692; these codes should be 
reported if, and only if, fixation is not 
included in the CPT code for treatment 
of the fracture. Providers should review 
the CPT instructions and look to the 
AMA’s guidance on coding if they have 
questions about when these codes 
should be reported. 

We do acknowledge, however, that we 
have excepted APC 0046 from the two 
times rule for several years, as we will 
again for CY 2006. This is a large APC 
to which many procedures are assigned, 
and the median costs of the significant 

procedures in this APC range from a low 
of about $1,231 to a high of 
approximately $3,460. We will ask the 
APC Panel at its next biannual meeting 
to consider whether this APC could be 
reconfigured to improve its clinical and 
resource homogeneity. 

c. Intradiscal Annuloplasty (APC 0203) 
Comment: During the August 2005 

meeting of the APC Panel, there was one 
presentation by a provider in support of 
a higher payment amount for intradiscal 
annuloplasty procedures. The presenter 
provided clinical and cost information 
to the Panel and stated that the 
procedures’ current assignments to APC 
0203 (Level IV Nerve Injections) did not 
describe the clinical features or hospital 
resources associated with CPT codes 
0062T (Percutaneous intradiscal 
annuloplasty, any method, unilateral or 
bilateral including fluoroscopic 
guidance; single level) and 0063T 
(Percutaneous intradiscal annuloplasty, 
any method, unilateral or bilateral 
including fluoroscopic guidance; one or 
more additional levels). Further, the 
presenter suggested that a more 
appropriate APC assignment that would 
achieve more clinical and hospital 
resource homogeneity would be either 
APC 0050 (Level II Musculoskeletal 
Procedures except Hand and Foot), or 
APC 0051 (Level III Musculoskeletal 
Procedures except Hand and Foot). The 
APC Panel agreed with the presenter 
and recommended that CMS assign the 
procedure to either APC 0050 or 0051. 

Commenters on our proposed rule 
also requested that CMS assign CPT 
codes 0062T and 0063T to an APC that 
more accurately reflects the level of the 
procedures’ resource use. The 
commenters also suggested that 
placement in either APC 0050 or 0051 
would be the most appropriate from 
both clinical and payment aspects. 
They, like the presenter to the APC 
Panel, believed that a musculoskeletal 
APC was a more clinically accurate 
description of the procedure than its CY 
2005 assignment with nerve injections 
in APC 0203. 

Response: CPT codes 0062T and 
0063T were new for January 2005. Thus, 
we had no hospital claims data upon 
which to base our APC assignment of 
these procedures, and we were 
interested in the additional information 
that was provided to us for our CY 2006 
update to the OPPS. Commenters 
indicated that performance of the 
procedures requires a single use 
electrothermal catheter that costs more 
than $1,000 and operating room time of 
one hour. In addition, other more costly 
capital equipment is required in 
comparison with procedures assigned to 
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APC 0203. The presenter to the APC 
Panel stated that the procedure costs 
range from $4,000 to about $7,000. 

We found the information provided in 
the APC Panel presentation and the 
public comments to the proposed rule, 
in addition to the APC Panel’s 
recommendation and historical hospital 
claims data regarding other services 
payable under the OPPS, to be 
convincing in favor of assignment of 
this procedure to APC 0050, with an 
APC median cost of $1,423 for CY 2006. 
We agree that placement in APC 0050 
will result in more accurate payment 
and more APC clinical homogeneity for 
the procedure. For our CY 2007 update, 
we will have hospital claims data for the 
procedure and we will reevaluate the 
assignment. 

d. Kyphoplasty (APC 0051) 
Comment: Two commenters on the 

November 15, 2004 final rule with 
comment period (69 FR 65681), a device 
manufacturer and an orthopedic 
surgeon, commended CMS for creating 
C-codes (HCPCS codes C9718 
Kyphoplasty, one vertebral body, 
unilateral or bilateral injection; and 
C9719, Kyphoplasty, each additional 
vertebral body) for this procedure in the 
hospital outpatient setting. The 
commenters stated, however, that 
placement in APC 0051, Level III 
Musculoskeletal Procedures Except 
Hand and Foot, (CY 2005 payment rate 
of $2,043) does not appropriately reflect 
the hospital resources used in 
performing these procedures, and that 
these assignments violate the two times 
rule because the resources associated 
with kyphoplasty are more than two 
times the cost of the resources for 
procedures in APC 0051. Both 
commenters recommended that 
kyphoplasty procedures be placed in 
APC 0425, Level II Arthroplasty with 
Prosthesis, at a CY 2005 payment rate of 
$5,562 in order to better reflect the 
clinical features and resources needed 
to perform the procedures. One 
commenter alternatively suggested 
creating a new APC solely for 
kyphoplasty. 

Additionally, these two commenters 
also submitted new comments to the 
July 25, 2005 proposed rule containing 
new recommendations pertaining to the 
same issues. The commenters 
recommended that CMS either reassign 
kyphoplasty procedures to APC 0681 
(Knee Arthroplasty) with a payment rate 
of $8,103 or create a new APC for 
kyphoplasty titled ‘‘Vertebral spinal 
augmentation and stabilization using 
balloon inflation’’ with a payment rate 
of $8,750. They also repeated their prior 
recommendation to place kyphoplasty 

services in APC 0425; however, one 
commenter suggested that this should 
only be a ‘‘stop gap measure’’ for one 
year until CMS can gather claims data. 
This commenter also recommended that 
if the CPT codes for kyphoplasty have 
a status indicator of ‘‘T,’’ they should 
then be placed in the same APC, as the 
add-on code would be subject to the 
multiple procedure reduction. The 
commenters reasoned that movement to 
a new APC would better reflect the 
clinical resources used and referenced 
outside data showing hospital median 
charges that range from $4,500 to 
$41,000, with an average charge of 
approximately $15,700. 

A third individual commenter 
representing a hospital recommended 
that CMS either increase reimbursement 
for kyphoplasty, or change its status 
indicator to ‘‘C’’ to be more consistent 
with InterQual ‘‘Guidelines for Surgery 
and Procedures in the Inpatient Setting’’ 
and the Ingenix Cross Coder. 

Response: For CY 2005, CMS created 
two C-codes for the kyphoplasty 
procedure: C9718 Kyphoplasty, one 
vertebral body, unilateral or bilateral 
injection and HCPCS code C9719 
Kyphoplasty, one vertebral body, 
unilateral or bilateral injection; each 
additional vertebral body (List 
separately in addition to code for 
primary procedure). These procedures 
were placed in APC 0051 with a ‘‘T’’ 
status indicator because we believed 
that this APC was appropriate for these 
procedures in terms of clinical 
characteristics and resource costs. 

Though we do not yet have claims 
data, we have been told that a bone 
biopsy is performed more than half the 
time in addition to the kyphoplasty 
procedure. For CY 2005, under the 
OPPS the bone biopsy could be billed 
separately along with one or more of the 
kyphoplasty C-codes. The typical deep 
bone biopsy code used for a vertebral 
body procedure, CPT code 20225, was 
assigned to APC 0020 (Level II Excision/ 
Biopsy), which had a ‘‘T’’ status 
indicator and a payment rate of $434 for 
CY 2005. Both the biopsy and 
kyphoplasty procedures had a status 
indicator of ‘‘T’’; therefore, when 
performed together the hospital would 
receive fifty percent of the payment rate 
for the bone biopsy ($217). We have 
been told that hospitals typically also 
bill one or more fluoroscopy codes for 
necessary guidance, such as CPT codes 
76003 (Fluroscopic guidance for needle 
placement), or 76005 (Fluroscopic 
guidance and localization of needle or 
catheter tip for spine or paraspinous 
diagnosis or therapeutic injection 
procedures, including neurolytic agent 
destruction), along with the kyphoplasty 

procedure, and we note that these 
fluoroscopic services were packaged for 
CY 2005. Thus, for CY 2005 payment to 
a hospital providing a single level 
kyphoplasty procedure and billing 
packaged fluoroscopic guidance that 
was also accompanied by a bone biopsy 
would be about $2,260. 

For CY 2006, several new CPT codes 
were created to describe the 
kyphoplasty procedure. These codes 
are: 

• CPT 22523—Percutaneous vertebral 
augmentation, including cavity creation 
(fracture reduction and bone biopsy 
included when performed) using 
mechanical device, one vertebral body, 
unilateral or bilateral cannulation (e.g., 
kyphoplasty); thoracic 

• CPT 22524—Percutaneous vertebral 
augmentation, including cavity creation 
(fracture reduction and bone biopsy 
included when performed) using 
mechanical device, one vertebral body, 
unilateral or bilateral cannulation (e.g., 
kyphoplasty); lumbar 

• CPT 22525—Percutaneous vertebral 
augmentation, including cavity creation 
(fracture reduction and bone biopsy 
included when performed) using 
mechanical device, one vertebral body, 
unilateral or bilateral cannulation (e.g., 
kyphoplasty); each additional thoracic 
or lumbar vertebral body (List separately 
in addition to code for primary 
procedure) 

CPT codes 22523 and 22524 generally 
correspond to C code C9718, and CPT 
code 22525 generally corresponds to C 
code C9719. We will be deleting the two 
kyphoplasty C-codes for CY 2006, and 
hospitals will use the appropriate CPT 
codes to bill for kyphoplasty services. 
The new CPT codes include a bone 
biopsy when performed so hospitals 
will no longer separately bill CPT code 
20225 when a bone biopsy accompanies 
a kyphoplasty procedure. 

CPT code 76012 (Radiological 
supervision and interpretation, 
percutaneous vertebroplasty or vertebral 
augmentation including cavity creation, 
per vertebral body; under fluoroscopic 
guidance) for fluoroscopic guidance also 
has changed in definition for CY 2006 
to include specific reference to vertebral 
augmentation including cavity creation, 
which is characteristic of the 
kyphoplasty procedure. For CY 2006, 
hospitals using fluoroscopic guidance 
for kyphoplasty would bill CPT code 
76012, which has a status indicator S 
and is assigned to APC 0274 for 
calendar year CY 2006 with a payment 
rate of $173.53. Thus, while a hospital 
providing a kyphoplasty service in CY 
2006 will no longer receive separate 
payment under the OPPS for an 
accompanying bone biopsy, hospitals 
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will be able to bill for and receive 
separate payment for necessary 
fluoroscopic guidance. Thus, if there 
were no change for CY 2006 in the 
assignment of kyphoplasty services to 
APC 0051, as they were initially placed 
for CY 2005, payment to a hospital 
providing a single level kyphoplasty 
procedure and billing separately 
payable fluoroscopic guidance that was 
also accompanied by a bone biopsy 
would be about $2,352. 

Based on modifications in coding 
associated with the change from C-codes 
to new CPT codes and additional 
clinical and hospital resource 
information, we believe it is appropriate 
to move the kyphoplasty procedures 
from APC 0051 to another APC for CY 
2006. As we originally developed C- 
codes for outpatient hospital billing of 
kyphoplasty services after extensive 
clinical review, we do not agree with 
one commenter that kyphoplasty should 
by placed on the OPPS inpatient list. In 
addition, as kyphoplasty procedures do 
not entail implantation of a prosthesis, 
we do not agree with the commenters 
that kyphoplasty is comparable to 
services that require a prosthesis and, 
therefore, we will not place the new 
CPT codes in APC 0425 (Level II 
Arthroplasty with prosthesis). We also 
will not place the new CPT codes in 
APC 0681 (Knee arthroplasty) because 
we do not believe that the services are 
clinically coherent with knee 
arthroscopy procedures, and because we 
do not believe that resources required 
for kyphoplasty warrant that level of 
payment. We also will not create a 
separate APC solely for kyphoplasty 
procedures because we have no claims 
data from CY 2004 upon which to base 
a calculation of median cost for such an 
APC. 

After considering the additional 
comments submitted, we have decided 
to place CPT codes 22523, 22524, and 
22525 in APC 0052 (Level IV 
Musculoskeletal Procedures Except 
Hand and Foot) for CY 2006, based on 
clinical and resource compatibility with 
other procedures assigned to that APC. 
We agree with the commenters that the 
initial level procedures and the add-on 
code for each additional level should be 
assigned to the same ‘‘T’’ status APC. 
Although we received outside data on 
hospital charges and costs for this 
procedure, the data that was presented 
to us was highly variable in terms of 
charges and presented cost data for only 
one hospital. We will examine the 
median costs from hospital claims data 
for these services when it becomes 
available for the CY 2007 OPPS update. 

e. Neurostimulator Electrode 
Implantation (APCs 0040 and 0225) 

Comment: Commenters, including the 
APC Panel, recommended that the 
services currently assigned to APCs 
0040 (percutaneous implantation of 
neurostimulators electrodes, excluding 
cranial nerve) and 0225 (implantation of 
neurostimulators electrodes, cranial 
nerve) be reorganized into three APCs, 
based on clinically coherent groupings 
of percutaneous, laminectomy or 
incision, and cranial neurostimulator 
electrode implantation. They indicated 
that such a realignment would enhance 
clinical and cost congruence of the 
procedure groupings. Other commenters 
objected to the reassignment of CPT 
code 63655 from APC 0225 to APC 
0040. 

Response: We agree with the proposal 
for creation of a new neurostimulator 
electrode implantation APC and have 
made the change. CPT codes 63655 
(from APC 0225), 64575 (from APC 
0040), 64577 (from APC 0225), 64580 
(from APC 0225) and 64581 (from APC 
0040) have been reassigned to newly 
created APC 0061 (Laminectomy or 
incision for implantation of 
neurostimulators electrodes, excluding 
cranial nerve). 

See section IV. A. for our discussion 
of adjustments to median costs for 
device-dependent APCs. See Table 16 
for the adjusted median costs for APCs 
0040, 0225 and 0061 for CY 2006. 

f. Neurostimulator Generator 
Implantation (APC 0222) 

Comment: Commenters indicated that 
the proposed payment for 
neurostimulator generator implantation 
is inadequate and that CMS should use 
external data to set the payment rates. 
They explained that if payment rates 
were not increased, providers would 
cease providing the services. They asked 
that CMS set the median cost at the CY 
2005 OPPS payment median inflated by 
the market basket. 

Response: The proposed payment for 
APC 0222 (Implantation of neurological 
device) was based on a median cost that 
was set at 85 percent of the CY 2005 
payment median. As with some other 
device-dependent APCs, the median 
cost on which the CY 2006 OPPS 
payment rate will be based will be set 
at 90 percent of the CY 2005 OPPS 
payment median. See the discussion of 
device-dependent APCs in section IV.A 
of this preamble. 

Comment: Commenters objected to 
the payment for rechargeable 
neurostimulators under APC 0222 
because they said that the payment rate 
for APC 0222 is inadequate for the 

payment of nonrechargeable devices, 
and that hospitals will not permit 
implantation of the rechargeable 
neurostimulators for this inadequate 
payment. They stated that CMS 
recognized the need for additional 
payment for rechargeable 
neurostimulators when it provided a 
new technology add-on payment under 
the IPPS for 2006, and that CMS should 
create a new category for rechargeable 
neurostimulators and should grant pass- 
through status for rechargeable 
neurostimulators for the CY 2006 OPPS. 

Response: CMS does not announce 
decisions regarding pass-through status 
in regulations. There are many new 
items and services that fall under 
existing categories and pass-through 
status for each is determined on the 
merits of the specific application. When 
and if pass-through status for 
rechargeable neurostimulators is 
granted, it will be implemented through 
the OCE with creation of an appropriate 
category and status indicator 
assignment. Additions to the items 
qualifying for pass-through status are 
announced in quarterly updates of the 
OPPS claims processing and billing 
instructions sent to our contractors and 
posted on the CMS Web site. 

g. Thoracentesis/Lavage (APC 0070) 
Comment: One commenter said that 

CPT code 32019 (Insert pleural catheter) 
should be assigned to APC 0652 
(Insertion of intraperitoneal catheters) 
because the clinical and resource 
characteristics of APC 0652 are more 
appropriate to CPT code 32019 than are 
the characteristics of APC 0070, the 
code’s placement for CY 2005. The 
commenter indicated that APC 0070 is 
not an appropriate placement for CPT 
code 32019 because it is not like CPT 
code 32020 (tube thoracostomy with or 
without water seal) to which it is often 
compared and is assigned to APC 0070. 
The commenter stated that CPT code 
32020 is a short term procedure, 
typically done at bedside with a single 
percutaneous incision, and uses a 
catheter with a simpler and different 
design. The commenter stated that CPT 
code 32019 is a long term procedure, 
typically done in a treatment room, 
using multiple incisions and 
subcutaneous tunneling, and a catheter 
with a more complex design. The 
commenter did not specifically describe 
the clinical or resource characteristics of 
APC 0652 that justify the conclusion 
that CPT code 32019 is more 
appropriately placed in APC 0652. 

Response: We agree that the 
procedure reported by CPT code 32019 
is likely more resource intensive than 
CPT code 32020 and other higher 
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volume codes in APC 0070. Therefore, 
we are reassigning CPT code 32019 to 
APC 0427 (level III tube changes and 
repositioning) for the CY 2006. We do 
not agree that it is necessarily similar in 
resource use to the insertion of 
intraperitoneal catheter or cannula 
procedures currently assigned to APC 
0652. We will examine the claims data 
for this code and review that decision 
when there are claims data for the code, 
which was new for CY 2004 and for 
which no cost data are available for use 
in the CY 2006 OPPS. 

5. Other Services 

a. Allergy Testing (APC 0370) 
A number of providers have 

expressed confusion related to the 
reporting of units for allergy testing 
described by CPT codes 95004 through 
95078. Most of the CPT codes in the 
code range are assigned to APC 0370 
(Allergy Tests) for the CY 2005 OPPS. 
Nine of those CPT codes instruct 
providers to specify the number of tests 
or use the singular word ‘‘test’’ in their 
descriptors, while five of them do not 
contain such an instruction or do not 
contain ‘‘tests’’ or ‘‘testing’’ in their 
descriptors. Some providers have stated 
that the lack of clarity related to the 
reporting of units has resulted in 
erroneous reporting of charges for 
multiple allergy tests under one unit 
(that is, ‘‘per visit’’) for the CPT codes 
that instruct providers to specify the 
number of tests. 

In light of the variable hospital billing 
that may be inconsistent with the CPT 
code descriptors, we carefully examined 
the CY 2004 single and multiple 
procedure claims data for the allergy 
test codes that reside in APC 0370 to set 
the CY 2006 payment rates. Our 
examination of the CY 2004 claims data 
revealed that many of the services for 
which providers billed multiple units of 
an allergy test reported a consistent 
charge for each unit. Conversely, some 
providers that billed only a single unit 

of an allergy test reported a charge many 
times greater than the ‘‘per test’’ charge 
reported by providers billing multiple 
units of an allergy test. 

Our analysis of the claims data 
appeared to validate reports made by a 
number of providers that the charges 
reported on many of the single 
procedure claims represent a ‘‘per visit’’ 
charge, rather than a ‘‘per test’’ charge, 
including claims for the allergy test 
codes that instruct providers to specify 
the number of tests. Because the OPPS 
relies only on these single procedure 
claims in establishing payment rates, we 
believed that this inaccurate coding 
would have resulted in an inflated CY 
2006 median cost for services that were 
in the CY 2005 configuration of APC 
0370. 

Therefore, we proposed to move the 
allergy test CPT codes that instruct 
providers to specify the number of tests 
or use the singular word ‘‘test’’ in their 
descriptors from APC 0370 to proposed 
APC 0381 (Single Allergy Tests) for CY 
2006. We proposed to calculate a ‘‘per 
unit’’ median cost for proposed APC 
0381 using a total of 306 claims 
containing multiple units or multiple 
occurrences of a single CPT code. 
Packaging on the claims was allocated 
equally to each unit of the CPT code. 
Using this ‘‘per unit’’ methodology, we 
proposed a median cost for APC 0381 of 
$11 for CY 2006. Because we believed 
the single procedure claims for the 
codes remaining in APC 0370 reflected 
accurate coding of these services, we 
proposed to use the standard OPPS 
methodology to calculate the median for 
APC 0370. Table 12 as published in the 
proposed rule (70 FR 42711) listed the 
proposed assignment of CPT codes to 
APC 0370 and proposed APC 0381 for 
CY 2006. 

We received one public comment 
concerning our proposed policy changes 
for allergy test procedures. 

Comment: One commenter supported 
our proposal to move the allergy test 

CPT codes into two APC configurations 
to differentiate between CPT codes that 
represent ‘‘per visit’’ and ‘‘per test’’ 
services. 

Response: We agree with the 
commenter that differentiating single 
allergy tests (‘‘per test’’) from multiple 
allergy tests (‘‘per visit’’) by assigning 
these services to two different APCs 
provides hospital coders with better 
clarity for billing these services and 
more accurately places these tests with 
like services sharing similar resource 
costs. Therefore, for CY 2006, we are 
finalizing our proposal to assign single 
allergy tests to newly established APC 
0381 and maintaining multiple allergy 
tests in APC 0370. We expect that the 
improved clinical and resource 
homogeneity of these APCs, along with 
improved hospital coding of these 
services, will result in more accurate 
claims data for setting the CY 2008 
payment rates for these services. In the 
meantime, for CY 2006, we are 
finalizing our proposal to calculate a 
‘‘per unit’’ median cost for APC 0381 
using a total of 340 claims containing 
multiple units or multiple occurrences 
of a single CPT code. Using this ‘‘per 
unit’’ methodology, we are setting the 
payment rate for APC 0381 based on a 
median cost of $11 for CY 2006. Because 
we believe the single procedure claims 
for the codes remaining in APC 0370 
reflect accurate coding of these services, 
we are finalizing our proposal to use the 
standard OPPS methodology to 
calculate the median for APC 0370. 
Table 15 lists the assignment of CPT 
codes to APCs 0370 and 0381 for CY 
2006. We will be providing billing 
guidance to hospitals in CY 2006 
clarifying the billing of allergy testing 
services under the OPPS that should be 
reported with charges per test rather 
than per visit, so that the accuracy of 
hospital claims data improves and 
allows us in the future to calculate 
median costs for both APCs 0370 and 
0381 using our standard OPPS process. 

TABLE 15.—ASSIGNMENT OF CPT CODES TO APC 0370 AND APC 0381 FOR CY 2006 

APC 0370 APC 0381 

95056, Photosensitivity tests .................................................................... 95004, Percutaneous allergy skin tests. 
95060, Eye allergy tests ........................................................................... 95010, Percutaneous allergy titrate test. 
95078, Provocative testing ....................................................................... 95015, Intradermal allergy titrate-drug/bug. 
95180, Rapid desensitization ................................................................... 95024, Intradermal allergy test, drug/bug. 
95199U, Unlisted allergy/clinical immunologic service or procedure ....... 95027, Intradermal allergy titrate-airborne. 

95028, Intradermal allergy test-delayed type. 
95044, Allergy patch tests. 
95052, Photo patch test. 
95065, Nose allergy test. 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00096 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68611 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

b. Apheresis (APC 0112) 
Comment: Several commenters 

commended our proposal to reassign 
CPT code 36515 (Therapeutic apheresis; 
with extracorporeal immunoadsorption 
and plasma reinfusion) from APC 0111 
(Blood product exchange) to APC 0112 
(Apheresis, Photopheresis, and 
Plasmapheresis) for CY 2006. These 
commenters stated that the resource 
requirements and the clinical 
characteristics of CPT code 36515 more 
closely resemble the services assigned to 
APC 0112. However, these commenters 
expressed concern that the proposed 25 
percent reduction in payment for APC 
0112 (from $2,127 in CY 2005 to $1,590 
proposed for CY 2006) will not cover 
the costs associated with the disposable 
supplies, specially trained medical staff, 
and equipment used in conjunction 
with the services assigned to APC 0112 
and described by CPT codes 36515, 
36516 (Therapeutic apheresis; with 
extracorporeal selective adsorption or 
selective filtration and plasma 
reinfusion), and 36522 (Photopheresis, 
extracorporeal). For example, 
commenters explained that the cost of 
the disposable supplies alone for CPT 
codes 36515 and 36516 nearly equals 
the proposed payment for APC 0112. 
One commenter provided practice 
expense information from the Medicare 
Physician Fee Schedule to substantiate 
supply costs of over $1,400 for CPT 
codes 36515 and 36516 and over $900 
for CPT code 36522. Many commenters 
alleged that over half the hospitals 
reporting claims for CPT codes 36515 
and 36516 in CY 2004 did not fully 
reflect the costs of the disposables in 
their charges for the procedure. Some of 
these commenters stated that hospitals 
that charge separately for the 
disposables are likely to charge more 
accurately for the full procedure than 
hospitals that bundle the entire costs of 
the disposable supplies into their charge 
for the procedure. These commenters 
urged that CMS set the payment rate for 
APC 0112 based only on claims where 
separate charges for supplies have been 
identified. Other commenters 
recommended that we exclude the CY 
2004 claims data for CPT codes 36515 
and 36516 and set the payment rate for 
APC 0112 based solely on the claims for 
CPT code 36522, whose proposed CPT 
code median cost appeared to be 
accurate to the majority of commenters. 
In addition, several commenters urged 
that we reexamine our calculation of the 
median cost for APC 0112 for errors in 
the computation, due to their 
observation that the proposed median 
cost of APC 0112 was significantly 
lower than the proposed median cost for 

CPT code 36522, which comprised 83 
percent of the single claims used to set 
the proposed payment rate for APC 
0112. 

One commenter noted that CPT code 
36516 is utilized for billing LDL- 
apheresis treatments, and expressed 
concern that only 40 percent of the CY 
2004 claims used to calculate the 
proposed payment for CPT code 36516 
actually reported diagnoses consistent 
with LDL-apheresis treatments on the 
claim. This commenter provided a list 
of hospitals which the commenter 
believed to be misreporting CPT code 
36516, based on the commenter’s 
experience as a distributor and 
knowledge of the market, and requested 
that we exclude the claims for CPT 
codes 36515 and 36516 submitted by 
these providers when calculating the 
payment rate for APC 0112. Another 
commenter provided a detailed analysis 
of the claims for CPT codes 36515, 
36516, and 36522 that we used to 
calculate the proposed payment rate for 
APC 0112. Based on this claims 
analysis, of the 24 providers that billed 
CPT code 36515, 29 percent reported 
costs for the entire procedure at or 
below $170, and 67 percent reported 
medical supply costs at or below $1,412. 
The commenter also noted that nearly 
half of the single claims for CPT code 
36515 were not billed with ICD–9 codes 
that supported the medical necessity of 
protein A column apheresis, leading the 
commenter to conclude that such 
providers were miscoding the services 
they performed. For instance, the 
commenter suspected that several 
hospitals may have incorrectly billed 
CPT code 36515 when reporting the 
collection of venous blood by 
venipuncture (CPT code 36415) based 
on the charges reported by these 
hospitals matching a typical charge for 
venipuncture. Further claims analysis 
also revealed that, of the 46 providers 
that billed CPT code 36516, 63 percent 
reported medical supply costs at or 
below $1,485. Furthermore, the 
commenters said that only 44 percent of 
the single claims for CPT code 36516 
were billed with ICD–9 diagnosis codes 
that supported the medical necessity of 
LDL-apheresis. The commenter 
concluded that the underreporting of 
costs and assignment of inappropriate 
ICD–9 diagnosis codes to claims 
reporting CPT codes 36515 and 36516 
were strong indicators that many 
providers failed to include the charges 
for medical supplies on the claims for 
CPT codes 36515 and 36516 or 
miscoded the services they provided. 

Several commenters suggested that 
because the procedures assigned to APC 
0112 utilize device systems to modify or 

selectively remove agents from the 
blood, these services should be treated 
in a manner similar to either device 
dependent APCs or blood and blood 
products. For instance, commenters 
recommended that we apply the same 
methodology to APC 0112 as we 
proposed to apply to blood and blood 
products, limiting the decrease in 
median cost to 10 percent on the basis 
that the services assigned to APC 0112 
could be considered closely related to 
blood and blood products. 
Alternatively, these commenters 
suggested that we should consider 
treating APC 0112 as a device 
dependent APC, limiting the decrease in 
median cost to 15 percent on the basis 
that the device systems are integral to 
the procedures assigned to APC 0112 
and comprise a significant cost 
component of these procedures. One of 
these commenters urged that we add 
APC 0112 to the list of device 
dependent APCs, and set the payment 
floor at 100 percent of the CY 2005 
payment rate plus the market basket 
update for all device dependent APCs. 

Response: We appreciate commenters’ 
concerns that we use accurate and 
complete claims data to develop the 
median cost to set the payment rate for 
APC 0112 for CY 2006. In response to 
requests by several commenters that we 
reexamine our calculation of the median 
cost for APC 0112, we closely studied 
the single claims charge and cost 
distributions for CPT codes 36515, 
36516, and 36522, those single claims 
we used to set the payment rate for APC 
0112. First, we noted that we had 4,828 
single bills drawn from a total of 6,071 
bills for services in APC 0112, allowing 
us to use approximately 80 percent of 
all claims in establishing the median 
cost for APC 0112. This large percentage 
of single bills held true for each of the 
3 CPT codes assigned to the APC as 
well. The availability of almost 5,000 
single bills for rate setting, a 15 percent 
increase over the number of single bills 
available for the CY 2005 OPPS update, 
increases our confidence in the accuracy 
of the median cost of APC 0112 
calculated for CY 2006. 

Next, we confirmed that we made no 
errors in the calculation of the APC 
median cost. The apparent 
inconsistency between the relatively 
high median cost of CPT code 36522, 
which provided the majority of single 
claims for APC 0112, and the relatively 
lower APC median cost was explained 
by the observed distribution of costs of 
single claims for all of the services 
assigned to APC 0112. Almost half of 
the costs of single claims for CPT code 
36522 are closer to the APC median. 
The cost of single claims for CPT code 
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36522 at the 45th percentile is 
$1,597.45. We applied all of our usual 
processes, including standard trimming, 
to the calculation of the APC median 
cost. 

In our analysis of the distributions of 
costs from claims for all three CPT 
codes assigned to APC 0112, we 
observed that CPT code 36515, in 
particular, had some claims with very 
low costs of less than $200 up through 
the 50th percentile of claims costs. 
While, in the commenters’ opinions, 
claims with even higher costs could not 
have represented the full costs of the 
procedures, we were not confident that 
we had reason to exclude claims with 
higher costs in calculating the median 
cost of APC 0112. Therefore, we 
identified 12 hospital providers 
submitting claims for CPT code 36515 
with the lowest fifteen percent of costs 
and then recalculated the median cost 
for APC 0112, excluding all claims for 
CPT code 36515 reported by these 12 
providers. We found essentially no 
change in the median cost of APC 0112 
in this recalculation, as compared with 
its median cost based on all single 
claims. 

Because commenters suggested that 
we set the APC median cost using only 
claims with medical supply revenue 
code charges, we proceeded to analyze 
all single claims for APC 0112 for the 
presence of separate line item charges 
under revenue codes 270 (Medical/ 
Surgical Supplies) and 272 (Sterile 
Supplies) that could most likely 
represent separate charges for the costly 
disposables that commenters indicated 
are required for all 3 CPT codes 
assigned to the APC. The median cost 
for claims with medical supply revenue 
code charges is higher, at $2,800, 
compared with the median cost for 
claims without medical supply revenue 
code charges, $1,400. However, we do 
not believe it is appropriate to subset 
the claims based on the presence of 
medical supply revenue code charges 
for calculating the median APC cost for 
several reasons. First, we noted that 
between 80 and 90 percent of the single 
claims for each CPT code and, 
consequently, of all single bills used to 
estimate the median cost for APC 0112 
did not have separate charges under one 
of the two specified revenue codes. This 
is fully consistent with our past 
guidance to hospitals that it is 
appropriate to bundle the costs of all 
supplies (excluding implantable devices 
with active device codes) into the line 
item charges for the procedures with 
which they were used. For those claims 
billed with charges in the 270 and 272 
medical supply revenue codes, we 
observed that the specific median cost 

associated with those revenue codes 
was only $349. Because this median 
cost is well below the approximately 
$900–1,400 cost commenters expected 
for the disposable supplies, we are not 
convinced that the bills with separate 
revenue code charges are truly more 
reflective of the full costs of the 
apheresis procedures. Finally, we 
observed that there were actually higher 
total costs in the distribution of those 
claims without separate billing of 
revenue code charges, up to $12,296 in 
comparison with a maximum of $10,131 
for those claims with separate revenue 
codes charges. Considering the small 
percentage of providers reporting 
separate supply charges for CPT codes 
36515, 36516, and 36522 under revenue 
codes 0270 and 0272, and the low 
median cost for such revenue code 
charges, the majority of providers 
appear more likely to have included 
their disposable supply charges in their 
overall charges for the procedures rather 
than to have reported such charges 
under a supply revenue code. We have 
no reason to believe, based on our 
analysis, that the claims with separate 
charges for supplies are more correctly 
coded or more accurately reflective of 
the costs of services assigned to APC 
0112. 

In conclusion, we are not making any 
adjustments to our standard processes 
for developing APC median costs for CY 
2006 for APC 0112. We will not screen 
claims for the presence of specified 
diagnoses that the commenters feel are 
appropriately treated with these 
procedures and assume that all other 
claims are miscoded. The three services 
treat a number of different medical 
conditions, and while there are some 
local coverage policies for the 
procedures, it would be difficult to 
identify the correct ICD–9 diagnosis 
coding for those claims reflecting all of 
the cases of appropriate utilization of 
these services. We are not calculating 
the payment rate for APC 0112 based 
solely on those claims where separate 
charges for supplies have been 
identified. Although we recognize that 
some of the charges reported for CPT 
codes 36515 and 36516 in particular are 
unexpectedly low, we disagree with 
those commenters who asserted that the 
hospital claims data for CPT codes 
36515 and 36516 are flawed to the 
extent that would justify discarding all 
such claims and basing the payment rate 
for APC 0112 solely on claims for CPT 
code 36522. We will not exclude all 
claims for two of the three procedures 
assigned to APC 112 to calculate the 
APC’s median cost, because we believe 
that the APC median cost should reflect 

the variable costs of all services 
assigned to it. Consistent with details 
provided in the comments, we do not 
believe that the costs of procedures 
described by CPT codes 36515, 36516, 
and 36522 are the same, as the services 
are each provided using very specific 
disposable supplies for patients with 
different clinical conditions. In 
addition, we do not agree with those 
commenters who argued that the 
services described by CPT codes 36515, 
36516, and 36522 should be treated in 
a manner similar to either device 
dependent APCs or blood and blood 
products by mitigating their payment 
reductions. We do not consider a 
procedure requiring a disposable supply 
to be a device dependent APC, which 
utilizes implantable devices. In 
addition, we do not believe that the data 
concerns regarding these procedures 
that treat the blood are similar to the 
supply and availability challenges 
associated with maintaining the nation’s 
blood supply. Therefore, for CY 2006, 
we are applying our standard OPPS rate- 
setting methodology to all single claims 
for APC 0112, setting the payment rate 
for APC 0112 based on a median cost of 
$1,568. 

c. Audiology (APCs 0364, 0365, and 
0366) 

Comment: One commenter, an 
association representing audiologists, 
requested more detailed explanation for 
several proposed movements of CPT 
codes among APCs. We proposed for CY 
2006 to make the following APC 
migrations: CPT codes 92533 
(audiometry, air & bone) and 92572 
(staggered spondaic word test) from 
APC 0364 to APC 0365; CPT code 92561 
(Bekesy audiometry, diagnosis) from 
APC 0365 to APC 0364; and CPT code 
92577 (Stenger test, speech) from APC 
0365 to APC 0366. The commenter did 
not object to the changes. 

Response: With respect to proposed 
APC reassignments of services that are 
not specifically discussed in the 
proposed rule, in general we proposed 
changes to improve the clinical and 
resource homogeneity of the involved 
APCs, and, in particular, to address 
violations of the two times rule resulting 
from variable median costs. 

In this instance, CPT code 92561 was 
moved from the Level II Audiometry 
APC to the Level I Audiometry APC 
because the data from CY 2004 hospital 
claims showed that the code-specific 
median cost of $19 for CPT code 92561 
was most compatible with the median 
cost of APC 0364, at $27. To leave the 
code in APC 0365 would create a 
significant overpayment, and there was 
another clinically appropriate APC 
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available. A similar rationale applied to 
CPT code 92577, whose code-specific 
median cost of $108 was more coherent 
with the median cost of APC 0366 
(Level III Audiometry) of $100 than the 
median cost of the Level II APC at $80. 
While we excepted APC 0364, the CY 
2005 APC assignment for CPT code 
92553, from the two times rule for CY 
2005, we proposed to move CPT code 
92553 to APC 0365 for CY 2006 to 
eliminate our need to except APC 0364 
from the two times rule for CY 2006. 
When compared with the median costs 
of other procedures in APC 0365, the 
median cost of CPT code 92553 of $43 
was reasonably consistent with the 
median costs of other codes assigned to 
APC 0365 and to the overall APC 
median cost of $71. Due to this code’s 
significant volume of single claims and 
stable median costs, we believed that it 
was appropriate to propose its 
reassignment based on both clinical and 
hospital resource considerations. We are 
finalizing our APC assignments for CPT 
codes 92561, 92577, and 92553 as 
proposed for CY 2006. 

We proposed to move CPT code 
92572 (staggered spondaic word test) 
from APC 0364 to APC 0365 for CY 
2006 because we believed that its 
resource requirements, as reflected in 
hospital claims data, were more 
consistent with other services assigned 
to APC 0365 than to procedures 
assigned to APC 0364. CY 2003 hospital 
claims data for CPT code 92572 revealed 
a median cost of about $100 based on 
19 single claims. CY 2004 claims data, 
based on 10 single claims, yielded a 
median cost of about $167. Although the 
median does not appear to be as stable 
for this code as the others discussed nor 
is the volume of claims large, upon 
review of final CY 2004 hospital claims 
data in response to this comment and 
examination of the clinical 
characteristics of the service, we believe 
that CPT code 92572 is most 
appropriately assigned to APC 0366 for 
CY 2006. Therefore, we will not finalize 
our proposal to move CPT code 92572 
to APC 0365, but will instead reassign 
the service to APC 0366 for the CY 2006 
OPPS. 

d. Bone Marrow Harvesting (APC 0111) 
Comment: Several commenters stated 

that the proposed payment of $735 for 
CPT code 38230 (Bone marrow 
harvesting for transplantation) does not 
adequately cover the costs of providing 
this service. These commenters called 
our attention to the large difference in 
the proposed median cost of $1,209 for 
CPT code 38230 and the proposed 
median cost of $747 for APC 0111, 
where CPT code 38230 resides. 

Commenters also noted the volatility of 
the CPT code median as a result of the 
extremely low frequency of 9 claims, 
noting that the costs of these claims 
ranged from $140 to $66,770. 
Commenters strongly urged CMS to 
reassign CPT code 38230 from APC 
0111 (Blood product exchange) to APC 
0123 (Bone marrow harvesting and bone 
marrow/stem cell transplant) to more 
accurately reflect the high cost of this 
procedure and to improve the clinical 
homogeneity of the two APCs, stating 
that the APC title for APC 0123 is more 
applicable to CPT code 38230 than the 
title of APC 0111. 

Response: Hospitals have reported a 
consistently low median costs for CPT 
code 38230 for the past several years, 
prompting us to reassign this service to 
a lower paying APC, from APC 0123 to 
APC 0111, for CY 2005. However, closer 
analysis of this code-specific low 
median cost leads us to suspect that a 
number of providers are likely billing 
this code for services that are not 
described by CPT code 38230, bone 
marrow harvesting for transplantation. 
Considering the typical clinical 
characteristics of the service, we would 
expect the costs of the necessary 
hospital resources to more closely 
approximate the median costs of 
services assigned to APC 0123 for CY 
2006. Therefore, we will return CPT 
code 38230 to APC 0123 for CY 2006. 
However, we will reevaluate the 
appropriateness of this APC assignment 
during the OPPS update for CY 2007. In 
the meantime, we advise providers to 
exercise greater care when reporting 
CPT code 38230 to ensure that this code 
is billed correctly only for services 
described by the CPT code and that all 
costs associated with providing the bone 
marrow harvesting procedure are 
included in charges on the claims for 
the service. 

e. Computer Assisted Navigational 
Procedures 

Comment: Two commenters 
expressed concern about computer 
assisted navigation for orthopedic 
procedures (CPT codes 0054T, 0055T, 
and 0056T). Both commenters were 
concerned that CMS had not assigned 
these procedures to an APC for OPPS 
payment, but instead had proposed their 
status indicators as ‘‘B’’ while another 
computer assisted navigational 
procedure, CPT code 61795 (Stereotactic 
computer assisted volumetric 
(navigational) procedure, intracranial, 
extracranial, or spinal), had previously 
been assigned status indicator ‘‘S’’ in 
APC 302 (Level III Radiation Therapy). 
Both commenters recommended that 
orthopedic computer assisted 

navigational procedures should be 
assigned to APC 0302 with the other 
computer assisted navigational 
procedures, or alternatively each 
procedure (CPT codes 61795, 0054T, 
0055T, and 0056T) should be placed in 
a new clinical APC with a payment rate 
equaling the payment rate of APC 0302. 

Response: We agree with the 
commenters that these computer 
assisted navigational procedures share a 
common technological theme in their 
clinical use during surgical procedures 
and may use comparable hospital 
resources. We, therefore, will place CPT 
codes 0054T, 0055T, and 0056T in APC 
0302 with CPT 61795 for CY 2006. We 
will also give APC 0302 a new name, 
‘‘Computer Assisted Navigational 
Procedures,’’ because the APC contains 
only these four services and is thus most 
appropriately described by that title. 

f. Hyperbaric Oxygen Therapy (APC 
0659) 

When hyperbaric oxygen therapy 
(HBOT) is prescribed for promoting the 
healing of chronic wounds, it typically 
is prescribed on average for 90 minutes, 
which would be billed using multiple 
units of HBOT to achieve full body 
hyperbaric oxygen therapy. In addition 
to the therapeutic time spent at full 
hyperbaric oxygen pressure, treatment 
involves additional time for achieving 
full pressure (descent), providing air 
breaks to prevent neurological and other 
complications from occurring during the 
course of treatment, and returning the 
patient to atmospheric pressure (ascent). 
The OPPS recognizes HCPCS code 
C1300 (Hyperbaric oxygen under 
pressure, full body chamber, per 30 
minute interval) for HBOT provided in 
the hospital outpatient setting. 

We explained in the August 16, 2004 
proposed rule (69 FR 50495) that our CY 
2003 claims data revealed that many 
providers were improperly reporting 
charges for 90 to 120 minutes under 
only one unit rather than three or four 
units of HBOT. This inaccurate coding 
resulted in an inflated median cost of 
$177.96 for HBOT, derived using single 
service claims and ‘‘pseudo’’ single 
service claims. Because of these single 
claims coding anomalies, we proposed 
to calculate a ‘‘per unit’’ median cost for 
APC 0659, using only multiple units or 
multiple occurrences of HBOT, 
excluding claims with only one unit of 
HBOT and excluding packaged costs. To 
convert HBOT charges to costs, we used 
the CCR from the respiratory therapy 
cost center when available; otherwise, 
we used the hospital’s overall CCR. 
Using this ‘‘per unit’’ methodology, we 
proposed a median cost for APC 0659 of 
$82.91 for CY 2005. 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00099 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68614 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

In the November 15, 2004 final rule 
with comment period (69 FR 65758), we 
agreed with commenters that there was 
sufficient evidence that the CCR for 
HBOT was not reflected solely in the 
respiratory therapy cost center; rather, 
the CCR for HBOT was reflected in a 
variety of cost centers. Therefore, we 
calculated a ‘‘per unit’’ median cost of 
$93.26 for HBOT, using only multiple 
units or multiple occurrences of HBOT 
and each hospital’s overall CCR. 

Our examination of the CY 2004 
single procedure claims filed for HCPCS 
code C1300 revealed similar coding 
anomalies to those encountered in the 
CY 2003 single procedure claims data. 
Therefore, for CY 2006 rate-setting, we 
recalculated a ‘‘per unit’’ median cost 
for HCPCS code C1300 using only 
multiple units or multiple occurrences 
of HBOT and each hospital’s overall 
CCR, which is the same methodology 
we used for setting the CY 2005 
payment rate for HBOT. Excluding 
claims with only one unit of HBOT, we 
used a total of 41,152 claims to calculate 
the proposed median for APC 0659 for 
CY 2006. Applying the methodology 
described above, we proposed a median 
cost for APC 0659 of $93.37 for CY 
2006. 

We received several public comments 
concerning our proposed APC payment 
for HBOT. 

Comment: Several commenters 
approved of our decision to rely on each 
hospital’s overall CCR rather than the 
respiratory therapy CCR in our 
calculation of HBOT median costs. 
However, the commenters noted that 
most hospitals providing HBOT services 
report the costs and charges associated 
with providing this service on a separate 
line of their cost report. These 
commenters further encouraged us to 
use the CCR specific to HBOT for 
hospitals that report HBOT separately. 
They also asked CMS to encourage 
hospitals not reporting costs and 
charges for HBOT separately, to do so in 
the future. 

Response: Unfortunately, the 
Healthcare Cost Report Information 
System (HCRIS), the electronic database 
of the Hospital Cost Report (CMS–2552– 
96) that we use to estimate costs from 
charges, rolls up costs and charges on 
each hospital’s cost report into a 
standard list of cost centers. Because 
HBOT is not included on the standard 
list of cost centers, CMS does not have 
readily available information about the 
specific costs and charges that each 
institution garners in providing HBOT 
services. Until last year, we had 
hypothesized that most hospitals 
providing HBOT services reported the 
costs and charges for those services as 

a separate line item in their respiratory 
therapy cost center. Commenters 
convinced us that hospitals did not 
report their HBOT costs and charges in 
a uniform location on their cost report. 
In the final rule for CY 2005, we used 
the overall CCR for each hospital rather 
than the respiratory therapy CCR to 
calculate the median cost for HBOT 
(APC 0659). While we could encourage 
hospitals to report their costs and 
charges for HBOT separately, at this 
time extra effort by hospitals would not 
allow us to improve the accuracy of our 
HBOT median cost calculation because 
we lose line-item specificity when the 
data is entered into HCRIS. 

Comment: One commenter 
commissioned a study to analyze our 
rate-setting methodology and conducted 
an independent survey of hospitals that 
provide HBOT services. Surveys 
conducted in CYs 2004 and 2005 asked 
all hospitals providing HBOT services to 
identify the standard cost center 
associated with the line on their cost 
report where the hospital reports costs 
and charges for HBOT: 206 hospitals, or 
44 percent of all hospitals providing 
HBOT services, responded to one of the 
surveys. The commenter believes that 
the survey results are generalizable to 
all hospitals providing HBOT services 
because the demographics of those 
hospitals not responding to the surveys 
are comparable to those responding to 
the surveys. For each of the responding 
hospitals, the survey results provided 
the standard cost center on each 
hospital cost report. The study 
calculated an HBOT CCR for each 
hospital based on the costs and charges 
in the associated standard cost center, 
not just the costs and charges for HBOT. 
On the basis of these results, the study 
then generalized an HBOT CCR to the 
56 percent of hospitals not responding 
to the surveys. Specifically, the study 
simulated HBOT CCRs for each of the 
non-responding hospitals by applying a 
methodology that generalized to the 
non-responding hospitals HBOT- 
specific findings from similar hospitals. 
The study results led the commenter to 
conclude that the proposed median cost 
of $93.37 was too low, and that a more 
accurate estimate of median cost per 
unit is $118.94. On the basis of this 
analysis the commenter requested that 
CMS use the median cost of $118.94 to 
set the payment rate for APC 0659. The 
commenter noted that APC 0659, where 
the HCPCS code for HBOT (C1300) is 
assigned, is unusual as it is one of only 
a few APCs that contain only one 
HCPCS code. They concluded that as no 
averaging of the costs of services occurs, 
any changes in the median cost for 

C1300 in APC 0659 have a particularly 
great impact on the APC median, as 
compared to changes in the median cost 
for a procedure assigned to an APC to 
which multiple services are assigned. 

Response: We receive many 
submissions of external data from 
commenters supporting their requests 
for higher median cost estimates for 
specific procedures. In many cases, 
submitted data have not met the 
minimum standards required for setting 
payment rates. We have previously 
provided preferred characteristics of 
external data to be submitted in 
comments regarding devices (68 FR 
47987). While we have not specifically 
provided criteria for non-device external 
data, the subset of our published 
characteristics that could be applicable 
to a service such as HBOT include the 
public availability of the data, its 
representativeness of a diverse group of 
hospitals both by location and type, and 
its identification of its data sources. As 
part of the CY 2005 study, hospitals 
gave their consent for their 
identification and cost report 
information to be made public, an 
essential characteristic of data 
submitted as part of a public comment. 
The submitted HBOT CY 2005 survey 
data represent a varied group of 120 
hospitals, both by location and type of 
hospital, as well as 31 percent of the 
population of total hospitals providing 
HBOT services according to CY 2004 
hospital claims. Inclusion of HBOT 
survey data from the CY 2004 survey 
increases the response rate to 44 
percent. The survey results provide us 
with the specific standard cost center in 
which costs and charges for HBOT are 
located for the responding hospitals, 
allowing us to relate the HBOT charge 
data to cost-to-charge information 
provided in hospital cost reports for 
these hospitals. We are appreciative of 
this study in that it provides us with 
some useful information as we examine 
our payment for HBOT services. 

These survey results based on this 
modest response may, therefore, be 
representative of the 464 hospitals that 
submitted HBOT claims to the OPPS in 
CY 2004. However, only a small 
minority of OPPS hospitals actually 
provides HBOT services, and there is 
such significant regional variation in the 
frequency of billing of hospital 
outpatient HBOT services that it is 
unlikely to be fully explained by the 
different health characteristics of 
regional populations. We understand 
that HBOT may also be provided in 
freestanding centers, and the business 
decisions around its location may 
depend upon the local healthcare 
infrastructure. Therefore, while the 
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responding hospitals may be similar to 
the non-responding hospitals with 
respect to hospital category and 
geographic location, we are not 
confident that these characteristics 
alone signify that the minority of 
responding hospitals is truly reflective 
of the relatively small number of OPPS 
providers billing for HBOT. In addition, 
we are not certain that comparability of 
hospitals with respect to their category 
and geographic location is related to 
individual hospital decisions about 
where to include HBOT costs and 
charges on their Medicare cost reports. 
Therefore, we are not convinced that it 
would be appropriate to generalize these 
HBOT cost center findings to non- 
responding hospitals to calculate an 
adjusted payment rate for HBOT. 

In addition to our concern about 
generalizability based on the 
methodology discussed above, we have 
several additional reservations about 
employing the approach recommended 
by the commenter without the benefit of 
additional comment from other parties. 
First, employing this approach may 
establish an important precedent, which 
may well be cited by other commenters 
concerned with the median costs of 
other services. The OPPS is a 
prospective payment system that relies 
upon the coherent grouping of services 
that share clinical as well as resource 
utilization characteristics and the 
packaging of many ancillary services to 
determine payments. We are concerned 
that differentially employing methods 
that depend on additional external 
collection of information from hospitals 
may have unintended and potentially 
negative consequences in a payment 
system based on averages and relative 
values. It stands to reason that, as in the 
case of HBOT, commenters will only 
submit special surveys and proposals to 
refine rate-setting when they have at 
least a strong reason to believe that such 
customized methods will increase the 
rates for the specific services in which 
they are interested. In a budget-neutral 
payment system based on relative 
weights, this poses the risk that using 
this specific external information for 
select services will actually distort the 
process of establishing the relative 
weights in favor of some services but to 
the disadvantage of other services where 
such information is not available or not 
as potentially influential based on the 
APC assignments of those services. In a 
relative system such as the OPPS, it may 
be more important to employ a 
consistent set of data than to adopt 
specially ‘‘enhanced’’ data and methods 
for some services, but not for all services 
generally. Indeed, a consistent data set 

may be more likely to yield accurate 
relative values than a mixed data set 
consisting of both values calculated 
from hospital claims data and values 
determined by enhanced methods. 

Lastly, our capacity to review, 
evaluate, and adapt special approaches 
to increase payment levels for 
individual services in the OPPS is 
necessarily limited. Based on all of our 
concerns previously discussed, it is 
consequently important that we obtain 
some idea of the extent of other possible 
requests for use of special methods and 
non-claims based data to increase 
payment levels for particular services or 
groups of services before setting such a 
precedent for one specific OPPS service, 
where there appear to be no pressing 
access concerns based on our OPPS 
payment rates to date. Our hospital 
claims data reveal steadily increasing 
frequencies of HBOT claims, from 
101,843 services in CY 2002, to 188,604 
services in CY 2003, and once again to 
242,558 services in CY 2004. This more 
than doubling of HBOT services in 
hospital outpatient departments over a 
2-year time period indicates that 
Medicare beneficiaries are unlikely to be 
experiencing difficulty in accessing 
medically necessary HBOT services in 
the context of the OPPS payment rates 
for HBOT. 

Before we engage in further 
rulemaking, we therefore specifically 
invite input on other situations where 
special approaches may be appropriate 
and where high quality external data 
might be made available. We are 
interested in the possible merits of these 
other approaches and in potential 
criteria that we might use to assess 
when a special methodology should be 
employed. We believe these comments 
can help us to develop options for 
consideration for the CY 2007 OPPS 
update. In the meantime, we intend to 
continue our efforts to improve the 
precision of the OPPS relative weights 
by increasing our use of multiple 
procedure claims and refining our cost 
estimation process. 

While we solicit additional public 
comment on this subject matter, for CY 
2006 rate-setting we are finalizing our 
proposal to recalculate a ‘‘per unit’’ 
median cost for HCPCS code C1300 
using only multiple units or multiple 
occurrences of HBOT and each 
hospital’s overall CCR, which is the 
same methodology we used for setting 
the CY 2005 payment rate for HBOT. 
Excluding claims with only one unit of 
HBOT, we used a total of 47,101 claims 
to calculate the final median cost for 
APC 0659 for CY 2006. Applying the 
methodology described above, we are 
setting the final payment rate for APC 

0659 based on a median cost of $90.09 
for CY 2006. 

Comment: One commenter pointed 
out that they had difficulty replicating 
CMS’s median cost estimate, in part 
because the public dataset that we make 
available included cost data calculated 
with the respiratory therapy CCR, that 
the calculation of the ‘‘overall CCR’’ was 
not sufficiently defined in regulations to 
be replicated, and that using the cost 
centers marked with a ‘‘Y’’ on the 
‘‘Revenue Code to Cost Center 
Crosswalk Description’’ did not yield an 
overall CCR comparable to the one that 
we used. 

Response: We acknowledge the 
commenter’s concern regarding the 
accessibility and quality of data 
available to replicate CMS’s median cost 
calculations. While we believe that we 
have fulfilled our public obligation to 
provide access to data to support public 
comments, users of the data can 
sometimes identify improvements. We 
agree that the overall CCR calculation 
should be more transparent. We have 
provided additional information about 
this calculation both in the final rule 
under our discussion of APC median 
calculations and on our Web site. We 
also agree that we should have placed 
the hospital specific overall CCR to 
estimate costs for HBOT on our public 
use file. We will remedy this for the CY 
2007 rulemaking process. 

g. Ophthalmology Examinations (APC 
0601) 

Comment: One commenter, 
representing eye physicians and 
surgeons, agreed with our decision to 
exempt the APC 0235 (Level I Posterior 
Segment Eye Procedures) from the 2 
times rule for CY 2006. The commenter 
also agreed with our proposal to move 
several other ophthalmology procedures 
into higher paying APC groups (CPT 
codes 65265, 65285, 66220, 67025, 
67027, 67036, 67038, 67039, and 
67121). See 70 FR 42704, July 25, 2005 
for a table including the proposed 
changes. 

However, this commenter disagreed 
with the proposal to move CPT codes 
92004 (eye exam, new patient) and 
92014 (eye exam, established patient) 
from APC 0602 (High Level Clinic 
Visits) to APC 0601 (Mid Level Clinic 
Visits). The commenter urged CMS to 
reconsider this decision and keep these 
codes in APC 0602. 

Response: At its February 2005 
meeting, the APC Panel recommended 
that CMS restructure APCs 0601 and 
0602 to eliminate violations of the two 
times rule. At the time of the proposed 
rule for CY 2006, the available median 
cost data for these two codes showed 
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that the hospital resources for both 
codes were more homogenous with 
other services assigned to the mid level 
clinic visit APC 0601, as compared to 
services assigned to the high level clinic 
visit APC 0602. Keeping these codes in 
APC 0602 for CY 2006 would have 
resulted in significant overpayments for 
both codes based on historical hospital 
claims data. 

We now have additional claims data, 
reflecting more complete median costs 
for both codes from CY 2004 claims. 
Upon review of CPT code 92004, its 
median cost of $82 based on almost 
21,000 single claims is more consistent 
with the median costs of other services 
assigned to APC 0602 ($88), and 
assigning this code to APC 0602 for CY 
2006 would not cause a two times rule 
violation. We, therefore we will not 
finalize our CY 2006 proposal to move 
CPT code 92004 to APC 0601, but 
instead we will reassign CPT code 
92004 back to APC 0602 for CY 2006. 
However, the median cost of CPT code 
92014 ($67) based on nearly 100,000 
single claims remains more consistent 
with the median cost of APC 0601 ($60). 
Based on OPPS hospital claims data, 
hospitals are consistently reporting 
higher costs for comprehensive eye 
exams for new patients in comparison 
with comprehensive eye exams for 
established patients. These differences 
in costs likely result from the additional 
hospital resources required to provide 
eye exams to new patients, in keeping 
with current clinical practice. To return 
CPT code 92014 to APC 0602 for CY 
2006 would significantly overpay 
comprehensive eye examinations for 
established patients. We therefore 
finalize our CY 2006 proposal to assign 
CPT code 92014 to APC 0601. 

h. Pathology Services 
Comment: One commenter supported 

the proposed status indicator of B for 
HCPCS codes D0472–D0999 because the 
commenter indicated that providers 
should bill the appropriate CPT code in 
place of these codes. The commenter 
urged CMS to require its contractors to 
deny claims for HCPCS codes D0472– 
D0999. 

Response: We agree that these HCPCS 
codes duplicate existing CPT codes and 
therefore have designated them as not 
payable or recognized under OPPS. As 
a practical matter, this change in status 
indicator has little or no impact on 
providers because of this entire code 
series, in all of CY 2004, only 3 units of 
HCPCS code D0999 were billed by 
hospitals under OPPS. This CY 2006 
final rule with comment period applies 
to payments under the OPPS and a 
comment that we should deny claims 

for these codes submitted by all other 
providers in all other settings is outside 
the scope of this final rule. 

Comment: One commenter objected to 
payment of CPT code 86586 under the 
OPPS and asked that we place it on the 
clinical laboratory fee schedule for CY 
2006 because currently, the only source 
of payment is under the OPPS and 
therefore independent laboratories 
cannot be paid for it. 

Response: We agree with this 
comment and we will pay for this code 
under the clinical lab fee schedule in 
CY 2006. This code will therefore not be 
paid under the OPPS in 2006. 

Comment: One commenter objected to 
payment being made under the OPPS 
for CPT codes 80500–80502 and 88187– 
88189, which are for physician 
interpretation and report services. The 
commenter asked that we change their 
status indicators to ‘‘M’’ so that the 
codes would not be billable to a fiscal 
intermediary nor payable under the 
OPPS. The commenter believed that 
these services should only be paid to 
physicians on claims submitted by 
carriers. 

Response: These services currently 
have status indicator ‘‘X’’ and are 
separately paid under OPPS. We believe 
that payment to hospitals is appropriate 
because of the resources hospitals 
furnish for the physician to be able to 
perform these services in a hospital (that 
is, space, computer, office supplies, 
medical records system). 

i. Photodynamic Therapy of the Skin 
(APC 0013) 

Comment: One commenter supported 
the proposed move of CPT code 96567 
(Photodynamic Therapy of the Skin) 
from APC 0013, with a proposed 
payment rate of $66, to APC 0016 with 
a proposed payment rate of $153. The 
commenter also expressed appreciation 
that the drug used with this procedure 
(HCPCS code J7308) is paid separately 
and not bundled into the payment for 
the procedure. The commenter asked 
that CMS continue to monitor the 
median costs reported by hospitals so 
that Medicare beneficiaries may 
continue to have access to this 
procedure and the drug associated with 
the procedure. 

Response: We appreciate the 
thoughtful comments submitted by this 
pharmaceutical manufacturer. We will 
finalize the placement of CPT code 
96567 in APC 0016 as proposed. As 
always, we will continue to monitor 
claims data submitted by hospitals to 
ensure appropriate payment for all 
procedures. 

j. Wound Care 

As stated in the July 25, 2005 
proposed rule (70 FR 42692), based 
upon a recommendation from the APC 
Panel we referred CPT code 97602 (non- 
selective wound care) for MPFS 
evaluation of its bundled status in 
relation to services provided under the 
OPPS. In the proposed rule for CY 2006, 
we assigned CPT code 97602 a status 
indicator of ‘‘A,’’ meaning that while it 
was not payable under the OPPS, it was 
payable under a fee schedule other than 
the OPPS, specifically the MPFS. We 
explained that, under the MPFS, the 
nonselective wound care services 
described by CPT code 97602 are 
‘‘bundled’’ into the selective wound 
care debridement codes (CPT codes 
97597 and 97598). Furthermore, under 
the MPFS, a separate payment is never 
made for ‘‘bundled’’ services and, 
because of this designation, the provider 
does not receive separate payment for 
furnishing non-selective wound care 
services described by CPT code 97602. 

We received several public comments 
concerning our proposed treatment of 
CPT code 97602 under the OPPS. 

Comment: Several commenters 
objected to our proposal to maintain a 
status indicator of ‘‘A’’ for CPT code 
97602, which does not allow for 
separate payment under the OPPS. 
These commenters contended that CMS’ 
recognition of this code only under the 
MPFS as a bundled service is equivalent 
to CMS asking hospitals to furnish but 
not charge for this service. They 
asserted that our decision not to pay for 
this service under the OPPS is based on 
a misclassification of this code as an 
‘‘always therapy’’ service. They further 
explained that registered nurses, as 
opposed to physical therapists, 
routinely perform non-selective wound 
care services in the hospital outpatient 
setting. These commenters urged CMS 
to acknowledge non-selective wound 
care as meeting the definition of covered 
outpatient therapeutic services under 
the OPPS. Two commenters requested 
that we assign the newly proposed 
status indicator ‘‘Q’’ to CPT code 97602 
so that separate payment can be made 
under the OPPS when this is the only 
payable service provided under the 
OPPS. These two commenters also 
suggested that we pay this service at the 
same payment rate as services assigned 
to APC 0600 (Low Level Clinic Visits). 

Another commenter strongly 
recommended that CMS also review our 
status indicator assignment of ‘‘A’’ to 
CPT codes 97605 (Negative pressure 
wound therapy; total wound(s) surface 
area less than or equal to 50 sq. cm.) and 
97606 (Negative pressure wound 
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therapy; total wound(s) surface area 
greater than 50 sq. cm.), in addition to 
CPT code 97602 as mentioned by other 
commenters and discussed above. The 
commenter urged that we pay separately 
for these services under the OPPS, 
emphasizing that these codes represent 
comprehensive wound care 
management and are typically not 
performed with any other service. 
Furthermore, the commenter objected to 
our designation of CPT codes 97602, 
97605, and 97606 as ‘‘always therapy’’ 
services, contending that these services 
are often performed by registered nurses 
and should be classified as ‘‘sometimes 
therapy’’ services and assigned a status 
indicator of ‘‘S’’ which pays separately 
under the OPPS. Finally, this 
commenter recommended that we 
assign CPT codes 97602, 97605, and 
97606 to New Technology APC 1502 
(Level II $50–$100) with a payment rate 
of $75 for CY 2006 until we can collect 
hospital claims data to aid us in 
assigning these services to a clinical 
APC based on hospital median costs. 

Response: We thank the commenters 
for their views on the classification and 
payment status of wound care services 
under the OPPS. Pursuant to a 
congressional mandate (Balanced 
Budget Act of 1997, Pub. L. 105–33) to 
pay for all therapy services under one 
prospective payment system, as 
provided under section 1834(k)(5) of the 
Act, we created a therapy code list to 
identify and track outpatient therapy 
services paid under the MPFS. We 
provide this list of therapy codes along 
with their respective designation in the 
Medicare Claims Processing Manual 
Pub. 100–04, section 20. We define an 
‘‘always therapy’’ service as a service 
that must be performed by a qualified 
therapist under a certified therapy plan 
of care, and a ‘‘sometimes therapy’’ 
service as a service that may be 
performed by a non-therapist outside of 
a certified therapy plan of care. As 
recommended by the commenters, we 
have carefully reviewed our designation 
of CPT codes 97602, 97605, and 97606 
as ‘‘always therapy’’ codes and our 
assignment of payment status indicator 
‘‘A’’ to these codes under the OPPS. In 
light of the comments, we have also 
reexamined our classification of CPT 
codes 97597 (selective wound care; total 
wound(s) surface area less than or equal 
to 20 sq. cm.) and 97598 (selective 
wound care; total wound(s) surface area 
greater than 20 sq. cm.) as ‘‘sometimes 
therapy’’ codes with respect to payment 
under the OPPS. The past implications 
of designating CPT codes 97602, 97605, 
and 97606 as ‘‘always therapy’’ services, 
in addition to assigning these codes a 

status indicator of ‘‘A’’ under the OPPS 
indicating they were to be paid off the 
MPFS, were that hospitals may have 
been unable to bill and be paid for these 
services when they were provided as 
non-therapy in the hospital outpatient 
setting. When some of these OPPS 
services were packaged under the 
MPFS, hospitals received no separate 
payment, and when other services were 
paid off the MPFS, the services were 
required to meet the criteria for therapy 
services. However, this requirement for 
payment to hospitals only as therapy 
services was inconsistent with 
Medicare’s designation of CPT codes 
97597 and 97598 as ‘‘sometimes 
therapy’’ services, that could be 
appropriately provided either as therapy 
services or as non-therapy services. 
Therefore, for CY 2006, we are 
reclassifying CPT codes 97602, 97605, 
and 97606 as ‘‘sometimes therapy’’ 
services that may be appropriately 
provided either as therapy or non- 
therapy services, as well as maintaining 
our designation of CPT codes 97597 and 
97598 as ‘‘sometimes therapy’’ services. 

In order to pay hospitals accurately 
when delivering these ‘‘sometimes 
therapy’’ services independent of a 
therapy plan of care, we are establishing 
payment rates for CPT codes 97597, 
97598, 97602, 97605, and 97606 under 
the OPPS when performed as non- 
therapy services in the hospital 
outpatient setting. To further clarify, 
hospitals will receive separate payment 
under the OPPS when they bill for 
wound care services described by CPT 
codes 97597, 97598, 97602, 97605, and 
97606 that are furnished to hospital 
outpatients by non-therapists 
independent of a therapy plan of care. 
In contrast, when such services are 
performed by a qualified therapist under 
an approved therapy plan of care, 
providers should attach an appropriate 
therapy modifier (that is, GP for 
physical therapy, GO for occupational 
therapy, and GN for speech-language 
pathology) and/or report their charges 
under a therapy revenue code (that is, 
420, 430, or 440) to receive payment 
under the MPFS. The OCE logic will 
either assign these services to the 
appropriate APC for payment under the 
OPPS if the services are non-therapy, or 
will direct contractors to the MPFS 
established payment rates if the services 
are identified on hospital claims with a 
therapy modifier or therapy revenue 
code as therapy. 

Under the OPPS, we considered 
several options for determining the APC 
placement of CPT codes 97597, 97598, 
97602, 97605, and 97606. As two 
commenters suggested, we considered 
placing these codes in APC 0600 (Low 

Level Clinic Visits); however, we 
concluded that these services do not 
share similar enough characteristics in 
terms of clinical homogeneity and 
resource requirements to other services 
assigned to APC 0600. In particular, 
specialized supplies are likely necessary 
for the procedures, unlike many of the 
supplies used in services assigned to 
APC 0600. Likewise, we also considered 
one commenter’s recommendation to 
assign CPT codes 97597, 97598, 97602, 
97605, and 97606 to New Technology 
APC 1502 with a payment rate of $75. 
However, because we do not consider 
wound care services to be appropriately 
described by a new technology 
designation under the OPPS, nor do we 
expect the resource intensity of these 
services to approach $75, we are not 
assigning these services to New 
Technology APC 1502. Instead, we 
sought to place these codes in clinical 
APCs with like services sharing similar 
resource requirements. Therefore, for 
CY 2006, we are assigning CPT code 
97602 to APC 0340 (Minor Ancillary 
Procedures) because we consider the 
resource requirements of this service to 
be similar to the hospital resources 
necessary for many of the other minor 
hospital procedures assigned to this 
APC. While it may be that our CY 2004 
hospital claims data may not reflect all 
claims for services that could have been 
described by CPT code 97602 because 
some hospitals may have been billing 
for an evaluation and management 
service if nonselective wound care was 
the only procedure provided on a day, 
we note that based on almost 75,000 
single claims the median cost of $42 for 
CPT code 97602 is very consistent with 
the CY 2006 median cost of $36 for APC 
0340. In addition, we are assigning CPT 
codes 97597 and 97605 to APC 0012 
(Level I Debridement and Destruction), 
and CPT codes 97598 and 97606 to APC 
0013 (Level II Debridement and 
Destruction) because we consider these 
services to closely resemble both the 
clinical characteristics and resource 
requirements of the other debridement 
services assigned to these APCs. We 
have listed these five codes in 
Addendum B with status indicator ‘‘X’’ 
for CPT code 97602 and status indicator 
‘‘T’’ for CPT codes 97597, 97598, 97605, 
and 97606, along with their individual 
APC assignments to indicate their 
payment rates in common hospital 
outpatient circumstances where the 
services are provided as non-therapy. If 
a claim indicates, as described above, 
that the services are provided as 
therapy, the claim for such services will 
be paid under the MPFS. 
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When hospitals provide wound care 
services, they should bill the most 
appropriate CPT codes to describe those 
services. Hospitals should not bill for an 
evaluation and management service 
along with the wound care service 
unless a significant, separately 
identifiable evaluation and management 
service, correctly identified with 
modifier ¥25 on the claim, was also 
provided to the patient during the same 
encounter. Lastly, under the OPPS we 
consider payment for nonselective 
wound care to always be included in 
payment for selective wound care or 
negative pressure wound therapy if both 
services are provided at the same 
anatomic site in one encounter. 
Therefore, hospitals should not bill for 
both services when nonselective wound 
care is provided with selective wound 
care or negative pressure wound therapy 
at the same anatomic site in a single 
encounter. Hospitals would 
appropriately use the ¥59 modifier to 
indicate nonselective and selective 
wound care or negative pressure wound 
therapy services provided in a single 
encounter at different anatomic sites. 

IV. Payment Changes for Devices 

A. Device-Dependent APCs 
Device-dependent APCs are 

populated by HCPCS codes that usually, 
but not always, require that a device be 
implanted or used to perform the 
procedure. For the CY 2002 OPPS, we 
used external data, in part, to establish 
the device-dependent APC medians 
used for weight setting. At that time, 
many devices were eligible for pass- 
through payment. For the CY 2002 
OPPS, we estimated that the total 
amount of pass-through payments 
would far exceed the limit imposed by 
statute. To reduce the amount of a pro 
rata adjustment to all pass-through 
items, we packaged 75 percent of the 
cost of the devices, using external data 
furnished by commenters on the August 
24, 2001 proposed rule and information 
furnished on applications for pass- 
through payment, into the median costs 
for the device-dependent APCs 
associated with these pass-through 
devices. The remaining 25 percent of 
the cost was considered to be pass- 
through payment. 

In the CY 2003 OPPS, we determined 
APC medians for device-dependent 
APCs using a three-pronged approach. 
First, we used only claims with device 
codes on the claim to set the medians 
for these APCs. Second, we used 
external data, in part, to set the medians 
for selected device-dependent APCs by 
blending that external data with claims 
data to establish the APC medians. 

Finally, we also adjusted the median for 
any APC (whether device-dependent or 
not) that declined more than 15 percent. 
In addition, in the CY 2003 OPPS we 
deleted the device codes (‘‘C’’ codes) 
from the HCPCS file in the belief that 
hospitals would include the charges for 
the devices on their claims, 
notwithstanding the absence of specific 
codes for devices used. 

In the CY 2004 OPPS, we used only 
claims containing device codes to set 
the medians for device-dependent APCs 
and again used external data in a 50–50 
blend with claims data to adjust 
medians for a few device-dependent 
codes when it appeared that the 
adjustments were important to ensure 
access to care. However, hospital device 
code reporting was optional. 

In the CY 2005 OPPS, which was 
based on CY 2003 claims data, there 
were no device codes on the claims and, 
therefore, we could not use device- 
coded claims in median calculations as 
a proxy for completeness of the coding 
and charges on the claims. For the CY 
2005 OPPS, we adjusted device- 
dependent APC medians for those 
device-dependent APCs for which the 
CY 2005 OPPS payment median was 
less than 95 percent of the CY 2004 
OPPS payment median. In these cases, 
the CY 2005 OPPS payment median was 
adjusted to 95 percent of the CY 2004 
OPPS payment median. We also 
reinstated the device codes and made 
the use of the device codes mandatory 
where an appropriate code exists to 
describe a device utilized in a procedure 
and also implemented HCPCS code 
edits to facilitate complete reporting of 
the charges for the devices used in the 
procedures assigned to the device- 
dependent APCs. 

1. Public Comments and Our Responses 
on the November 15, 2004 OPPS Final 
Rule With Comment Period 

We solicited public comments 
concerning the methodology set forth in 
our CY 2005 OPPS final rule with 
comment period (November 15, 2004, 
69 FR 65681). A summary of the 
comments we received and our 
responses follow: 

Comment: One commenter asked that 
CMS implement device edits other than 
those included in Table 19 of the 
November 15, 2004 final rule with 
comment period in April 2005. The 
commenter asked that CMS add the 
following APCs to the list of device- 
dependent APCs and implement device 
editing for them using the specific 
device codes provided by the 
commenter: APC 0088 (Thrombectomy), 
APC 0141 (Level I Upper GI 
Procedures), APC 0151 (Endoscopic 

Retrograde Cholangio-Pancreatography), 
APC 0154 (Hernia/Hydrocele 
Procedures), APC 0187 (Miscellaneous 
Placement/Repositioning), APC 0315 
(Level II Implantation of 
Neurostimulator), APC 0415 (Level II 
Endoscopy Lower Airway), APC 0416 
(Level I Intravascular and Intracardiac 
Ultrasound and Flow Reserve), and APC 
0676 (Level II Thrombolysis and 
Thrombectomy). 

Response: We implemented the 
device edits for device-dependent APCs 
in two phases for CY 2005. Those 
identified in Table 19 of the November 
15, 2004 final rule with comment period 
(69 FR 65763) were implemented 
effective for services furnished April 1, 
2005, and later. The remaining edits for 
device-dependent APCs were 
implemented effective for services 
furnished October 1, 2005, and later. We 
implemented the edits in two phases so 
that we could ensure that any systems 
issues that might arise with 
implementation of the first set of edits 
would be resolved before we 
implemented the remainder of the edits. 
We limited the edits we implemented to 
those for services included in the list of 
device-dependent APCs that we posted 
on the CMS Web site for public review 
to minimize the possibility of 
unintended claims processing problems. 
At this time, we have not expanded the 
scope of device-dependent APCs or the 
scope of the edits because of concerns 
raised by hospitals regarding the 
administrative burden that edits impose 
on hospitals. We will evaluate the 
impact of the edits on hospitals and on 
our claims data before we consider 
expanding the scope of the edits to other 
services such as those suggested by the 
commenter. 

Comment: One commenter 
recommended that device codes C1750 
(Cath, hemodialysis, long-term) and 
C1752 (Cath, hemodialysis, short-term) 
be allowed when billing for services 
using CPT codes 36557 (Insert tunneled 
cv cath), 36558 (Insert tunneled cv 
cath), and 36581 (Replace tunneled cv 
cath). The commenter further 
recommended that CMS allow the use of 
device code C1898 (Lead, pmkr, other 
than trans) when billing for services 
using CPT codes 33211 (Insertion of 
heart electrode), 33216 (Insert lead pace- 
defib, one), and 33217 (Insert lead pace- 
defib, dual). 

Response: We agree with the 
commenter’s recommendations and 
made the changes when the edits were 
implemented in the two phases for CY 
2005 discussed above in response to the 
preceding comment. 

Comment: One commenter 
recommended that device codes for 
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brachytherapy needles, catheters, and 
sources be required when providers bill 
for the following CPT codes for 
brachytherapy application: 77761, 
77762, 77763, 77776, 77777, 77778, 
77781, 77782, 77783, and 77784. 
Numerous other commenters strongly 
opposed device editing for 
brachytherapy procedures due to the 
burden that it would impose on them. 

Response: We did not require these 
edits for CY 2005. The needles and 
catheters that are placed for the 
application of brachytherapy sources are 
not placed when the procedures cited 
are performed but are generally placed 
in procedures that are coded separately. 
In the case of application of seeds for 
prostate brachytherapy (CPT code 
77778), the needles or catheters are 
placed when CPT code 55859 (Percut/ 
needle insert, pros) is performed and 
not as part of CPT code 77778. 
Moreover, for CY 2005, sources of 
brachytherapy are billed and paid 
separately on the basis of charges 
reduced to cost and, therefore, are 
irrelevant to the calculation of a median 
cost for the application of the 
brachytherapy sources because, unlike 
other devices, the cost of brachytherapy 
sources is not packaged into the 
payment for the service in which the 
sources are required. 

2. CY 2006 Proposal, APC Panel 
Recommendations, and Responses to 
Public Comments Received 

In the CY 2006 OPPS proposed rule, 
we proposed to base the OPPS device- 
dependent APC medians on CY 2004 
claims, the most current data available. 
In CY 2004, the use of device codes was 
optional. Thus, for the CY 2006 OPPS 
proposed rule, we proposed to calculate 
median costs for these APCs using all 
single bills without regard to whether 
there was a device code reported on the 
claim. We calculated median costs for 
this set of APCs using the standard 
median calculation methodology. This 
methodology uses single procedure 
claims to set the median costs for the 
APC. We then compared these 
unadjusted median costs to the adjusted 
median costs that we used to set the 
payment rates for the CY 2005 OPPS. 
We found that 21 APCs experienced 
increases in median cost compared to 
the CY 2005 OPPS adjusted median 
costs, 1 APC median was unchanged, 16 
APCs experienced decreases in median 
costs, and 8 APCs were proposed to be 
reconfigured in such a way that no valid 
comparison was possible. Table 15 
published in the CY 2005 OPPS 
proposed rule showed the comparison 
of these median costs (70 FR 42714). 

As we stated previously, in CY 2004, 
CMS reissued HCPCS codes for devices 
and asked hospitals to voluntarily code 
devices utilized to provide services. As 
part of our development of the medians 
for this final rule with comment period, 
we examined CY 2004 claims that 
contained device codes that met our 
device edits, as posted on the OPPS 
Web site at http://www.cms.hhs.gov/ 
providers/hopps/default.asp. We found 
that, in many cases, the number of 
claims that passed the device edits was 
quite small. To use these claims to set 
medians for the CY 2006 OPPS would 
mean that the medians for some of these 
APCs would be set based on very small 
numbers of claims, reflecting the fact 
that, in CY 2004 when device coding 
was optional under the OPPS, relatively 
few hospitals chose to code for devices. 
Therefore, we did not propose to use 
only claims that passed the device edits 
to set the median costs for device- 
dependent APCs for the CY 2006 OPPS. 

When we considered whether to base 
the weights for these APCs on the 
unadjusted median costs, we found that, 
for 10 of the 38 APCs for which the APC 
composition is stable, basing the 
payment weight on the unadjusted 
median cost would result in a reduction 
of more than 15 percent in the median 
cost for the CY 2006 OPPS compared to 
the CY 2005 OPPS. 

In the CY 2006 proposed rule, we 
stated that we fully expect to use the 
unadjusted median costs for device- 
dependent APCs as the basis of their 
payment weights for the CY 2007 OPPS 
because device coding is required for 
CY 2005 and device editing is being 
implemented in CY 2005, so that all CY 
2005 claims should reflect the costs of 
devices used to provide services. 
Nevertheless, we recognized that a 
payment reduction of more than 15 
percent from the CY 2005 OPPS to the 
CY 2006 OPPS may be problematic for 
hospitals that provide the services 
contained in these APCs. Therefore, for 
the CY 2006 OPPS, we proposed to 
adjust the median costs for the device- 
dependent APCs listed in Table 15 of 
the CY 2006 proposed rule (70 FR 
42714) for which comparisons with 
prior years are valid to the higher of the 
CY 2006 unadjusted APC median or 85 
percent of the adjusted median on 
which payment was based for the CY 
2005 OPPS. We stated that we viewed 
this as a transitional step from the 
adjusted medians of past years to the 
use of unadjusted medians based solely 
on hospital claims data with device 
codes in future years. 

As stated in the proposed rule (70 FR 
42714), we expect that CY 2006 will be 
the last year in which we would make 

an across-the-board adjustment to the 
median costs for these device- 
dependent APCs based on comparisons 
to the prior year’s payment medians. We 
believe that mandatory reporting of 
device codes for services furnished in 
CY 2005, combined with the editing of 
claims for the presence of device codes, 
where such codes are appropriate, 
would result in claims data that more 
fully reflect the relative costs of these 
services and that across-the-board 
adjustments to median costs for these 
APCs would no longer be appropriate. 

a. APC Panel Recommendations 

In the CY 2005 proposed rule, we 
proposed to treat APCs 0107 and 0108 
in the same manner as we proposed to 
treat other device-dependent APCs. We 
note that at its August 2005 meeting, the 
APC Panel recommended that CMS set 
the payment rates for cardioverter 
defibrillator APCs (APCs 0107 and 
0108) at the CY 2005 payment rates plus 
the full market basket increase for CY 
2006. We did not accept this 
recommendation because to do so 
would greatly contradict our stated 
policy of applying a single standardized 
methodology wherever possible to 
establish APC payment amounts that are 
appropriately relative to one another. 

The APC Panel also recommended 
that CMS add APC 0416 (Level I 
Intravascular and Intracardiac 
Ultrasound and Flow Reserve) and, in 
particular, CPT code 37250 (Iv us first 
vessel add-on) to the list of device- 
dependent APCs and require device 
editing for CPT code 37250. 

We did not accept this 
recommendation. Many services that 
require devices are not included in the 
set of APCs to which we have given 
special attention as they came off pass- 
through status. We package the costs of 
relatively high cost devices into the 
median costs for the device-dependent 
APCs, and the absence of charges for 
these devices on claims is the reason for 
special treatment of the APCs in the 
past. The absence of charges also gives 
rise to our application of device editing 
to the services in the device-dependent 
APCs so that our hospital claims data 
are more complete for these specific 
services. At this time, we see no 
compelling reason to expand this list of 
device-dependent APCs. This is 
particularly true given that we expect 
that, for CY 2007, these APCs will not 
receive special attention as a class. 
However, we note that we will make 
case-by-case decisions regarding the 
adjustment of median costs where we 
believe that it is appropriate. 
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b. Public Comments Received and Our 
Responses 

We received numerous public 
comments concerning our proposal. 
Following is a summary of those 
comments and our responses: 

(1) Adjustment of Median Costs 

Comment: Some commenters 
supported the proposed median cost 
adjustment for device-dependent APCs 
and supported the use of claims data to 
set the relative weights for the CY 2006 
OPPS. However, many commenters 
stated that the proposed payments are 
inadequate to compensate hospitals for 
the full costs of the devices and 
procedures for many APCs, including, 
but not limited to, implantation of 
cochlear implants, neurostimulators, 
urologic prosthetics, and cardioverter 
defibrillators. 

Commenters presented a variety of 
requests for revised median costs or 
revised payment rates. Many 
commenters asked that CMS accept and 
use external data in place of claims data 
and requested that CMS accept and use 
confidential and proprietary 
information that cannot be made public. 
Other commenters objected to the use of 
external data to set median costs that are 
the basis of the rates and to the use of 
any proprietary or confidential 
information that cannot be shared with 
the public. Some commenters asked 
CMS to substitute specific amounts they 
identified for the device portion of the 
median cost, for the full median cost, or 
for the payment amount for the APCs of 
interest to them. Commenters urged 
CMS to restrict the claims used to 
calculate the median costs for device- 
dependent APCs to those with specified 
diagnoses, or to those with specified 
HCPCS device codes, or with specified 
revenue code charges only if the charges 
associated with those codes exceeded 
amounts they recommended. Some 
commenters asked that CMS set the CY 
2006 median cost at the CY 2005 
adjusted median with an inflation 
adjustment for the full market basket 
increase for CY 2006. Other commenters 
asked CMS to adjust the medians to no 
less than 95 percent of the CY 2005 
OPPS adjusted medians for all APCs, as 
well as for device-dependent APCs. 
These commenters stated that a 
transitional step to 85 percent was too 
great to prevent disruption to care. 

Some commenters asked CMS to 
disregard requests to set the payment 
rates at 100 percent of the CY 2005 
OPPS payment rates plus inflation for 
neurostimulator and cardioverter 
defibrillator APCs, which they stated 
have been given preferential treatment 

over other device-dependent APCs in 
past years. These commenters requested 
that the same adjustment policy apply 
to all device-dependent APCs. Some 
commenters asked CMS to use only 
claims that contained appropriate 
device codes in the calculations of the 
median costs because the presence of 
the device code and a charge for the 
device are more likely to produce the 
best possible estimate of relative cost for 
the service. All commenters who 
addressed this general issue of device- 
dependent APCs supported an 
adjustment of some type to median costs 
for these high cost APCs. 

Response: After considering all of the 
comments received, we have set the 
median costs for device-dependent 
APCs for CY 2006 at the highest of: The 
median cost of all single bills; the 
median cost calculated using only 
claims that contain pertinent device 
codes and for which the device cost is 
greater than $1; or 90 percent of the 
payment median that was used to set 
the CY 2005 payment rates. We set 90 
percent of the CY 2005 payment median 
as a floor in consideration of comments 
that stated that a 15-percent reduction 
from the CY 2005 payment median was 
too large of a transitional step. We also 
incorporated, as part of our 
methodology, the recommendation to 
base payment on medians that were 
calculated using only claims that passed 
the device edits. We believe that this 
policy provides a reasonable transition 
to full use of claims data in CY 2007, 
while better moderating the amount of 
decline from the CY 2005 OPPS 
payment rates. Table 16 of this final rule 
with comment period contains the CY 
2005 payment median, the CY 2006 
unadjusted single bill median, the 
amount represented by 90 percent of the 
CY 2005 payment median, the CY 2006 
median calculated using only claims 
containing appropriate devices, and the 
CY 2006 adjusted median on which 
payment is based. As we discussed, in 
the CY 2006 proposed rule, we did not 
adjust the medians for APC 0122 (Level 
II Tube Changes and Repositioning), 
APC 0427 (Level III Tube Changes and 
Repositioning) APC 0166 (Level I 
Urethral Procedures), APC 0168 (Level 
II Urethral Procedures), APC 0621 
(Level I Vascular Access Procedures), 
APC 0622 (Level II Vascular Access 
Procedures), and APC 0623 (Level III 
Vascular Access Procedures) because of 
substantial migration of HCPCS codes 
within these APCs. 

We did not inflate the CY 2005 
median cost or payment rate by the 
market basket, or substitute specific 
amounts derived from external studies 
or other external sources, as requested 

by commenters, because doing so would 
contradict our stated policy of using 
claims data developed from a single 
source, and applying a single 
standardized methodology wherever 
possible to establish payment amounts 
that are appropriately relative to one 
another. The Medicare claims database 
we use contains all claims for all 
services paid under the OPPS for all 
Medicare patients (other than those in 
Medicare managed care programs). As 
such, we believe that it is the best and 
most reliable source for standardized 
utilization and cost data in the Nation 
with regard to Medicare outpatient 
hospital care. Because the OPPS is a 
relative weight system, we believe it is 
important that, to the maximum extent 
possible, the relative weights be 
calculated using standardized processes 
and a standardized base of claims data. 

(2) Effects of Inconsistent Markup of 
Charges 

Comment: Some commenters objected 
to the use of claims data because they 
believed the payments that result are 
less than the cost of the procedures and 
the devices due to the high markup of 
low cost items and services and the low 
markup of high cost items and services. 
They indicated that the use of CCRs 
applied to hospital charges results in 
median costs that are inadequate for 
high cost devices because the markup 
on high cost devices is insufficient to 
result in the correct costs for the devices 
after application of CCRs calculated 
from all services in the applicable 
departments. Commenters offered a 
variety of recommendations for dealing 
with this phenomenon that they 
identified as ‘‘charge compression.’’ 
They suggested that CMS establish a 
sample of hospitals from which data 
would be collected for use in place of 
claims data or to validate the data 
derived from claims. They also 
suggested that CMS establish a new cost 
center solely for high cost devices and 
calculate an appropriate CCR for this 
new specialized cost center. Some of the 
commenters recommended that CMS 
conduct a study of the data of volunteer 
hospitals to determine an appropriate 
CCR for high cost devices that would be 
applied to all hospitals. They noted that 
CMS could adjust claims-based medians 
by substituting proprietary confidential 
cost data for the device portion of the 
median costs. They suggested that CMS 
could also calculate a charge 
decompression factor that would 
estimate the markup function from 
charges on claims and device 
acquisition cost data and incorporate 
these data into setting two CCRs: one for 
high cost devices and one for low cost 
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devices, which would be used in place 
of actual hospital CCRs. Lastly, the 
commenters also suggested that CMS 
could create a broad stakeholder panel 
to address this issue. 

Other commenters stated that the use 
of the hospital’s average CCR results in 
computed costs and relative weights 
that are more or less than specific actual 
costs, but that this averaging is 
appropriate and desirable in a PPS and 
should continue. They stated that the 
alternative is a micromanaged payment 
system that resembles the system that 
Congress discarded in favor of a 
bundled PPS. The commenters urged 
CMS to remain committed to the 
principles of a PPS and the use of 
averaging, rather than seeking to pay the 
actual cost for one element of costs at 
the expense of all other items and 
services, which they stated would occur 
as a result of the application of budget 
neutrality adjustments required by law. 
They reiterated that many factors go into 
the decision of what services to furnish 
in a hospital, and that the payment for 
a specific service is only one of the 
applicable factors. 

Response: We agree that the use of the 
hospital’s average CCR results in 
computed costs and relative weights 
that may be more or less than specific 
actual costs and that this averaging is 
appropriate and desirable in a PPS and 
should continue. One of the principal 
purposes of determining median costs 
for weight setting in a budget neutral 
payment system is to determine the 
appropriate relativity in resource use 
among services, so that the fixed 
amount of money can be fairly and 
equitably distributed among hospitals 
based on case-mix. We note that, in 
general, the median costs derived from 
this process may not represent the 
actual acquisition costs of the services 
being furnished, nor will they ever 
represent acquisition costs. They are 
estimated relative costs that are 
converted to relative weights, scaled for 
budget neutrality, and then multiplied 
by a conversion factor to result in 
payments that, as we have previously 
discussed, were designed in such a 
manner that they are not expected to 
pay the full costs of the services. 

(3) Effects of Multiple Procedure 
Reduction 

Comment: Some commenters stated 
that all device-dependent APCs should 
be assigned a status indicator of ‘‘S’’ 
(significant service, separately payable) 
because none of the procedures assigned 
to these APCs should ever be reduced 
when performed with another 
procedure. Commenters stated that 
much of the cost of these procedures is 

a function of the cost of the device, and 
that the device cost remains unchanged 
whether the procedure in which it is 
required is performed with other 
surgical procedures or not. Commenters 
specifically objected to the movement of 
CPT code 33225 (L ventric pacing lead 
add-on) from New Technology APC 
1525 in CY 2005 where it has a status 
indicator of ‘‘S’’ to APC 0418 ( Insertion 
of Left Ventricular Pacing Elect) for CY 
2006, in which it was proposed to have 
status indicator ‘‘T,’’ because the 
payment for the procedure, when 
performed in addition to another 
procedure, would be reduced by 50 
percent although most of the cost of the 
procedure is in the device, the cost of 
which remains fixed. Commenters also 
specifically objected to the assignment 
of status indicator ‘‘T’’ to APCs 0223 
and 0227 because it results in a 
reduction in payment when services to 
place a catheter and implant an infusion 
pump are provided in the same session. 

Response: We decide on a service-by- 
service basis whether the assignment of 
a status indicator ‘‘S’’ or ‘‘T’’ is 
appropriate. In the case of most device- 
dependent APCs, the service in question 
is never reduced because it is always the 
procedure with the highest payment rate 
(for example, cochlear implants and 
insertion of a cardioverter defibrillator 
(ICD)), and the assignment of a status 
indicator ‘‘T’’ is necessary so that the 
lower cost services are reduced in 
payment to reflect the efficiencies that 
occur when they are done at the same 
time as the highest paid procedure. 

In the case of CPT code 33225 for 
insertion of a left ventricular pacing 
electrode at time of insertion of an ICD, 
we believe that payment at 50 percent 
of the payment rate for APC 0418 is 
appropriate for this add-on procedure 
based on the information furnished to 
us by manufacturers, hospitals, and 
physicians who are familiar with the 
service. This procedure is always done 
as an adjunct to insertion of a 
cardioverter defibrillator and a 
significant portion of the cost of the 
procedure is in the extension of 
operating room time and not in the cost 
of the device, drugs, or supplies needed 
to furnish the service. While CPT code 
33225 is an add-on code, we discuss our 
ongoing exploration of possible 
solutions to the data challenges in 
developing appropriate payment rates 
for add-on codes in the data section 
(section II.A.) of this final rule with 
comment period. Also assigned to APC 
0418 is the stand-alone procedure for 
insertion of the left ventricular lead, and 
we believe the add-on lead insertion is 
appropriately reduced by 50 percent in 
comparison with the payment rate for 

the stand-alone insertion procedure. 
Therefore, we believe that payment at 
50 percent of the amount for APC 0418 
to which we proposed to assign CPT 
code 33225 is appropriate and, as 
proposed, we have moved CPT code 
33225 to APC 0418 with a status 
indicator of ‘‘T.’’ 

When a spinal infusion pump is 
implanted along with an intrathecal or 
epidural catheter, CPT codes billed 
likely include those assigned to APCs 
0227 and 0223, respectively. The higher 
paying APC 0227 for implantation of the 
infusion pump would receive full 
payment, while the catheter insertion 
APC 0223 would receive 50 percent of 
the APC payment because both APCs 
are assigned ‘‘T’’ status indicators. We 
believe this reduction is appropriate, as 
there are some efficiencies when both 
services are performed in a single 
session. In addition, we note that the 
CPT code for the catheter implantation 
includes the possibility of repositioning 
in its descriptor, so it is possible that 
this procedure may not require a new 
device every time it is performed. 
Therefore, we believe that the 
procedures assigned to APCs 0223 and 
0227 are appropriately assigned ‘‘T’’ 
status indicators. 

(4) Impact of Proposed Rates on Access 
to Care 

Comment: Some commenters stated 
that under the proposed payments, 
Medicare beneficiaries may not get the 
device-related services they need 
because Medicare payments would be 
inadequate to compensate hospitals for 
their costs, and that hospitals would not 
furnish the services to Medicare 
beneficiaries for the rates that Medicare 
proposed to pay in CY 2006. They stated 
that hospitals will either cease 
providing certain services, or they will 
decide not to furnish them due to low 
Medicare payment rates. 

Response: We share the commenters’ 
concern that beneficiaries have access to 
all of the care they need, regardless of 
the type of service. As other 
commenters have stated, hospitals 
decide upon the range of services to 
offer based on a variety of factors, of 
which Medicare outpatient hospital 
payment is only one. We believe that 
the best way to ensure access to care for 
Medicare beneficiaries is to establish the 
OPPS using as many claims as possible 
from all hospitals so that the relative 
weights on which the payments are 
based result in the most fair and 
equitable distribution possible of 
Medicare’s funding for outpatient 
hospital services. 

We note that our regulations at 42 
CFR 489.53(a)(2) state that a hospital 
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risks termination of its Medicare 
provider agreement if it treats Medicare 
beneficiaries differently from other 
similar patients in the hospital. 

(5) Addition of Other APCs as Device- 
Dependent APCs 

Comment: Some commenters asked 
that CMS expand the list of APCs for 
which medians will be adjusted to 
include all APCs that require the use of 
a device. Specifically, they requested 
that we apply any median adjustment 
for device-dependent APCs also to APC 
0112 (Apheresis, Photopheresis, and 
Plasmapheresis), APC 0312 
(Radioelement Applications), APC 0313 
(Brachytherapy), and APC 0651 
(Complex Interstitial Radiation Source 
Application). They asked that CMS set 
the median for all such APCs that use 
a device at the CY 2005 OPPS adjusted 
median after inflating by the full market 
basket increase for CY 2006. 
Commenters asked that CMS add APC 
0416 Level I Intravascular and 
Intracardiac Ultrasound and Flow 
Reserve) and, in particular, CPT code 
37250 (Iv us first vessel add-on) to the 
list of device-dependent APCs and 
require device editing for CPT code 
37250. They stated that this service 
requires a device, that its APC should be 
treated like all other device-dependent 
APCs, and that claims for the service 
should be returned if they are submitted 
without the HCPCS code for the device 
so that the full cost of the device will 
be included on every claim. 

Response: As previously stated in 
response to the APC Panel’s 
recommendation on a similar issue, 
many services that require devices are 
not included in the set of APCs to which 
we have given special attention as they 
came off pass-through status. We 
package the costs of relatively high cost 
devices into the median costs for the 
device-dependent APCs, and the 
absence of charges for these devices on 
claims is the reason for special 
treatment of the APCs in the past. The 
absence of charges also leads to our 
application of device editing to the 
services in the device-dependent APCs 
so that our hospital claims data are more 
complete for these specific services. At 
this time, we see no compelling reason 
to expand this list of device-dependent 
APCs. This is particularly true given 
that we expect that, for CY 2007, these 
APCs will not receive special attention 
as a class. However, we note that we 
will make case-by-case decisions 
regarding the application of edits where 
appropriate. 

(6) Instructions on Reporting Device 
Charges 

Comment: Some commenters asked 
that CMS educate providers on how to 
report charges for devices and 
technologies that do not have HCPCS 
codes, and that CMS issue explicit 
instructions regarding consistent use of 
revenue codes for reporting charges for 
devices and technologies to ensure that 
such charges are fully reported on 
claims. 

Response: CMS’ instructions 
regarding the need to report device 
codes and charges are included in the 
Internet Only Manual, Claims 
Processing Manual 100–4, Chapter 4 
(CMS Web site: http:// 
www.cms.hhs.gov/manuals/). Section 
61.1 of that manual provides 
instructions on the requirement to 
report the device code and directs 
providers to the CMS Web site for the 
most current list of HCPCS codes for 
devices and for the most recent set of 
procedure code to device edits. In 
addition, section 20.5.1 specifies 
revenue centers that should be used 
when devices are reported. As always, 
when devices do not have appropriate 
HCPCS codes for reporting, hospitals 
should be sure to include all charges 
associated with their use on claims for 
services with which the devices were 
used. 

(7) Application of Wage Index to 
Device-Dependent APCs Containing 
Devices 

Comment: Some commenters objected 
to the application of the wage index to 
an APC into which devices were 
packaged. They indicated that applying 
the wage index will continue to further 
undervalue new technology services. 
They asked that CMS revise its policy 
and apply the wage index only to the 
service portion of the procedure for 
APCs for which the device cost is more 
than 80 percent of the total APC 
payment. 

Response: Whether the application of 
the wage index to 60 percent of the APC 
payment will raise or reduce the 
payment for the service depends on the 
wage index value of the area in which 
the hospital is located. However, while 
we do not believe that the application 
of the wage index underpays new 
technology items or services, we 
acknowledge the commenter’s request, 
and we will consider it as we develop 
our policies for future updates of the 
OPPS. 

(8) Recalls of High Cost Devices 

Comment: Some commenters are 
concerned that claims for items subject 

to a recall not be used for claims setting 
as there is no charge for the device on 
the claim, and the use of the claim 
could skew the median cost. These 
commenters also asked that CMS 
provide explicit guidance on how to 
report devices for which the provider 
incurred no cost due to replacement by 
the manufacturer under a recall of the 
device. 

Response: The recalls of a significant 
number of cardioverter defibrillators 
and pacemakers to which the 
commenters referred occurred very late 
in CY 2004 and in CY 2005. Therefore, 
we believe that they have no effect on 
the CY 2004 claims used to set the rates 
for the CY 2006 OPPS. We are aware of 
the potential impact on data used for 
ratesetting for the CY 2007 OPPS and 
are already considering a strategy for 
ensuring that the CY 2005 claims data 
we will use for the CY 2007 OPPS will 
be appropriately reflective of the costs 
of the devices. We note that one way of 
doing this is to not use claims that 
contain device charges of $1.01 or less 
in the calculation of the median costs 
for these APCs. In the July 2005 OPPS 
instruction, Change Request 3915, dated 
June 30, 2005, we issued interim 
instructions regarding how hospitals 
should report device codes and charges 
when the device was furnished without 
cost by the manufacturer under a recall. 
Specifically, we advised hospitals to 
report the HCPCS code for the device 
and a token charge of $1.01 or less on 
the line with the device code. 
Accordingly, we will use the device 
code and charge combination to find 
these claims in the CY 2005 data. 

For the future, beginning January 1, 
2006, hospitals should report modifier 
‘‘FB’’ on the claim with the device code 
(where there is one to report) or with the 
procedure code (where there is no 
appropriate device code) to indicate that 
a device used in the procedure was 
furnished without cost to the provider 
and, therefore, is not being charged to 
Medicare or the beneficiary. The device 
edits will recognize the modifier and 
will not return the claim to the provider 
as incomplete because the device code 
is not on the claim. CMS will issue 
instructions regarding use of the 
modifier in the January 2006 OPPS 
change request issuance. 

(9) Separate Payment for High Cost 
Devices 

Comment: Some commenters asked 
that we pay separately for high cost 
devices and recommended that CMS 
define ‘‘high cost’’ devices as those with 
a cost greater than 50 percent of the APC 
payment rate. They indicated that even 
with device editing, they do not believe 
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that hospitals will be diligent about 
reporting all of their services or setting 
charges that reflect the costs of the 
devices. They believed that separate 
payments for high cost devices is the 
only way to achieve valid cost data for 
devices and related services. 

Response: In general, we believe that 
packaging the costs of items needed to 
furnish services into the payments for 
the services and the assignment of 
multiple services to a single APC create 
incentives for efficiency and for the 
selection of the least costly device that 
meets the patient’s needs. Therefore, for 
the CY 2006 OPPS, we will continue to 
package payment for all devices without 

pass-through status, and which are not 
brachytherapy sources, into the 
payments for the procedures that utilize 
them. However, we recognize that there 
may be valid reasons to consider 
whether it would be appropriate to pay 
separately for some high cost devices, 
and we will consider whether there are 
circumstances in which this may be 
appropriate in the future. 

After carefully reviewing all 
comments received concerning our 
proposed median cost adjustment for 
device-dependent APCs for CY 2006, we 
have set the medians for device- 
dependent APCs at the highest of: the 
median cost of all single bills; the 

median cost calculated using only 
claims that contain pertinent device 
codes and for which the device cost is 
greater than $1; or 90 percent of the 
payment median that was used to set 
the CY 2005 payment rates. Table 16 
below shows the adjusted median costs 
for the listed device-dependent APCs for 
which comparisons with prior years are 
valid to the highest of the CY 2006 
unadjusted APC median, 90 percent of 
the adjusted median on which payment 
was based for the CY 2005 OPPS, or the 
median calculated using only claims 
that meet the device code edits 
implemented in CY 2005. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

B. Pass-Through Payments for Devices 

1. Expiration of Transitional Pass- 
Through Payments for Certain Devices 

Section 1833(t)(6)(B)(iii) of the Act 
requires that, under the OPPS, a 
category of devices be eligible for 
transitional pass-through payments for 
at least 2, but not more than 3 years. 
This period begins with the first date on 
which a transitional pass-through 
payment is made for any medical device 
that is described by the category. In our 
November 15, 2004 final rule with 
comment period (69 FR 65773), we 
specified three device categories 
currently in effect that would cease to 
be eligible for pass-through payment 
effective January 1, 2006. 

The device category codes became 
effective April 1, 2001, under the 
provisions of the BIPA. Prior to pass- 
through device categories, we paid for 
pass-through devices under the OPPS 
on a brand-specific basis. All of the 
initial 97 category codes that were 
established as of April 1, 2001, have 
expired; 95 categories expired after CY 
2002 and 2 categories expired after CY 
2003. All of the categories listed in 
Table 17, along with their expected 
expiration dates, were created since we 
published the criteria and process for 
creating additional device categories for 
pass-through payment on November 2, 
2001 (66 FR 55850 through 55857). We 
based the expiration dates for the 
category codes listed in Table 17 on the 
date on which a category was first 
eligible for pass-through payment. 

There are three categories for devices 
that would have been eligible for pass- 
through payments for at least 2 years as 
of December 31, 2005. In the November 
15, 2004 final rule with comment 
period, we finalized the December 31, 
2005 expiration dates for these three 
categories—C1814 (Retinal tamponade 
device, silicone oil), C1818 (Integrated 
keratoprosthesis), and C1819 (Tissue 
localization excision device). Each 
category includes devices for which 
pass-through payment was first made 
under the OPPS in CY 2003 or CY 2004. 

In the November 1, 2002 final rule, we 
established a policy for payment of 
devices included in pass-through 
categories that are due to expire (67 FR 
66763). For CY 2003, we packaged the 
costs of the devices no longer eligible 
for pass-through payments into the costs 
of the procedures with which the 
devices were billed in CY 2001. 
Brachytherapy sources for other than 

prostate brachytherapy, which are now 
separately paid in accordance with 
section 621(b)(2) of Pub. L. 108–173, are 
an exception to this established policy. 
For CY 2005, we continued to apply this 
policy, the same as we did in CYs 2003 
and 2004, to categories of devices that 
expired on December 31, 2004. 

2. Proposed and Final Policy for CY 
2006 

For CY 2006, we proposed to 
implement the final decision we made 
in the November 15, 2004 final rule 
with comment period that finalizes the 
expiration date for pass-through status 
for device categories C1814, C1818, and 
C1819. Therefore, as of January 1, 2006, 
we will discontinue pass-through 
payment for C1814, C1818, and C1819. 
In accordance with our established 
policy, we proposed to package the 
costs of the devices assigned to these 
three categories into the costs of the 
procedures with which the devices were 
billed in CY 2004, the year of hospital 
claims data used for the CY 2006 OPPS 
update. 

We received two public comments 
concerning the expiration of pass- 
through payment for these three device 
categories. 

Comment: One commenter 
recommended that CMS extend the 
pass-through payment for device 
category C1819 until December 31, 
2006, rather than ending pass-through 
payment on December 31, 2005. The 
commenter expressed concern that our 
median cost data for the procedure 
codes utilizing a tissue localization 
excision device do not include the costs 
attributed to device category C1819, and 
that the volume of C1819 claims is not 
sufficient to affect the median costs for 
CPT codes 19125 (Excision, breast 
lesion) and 19160 (Removal of breast 
tissue). 

Response: We finalized the pass- 
through payment for device category 
code C1819 in the CY 2005 final rule 
with comment period and responded to 
a similar comment in that same rule (69 
FR 65773). In this CY 2006 final rule 
with comment period, we are merely 
implementing that decision effective for 
services furnished on or after January 1, 
2006. Moreover, we believe that the 
device costs represented by device 
category code C1819 are found in our 
median cost data, as we have CY 2004 
hospital claims billed with C1819 that 
have been used to establish CY 2006 
payment rates. As the device median 
cost was only approximately $67 and 

the median cost of APC 0028 (Level I 
Breast Surgery), where the 
accompanying procedure CPT codes 
19125 and 19160 mentioned in the 
comment reside, is over $1,100, we 
anticipate that the packaging of this 
device will not limit appropriate access. 
We note that as usage of this device 
grows, the device costs may become 
more prominent contributors to the 
median costs of procedures utilizing the 
device, as long as hospitals report the 
device code and its associated charges 
on their claims. 

Comment: One commenter expressed 
concern regarding the appropriate 
packaging of expiring device categories 
from pass-through payment for 
ophthalmologic devices after December 
31, 2005. The commenter recommended 
that device category code C1814 be 
packaged with HCPCS codes 67036 
(Removal of inner eye fluid), 67040 
(Laser treatment of retina), 67108 
(Repair detached retina), and 67112 
(Rerepair detached retina), all of which 
the commenter claimed are paid under 
APC 0672. The commenter 
recommended that device category code 
C1818 be packaged with HCPCS code 
65770 (Revise cornea with implant), 
which is proposed to be paid through 
APC 0244 (Cornea Transplant). 

Response: Our policy is to package 
the expired device categories’ costs with 
the costs relating to the procedure codes 
with which they were billed in our 
claims data. We will apply this policy 
to device category codes C1814 and 
C1818 as well. To the extent that the 
HCPCS codes reported in our claims 
data for the services associated with 
device codes C1814 and C1818 are the 
same as those HCPCS service codes 
noted in the comment, the median cost 
data for those HCPCS codes will include 
the costs associated with codes C1814 
and C1818. 

As indicated in the November 15, 
2004 final rule with comment period, 
device categories C1814, C1818 and 
C1819 will expire from pass-through 
payment on December 31, 2005. We 
remind the public that these C-codes are 
still active for the billing and reporting 
of devices and their charges along with 
the HCPCS codes for the procedures 
with which they are used. When billing 
for procedures utilizing devices that 
have active device codes, hospitals are 
required to report the codes for the 
devices on their claims for the 
procedures. 
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TABLE 17.—LIST OF CURRENT PASS-THROUGH DEVICE CATEGORIES BY EXPIRATION DATE 

HCPCS codes Category long descriptor Date(s) 
populated Expiration date 

C1814 ........................ Retinal tamponade device, silicone oil ............................................................................ 4/1/03 12/31/05 
C1818 ........................ Integrated keratoprosthesis ............................................................................................. 7/1/03 12/31/05 
C1819 ........................ Tissue localization excision device .................................................................................. 1/1/04 12/31/05 

C. Other Policy Issues Relating to Pass- 
Through Device Categories 

1. Provisions for Reducing Transitional 
Pass-Through Payments to Offset Costs 
Packaged Into APC Groups 

a. Background 
In the November 30, 2001 final rule, 

we explained the methodology we used 
to estimate the portion of each APC 
payment rate that could reasonably be 
attributed to the cost of the associated 
devices that are eligible for pass-through 
payments (66 FR 59904). Beginning 
with the implementation of the CY 2002 
OPPS quarterly update (April 1, 2002), 
we deducted from the pass-through 
payments for the identified devices an 
amount that reflected the portion of the 
APC payment amount that we 
determined was associated with the cost 
of the device, as required by section 
1833(t)(6)(D)(ii) of the Act. In the 
November 1, 2002 interim final rule 
with comment period, we published the 
applicable offset amounts for CY 2003 
(67 FR 66801). 

For the CY 2002 and CY 2003 OPPS 
updates, to estimate the portion of each 
APC payment rate that could reasonably 
be attributed to the cost of an associated 
device eligible for pass-through 
payment, we used claims data from the 
period used for recalibration of the APC 
rates. That is, for CY 2002 OPPS 
updating, we used CY 2000 claims data 
and for CY 2003 OPPS updating, we 
used CY 2001 claims data. For CY 2002, 
we used median cost claims data based 
on specific revenue centers used for 
device related costs because C-code cost 
data were not available until CY 2003. 
For CY 2003, we calculated a median 
cost for every APC without packaging 
the costs of associated C-codes for 
device categories that were billed with 
the APC. We then calculated a median 
cost for every APC with the costs of the 
associated device category C-codes that 
were billed with the APC packaged into 
the median. Comparing the median APC 
cost without device packaging to the 
median APC cost including device 
packaging enabled us to determine the 
percentage of the median APC cost that 
is attributable to the associated pass- 
through devices. By applying those 
percentages to the APC payment rates, 
we determined the applicable amount to 

be deducted from the pass-through 
payment, the ‘‘offset’’ amount. We 
created an offset list comprised of any 
APC for which the device cost was at 
least 1 percent of the APC’s cost. 

The offset list that we have published 
each year is a list of offset amounts 
associated with those APCs with 
identified offset amounts developed 
using the methodology described above. 
As a rule, we do not know in advance 
which procedures residing in certain 
APCs may be billed with new device 
categories. Therefore, an offset amount 
is applied only when a new device 
category is billed with a HCPCS 
procedure code that is assigned to an 
APC appearing on the offset list. The list 
of potential offsets for CY 2005 is 
currently published on the CMS Web 
site: http://www.cms.hhs.gov, as 
‘‘Device-Related Portions of Ambulatory 
Payment Classification Costs for 2005.’’ 

For CY 2004, we modified our policy 
for applying offsets to device pass- 
through payments. Specifically, we 
indicated that we would apply an offset 
to a new device category only when we 
could determine that an APC contains 
costs associated with the device. We 
continued our existing methodology for 
determining the offset amount, 
described earlier. We were able to use 
this methodology to establish the device 
offset amounts for CY 2004 because 
providers reported device codes (C- 
codes) on the CY 2002 claims used for 
the CY 2004 OPPS update. For the CY 
2005 update to the OPPS, our data 
consisted of CY 2003 claims that did not 
contain device codes and, therefore, for 
CY 2005 we utilized the device 
percentages as developed for CY 2004. 
In the CY 2004 OPPS update, we 
reviewed the device categories eligible 
for continuing pass-through payment in 
CY 2004 to determine whether the costs 
associated with the device categories are 
packaged into the existing APCs. Based 
on our review of the data for the device 
categories existing in CY 2004, we 
determined that there were no close or 
identifiable costs associated with the 
devices relating to the respective APCs 
that are normally billed with them. 
Therefore, for those device categories, 
we set the offset to $0 for CY 2004. We 
continued this policy of setting offsets 
to $0 for the device categories that 

continued to receive pass-through 
payment in CY 2005. 

For the CY 2006 OPPS update, CY 
2004 hospital claims are available for 
analysis. Hospitals billed device C- 
codes in CY 2004 on a voluntary basis. 
We have reviewed our CY 2004 data, 
examining hospital claims for services 
that included device C-codes and 
utilizing the methodology for 
calculating device offsets noted above. 
The numbers of claims for services in 
many of the APCs for which we 
calculated device percentages using CY 
2004 data were quite small. Many of 
these APCs already had relatively few 
single claims available for median 
calculations compared with the total bill 
frequencies because of our inability to 
use many multiple bills in establishing 
median costs for all APCs, and 
subsetting the single claims to only 
those including C-codes often reduced 
those single bills by 80 percent or more. 
Our claims demonstrate that relatively 
few hospitals specifically coded for 
devices utilized in CY 2004. Thus, we 
are not confident that CY 2004 claims 
reporting C-codes represent the typical 
costs of all hospitals providing the 
services. Therefore, we did not propose 
to use CY 2004 claims with device 
coding to propose CY 2006 device offset 
amounts. In addition, we did not 
propose to use the CY 2005 
methodology, for which we utilized the 
device percentages as developed for CY 
2004. Two years have passed since we 
developed the device offsets for CY 
2004, and the device offsets originally 
calculated from CY 2002 hospitals’ 
claims data may not appropriately 
reflect the contributions of device costs 
to procedural costs in the current 
outpatient hospital environment. In 
addition, a number of the APCs on the 
CY 2004 and CY 2005 device offset 
percentage lists are either no longer in 
existence or have been so significantly 
reconfigured that the past device offsets 
likely do not apply. 

b. Proposed and Final Policy for CY 
2006 

For CY 2006, we proposed to continue 
to review each new device category on 
a case-by-case basis as we have done in 
CY 2004 and CY 2005, to determine 
whether device costs associated with 
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the new category are packaged into the 
existing APC structure. If we do not 
determine for any new device category 
the device costs associated with the new 
category are packaged into existing 
APCs, we proposed to continue our 
current policy of setting the offset for 
the new category to $0 for CY 2006. 
There are currently no established 
categories that would continue for pass- 
through payment in CY 2006. However, 
we may establish new categories in any 
quarter. If we create a new device 
category and determine that our data 
contain a sufficient number of claims 
with identifiable costs associated with 
the devices in any APC, we would 
adjust the APC payment if the offset is 
greater than $0. If we determine that a 
device offset greater than $0 is 
appropriate for any new category that 
we create, we proposed to announce the 
offset amounts in the program 
transmittal that announces the new 
category. 

For CY 2006, we proposed to use 
available partial year or full year CY 
2005 hospital claims data to calculate 
device percentages and potential offsets 
for CY 2006 applications for new device 
categories. Effective January 1, 2005, we 
require hospitals to report device C- 
codes and their costs when hospitals 
bill for services which utilize devices 
described by the existing C-codes. In 
addition, during CY 2005 we are 
implementing device edits for many 
services that require devices and for 
which appropriate device C-codes exist. 
Therefore, we expect that the number of 
claims, including device codes and their 
respective costs, will be much more 
robust and representative for CY 2005 
than for CY 2004. We also note that 
offsets would not be used for any 
existing categories at this time. If a new 
device category is created for payment, 
for CY 2006 we proposed to examine the 
available CY 2005 claims data, 
including device costs, to determine 
whether device costs associated with 
the new category are already packaged 
into the existing APC structure, as 
indicated earlier. If we conclude that 
some related device costs are packaged 
into existing APCs, we proposed to 
utilize the methodology described 
earlier and first used for the CY 2003 
OPPS to determine an appropriate 
device offset percentage for those APCs 
with which the new category would be 
reported. 

We proposed not to publish a list of 
APCs with device percentages as a 
transitional policy for CY 2006 because 
of the previously discussed limitations 
of the CY 2004 OPPS data with respect 
to device costs associated with 
procedures. We expect to reexamine our 

previous methodology for calculating 
the device percentages and offset 
amounts for the CY 2007 OPPS update, 
which will be based on CY 2005 
hospital claims data where device C- 
code reporting is required. 

We did not receive any public 
comments in response to our proposals. 

Accordingly, we are finalizing our 
proposed policy for CY 2006 for 
calculating device percentages and 
applying offsets. 

2. Criteria for Establishing New Pass- 
Through Device Categories 

a. Surgical Insertion and Implantation 
Criterion 

One of our criteria, as set forth in 
§ 419.66(b)(3) of the regulations, for 
establishing a new category of devices 
for pass-through payment is that the 
item be surgically inserted or implanted. 
The criterion that a device be surgically 
inserted or implanted is one of our 
original criteria adopted when we 
implemented the BBRA requirement 
that we establish pass-through payment 
for devices. This criterion helps us 
define whether an item is a device, as 
distinguished from other items, such as 
materials and supplies. We further 
clarified our definition of the surgical 
insertion and implantation criterion in 
the November 13, 2000 final rule (65 FR 
67805). In that rule, we stated that we 
consider a device to be surgically 
inserted or implanted if it is introduced 
into the human body through a 
surgically created incision. We also 
stated that we do not consider an item 
used to cut or otherwise create a 
surgical opening to be a device that is 
surgically inserted or implanted. 

In our November 15, 2004 final rule 
with comment period, we responded to 
comments received on our CY 2005 
OPPS proposed rule, which requested 
that we revisit our surgical insertion and 
implantation criterion for establishing a 
new device category. The commenters 
specifically requested that CMS 
eliminate the current requirement that 
items that are included in new pass- 
through device categories must be 
surgically inserted or implanted through 
a surgically created incision. The 
commenters expressed concern that the 
current requirement may prevent access 
to innovative and less invasive 
technologies, particularly in the areas of 
gynecologic, urologic, colorectal, and 
gastrointestinal procedures. These 
commenters asked that CMS change the 
surgical insertion or implantation 
criterion to allow pass-through payment 
for potential new device categories that 
include items introduced into the 
human body through a natural orifice, 

as well as through a surgically created 
incision. Several of the commenters 
recommended that CMS allow the 
creation of a new pass-through category 
for items implanted or inserted through 
a natural orifice, as long as the other 
existing criteria are met. 

In responding to the commenters, we 
stated in the November 15, 2004 final 
rule with comment period (69 FR 
65774) that we were also interested in 
hearing the views of other parties and 
receiving additional information on 
these issues. While we appreciate and 
welcome additional comments on these 
issues from the medical device makers, 
we were also interested in hearing the 
views of Medicare beneficiaries, of the 
hospitals that are paid under the OPPS, 
and of physicians and other 
practitioners who attend to patients in 
the hospital outpatient setting. For that 
reason, we solicited additional 
comments on this topic within the 60- 
day comment period for the November 
15, 2004 final rule with comment period 
(69 FR 65774 through 65775). In framing 
their comments, we asked that 
commenters consider the following 
questions specific to devices introduced 
into the body through natural orifices: 

1. Whether orifices include those that 
are either naturally or surgically created, 
as in the case of ostomies. If you believe 
this includes only natural orifices, why 
do you distinguish between natural and 
surgically created orifices? 

2. How would you define ‘‘new,’’ with 
respect to time and to predecessor 
technology? What additional criteria or 
characteristics do you believe 
distinguish ‘‘new’’ devices that are 
surgically introduced through an 
existing orifice from older technology 
that also is inserted through an orifice? 

3. What characteristics do you 
consider to distinguish a device that 
might be eligible for a pass-through 
category even if inserted through an 
existing orifice from materials and 
supplies such as sutures, clips or 
customized surgical kits that are used 
incident to a service or procedure? 

4. Are there differences with respect 
to instruments that are seen as supplies 
or equipment for open procedures when 
those same instruments are passed 
through an orifice using a scope? 

(1) Public Comments Received on the 
November 15, 2004 Final Rule With 
Comment Period and Our Responses 

Below is a summary of the public 
comments we received on the four 
stated surgical insertion and 
implantation device criterion questions 
and our responses to them. 

Comment: Most commenters generally 
framed their responses to the four 
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questions listed above. Commenters 
were generally in favor of modifying our 
surgical insertion and implantation 
criterion so that devices that are placed 
into patients without the need for a 
surgical incision would not be ineligible 
for pass-through payment, claiming that 
devices that are inserted through a 
natural orifice offer important benefits 
to Medicare beneficiaries, such as 
avoidance of more costly and more 
invasive surgery. One commenter stated 
that procedures that could be performed 
with minimal morbidity and on an 
outpatient basis are the trend for surgery 
and should be encouraged. Another 
commenter believed that our criterion of 
surgical insertion or implantation 
through a surgically created incision 
was ineffective as a clear and 
comprehensive description of surgical 
procedures, including endoscopic and 
laparoscopic procedures. 

Regarding the first specific question 
we posed, whether devices introduced 
into the body through natural orifices 
includes orifices that are either 
naturally or surgically created, 
commenters generally stated CMS 
should include devices as potentially 
eligible for pass-through categories 
whether they are introduced through 
orifices that are either naturally or 
surgically created, as in the case of 
ostomies, if the devices meet other cost 
and clinical criteria, in order to 
encourage the development of new 
technologies. 

Regarding the second question 
restated above, which asked how the 
public would define ‘‘new’’ with respect 
to time and to predecessor technology, 
some commenters stated that they 
believed the current clinical and cost 
criteria are sufficient and that no 
additional criteria or characteristics are 
needed. Several commenters indicated 
that the timeframe for what CMS 
considers ‘‘new’’ could be clarified so 
that if the device in question was not 
FDA approved or not used for the 
services in the OPD during the year of 
the hospital claims that provided the 
basis for the most recent OPPS update, 
it should be considered ‘‘new.’’ Some 
commenters elaborated by example. 
They stated that if CMS changes the 
surgical insertion or implantation 
requirement to include devices inserted 
through natural orifices in CY 2005, 
devices approved by the FDA and in use 
in the OPD in CY 2003 or previously 
would not be eligible, while devices 
approved by FDA in CY 2004 or later 
and used in the OPD settings would be 
eligible for pass-through consideration. 
Another commenter stated that the 
definition of ‘‘new’’ device should 
include those devices that require only 

an FDA investigational device 
exemption (IDE) clearance. The 
commenter further stated that these 
devices should be granted ‘‘new’’ status 
at the time of FDA release as an IDE. 
The commenter stated that if FDA 
required a premarket approval (PMA) 
for the device, a determination of 
newness should be made on a case-by- 
case basis. 

Regarding the question of what 
characteristics distinguish a device that 
might be eligible for a pass-through 
category even if inserted through an 
existing orifice from materials and 
supplies that are used incident to a 
service or procedure, some commenters 
generally believed that the current 
clinical and cost criteria are sufficient to 
distinguish devices that might be 
eligible from materials and supplies. 
Other commenters stated that the device 
must be an integral part of the 
procedure or that it should include the 
characteristic of having a diagnostic or 
therapeutic purpose, without which the 
procedure could not be performed. 
Thus, according to these commenters, 
the device must function for a specific 
procedure, while supplies may be used 
for many procedures. One commenter 
pointed out that many devices are now 
implanted through the use of naturally 
occurring orifices or without significant 
incisions. This commenter indicated 
that the requirement of a ‘‘traditional 
incision’’ no longer serves the purpose 
of distinguishing between devices that 
are and are not implanted, or between 
devices and supplies and instruments. 
The commenter stated that retaining the 
requirement of a traditional incision 
could create incentives to use more 
invasive technology, if that is the 
technology that is eligible for pass- 
through payments and less invasive 
technology is not. The commenter 
suggested excluding tools and 
disposable supplies by excluding any 
item that is used primarily for the 
purpose of cutting or delivering an 
implantable device. However, the 
commenter recommended not reducing 
payment when delivery systems are 
packaged with the device. The 
commenter further recommended that 
the term ‘‘incision’’ be clearly defined to 
include all procedures involving the 
cutting, breaking, or puncturing of 
tissue or skin, regardless of how small 
that cut is, provided that the device is 
attached to or inserted into the body via 
this cut, puncture, or break. Another 
commenter stated that there are items 
included in a surgical kit that have 
significant cost and are single use, for 
example, guidewires, implying that it is 

sometimes difficult to determine what a 
supply is. 

Regarding our question about whether 
there are differences with respect to 
instruments that are seen as supplies or 
equipment for open procedures when 
those same instruments are passed 
through an orifice using a scope, 
commenters believed that the 
definitions of supplies and eligible 
devices are independent of the use of a 
scope during a procedure, and stated 
there were no distinguishing features of 
supplies or equipment. One commenter 
reiterated that the current clinical and 
cost criteria are sufficient to distinguish 
eligible devices (that is, those with ‘‘a 
specific therapeutic use’’) from 
materials and supplies. Commenters 
believed that the use of a scope should 
not be a factor in the distinction 
between devices and supplies. 

One commenter urged us to consider 
the points that the surgical incision 
requirement is not mandated by statute 
and that CMS’ criterion to limit devices 
to only those that are surgically inserted 
or implanted may have been based upon 
concern that less restrictive criteria 
would cause spending on pass-though 
items to exceed the pool of money set 
to fund the pass-though payments. The 
commenter indicated that this concern 
would no longer be valid, given the 
relatively few items currently paid on a 
pass-through basis. 

Response: As we stated in the 
November 15, 2004 final rule, we share 
the view that it is important to ensure 
access for Medicare beneficiaries to new 
technologies that offer substantial 
clinical improvement in the treatment of 
their medical conditions. We also 
recognize that since the beginning of the 
OPPS, there have been beneficial 
advances in technologies and services 
for many conditions, which have both 
markedly altered the courses of medical 
care and ultimately improved the health 
outcomes of many beneficiaries. 

We carefully considered the 
comments and proposed to maintain our 
current criterion that a device must be 
surgically inserted or implanted, but 
also proposed to modify the way we 
currently interpret this criterion under 
§ 419.66(b)(3) of the regulations. We 
proposed to consider eligible those 
items that are surgically inserted or 
implanted either through a natural 
orifice or a surgically created orifice 
(such as through an ostomy), as well as 
those that are inserted or implanted 
through a surgically created incision. 
We noted that we would maintain all of 
our other criteria in § 419.66 of the 
regulations, as elaborated in our various 
rules, such as the November 1, 2002 
final rule (67 FR 66781 through 66787). 
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Specifically, we noted that we would 
maintain the clarification made at the 
time we clarified the surgically inserted 
or implanted criterion in our August 3, 
2000 interim final rule with comment 
period, namely, that we do not consider 
an item used to cut or otherwise create 
a surgical opening to be a device that is 
surgically implanted or inserted (65 FR 
67805). 

With this proposed revision of our 
definition of devices that are surgically 
inserted or implanted, we reminded the 
public that device category eligibility for 
transitional pass-through payment 
continues to depend on meeting our 
substantial clinical improvement 
criterion, where we compare the clinical 
outcomes of treatment options using the 
device to currently available treatments, 
including treatments using devices in 
existing or previously existing pass- 
through device categories. We expect 
that requested new pass-through device 
categories that successfully demonstrate 
substantial clinical improvement for 
Medicare beneficiaries would describe 
new devices, where the additional 
device costs would not be reflected in 
the hospital claims data providing the 
costs of treatments available during the 
time period used for the most recent 
OPPS update. 

(2) Public Comments Received on the 
CY 2006 OPPS Proposed Rule and Our 
Responses 

We received many comments 
concerning our proposals to modify the 
surgical insertion or implantation 
criterion for new pass-through device 
categories. 

Comment: Commenters supported our 
proposal to modify the way we 
currently interpret our criterion that a 
device must be surgically inserted or 
implanted under § 419.66(b)(3) of the 
regulations, but suggested that CMS 
consider eligible those items that are 
surgically inserted or implanted either 
through a natural orifice or a surgically 
created orifice (such as through an 
ostomy), as well as items that are 
surgically inserted or implanted through 
a surgically created incision. A few 
commenters suggested that CMS modify 
the regulatory language to codify this 
change, by explicitly stating in 
§ 419.66(b)(3) that the device is 
implanted or inserted through a natural 
or surgically created orifice or through 
a surgically created incision. These 
commenters made this request in the 
context of stating that the proposed 
interpretation resolves the current need 
to make a traditional surgical incision to 
insert or implant a device through an 
orifice for that device to be considered 

eligible for a pass-through device 
category. 

Response: We appreciate the support 
for our proposal to modify our 
interpretation of the surgical insertion 
or implantation criterion for pass- 
through payment eligibility for devices. 
Our current criterion is that a device 
must be surgically inserted or 
implanted, while our interpretation of 
this criterion up to this point has been 
to consider eligible only those devices 
that are inserted or implanted through a 
surgically created incision, as clarified 
in our August 3, 2000 interim final rule. 
As stated above, other clarifications in 
that interim final rule remain. We do 
not believe that it is either essential or 
advisable to revise the regulations. 
Therefore, we are not changing the 
current language of § 419.66(b)(3), as 
some commenters have suggested. 
However, we are adopting as final our 
interpretation that surgical insertion or 
implantation criteria include devices 
that are surgically inserted or implanted 
via a natural or surgically created 
orifice, as well as those devices that are 
inserted or implanted via a surgically 
created incision. We will maintain all of 
the other criteria in § 419.66 of the 
regulations, as elaborated in our various 
rules, such as the November 1, 2002 
final rule (67 FR 66781 through 66787) 
and our August 3, 2000 interim final 
rule with comment period, namely, that 
we do not consider an item used to cut 
or otherwise create a surgical opening to 
be a device that is surgically implanted 
or inserted (65 FR 67805). 

b. Existing Device Category Criterion 
One of our criteria, as set forth in 

§ 419.66(c)(1) of the regulations, to 
establish a new device category for pass- 
through payment is that the devices that 
would populate the category not be 
described by any existing or previously 
existing category. Commenters to our 
various proposed rules, as well as 
applicants for new device categories, 
have expressed concern that some of our 
existing and previously existing device 
category descriptors are overly broad, 
and that the category descriptors as they 
are currently written may preclude 
some new technologies from qualifying 
for establishment of a new device 
category for pass-through payment. 
These parties have recommended that 
CMS consider modifying the descriptors 
for existing device categories, especially 
when a device would otherwise meet all 
the other criteria for establishing a new 
device category to qualify for pass- 
through payment. 

We agree that implementation of the 
requirement that a new device category 
not be described by an existing or 

previously existing category merits 
review. Beginning with CY 2006, 3 years 
will have elapsed since the vast majority 
of the 97 initial device categories we 
established on April 1, 2001, will have 
expired: 95 categories expired after 
December 31, 2002, and 2 categories 
expired after December 31, 2003. 
Several additional years will have 
passed since those categories were first 
populated in CY 2000 or CY 2001. Thus, 
while some of the initial device category 
descriptors sufficed at the time they 
were first created, further clarification 
as to the types of devices that they are 
meant to describe is indicated. 
Therefore, we proposed to create an 
additional category for devices that meet 
all of the criteria required to establish a 
new category for pass-through payment 
in instances where we believe that an 
existing or previously existing category 
descriptor does not appropriately 
describe the new type of device. This 
may entail the need to clarify or refine 
the short or long descriptors of the 
previous category. We will evaluate 
each situation on a case-by-case basis. 
We proposed that any such clarification 
will be made prospectively from the 
date the new category would be made 
effective. 

We also proposed to revise 
§ 419.66(c)(1) of the regulations, 
accordingly, to reflect, as one of the 
criteria for establishing a device 
category, our determination that a 
device is not appropriately described by 
any of the existing categories or by any 
category previously in effect. In order to 
determine if a ‘‘new’’ device is 
appropriately described by an existing 
or previously existing category of 
devices, we proposed to apply two tests 
based upon our evaluation of 
information provided to us in the device 
category application. First, we will 
expect an applicant for a new device 
category to show that its device is not 
similar to devices (including related 
predicate devices) whose costs are 
reflected in the OPPS claims data in the 
most recent OPPS update. Second, we 
will require an applicant for a new 
device category to demonstrate that 
utilization of its device provides a 
substantial clinical improvement for 
Medicare beneficiaries compared with 
currently available treatments, 
including procedures utilizing devices 
in existing or previously existing device 
categories. We will consider a new 
device that meets both of these tests not 
to be appropriately described by one of 
the existing or previously existing pass- 
through device categories. 

We received a large number of public 
comments concerning our proposal to 
create an additional category for devices 
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that meet all of the criteria required to 
establish a new category for pass- 
through payment in instances where we 
believe that an existing or previously 
existing category descriptor does not 
appropriately describe the new type of 
device. 

Comment: Commenters generally 
supported our proposal to create an 
additional category for devices that meet 
all of the criteria required to establish a 
new category for pass-through payment 
in instances where we believe that an 
existing or previously existing category 
descriptor does not appropriately 
describe the new type of device, and 
which may entail the need to clarify or 
refine the short or long descriptors of 
the previous category. The commenters 
believed that CMS has sufficient 
documentation on devices in expired 
categories to differentiate those devices 
from new devices, as well as the 
authority to clarify the definitions of 
previously existing categories. The 
commenters gave examples of devices 
that they believe are not appropriately 
described by existing categories and 
whose descriptors are overly broad. 
Commenters also supported the 
application of the two tests that we 
proposed to apply in order to determine 
if the devices in device category 
applications are described by an 
existing or previously existing category. 
One commenter expressed that it would 
be useful for CMS to provide additional 
details on how we intend to evaluate 
whether a new technology is similar to 
existing technologies. Another 
commenter expressed concern that we 
have not developed standards of proof 
of substantial clinical improvement, 
which is one of the proposed tests, and 
encouraged CMS to develop further 
explanation of the substantial clinical 
improvement test. 

Response: We appreciate the 
commenters’ support for our proposed 
modification to our policy that a device 
may not be described by an existing or 
previously existing device category. 
Regarding the recommendations made 
for clarifying whether a nominated new 
device is similar to an existing 
technology, as new device applications 
consist of unique technologies, 
evaluation of what constitutes a similar 
technology or substantial clinical 
improvement is done on an individual 
application basis. We refer the 
commenters to our discussion of the 
substantial clinical improvement 
criterion that is found in our November 
1, 2002 final rule (67 FR 66782–66783), 
which provides a list of criteria and 
examples of clinical outcomes that are 
used to determine if a request for a new 
category of devices meets our 

substantial clinical improvement 
criterion. 

Comment: A few commenters 
recommended that CMS consider 
pending pass-through applications in 
light of this modification to the existing 
category criterion, and that CMS make 
modifications to existing or previously 
existing categories effective January 1, 
2006, where all device category criteria 
are met. 

Response: It is our intention to 
evaluate pending pass-through device 
category applications against any 
changes to criteria as a result of this 
final rule with comment period. If any 
pending applications are then eligible 
for establishment of a new device 
category for pass-through payment, we 
will endeavor to add those for payment 
effective January 1, 2006. Any payment 
instructions would be announced in the 
program transmittal implementing our 
CY 2006 OPPS update. 

Comment: In commenting on our 
proposal to modify the existing device 
category criterion for pass-through 
payment for devices, a number of 
commenters noted that rechargeable 
implantable pulse generator (IPG) 
neurostimulators should be provided 
with pass-through payment status, and 
that a new category is needed 
specifically for rechargeable 
neurostimulators. The commenters 
claimed that rechargeable 
neurostimulators have allowed a 
significant advance to the field of 
neuromodulation for the treatment of 
chronic intractable pain. The 
commenters stated there is a high degree 
of patient compliance with rechargeable 
neurostimulators, and these devices will 
reduce the cost of spinal cord 
stimulation over time by reducing the 
number of surgical battery 
replacements. A large number of 
commenters stated that the new class of 
rechargeable IPG neurostimulators 
meets our proposed new tests to 
determine if a device is described by an 
existing or previously existing category. 
The commenters requested that CMS 
clarify the previously existing category 
to state that it described 
nonrechargeable neurostimulators. The 
commenters recommended that CMS 
apply any revised criterion to pending 
applications. 

Response: We note that two pass- 
through applications now under 
consideration are for devices currently 
described by a previously existing pass- 
through category. These applications are 
for implantable rechargeable 
neurostimulators. Neurostimulators are 
covered by a previously existing OPPS 
device category for pass-through 
payment, C1767, Generator, 

neurostimulator (implantable). This 
same type of rechargeable device was 
considered for the IPPS new technology 
add-on payment, and passed all that 
payment system’s criteria, including 
demonstrating substantial clinical 
improvement. Therefore, with the 
adoption of our proposal to clarify an 
existing or previously existing device 
category if an existing or previously 
existing device category does not 
appropriately describe a new device and 
the device would otherwise be eligible 
for a new pass-through device category, 
we will consider the rechargeable 
neurostimulator applications for pass- 
through payment beginning January 
2006, in which case we would also 
consider the need to clarify or refine the 
description of category C1767. Any 
coding and payment information will be 
announced in the program transmittal 
implementing the OPPS for CY 2006. 
We also note that we have included an 
estimate for a rechargeable 
neurostimulator category in our pass- 
through spending estimate in section 
VI.B of this rule, should there be 
creation of a new device category for 
pass-through payment for such devices. 

We are finalizing this proposal 
without change. We will create an 
additional category for devices that meet 
all of the criteria required to establish a 
new category for pass-through payment 
in instances where we believe that an 
existing or previously existing category 
descriptor does not appropriately 
describe the new type of device. This 
may entail the need to clarify or refine 
the short or long descriptors of the 
previous category. We will evaluate 
each situation on a case-by-case basis 
and apply the two tests described above. 
Any such clarification to a category 
descriptor will be made prospectively 
from the date the new category would 
be made effective. We are also finalizing 
our proposed revision of our regulations 
at § 419.66(c)(1) to reflect this change. 

V. Payment Changes for Drugs, 
Biologicals, and Radiopharmaceuticals 

A. Transitional Pass-Through Payment 
for Additional Costs of Drugs and 
Biologicals 

1. Background 
Section 1833(t)(6) of the Act provides 

for temporary additional payments or 
‘‘transitional pass-through payments’’ 
for certain drugs and biological agents. 
As originally enacted by the BBRA, this 
provision required the Secretary to 
make additional payments to hospitals 
for current orphan drugs, as designated 
under section 526 of the Federal Food, 
Drug, and Cosmetic Act (Pub. L. 107– 
186); current drugs and biological agents 
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and brachytherapy used for the 
treatment of cancer; and current 
radiopharmaceutical drugs and 
biological products. For those drugs and 
biological agents referred to as 
‘‘current,’’ the transitional pass-through 
payment began on the first date the 
hospital OPPS was implemented (before 
enactment of BIPA (Pub. L. 106–554), on 
December 21, 2000). 

Transitional pass-through payments 
are also required for certain ‘‘new’’ 
drugs, devices, and biological agents 
that were not being paid for as a 
hospital OPD service as of December 31, 
1996, and whose cost is ‘‘not 
insignificant’’ in relation to the OPPS 
payment for the procedures or services 
associated with the new drug, device, or 
biological. Under the statute, 
transitional pass-through payments can 
be made for at least 2 years but not more 
than 3 years. In Addenda A and B to 
this final rule with comment period, 
pass-through drugs and biological 
agents are identified by status indicator 
‘‘G.’’ 

The process to apply for transitional 
pass-through payment for eligible drugs 
and biological agents can be found on 
our CMS Web site: www.cms.hhs.gov. If 
we revise the application instructions in 
any way, we will post the revisions on 
our Web site and submit the changes to 

the Office of Management and Budget 
(OMB) for approval, as required under 
the Paperwork Reduction Act (PRA). 
Notification of new drugs and 
biologicals application processes is 
generally posted on the OPPS Web site 
at: http://www.cms.hhs.gov/providers/ 
hopps. 

2. Expiration in CY 2005 of Pass- 
Through Status for Drugs and 
Biologicals 

Section 1833(t)(6)(C)(i) of the Act 
specifies that the duration of 
transitional pass-through payments for 
drugs and biologicals must be no less 
than 2 years and no longer than 3 years. 
The drugs whose pass-through status 
will expire on December 31, 2005, meet 
that criterion. In the CY 2006 OPPS 
proposed rule, in Table 19 (70 FR 
42722) we listed the 10 drugs and 
biologicals for which we proposed that 
pass-through status would expire on 
December 31, 2005. 

We received one public comment 
concerning the proposed expiration of 
pass-through status for those drugs and 
biologicals on December 31, 2005. 

Comment: One commenter noted that 
the proposed rule did not make clear 
whether drugs coming off pass-through 
status will be reassigned to J-codes or 
will continue to be listed under their C- 

codes for payment purposes and 
requested clarification in the final rule. 

Response: In order to reduce 
redundancy and simplify coding for 
drugs, biologicals, and 
radiopharmaceuticals under the OPPS, 
we are deleting the temporary C-codes 
for items that also have permanent 
HCPCS codes and are paying for those 
items under the permanent HCPCS 
codes if it is appropriate to do so. 
Among the items whose pass-through 
status will expire on December 31, 2005, 
are HCPCS codes C9123, C9203, C9205, 
C9211, and C9212, which will be 
deleted effective December 31, 2005. For 
services furnished on or after January 1, 
2006, hospitals should use HCPCS code 
J7344 to bill for Transcyte, HCPCS code 
Q9955 to bill for Perflexane lipid micro, 
HCPCS code J9263 to bill for 
Oxaliplatin, and HCPCS code J0215 to 
bill for Alefacept. Later in the preamble, 
we list all of the C-codes in Table 25 
that will be deleted on December 31, 
2005 and replaced with other existing or 
new HCPCS codes in CY 2006. 

For this final rule with comment 
period, in Table 18 below, we are 
specifying the drugs and biologicals for 
which pass-through status will expire 
on December 31, 2005. This listing is 
the same as that published in the 
proposed rule. 

TABLE 18.—LIST OF DRUGS AND BIOLOGICALS FOR WHICH PASS-THROUGH STATUS EXPIRES DECEMBER 31, 2005 

HCPCS APC Short descriptor 

C9123 ...................................................................................................................................................... 9123 Transcyte, per 247 sq cm. 
C9203 ...................................................................................................................................................... 9203 Perflexane lipid micro. 
C9205 ...................................................................................................................................................... 9205 Oxaliplatin. 
C9211 ...................................................................................................................................................... 9211 Inj, alefacept, IV. 
C9212 ...................................................................................................................................................... 9212 Inj, alefacept, IM. 
J0180 ....................................................................................................................................................... 9208 Agalsidase beta injection. 
J1931 ....................................................................................................................................................... 9209 Laronidase injection. 
J2469 ....................................................................................................................................................... 9210 Palonosetron HCl. 
J3486 ....................................................................................................................................................... 9204 Ziprasidone mesylate. 
J9041 ....................................................................................................................................................... 9207 Bortezomib injection. 

3. Drugs and Biologicals With Pass- 
Through Status in CY 2006 

In the CY 2005 OPPS proposed rule 
(70 FR 42722 and 42723), we proposed 
to continue pass-through status in CY 
2006 for 14 drugs and biologicals. These 
items, which were listed in Table 20 of 
the CY 2006 OPPS proposed rule (70 FR 
42723), were given pass-through status 
as of April 1, 2005. The APCs and 
HCPCS codes for drugs and biologicals 
that we proposed to continue with pass- 
through status in CY 2006 are assigned 
status indicator ‘‘G’’ in Addenda A and 
B of this final rule with comment 
period. 

Section 1833(t)(6)(D)(i) of the Act sets 
the payment rate for pass-through 

eligible drugs (assuming that no pro rata 
reduction in pass-through payment is 
necessary) as the amount determined 
under section 1842(o) of the Act. We 
note that this section of the Act also 
states that if a drug or biological is 
covered under a competitive acquisition 
contract under section 1847B of the Act, 
the payment rate is equal to the average 
price for the drug or biological for all 
competitive acquisition areas and the 
year established as calculated and 
adjusted by the Secretary. The 
competitive acquisition program had 
not been implemented at the time of 
issuance of the CY 2006 proposed rule. 
Therefore, we did not have payment 
rates for certain drugs and biologicals 

that would be covered under this 
program at that time. Section 1847A of 
the Act, as added by section 303(c) of 
Pub. L. 108–173, establishes the use of 
the average sales price (ASP) 
methodology as the basis for payment of 
drugs and biologicals described in 
section 1842(o)(1)(C) of the Act and 
furnished on or after January 1, 2005. 
This payment methodology is set forth 
in § 419.64 of the regulations. Similar to 
the payment policy established for pass- 
through drugs and biologicals in CY 
2005, we proposed to pay under the 
OPPS for drugs and biologicals with 
pass-through status in CY 2006 
consistent with the provisions of section 
1842(o) of the Act, as amended by 
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section 621 of Pub. L. 108–173, at a rate 
that is equivalent to the payment these 
drugs and biologicals would receive in 
the physician office setting. 

Section 1833(t)(6)(D)(i) of the Act also 
sets the amount of additional payment 
for pass-through eligible drugs and 
biologicals (the pass-through payment 
amount). The pass-through payment 
amount is the difference between the 
amount authorized under section 
1842(o) of the Act, and the portion of 
the otherwise applicable fee schedule 
amount (that is, the APC payment rate) 
that the Secretary determines is 
associated with the drug or biological. 

In the CY 2006 OPPS proposed rule, 
(70 FR 42722 and 42731) we proposed 
to continue to make separate payment in 
CY 2006 for new drugs and biologicals 
with a HCPCS code consistent with the 
provisions of section 1842(o) of the Act, 
as amended by section 621 of Pub. L. 
108 173, at a rate that is equivalent to 
the payment they would receive in a 
physician office setting, whether or not 
we have received a pass-through 
application for the item. Accordingly, in 
CY 2006 the pass-through payment 
amount would equal zero for those new 
drugs and biologicals that we determine 
have pass-through status. That is, when 
we subtract the amount to be paid for 
pass-through drugs and biologicals 
under section 1842(o) of the Act, as 
amended by section 621 of Pub. L. 108– 
173, from the portion of the otherwise 
applicable fee schedule amount or the 
APC payment rate associated with the 
drug or biological that would be the 
amount paid for drugs and biologicals 
under section 1842(o) of the Act as 
amended by section 621 of Pub. L. 108– 
173, the resulting difference is equal to 
zero. 

We proposed to use payment rates 
based on the ASP data from the fourth 
quarter of 2004 for budget neutrality 
estimates, impact analyses, and to 
complete Addenda A and B of the 
proposed rule because these were the 
most recent numbers available to us 
during the development of the proposed 
rule. These payment rates were also the 
basis for drug payments in the physician 
office setting effective April 1, 2005. To 
be consistent with the ASP-based 
payments that would be made when 
these drugs and biologicals are 
furnished in physician offices, we stated 
in our proposed rule (70 FR 42722 and 
42723) that we planned to make any 
appropriate adjustments to the amounts 
shown in Addenda A and B of the 
proposed rule when we publish our 
final rule and also on a quarterly basis 
on our Web site during CY 2006 if later 
quarter ASP submissions indicate that 
adjustments to the payment rates for 

these pass-through drugs and biologicals 
are necessary. 

In Table 20 of the proposed rule, we 
listed the drugs and biologicals for 
which we proposed that pass-through 
status continue in CY 2006. We assigned 
pass-through status to these drugs and 
biologicals as of April 1, 2005. Since 
publication of the CY 2006 OPPS 
proposed rule, we have approved three 
additional drugs and biologicals for 
pass-through payment beginning on or 
after July 1, 2005. These products are 
Abraxane, which has been assigned 
HCPCS code C9127 (Injection, Paclitaxel 
Protein Bound Particles, per 1 mg); 
Macugen, which has been assigned 
HCPCS code C9128 (Injection, 
Pegaptanib Sodium, per 0.3 mg); and 
Clolar, which has been assigned HCPCS 
code C9129 (Injection, Clofarabine, per 
1 mg). (See Change Request 3915, 
Transmittal 599 issued on June 30, 
2005.) In addition, two more products 
have been approved for pass-through 
status beginning on or after October 1, 
2005. They are Retisert, which has been 
assigned HCPCS code C9225 (Injection, 
fluocinolone acetonide intravitreal 
implant, per 0.59 mg) and Prialt, which 
has been assigned HCPCS code C9226 
(Injection, ziconotide for intrathecal 
infusion, per 5 mcg). (See Change 
Request 4035, Transmittal 691 issued on 
September 30, 2005). For CY 2006, the 
C-codes C9127, C9128, C9129, and 
C9226 have been deleted and replaced 
with permanent HCPCS codes J9264, 
J2503, J9027, and J2278, respectively. 
These new eligible pass-through items 
are listed in Table 19 below. We also 
have included in Addenda A and B to 
this final rule with comment period the 
CY 2006 APC payment rates for all pass- 
through drugs and biologicals. 

We received several public comments 
on the proposed listing and payment 
rates for drugs and biologicals with 
pass-through status continuing in CY 
2006. 

Comment: A few commenters 
indicated that our proposal to apply the 
same payment methodology to pass- 
through drugs and to drugs that are 
classified as a ‘‘specified covered 
outpatient drug’’ may not appropriately 
recognize and pay hospitals for the 
additional costs that are often associated 
with new technologies that are given 
pass-through status. One commenter 
indicated that the proposal negated the 
intent of the pass-through payment, 
which was meant to compensate 
hospitals for costs not covered by 
existing APC payments. Commenters 
urged CMS to consider maintaining a 
differential in payment systems between 
innovative and older drugs in order to 
ensure adequate access to newer 

therapies within the hospital outpatient 
setting. One commenter suggested that 
CMS consider making the pass-through 
payment methodology consistent with 
the methodology applied to new drugs 
in the physician office setting (that is, 
wholesale acquisition cost or the 
applicable payment methodology in 
effect on November 1, 2003) to 
distinguish and provide sufficient 
payment for the class of pass-through 
drugs in future years. 

Response: Section 1833(t)(6)(D)(i) of 
the Act sets the additional payment 
amount for pass-through eligible drugs 
or biologicals as the difference between 
the amount determined under section 
1842(o) of the Act and the APC payment 
rate determined by the Secretary 
associated with the drug or biological. 
As we explained earlier, section 1847A 
of the Act, as added by section 303(c) 
of Pub. L. 108–173, establishes the use 
of the ASP methodology as the basis for 
payment of drugs and biologicals 
described in section 1842(o)(1)(C) of the 
Act and furnished on or after January 1, 
2005. Our proposal to pay for drugs and 
biologicals with pass-through status in 
CY 2006 using the ASP methodology at 
a rate that is equivalent to the payment 
these drugs and biologicals would 
receive in the physician office setting is 
consistent with the provisions of section 
1842(o) of the Act, as amended by 
section 621 of Pub. L. 108–173. 
Specifically, in CY 2006, we will be 
paying for drugs and biologicals with 
pass-through status under the OPPS 
based on the ASP methodology and 
using ASP data specific to the drug or 
biological itself. We note that there may 
be certain drugs and biologicals with 
pass-through status that are payable 
under different HCPCS codes in the 
physician offices and outpatient 
departments, and for such cases, 
payment for the drug or biological under 
the OPPS will be based on the ASP data 
for the item described by the code that 
is used under the OPPS. We agree that 
pass-through payments are designed to 
recognize differences between the 
payment rates under the OPPS and the 
payment rates for certain drugs and 
biologicals in the physician office 
setting. Statutory changes in the 
payment methodology for pass-through 
drugs and biologicals mean that such 
cost differentials no longer exist. 

We have used payment rates based on 
the ASP data from the second quarter of 
CY 2005 for budget neutrality estimates, 
impact analyses, and to complete 
Addenda A and B of this final rule with 
comment period because these were the 
most recent numbers available to us 
during the development of this rule. 
These payment rates are also the basis 
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for drug payments in the physician 
office setting effective October 1, 2005. 
However, the payment rates for pass- 
through drugs and biologicals that will 
be effective in the OPPS on January 1, 
2006 will be based on ASP data from the 
third quarter of CY 2005, which will 
also be the basis for drug payments in 
physician offices as of January 1, 2006. 
To be consistent with the ASP-based 
payments that will be made when these 
pass-through drugs and biologicals are 
furnished in physician offices, we plan 
to make any appropriate adjustments in 
CY 2006 to the payment rates for these 
items if later quarter ASP submissions 
indicate that adjustments to the 
payment rates are necessary. 

As noted earlier, section 
1833(t)(6)(D)(i) of the Act also states that 
if a drug or biological is covered under 
a competitive acquisition contract under 
section 1847B of the Act, the payment 
rate is equal to the average price for the 
drug or biological for all competitive 
acquisition areas and year established as 
calculated and adjusted by the 
Secretary. The competitive acquisition 
program still has not been implemented 
with issuance of this final rule with 
comment period. We expect 
implementation by July 1, 2006. For this 
final rule with comment period, we do 
not have payment rates for certain drugs 
and biologicals that would be covered 
under this program at that time. 
However, when the competitive 
acquisition program is implemented in 
CY 2006, the OPPS payment rates for 
pass-through drugs and biologicals that 
will also be covered under the program 
will be based on the competitive 
acquisition program methodology in CY 
2006. 

We refer readers to section V.B.3.a. of 
this preamble for a discussion of 
payment policies for specified covered 
outpatient drugs. 

Comment: The manufacturer of 
natalizumab (HCPCS code Q4079) 
supported continued pass-through 
status for this product, but was 
concerned that continuation of the 1-mg 
unit descriptor will create confusion 
among providers and inject the potential 
of erroneously denied or underpaid 
claims. The commenter indicated that a 
300 mg dose of the product is always 
uniformly infused and urged CMS to 
amend the coding descriptor to reflect 
its clinical use. 

Response: We recognize the 
commenter’s concern. However, the 
National HCPCS Panel coordinates 
decisions regarding the descriptors of 
permanent HCPCS codes. Therefore, we 
will not respond to this comment as it 
is outside the scope of this rule. 

Table 19 below lists the drugs and 
biologicals that will have pass-through 
status in CY 2006. Addenda A and B of 
this final rule with comment period list 
the final CY 2006 rates for these pass- 
through drugs and biologicals, which 
are based on ASP data reported by 
manufacturers from the second quarter 
of CY 2005. These items are assigned to 
status indicator ‘‘G.’’ 

Comment: A commenter 
recommended that CMS finalize the 
proposal to continue payment for 
HCPCS codes C9221 and C9222 as pass- 
through biologics in CY 2006 and 
requested that CMS confirm that the 
proposed payment rate of $1,234.36 for 
HCPCS code C9221 reflected ASP+6 
percent. 

Response: We agree with the 
commenters that HCPCS codes C9221 
and C9222 should be paid as pass- 
through items in CY 2006; therefore, 
these items are listed in Table 19 along 
with other drugs and biologicals that 
will also have pass-through status under 
the OPPS in CY 2006 and are also 
assigned to status indicator ‘‘G’’ in 
Addendum B of this final rule with 
comment period. 

Comment: A commenter indicated 
that the HCPCS code C9127 (paclitaxel 
protein-bound particles for injectable 
suspension, per 1 mg) was granted pass- 
through status effective July 1, 2005; 
however, the CY 2006 proposed rule 
listed this code with a status indicator 
‘‘K’’ rather than status indicator ‘‘G.’’ 
The commenter requested that this code 
be assigned to status indicator ‘‘G’’ in 
the final rule indicating its pass-through 
status. 

Response: In the proposed rule, we 
listed only the drugs and biologicals 
that received pass-through status as of 
April 1, 2005. As indicated earlier, there 
are additional drugs and biologicals that 
have been approved for pass-through 
status since the publication of the 
proposed rule, and HCPCS code C9127 
is one of the drugs that received pass- 
through status effective July 1, 2005. We 
note that HCPCS code C9127 has been 
deleted effective December 31, 2005 and 
replaced with HCPCS code J9264 in CY 
2006. Consequently, in this final rule we 
have assigned HCPCS code J9264 to 
status indicator ‘‘G’’ in Addendum B in 
this final rule with comment period. 

Comment: Another commenter 
indicated that it was pleased with CMS’ 
proposal to continue pass-through status 
in CY 2006 for the drug Orthovisc, 
which is reported under HCPCS code 
C9220; however, it was also concerned 
that once the period of eligibility for 
pass-through payments expired, there 
will not be a code corresponding to 
HCPCS code C9220 that will be 

available for use. The commenter 
expressed concern about the CMS 
HCPCS Workgroup’s preliminary 
recommendation to deny a unique code 
for Orthovisc and to include Orthovisc 
with other viscosupplements described 
by HCPCS code J7317. The commenter 
stated its belief that a new code is 
necessary and appropriate for Orthovisc 
under the established HCPCS process, 
and such a decision would recognize 
the unique characteristics of Orthovisc, 
distinguish it from other 
viscosupplements, allow for appropriate 
payment, and facilitate patient access. 
The commenter indicated that it 
resubmitted its J-code application under 
the new HCPCS process on December 
24, 2004 and requested that CMS 
recognize Orthovisc as a unique product 
and grant it a unique HCPCS code. 

Response: Effective January 1, 2006, 
the National HCPCS Panel has created 
HCPCS code J7318 (Hyaluron/derive 
intra-art inj) to describe all of the 
sodium hyaluronate products, including 
Orthovisc. Decisions regarding the 
creation of permanent HCPCS codes are 
coordinated by the National HCPCS 
Panel. Comments related to the HCPCS 
code creation process and decisions 
made by the National HCPCS Panel are 
outside the scope of this rule. However, 
we note that in CY 2006 because HCPCS 
code C9220 will continue to have pass- 
through status under the OPPS both 
HCPCS code C9220 and HCPCS code 
J7318 will be payable under the OPPS, 
and their payment rates will be 
established using the ASP data for all of 
the products described by these codes. 
Therefore, we encourage providers to 
continue billing for Orthovisc, which 
has pass-through status, using HCPCS 
code C9920 in order to receive 
appropriate payment for furnishing this 
drug in the hospital outpatient setting. 

Comment: A few commenters 
requested the CMS clarify in the final 
rule how payment for infusion drugs 
administered through an item of DME, 
such as drugs administered through an 
implantable or external infusion pump, 
will be paid under the OPPS in CY 
2006. One commenter was especially 
concerned about the payment rate for 
HCPCS code C9226 (Brand name: 
Prialt), which is administered through 
an intrathecal pump. The commenters 
noted CMS’ statement that CY 2006 
payment for drugs and biologicals under 
the OPPS will follow that of the 
physician office setting; however, CMS 
did not specifically state that this 
particular group of drugs, which are not 
paid under the ASP methodology, will 
continue to be paid at 95 percent of 
AWP in CY 2006. Commenters 
requested that CMS clarify that infusion 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00120 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68635 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

drugs administered through an item of 
DME and furnished in the hospital 
outpatient setting, like Prialt, will be 
paid at 95 percent of AWP pursuant to 
section 1842(o)(1)(D) of the Act. One 
commenter also requested that CMS 
clarify that Prialt is not an orphan drug. 

Response: HCPCS code C9226 was 
approved for pass-through status 
effective October 1, 2005. As a pass- 
through drug under the OPPS, payment 
for Prialt was established using the ASP 
methodology. (See Change Request 
4035, Transmittal 691 issued on 
September 30, 2005). As with other new 
drugs without ASP data, payment for 
Prialt was set at WAC+6% ($32.24 per 

5 mcg) effective October 1, 2005. We 
note that Prialt is not considered a 
single-indication orphan drug under 
OPPS. As the commenters noted, 
section 1842(o)(1)(D) of the Act states 
that drugs infused through DME are 
paid at 95 percent of AWP until such 
time as they are incorporated into the 
DME competitive bidding program. 
However, section 1842(o)(1) of the Act 
(which governs section 1842(o)(1)(D)) 
specifically states that this payment 
methodology only applies when a ‘‘drug 
or biological is not paid on a cost or 
prospective payment basis.’’ Payment 
for drugs under the OPPS is established 
on the basis of prospective rates. The 

provision that requires payment for 
DME infusion drugs at 95 percent of 
AWP is therefore not applicable to Prialt 
or any other DME infusion drugs 
furnished in the hospital outpatient 
setting. Therefore, in CY 2006 we will 
continue to pay for Prialt and other non- 
pass-through DME infusion drugs using 
the ASP methodology instead of paying 
at 95 percent of AWP. We note that 
HCPCS code C9226 has been deleted 
effective December 31, 2005 and 
replaced with J2278 in CY 2006. 
Consequently, in this final rule, we have 
assigned HCPCS code J2278 to status 
indicator ‘‘G’’ in Addendum B in this 
final rule with comment period. 

TABLE 19.—LIST OF DRUGS AND BIOLOGICALS WITH PASS-THROUGH STATUS IN CY 2006 

HCPCS Code APC Short descriptor 

C9220 ...................................................................................................................................................... 9220 Sodium hyaluronate. 
C9221 ...................................................................................................................................................... 9221 Graftjacket Reg Matrix. 
C9222 ...................................................................................................................................................... 9222 Graftjacket SftTis. 
C9225 ...................................................................................................................................................... 9225 Fluocinolone acetonide. 
J0128 ....................................................................................................................................................... 9216 Abarelix injection. 
J0878 ....................................................................................................................................................... 9124 Daptomycin injection. 
J2278 ....................................................................................................................................................... 1694 Ziconotide injection. 
J2357 ....................................................................................................................................................... 9300 Omalizumab injection. 
J2503 ....................................................................................................................................................... 1697 Pegaptanib sodium injection. 
J2783 ....................................................................................................................................................... 0738 Rasburicase. 
J2794 ....................................................................................................................................................... 9125 Risperidone, long acting. 
J7518 ....................................................................................................................................................... 9219 Mycophenolic acid. 
J8501 ....................................................................................................................................................... 0868 Oral aprepitant. 
J9027 ....................................................................................................................................................... 1710 Clofarabine injection. 
J9035 ....................................................................................................................................................... 9214 Bevacizumab injection. 
J9055 ....................................................................................................................................................... 9215 Cetuximab injection. 
J9264 ....................................................................................................................................................... 1712 Paclitaxel injection. 
J9305 ....................................................................................................................................................... 9213 Pemetrexed injection. 
Q4079 ...................................................................................................................................................... 9126 Injection, Natalizumab, 1 mg. 

B. Payment for Drugs, Biologicals, and 
Radiopharmaceuticals Without Pass- 
Through Status 

1. Background 

Under the CY 2005 OPPS, we 
currently pay for drugs, biologicals 
including blood and blood products, 
and radiopharmaceuticals that do not 
have pass-through status in one of two 
ways: packaged payment and separate 
payment (individual APCs). We 
explained in the April 7, 2000 final rule 
(65 FR 18450) that we generally package 
the cost of drugs and 
radiopharmaceuticals into the APC 
payment rate for the procedure or 
treatment with which the products are 
usually furnished. Hospitals do not 
receive separate payment from Medicare 
for packaged items and supplies, and 
hospitals may not bill beneficiaries 
separately for any packaged items and 
supplies whose costs are recognized and 
paid within the national OPPS payment 
rate for the associated procedure or 
service. (Program Memorandum 

Transmittal A–01–133, issued on 
November 20, 2001, explains in greater 
detail the rules regarding separate 
payment for packaged services.) 

Packaging costs into a single aggregate 
payment for a service, procedure, or 
episode of care is a fundamental 
principle that distinguishes a 
prospective payment system from a fee 
schedule. In general, packaging the costs 
of items and services into the payment 
for the primary procedure or service 
with which they are associated 
encourages hospital efficiencies and 
also enables hospitals to manage their 
resources with maximum flexibility. 
Notwithstanding our commitment to 
package as many costs as possible, we 
are aware that packaging payments for 
certain drugs, biologicals, and 
radiopharmaceuticals, especially those 
that are particularly expensive or rarely 
used, might result in insufficient 
payments to hospitals, which could 
adversely affect beneficiary access to 
medically necessary services. 

Section 1833(t)(16)(B) of the Act, as 
added by section 621(a)(1) of Pub. L. 
108–173, requires that the threshold for 
establishing separate APCs for drugs 
and biologicals be set at $50 per 
administration for CYs 2005 and 2006. 
For CY 2005, we finalized our policy to 
continue paying separately for drugs, 
biologicals, and radiopharmaceuticals 
whose median cost per day exceeds $50 
and packaging the costs of drugs, 
biologicals, and radiopharmaceuticals 
whose median cost per day is less than 
$50 into the procedures with which 
they are billed. For CY 2005, we also 
adopted an exception policy to our 
packaging rule for one particular class of 
drugs, the oral and injectable 5HT3 
forms of anti-emetic treatments (69 FR 
65779 through 65780). 

2. Criteria for Packaging Payment for 
Drugs, Biologicals, and 
Radiopharmaceuticals 

In accordance with section 
1833(t)(16)(B) of the Act, for CY 2006, 
the threshold for establishing separate 
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APCs for drugs and biologicals is 
required to be set at $50 per 
administration. Therefore, in the CY 
2006 proposed rule we proposed to 
continue our existing policy of paying 
separately for drugs, biologicals, and 
radiopharmaceuticals whose per day 
cost exceeds $50 and packaging the cost 
of drugs, biologicals, and 
radiopharmaceuticals whose per day 
cost is less than $50 into the procedures 
with which they are billed. We also 
proposed to continue our policy of 
exempting seven oral and injectable 
5HT3 anti-emetic products from our 
packaging rule (Table 21 of the CY 2006 
OPPS proposed rule, 70 FR 42723), 
thereby making separate payment for all 
of the 5HT3 anti-emetic products. As 
stated in our CY 2005 final rule with 
comment period (69 FR 65779 through 
65780), chemotherapy is very difficult 
for many patients to tolerate, as the side 
effects are often debilitating. In order for 
beneficiaries to achieve the maximum 
therapeutic benefit from chemotherapy 
and other therapies with side effects of 
nausea and vomiting, anti-emetic use is 
often an integral part of the treatment 
regimen. We want to continue to ensure 
that our payment rules do not impede 
a beneficiary’s access to the particular 
anti-emetic that is most effective for him 
or her as determined by the beneficiary 
and his or her physician. 

TABLE 20.—ANTI-EMETICS TO EXEMPT 
FROM $50 PACKAGING REQUIREMENT 

HCPCS Code Short description 

J1260 ........... Dolasetron mesylate. 
J1626 ........... Granisetron HCl injection. 
J2405 ........... Ondansetron HCl injection. 
J2469 ........... Palonosetron HCl. 
Q0166 .......... Granisetron HCl 1 mg oral. 
Q0179 .......... Ondansetron HCl 8 mg oral. 
Q0180 .......... Dolasetron mesylate oral. 

For the CY 2006 proposed payment 
rates, we calculated the per day cost of 
all drugs, biologicals, and 
radiopharmaceuticals that had a HCPCS 
code in CY 2004 and were paid (via 
packaged or separate payment) under 
the OPPS using claims data from 
January 1, 2004 to December 31, 2004. 
In CY 2004, multisource drugs and 
radiopharmaceuticals had two HCPCS 
codes that distinguished the innovator 
multisource (brand) drug or 
radiopharmaceutical from the 
noninnovator multisource (generic) drug 
or radiopharmaceutical. We aggregated 
claims for both the brand and generic 
HCPCS codes in our packaging analysis 
of these multisource products. Items 
such as single indication orphan drugs, 
certain vaccines, and blood and blood 

products were excluded from these 
calculations and our treatment of these 
items is discussed separately in sections 
V.F., V.E., and X.B., respectively, of this 
preamble. 

In order to calculate the per day cost 
for drugs, biologicals, and 
radiopharmaceuticals to determine their 
packaging status in CY 2006, we 
proposed several changes in the 
methodology that was described in 
detail in the CY 2004 OPPS proposed 
rule (68 FR 47996 through 47997) and 
finalized in the CY 2004 final rule with 
comment period (68 FR 63444 through 
63447). For CY 2006, to calculate the 
per day cost of the drugs, biologicals, 
and radiopharmaceuticals, our proposed 
methodology was the following: 

Step 1. After application of the CCRs, 
we aggregated all line-items for a single 
date of service on a single claim for each 
product. This resulted in creation of a 
single line-item with the total number of 
units and the total cost of a drug or 
radiopharmaceutical given to a patient 
in a single day. 

Step 2. We then created a separate 
record for each drug or 
radiopharmaceutical by date of service, 
regardless of the number of lines on 
which the drug or radiopharmaceutical 
was billed on each claim. For example, 
‘‘drug X’’ is billed on a claim with two 
different dates of service, and for each 
date of service, the drug is billed on two 
line-items with a cost of $10 and 5 units 
for each line-item. In this case, the 
computer program would create two 
records for this drug, and each record 
would have a total cost of $20 and 10 
units of the product. 

Step 3. We trimmed records with unit 
counts per day greater or less than 3 
standard deviations from the geometric 
mean. (This is a new step in the 
methodology that we proposed for CY 
2006.) 

Step 4. For each remaining record for 
a drug or radiopharmaceutical, we 
calculated the cost per unit of the drug. 
If the HCPCS descriptor for ‘‘drug X’’ is 
’’per 1 mg’’ and one record was created 
for a total of 10 mg (as indicated by the 
total number of units for the drug on the 
claim for each unique date of service), 
the computer program divided the total 
cost for the record by 10 to give a per 
unit cost. We then weighted this unit 
cost by the total number of units in the 
record. We did this by generating a 
number of line-items equivalent to the 
number of units in that particular claim. 
Thus, a claim with 100 units of ‘‘drug 
X’’ and a total cost of $200 would be 
given 100 line-items, each with a cost of 
$2, while a claim of 50 units with a cost 
of $50 would be given 50 line items, 
each with a cost of $1. 

Step 5. We trimmed the unit records 
with cost per unit greater or less than 3 
standard deviations from the geometric 
mean. 

Step 6. We aggregated the remaining 
unit records to determine the mean cost 
per unit of the drug or 
radiopharmaceutical. 

Step 7. Using only the records that 
remained after records with unit counts 
per day greater or less than 3 standard 
deviations from the geometric mean 
were trimmed (step 3), we determined 
the total number of units billed for each 
item and the total number of unique 
per-day records for each item. We 
divided the count of the total number of 
units by the total number of unique per- 
day records for each item to calculate an 
average number of units per day. 

Step 8. Instead of using median cost 
as done in previous years, we used the 
payment rate for each drug and 
biological effective April 1, 2005 for the 
physician office setting, which was 
calculated using the ASP methodology, 
and multiplied the payment rate by the 
average number of units per day for 
each drug or biological to arrive at its 
per day cost. For items that did not have 
an ASP-based payment rate, we used 
their mean unit cost derived from the 
CY 2004 hospital claims data to 
determine their per day cost. Our 
reasoning for using these cost data is 
discussed in section V.B.3.a. of this 
preamble. 

Step 9. We packaged the items with 
per day cost based on the ASP 
methodology or mean cost less than $50 
and made items with per day cost 
greater than $50 separately payable. 

In the past, many commenters had 
alleged that hospitals do not accurately 
bill the number of units for drugs and 
radiopharmaceuticals consistent with 
expected appropriate clinical use. We 
have consistently decided not to 
determine whether a hospital claim 
reports a clinically appropriate unit 
dose of a drug for rate-setting purposes. 
Variations among patients with respect 
to appropriate doses, the variety of 
indications with different dosing 
regimens for some agents, and the 
possibility of off-label uses make it 
difficult to know when units are 
incorrectly reported. However, we 
believed that trimming the units would 
improve the accuracy of estimates by 
removing those records with the most 
extreme units, without requiring us to 
speculate about clinically appropriate 
dosing. Therefore, we believed that 
trimming the records with unit counts 
greater or less than 3 standard 
deviations from the geometric mean 
would eliminate claims from our 
analysis that might not appropriately 
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represent the actual number of units of 
a drug or radiopharmaceutical furnished 
by a hospital to a patient during a 
specific clinical encounter. Because it 
reduced extreme variation, trimming on 
greater or less than 3 standard 
deviations from the geometric mean 
made this trim more conservative and 
removed fewer records. This change in 
methodology gave us even greater 
confidence in the cost estimates we use 
for our packaging decisions. 

We specifically requested comments 
on the changes that we proposed in our 
methodology for packaging drugs and 
radiopharmaceuticals. In response, we 
received numerous public comments on 
the proposed methodology. 

Comment: Many commenters 
supported CMS’ continued use of the 
$50 per day cost threshold to determine 
whether a drug, biological, or 
radiopharmaceutical will be packaged 
or paid separately. One commenter 
indicated that this system allows 
hospital outpatient departments to have 
an efficient option for packaging and for 
collecting payments for less costly 
drugs. Numerous commenters also 
supported CMS’ proposal to exempt the 
5HT3 anti-emetic products from the 
current $50 packaging threshold and 
pay for all of them separately, noting 
that the policy will help to ensure that 
Medicare beneficiaries have access to 
the particular anti-emetic that is most 
effective for them as determined by the 
beneficiary and his or her physician. 
One commenter, to the contrary, 
indicated that the current threshold for 
separate payment of 
radiopharmaceuticals is too high and 

distorts the resource homogeneity of the 
nuclear medicine APCs and 
recommended that CMS make separate 
payments for all radiopharmaceuticals. 

Response: We appreciate the 
commenters’ support of our proposals 
for CY 2006 to establish a packaging 
threshold for drugs, biologicals, and 
radiopharmaceuticals at $50 per day 
and to pay separately for the seven 
5HT3 anti-emetic products. Section 
1833(t)(16)(B) of the Act requires that 
the threshold for establishing separate 
APCs for drugs and biologicals be set at 
$50 per administration for CY 2006. 
Therefore, we cannot change the 
threshold amount for 
radiopharmaceuticals, to which the 
policy also applies, as one of the 
commenters has suggested. 

In determining the packaging status of 
drugs, biologicals, and 
radiopharmaceuticals for CY 2006, we 
calculated the per day costs of these 
items using the general methodology 
described above. However, as it is our 
policy to use updated data for the final 
rule, to determine the final per day costs 
of these items we used the payment rate 
for each drug and biological effective 
October 1, 2005 for the physician office 
setting, which was calculated using the 
ASP methodology, along with updated 
hospital claims data from CY 2004. The 
payment rate was multiplied by the 
average number of units per day for 
each drug or biological, which were 
recalculated using all of the CY 2004 
hospital claims data used for this final 
rule with comment period, to arrive at 
each product’s per day cost. For items 
that did not have an ASP-based 

payment rate, we used their mean unit 
cost, which we also recalculated using 
all of the CY 2004 hospital claims data 
used for this final rule with comment 
period to determine their per day cost. 

We note that there are two drugs for 
which we proposed to pay separately in 
our proposed rule that now have per 
day costs less than $50 based on the 
updated cost and claims data. In these 
cases, we are applying our equitable 
adjustment authority to the packaging 
threshold according to the policy that 
we finalized in the CY 2005 final rule 
for drugs and biologicals with similar 
circumstances (69 FR 65780). Therefore, 
for CY 2006, we are applying the 
following policy to these drugs and 
biologicals: 

• Drugs and biologicals that were 
paid separately in CY 2005, were 
proposed for separate payment in CY 
2006, and have per day costs less than 
$50 based on updated ASPs and 
hospital claims data used for this CY 
2006 final rule with comment period 
will continue to receive separate 
payment in CY 2006. 

• Those drugs and biologicals that 
were packaged in CY 2005, were 
proposed for separate payment in CY 
2006, and have per day costs less than 
$50 based on updated ASPs and 
hospital claims data used for this CY 
2006 final rule with comment period 
will remain packaged in CY 2006. 

Table 21 lists the two drugs and 
biologicals to which this policy will 
apply, along with their CYs 2005 and 
2006 payment status indicators. 

TABLE 21.—DRUGS AND BIOLOGICALS WITH PER DAY COSTS LESS THAN $50 USING FINAL RULE DATA, BUT WERE 
PROPOSED FOR SEPARATE PAYMENT 

HCPCS Description CY 2005 sta-
tus indicator 

CY 2006 sta-
tus indicator 

J0580 ................................................ Penicillin g benzathine inj ......................................................................... N N 
J3350 ................................................ Urea injection ........................................................................................... K K 

We also note that there were several 
drugs, biologicals, and 
radiopharmaceuticals that we proposed 
to package in the proposed rule and that 
now have per day costs greater than $50 
using updated ASPs and all of the 
hospital claims data from CY 2004 used 
for this final rule with comment period. 
In accordance with our established 
policy for such cases, for CY 2006 we 
will pay for these drugs, biologicals, and 
radiopharmaceuticals separately. Table 
22 lists the drugs and biologicals that 
were proposed as packaged items, but 
will be paid separately in CY 2006. 

TABLE 22.—DRUGS AND BIOLOGICALS 
WITH PER DAY COSTS ABOVE $50 
FOR WHICH SEPARATE PAYMENT 
WILL BE MADE IN CY 2006 

HCPCS 1 Description 

90665 ...... Lyme disease vaccine, im. 
90717 ...... Yellow fever vaccine, sc. 
A9504 ..... Technetium tc 99m apcitide. 
J0350 ...... Injection anistreplase 30 u. 
J0470 ...... Dimecaprol injection. 
J2700 ...... Oxacillin sodium injection. 
J2910 ...... Aurothioglucose injection. 
J3470 ...... Hyaluronidase injection. 
J7197 ...... Antithrombin iii injection. 

Comment: One commenter supported 
the addition of ‘‘step 3’’ to the 
calculation of the per day cost 
methodology used to determine the 
packaging status of drugs, biologicals, 
and radiopharmaceuticals and stated 
that the addition of the new step will 
improve the accuracy of the per day cost 
calculation by enabling CMS to trim out 
very high units of service associated 
with very low costs that may 
inappropriately lower the overall 
median cost. 

Response: We appreciate the 
commenter’s support of the change in 
our methodology to determine the per 
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day costs of drugs, biologicals, and 
radiopharmaceuticals and are finalizing 
this change for CY 2006, along with the 
other proposed changes for determining 
per day costs of these items. 

Comment: We received comments on 
the packaging status of one drug and 
several radiopharmaceuticals where the 
commenters indicated that the items 
were incorrectly packaged and should 
be paid separately in CY 2006. Specific 
items mentioned in the comments were 
HCPCS codes J1245, A9513, C1079, 
C9013, and Q3012. One commenter 
asserted that confusing HCPCS 
descriptors contributed to the 
submission of inaccurate claims data to 
CMS. This commenter also noted that 
the inconsistent market availability of 
some of these products resulted in small 
numbers of claims and variable cost 
data, which CMS used to determine the 
per day costs of these items. The 
commenters indicated that there are 
other products that are used for the 
same indication as some of these 
products, and also that there are clinical 
situations where physician would prefer 
to utilize one particular product over 
another. Therefore, commenters did not 
want payment rules to affect access to 
particular products that may be most 
clinically effective for patients. 

Response: We understand the 
commenters’ concerns about the 
packaging of these items. Based on the 
methodology we used to calculate per 
day costs of these items, as described 
earlier in the preamble, we determined 
that the per-day costs of these products 
were below $50. Therefore, these items 
were packaged. When we recalculated 
the per day costs of these items using 
updated CY 2004 claims data and ASP- 
based payment rates based on data from 
the second quarter of CY 2005 for the 
final rule, we observed that the per day 
costs of these items remained below 
$50. For radiopharmaceuticals, we 
recalculate their mean per day costs 
using updated CY 2004 claims data. 

As described earlier, we applied an 
additional unit trimming step in the 
methodology to determine per day costs 
of items in CY 2006. We stated our 
belief that trimming the units would 
improve the accuracy of the per day cost 
estimates by removing those records 
with the most extreme units, without 
requiring us to speculate about 
clinically appropriate dosing. Therefore, 
we believe that the new trimming step 
eliminates claims from our analysis that 
might not appropriately represent the 
actual number of units of a drug or 
radiopharmaceutical furnished by a 
hospital to a patient during a specific 
clinical encounter. We indicated that 
this change in methodology gave us 

even greater confidence in the cost 
estimates we use for our packaging 
decisions. Also, section 621(a)(2) of Pub. 
L. 108–173 requires that the threshold 
for establishing separate APCs for drugs 
and biologicals be set at $50 per 
administration for CY 2006. Therefore, 
we cannot change the packaging 
threshold amount from $50, which 
would be required of us if we were to 
pay for these items separately. For these 
reasons, we believe that it is appropriate 
for us to package these items in CY 2006 
under OPPS. We expect that the modest 
per day costs of these packaged items 
will allow hospitals to make the most 
clinically appropriate choices of 
products in their care of patients, as 
hospitals will also bill a variety of 
separately payable services for the care 
provided. 

Comment: One commenter indicated 
that it is operationally impossible to 
establish a separate process for charging 
anti-emetic drugs when they are used 
only in conjunction with chemotherapy 
since the majority of their surgical 
outpatients receive these drugs. The 
commenter inquired as to whether CMS 
could develop an edit to only pay for 
the anti-emetic drug when it is 
connected to a cancer diagnosis. 

Response: We note that separate 
payments for these 5HT3 injectable and 
oral anti-emetic drugs will be made as 
long as these drugs are covered by 
Medicare, regardless of the clinical 
indications for the drugs’ use. The 
policy described above for the 5HT3 
anti-emetic drugs applies only to the 
packaging status of these items, not to 
their coverage status. Hospitals should 
continue billing for these injectable and 
oral anti-emetic drugs in accordance 
with existing coverage rules. 

Section 1833(t)(16)(B) of the Act that 
requires the threshold for establishing 
separate APCs for drugs and biologicals 
to be set at $50 per administration will 
expire at the end of CY 2006. Therefore, 
we will be evaluating other packaging 
thresholds for these products for the CY 
2007 OPPS update. We specifically 
requested comments on the use of 
alternative thresholds for packaging 
drugs and radiopharmaceuticals in CY 
2007. 

We received a number of public 
comments in response to this request. 

Comment: Commenters made various 
suggestions for establishing the 
packaging threshold for CY 2007. 
Several commenters encouraged CMS to 
set the packaging threshold no higher 
than $50 in CY 2007 and beyond. Other 
commenters suggested that CMS 
provide separate payment for all infused 
and injectable drugs, regardless of their 
per day costs, and only continue to 

package oral drugs in CY 2007. Other 
commenters echoed this general 
suggestion, but further suggested that 
the oral anti-emetic drugs be paid 
separately along with the infused and 
injectable drugs. One commenter stated 
that CMS should continue to pay 
separately for all drugs and biologicals 
that were separately paid in the past, 
including all therapies that had received 
pass-through status. Another commenter 
suggested that, to the extent CMS may 
elect to raise the packaging threshold in 
CY 2007 and beyond, the threshold be 
linked to an appropriate price indexing 
mechanism. In establishing the 
appropriate price indexing measure, the 
commenter urged CMS to give 
substantial consideration to the impact 
resulting from capturing more high-cost 
drugs in packaged payment groups, 
including the effect such a policy may 
have on beneficiary access to needed 
treatments, with particular focus on 
avoiding unintended disadvantages for 
newer innovator products. Other 
commenters suggested that CMS 
determine appropriate payment levels 
that will be sufficient to ensure patient 
access in its consideration of the use of 
alternative thresholds for packaging 
drugs in CY 2007, and that CMS utilize 
ASP data from CY 2005 to determine the 
appropriate parameters for a packaging 
threshold in CY 2007. On the other 
hand, MedPAC indicated that it has 
long been concerned about the 
incentives created by the unpackaging 
of drugs that exists in the OPPS. For 
example, MedPAC stated that, under the 
OPPS, providers have an incentive to 
use a higher-cost drug that is paid 
separately in place of a lower-cost drug 
that is packaged. If hospitals act on this 
incentive, it could raise beneficiaries’ 
overall cost sharing, Part B premiums, 
and program spending. MedPAC added 
that setting payment rates for small 
packages is likely to be less accurate 
than setting rates for larger packages. It 
pointed out that, with greater packaging, 
variations in charging practices are more 
likely to balance out, leading to 
payment rates that, on average, are more 
reflective of costs. 

Response: We appreciate receiving 
these suggestions for establishing an 
appropriate packaging threshold for CY 
2007 and will take the 
recommendations into consideration as 
we work on our packaging proposal for 
the CY 2007 OPPS. 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00124 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68639 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

3. Payment for Drugs, Biologicals, and 
Radiopharmaceuticals Without Pass- 
Through Status That Are Not Packaged 

a. Payment for Specified Covered 
Outpatient Drugs 

(1) Background 

Section 1833(t)(14) of the Act, as 
added by section 621(a)(1) of Pub. L. 
108–173, requires special classification 
of certain separately paid 
radiopharmaceuticals, drugs, and 
biologicals and mandates specific 
payments for these items. Under section 
1833(t)(14)(B)(i) of the Act, a ‘‘specified 
covered outpatient drug’’ is a covered 
outpatient drug, as defined in section 
1927(k)(2) of the Act, for which a 
separate APC exists and that either is a 
radiopharmaceutical agent or is a drug 
or biological for which payment was 
made on a pass-through basis on or 
before December 31, 2002. 

Under section 1833(t)(14)(B)(ii) of the 
Act, certain drugs and biologicals are 
designated as exceptions and are not 
included in the definition of ‘‘specified 
covered outpatient drugs.’’ These 
exceptions are— 

• A drug or biological for which 
payment is first made on or after 
January 1, 2003, under the transitional 
pass-through payment provision in 
section 1833(t)(6) of the Act. 

• A drug or biological for which a 
temporary HCPCS code has not been 
assigned. 

• During CYs 2004 and 2005, an 
orphan drug (as designated by the 
Secretary). 

Section 1833(t)(14)(F) of the Act 
defines the categories of drugs based on 
section 1861(t)(1) and sections 
1927(k)(7)(A)(ii), (k)(7)(A)(iii), and 
(k)(7)(A)(iv) of the Act. The categories of 
drugs are ‘‘sole source drugs (includes a 
biological product or a single source 
drug),’’ ‘‘innovator multiple source 
drugs,’’ and ‘‘noninnovator multiple 
source drugs.’’ The definitions of these 
specified categories for drugs, 
biologicals, and radiopharmaceuticals 
were discussed in the January 6, 2004 
OPPS interim final rule with comment 
period (69 FR 822), along with our use 
of the Medicaid average manufacturer 
price database to determine the 
appropriate classification of these 
products. Because of the many 
comments received on the January 6, 
2004 interim final rule with comment 
period, the classification of many of the 
drugs, biologicals, and 
radiopharmaceuticals changed from that 
initially published. We announced these 
changes to the public on February 27, 
2004, through Transmittal 112, Change 
Request 3144. We also implemented 

additional classification changes 
through Transmittal 132 (Change 
Request 3154, released March 30, 2004) 
and Transmittal 194 (Change Request 
3322, released June 4, 2004). 

Section 1833(t)(14)(A) of the Act, as 
added by section 621(a)(1) of Pub. L. 
108–173, also provides that payment for 
these specified covered outpatient drugs 
for CYs 2004 and 2005 is to be based on 
its ‘‘reference average wholesale price 
(AWP).’’ Section 1833(t)(14)(A)(ii) of the 
Act, as added by section 621(a) of Pub. 
L. 108–173 requires that in CY 2005— 

• A sole source drug must be paid no 
less than 83 percent and no more than 
95 percent of the reference AWP. 

• An innovator multiple source drug 
must be paid no more than 68 percent 
of the reference AWP. 

• A noninnovator multiple source 
drug must be paid no more than 46 
percent of the reference AWP. 

Section 1833(t)(14)(G) of the Act 
defines ‘‘reference AWP’’ as the AWP 
determined under section 1842(o) the 
Act as of May 1, 2003. We interpreted 
this to mean the AWP set under the 
CMS single drug pricer (SDP) based on 
prices published in the Red Book on 
May 1, 2003. 

For CY 2005, we finalized our policy 
to determine the payment rates for 
specified covered outpatient drugs 
under the provisions of Pub. L. 108–173 
by comparing the payment amounts 
calculated under the median cost 
methodology as done for procedural 
APCs to the AWP percentages specified 
in section 1833(t)(14)(A)(ii) of the Act. 

(2) Changes for CY 2006 Related to Pub. 
L. 108–173 

Section 1833(t)(14)(A)(iii) of the Act, 
as added by section 621(a)(1) of Pub. L. 
108 173, requires that payment for 
specified covered outpatient drugs in 
CY 2006 be equal to the average 
acquisition cost for the drug for that 
year as determined by the Secretary 
subject to any adjustment for overhead 
costs and taking into account the 
hospital acquisition cost survey data 
collected by the Government 
Accountability Office (GAO) in CYs 
2004 and 2005. If hospital acquisition 
cost data are not available, the law 
requires that payment be equal to 
payment rates established under the 
methodology described in section 
1842(o), section 1847A, or section 
1847B of the Act as calculated and 
adjusted by the Secretary as necessary. 

(3) Data Sources Available for Setting 
CY 2006 Payment Rates 

Section 1833(t)(14)(D) of the Act, as 
added by section 621(a)(1) of Pub. L. 
108–173, outlines the provisions of the 

hospital outpatient drug acquisition cost 
survey mandated for the GAO. This 
provision directs the GAO to collect 
data on hospital acquisition costs of 
specified covered outpatient drugs and 
to provide information based on these 
data that can be taken into consideration 
for setting CY 2006 payment rates for 
these products under the OPPS. 
Accordingly, the GAO conducted a 
survey of 1,400 acute care, Medicare- 
certified hospitals and requested 
hospitals to provide purchase prices for 
specified covered outpatient drugs 
purchased between July 1, 2003 and 
June 30, 2004. The survey yielded a 
response rate of 83 percent; 1,157 
hospitals provided usable information. 
To ensure that its methodology for data 
collection and analysis was sound, the 
GAO consulted an advisory panel of 
experts in pharmaceutical economics, 
pharmacy, medicine, survey sampling 
and Medicare payment. 

The GAO reported the average and 
median purchase prices for 55 specified 
covered outpatient drug categories for 
the period July 1, 2003 to June 30, 2004. 
These items represented 86 percent of 
Medicare spending for specified covered 
outpatient drugs during the first 9 
months of CY 2004. The initial GAO 
data did not include any 
radiopharmaceuticals. The report noted 
that the purchase price information 
accounted for volume and other 
discounts provided at the time of 
purchase, but excluded subsequent 
rebates from manufacturers and 
payments from group purchasing 
organizations. The GAO survey data 
were available in time for consideration 
in the CY 2006 OPPS proposed rule. 

At the time of issuance of the CY 2006 
OPPS proposed rule, another available 
source of drug pricing information was 
the ASP data from the fourth quarter of 
CY 2004, which were used to set 
payment rates for drugs and biologicals 
in the physician office setting effective 
April 1, 2005. We had ASP-based prices 
for approximately 475 drugs and 
biologicals (including contrast agents) 
payable under the OPPS. However, we 
did not then have (and we still do not 
have) any ASP data on 
radiopharmaceuticals. Payments for 
most of the drugs and biologicals paid 
in the physician office setting were 
based on ASP+6 percent. Payments for 
items with no reported ASP were based 
on wholesale acquisition cost (WAC). 

Lastly, the third source of cost data 
that we had at the time of issuance of 
the proposed rule for drugs, biologicals, 
and radiopharmaceuticals was the mean 
and median costs derived from the CY 
2004 hospital claims data. In our data 
analysis for the proposed rule, we 
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compared the payment rates for drugs 
and biologicals using data from all three 
sources described above. As section 
1833(t)(14)(A)(iii) of the Act clearly 
specifies that payment for specified 
covered outpatient drugs in CY 2006 be 
equal to the ‘‘average’’ acquisition cost 
for the drug, we limited our analysis to 
the mean costs of drugs determined 

using the GAO acquisition cost survey 
and the hospital claims data, instead of 
using median costs. 

For the proposed rule, we estimated 
aggregate expenditures for all drugs and 
biologicals (excluding 
radiopharmaceuticals) that would be 
separately payable in CY 2006 and for 
the 55 drugs and biologicals reported by 
the GAO using mean costs from the 

claims data, the GAO mean purchase 
prices, and the ASP-based payment 
amounts (ASP+6 percent in most cases), 
and calculated the equivalent average 
ASP-based payment rate under each of 
the three payment methodologies. The 
results which we presented in the 
proposed rule are shown in Table 23 
below. 

TABLE 23.—COMPARISON OF RELATIVE PRICING FOR OPPS DRUGS AND BIOLOGICALS UNDER VARIOUS PAYMENT 
METHODOLOGIES 

Type of pricing data Time period of pricing data 

ASP equiva-
lent 

(55 GAO 
drugs only) 

ASP equiva-
lent 

(all sepa-
rately billable 

drugs) 

GAO mean purchase price ............................................. 12 months ending June 2004 ......................................... ASP+3% ...... N/A 
ASP+6% .......................................................................... 4th quarter of 2004 ......................................................... ASP+6% ...... ASP+6% 
Mean cost from claims data ............................................ 1st 9 months of 2004 ...................................................... ASP+8% ...... ASP+8% 

Prior to any adjustments for the 
differing time periods of the pricing 
data, the results indicated that using the 
GAO mean purchase prices as the basis 
for paying the 55 drugs and biologicals 
would be equivalent to paying for those 
drugs and biologicals, on average, at 
ASP+3 percent. In addition, using mean 
unit cost from hospital claims data to set 
the payment rates for the drugs and 
biologicals that would be separately 
payable in CY 2006 would be equivalent 
to basing their payment rates, on 
average, at ASP+8 percent. 

In determining the payment rates for 
drugs and biologicals in CY 2006, we 
did not propose to use the GAO mean 
purchase prices for the 55 drugs and 
biologicals because the GAO data reflect 
hospital acquisition costs from a less 
recent period of time. The survey was 
conducted from July 1, 2003 to June 30, 
2004; thus, the purchase prices are 
generally reflective of the time that is 
the midpoint of this period, which is 
January 1, 2004. The hospital purchase 
price data also do not fully account for 
rebates from manufacturers or payments 
from group purchasing organizations 
made to hospitals. We also noted that it 
would be difficult to update the GAO 
mean purchase prices during CY 2006 
and in future years. 

We also did not propose, in general, 
to use mean costs from CY 2004 hospital 
claims data to set payment rates for 
drugs and biologicals in CY 2006. In 
previous OPPS rules, we stated that 
pharmacy overhead costs are captured 
in the pharmacy revenue cost centers 
and reflected in the median costs of 
drug administration APCs, and the 
payment rate we established for a drug, 
biological, or radiopharmaceutical APC 
was intended to pay only for the cost of 

acquiring the item (66 FR 59896 and 67 
FR 66769). However, findings from a 
MedPAC survey of hospital charging 
practices indicated that hospitals set 
charges for drugs, biologicals, and 
radiopharmaceuticals high enough to 
reflect their handling costs as well as 
their acquisition costs. Therefore, the 
mean costs calculated using charges 
from hospital claims data converted to 
costs are representative of hospital 
acquisition costs for these products, as 
well as their pharmacy overhead costs. 
For CY 2006, the statute specifies that 
payments for specified covered 
outpatient drugs are required to be equal 
to the ‘‘average’’ acquisition cost for the 
drug. Payments based on mean costs 
would represent the products’ 
acquisition costs plus overhead costs, 
instead of acquisition costs only. 
Therefore, at the time of issuance of the 
proposed rule, we determined that it 
would be appropriate for us to use a 
source of cost information other than 
the CY 2004 hospital claims data to set 
the payment rates for most drugs and 
biologicals in CY 2006. 

Based on these considerations, we 
proposed to pay ASP+6 percent as the 
acquisition payment for separately 
payable drugs and biologicals in CY 
2006. Given the data as described above, 
we determined at the time of issuance 
of the proposed rule that this was our 
best estimate of average acquisition 
costs for CY 2006. We noted in the 
proposed rule (70 FR 42726) that the 
comparison between the GAO purchase 
price data and the ASP data indicated 
that the GAO data, on average, were 
equivalent to ASP+3 percent. However, 
as noted earlier, we determined that this 
comparison was problematic for two 

reasons. First, there were differences in 
the time periods for the two sources of 
data. The GAO data were from the 12 
months ending June 2004, and the ASP 
data were from the fourth quarter of CY 
2004. It could be argued that prices 
increased in the intervening time 
period. However, we determined that 
there was no source of reliable 
information on specific price changes 
for this time period for the drugs 
studied by the GAO. In the future, we 
will have better information on price 
trends for Medicare Part B drugs as 
more quarters of pricing information are 
reported under the ASP system. 

We also noted that the comparison 
between the GAO data and the ASP data 
was problematic as the ASP data 
included rebates and other price 
concessions and the GAO data did not. 
Inclusion of these rebates and price 
concessions in the GAO data would 
decrease the GAO prices relative to the 
ASP prices, suggesting that ASP+6 
percent may be an overestimate of 
hospitals’ average acquisition costs. 
Unfortunately, we did not have a source 
of information on the magnitude of the 
rebates and price concessions for the 
specific drugs in the GAO data at that 
time. 

Therefore, we determined in the 
proposed rule that it was difficult to 
adjust the GAO prices for inflation, 
rebates, and price concessions to make 
the comparison with ASP more precise. 
We indicated that we would continue to 
examine new data to improve our future 
estimates of acquisition costs. In future 
years, our proposed pricing would be 
modified as appropriate to reflect the 
most recent data and analyses available. 
We also noted that, in addition to the 
importance of making accurate 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00126 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68641 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

estimates of acquisition costs for drug 
pricing, there were important 
implications for prices of other services 
due to the required budget neutrality of 
the OPPS. For example, drugs and 
biological prices set at ASP+3 percent 
instead of ASP+6 percent would have 
made available approximately an 
additional $60 million for other items 
and services under the OPPS. 

In the proposed rule, we also noted 
that ASP data are unavailable for some 
drugs and biologicals. For the few drugs 
and biologicals, other than 
radiopharmaceuticals as discussed later, 
where ASP data were unavailable, we 
proposed to use the mean costs from the 
CY 2004 hospital claims data to 
determine their packaging status for 
rate-setting. Until we received ASP data 
for these items, we proposed that 
payment would be based on their mean 
cost. 

Our proposal used payment rates 
based on ASP data from the fourth 
quarter of CY 2004 because these were 
the most recent numbers available to us 
during the development of the proposed 
rule. To be consistent with the ASP- 
based payments that would be made 
when these drugs and biologicals are 
furnished in physician offices, we stated 
in our proposed rule (70 FR 42726) that 
we planned to make any appropriate 
adjustments to the amounts shown in 
Addenda A and B to the proposed rule 
for these items based on more recent 
ASP data from the second quarter of CY 
2005, which is the basis for setting 
payment rates for drugs and biologicals 
in the physician office setting effective 
October 1, 2005, prior to our publication 
of the CY 2006 OPPS final rule, and also 
on a quarterly basis on our Web site 
during CY 2006. We noted that we 
would determine the packaging status of 
each drug or biological only once during 
the year during the update process. 
However, for the separately payable 
drugs and biologicals, we would update 
their ASP-based payment rates on a 
quarterly basis. 

We also noted that we intend for the 
quarterly updates of the ASP-based 
payment rates for separately payable 
drugs and biologicals to function as 
future surveys of hospital acquisition 
cost data, as section 1833(t)(14)(D)(ii) of 
the Act instructs us to conduct periodic 
subsequent surveys to determine 
hospital acquisition cost for each 
specified covered outpatient drug. 

We specifically requested comments 
on our proposal to pay for drugs and 
biologicals (including contrast agents) 
under the OPPS using the ASP-based 
methodology that is also used to set the 
payment rates for drugs and biologicals 
furnished in physician offices and the 

adequacy of the payment rates to 
account for hospital acquisition costs of 
the drugs and biologicals. 

During the August 2005 meeting of 
the APC Panel, the Panel recommended 
that CMS evaluate all the separately 
payable drug to be paid at ASP+6 
percent under the OPPS and pay 
particular attention to those whose 
payments would drop or rise 
precipitously. We appreciate the Panel’s 
support of our payment proposal and 
discuss the final CY 2006 policies for 
drugs and biologicals below. 

We received many public comments 
in response to our proposal to pay for 
drugs and biologicals under the OPPS 
using the ASP methodology. 

Comment: Many commenters, 
including national organizations 
representing leading pharmaceutical 
and biotechnology companies, hospital 
associations, and hospitals, supported 
CMS’ proposal to pay for most 
separately payable drugs and biologicals 
at ASP+6 percent. These commenters 
stated that paying for drugs and 
biologicals at this rate appeared to be 
both a reasonable and the best available 
estimate of average hospital acquisition 
cost. One commenter stated that ASPs 
reported by manufacturers are as close 
to real-time costs as any data source 
CMS uses for rate-setting. Some of the 
commenters indicated that this policy 
offered hospitals the assurance that the 
payment rates will reflect market 
conditions as those rates will be 
updated on a quarterly basis. Other 
supporters of this proposal noted that 
the policy had the additional benefit of 
providing consistent payment rates 
under the OPPS and under Part B in the 
physician office setting, thus helping to 
avoid financial incentives for selection 
of sites of service. One commenter 
indicated that the proposed policy also 
offered simplicity to the OPPS, both for 
CMS and providers, by treating almost 
all separately paid drugs uniformly and 
noted that paying for pass-through drugs 
the same way as other separately 
payable drugs without pass-through 
status created appropriate incentives to 
provide the most effective therapies, 
regardless of their costs and payment 
amounts. 

A comment from MedPAC 
acknowledged the problems presented 
by the GAO purchase price information 
and recognized the use of ASP data as 
a viable alternative. However, MedPAC 
indicated that a limitation of ASP data 
is that CMS derives ASPs from 
manufacturers’ sales to all distribution 
channels, including wholesalers, group 
purchasing organizations, hospitals, and 
other providers such as physicians. 
Therefore, the ASPs do not specifically 

reflect hospital acquisition costs. 
Furthermore, MedPAC indicated that 
reporting may not be consistent across 
manufacturers, and CMS may need to 
verify the accuracy of ASP data through 
confidential audits. Although MedPAC 
stated that it supports CMS’ proposed 
use of ASPs, it remained concerned 
about the proposal to pay for most 
specified covered outpatient drugs at a 
rate of ASP+8 percent, specifically 
ASP+6 percent for the drug and an 
additional 2 percent for handling costs. 
MedPAC noted that CMS’ analysis of 
hospitals’ mean purchase prices for 
drugs studied in the GAO survey 
indicated that the hospitals’ mean 
purchase prices were equivalent to 
ASP+3 percent. Given that average ASP 
values have declined in recent quarters 
and that the GAO’s data did not fully 
reflect rebates, MedPAC stated that the 
proposed payment rates for drugs alone 
may be too high. 

Several commenters, however, 
remained concerned that this proposal 
will result in significant reductions in 
payments below acquisition costs for 
certain types of drugs and biologicals, 
such as IVIG and drugs and biologicals 
used to treat rare disorders, and was 
inadequate to protect beneficiary access 
to these therapies. One commenter 
indicated that payments increased to 
ASP+8 percent also resulted in 
compensation below acquisition costs 
for certain products. Many of these 
commenters urged CMS to monitor 
patient access problems and take 
prompt steps to adjust payment rates 
where necessary to address such 
problems. Several commenters 
requested that CMS implement the APC 
Panel’s recommendation to monitor for 
‘‘precipitous’’ drops in payment rates 
during the transition to ASP-based 
payments and apply a dampening 
policy to the payment rates for certain 
drugs and biologicals. Several 
dampening options were suggested, 
such as limiting payment decreases to 
15 percent from CY 2005, paying at the 
higher of ASP+8 percent or 90 percent 
of drugs’ CY 2005 payment rates, and 
freezing payment at the CY 2005 levels. 
One commenter recommended that no 
change be made to the payment rates for 
drugs and biologicals from CY 2005 to 
CY 2006. Another commenter urged 
CMS to gather data on the adequacy of 
ASP payment over the next year and 
report to Congress if the agency finds 
that ASP is not an appropriate payment 
formula. 

A comment from a large cancer care 
provider raised several issues 
concerning the use of ASPs. The 
commenter noted that the prices and 
discounts included in the calculation of 
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ASP often are not passed along to 
providers. The commenter added that 
small hospitals without purchasing 
power are likely to purchase drugs 
above ASP rates. In addition, the 
commenter noted that because 
manufacturers typically raise prices two 
to three times per year, the two-quarter 
lag in the calculation of ASP may cause 
hospitals to suffer losses each time they 
administer drugs. Another commenter 
questioned whether ASP could be 
calculated regionally instead of 
nationally. One commenter noted that 
CMS did not make clear in the proposed 
rule what data will be used to establish 
payment rates for separately payable 
drugs and biologicals as of January 1, 
2006. The commenter indicated that 
ASP data for the third quarter of CY 
2005 will be available on October 30, 
2005 and requested that these data be 
used to set payment rates for the first 
quarter of CY 2006. 

Response: We appreciate the 
commenters’ support of our proposal to 

pay for separately payable drugs and 
biologicals at ASP+6 percent. For this 
final rule with comment period, we 
again evaluated the three data sources 
that we have available to us for setting 
the CY 2006 payment rates for drugs 
and biologicals. As described in the 
proposed rule, these data sources are the 
GAO reported average and median 
purchase prices for 55 specified covered 
outpatient drug categories for the period 
July 1, 2003 to June 30, 2004; ASP data; 
and mean and median costs derived 
from hospital claims data used for this 
final rule with comment period. For this 
final rule with comment period, we are 
able to use updated ASP data from the 
second quarter of CY 2005, which are 
used to set payment rates for drugs and 
biologicals in the physician office 
setting effective October 1, 2005. We are 
also able to use updated claims data, 
reflecting all of the hospital claims data 
from CY 2004 and updated CCRs. 

In our data analysis for this final rule 
with comment period, we again 

compared the payment rates for drugs 
and biologicals using data from all three 
sources described above. As described 
in the proposed rule, we limited our 
analysis to the mean costs of drugs and 
biologicals determined using the GAO 
acquisition cost survey and the hospital 
claims data, instead of using median 
costs. We estimated aggregate 
expenditures for all drugs and 
biologicals (excluding 
radiopharmaceuticals) that would be 
separately payable in CY 2006 and for 
the 55 drugs and biologicals reported by 
the GAO using mean costs from the 
claims data, the GAO mean purchase 
prices, and the ASP-based payment 
amounts (ASP+6 percent in most cases), 
and then calculated the equivalent 
average ASP-based payment rate under 
each of the three payment 
methodologies. The results based on 
updated ASP and claims data are 
presented in Table 24 below. 

TABLE 24.—COMPARISON OF RELATIVE PRICING FOR OPPS DRUGS AND BIOLOGICALS UNDER VARIOUS PAYMENT 
METHODOLOGIES 

Type of pricing data Time period of pricing data 

ASP equiva-
lent 

(55 GAO 
drugs only) 

ASP equiva-
lent 

(all sepa-
rately billable 

drugs) 

GAO mean purchase price ............................................. 12 months ending June 2004 ......................................... ASP+4% ...... N/A 
ASP+6% .......................................................................... 2nd quarter of 2005 ........................................................ ASP+6% ...... ASP+6% 
Mean cost from claims data ............................................ 12 months of 2004 .......................................................... ASP+6% ...... ASP+6% 

Prior to any adjustments for the 
differing time periods of the pricing 
data, the results indicated that using the 
GAO mean purchase prices as the basis 
for paying the 55 drugs and biologicals 
would be equivalent to paying for those 
drugs and biologicals, on average, at 
ASP+4 percent. In addition, using mean 
unit cost from hospital claims to set the 
payment rates for the drugs and 
biologicals that would be separately 
payable in CY 2006 would be equivalent 
to basing their payment rates, on 
average, at ASP+6 percent. We note that 
these levels are slightly different from 
the estimates we determined for the 
proposed rule, where the GAO data 
were equivalent to ASP+3 percent and 
mean costs derived from the CY 2004 
claims data were equivalent to ASP+8 
percent, on average. (See Table 22 of the 
CY 2006 OPPS proposed rule, 70 FR 
42725). 

We understand the concerns raised by 
commenters about the reductions in 
payment rates for certain drugs and 
biologicals with the transition from an 
AWP-based methodology to an ASP- 

based methodology. However, our intent 
is to pay for drugs and biologicals based 
on their hospital acquisition costs, and 
we believe that market-based ASP data, 
which are reported by the 
manufacturers, better represent these 
costs than dampened payment rates. We 
also note that commenters did not 
present actual evidence demonstrating 
that access problems currently exist for 
some of these products. They presented 
anecdotal reports and results based on 
surveys that we can not validate. 
Therefore, we believe that it is still 
appropriate for us to base payment for 
these items on the ASP data. 

As noted earlier and in the proposed 
rule, findings from a MedPAC survey of 
hospital charging practices indicated 
that hospitals set charges for drugs, 
biologicals, and radiopharmaceuticals 
high enough to reflect their pharmacy 
handling costs as well as their 
acquisition costs. Therefore, the mean 
costs calculated using charges from 
hospital claims data converted to costs 
are representative of hospital 
acquisition costs for these products, as 

well as their related pharmacy overhead 
costs. Our calculations indicated that 
using mean unit costs to set the 
payment rates for all separately payable 
drugs and biologicals would be 
equivalent to basing their payment rates 
on the ASP+6 percent, on average. This 
result also seems to confirm MedPAC’s 
comment that paying for the acquisition 
cost of drugs alone at ASP+6 percent 
may be too high. Because pharmacy 
overhead costs are already built into the 
charges for drugs, biologicals, and 
radiopharmaceuticals, our current data 
therefore indicate that payment for 
drugs and biologicals and pharmacy 
overhead at a combined ASP+6 percent 
rate would serve as the best proxy for 
the combined acquisition and overhead 
costs of each of these products. 

Therefore, in this final rule with 
comment period for CY 2006, we are 
adopting a policy of paying for the 
acquisition and overhead costs of 
separately paid drugs and biologicals at 
a combined rate of ASP+6 percent. In 
other words, payment at ASP+6 percent 
will serve as a proxy to make 
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appropriate payment for both the 
acquisition cost and overhead cost of 
each of these products. We discuss in 
additional detail our responses 
regarding payments for pharmacy 
overhead costs later in the preamble. 

As noted in the proposed rule, ASP 
data are unavailable for some drugs and 
biologicals. For these few drugs and 
biologicals, we used the mean costs 
from the CY 2004 hospital claims data 
to determine their packaging status for 
rate-setting. Until we receive ASP data 
for these items, payment will be based 
on their mean cost calculated from CY 
2004 hospital claims data. The payment 
rates for separately payable drugs and 
biologicals shown in Addenda A and B 
to this final rule with comment period 
represent payments for their acquisition 
costs in addition to their overhead costs. 

For this final rule with comment 
period, we are using payment rates 
based on ASP data from the second 
quarter of CY 2005 because these are the 
most recent numbers available for the 
development of this final rule. To be 
consistent with the ASP-based 
payments that would be made when 
these drugs and biologicals are 
furnished in physician offices, as 
proposed, we plan to make any 
appropriate adjustments to the amounts 
shown in Addenda A and B to this final 
rule with comment period for these 
items on a quarterly basis as more recent 
ASP data become available and post the 
payment rate changes on our Web site 
during each quarter of CY 2006. 
Effective January 1, 2006, we will base 
payment rates for separately payable 
drugs and biologicals on ASP data from 
the third quarter of CY 2005, which will 
also be the basis for setting payment 
rates for drugs and biologicals in the 
physician office setting effective January 
1, 2006. We discussed in the proposed 
rule that we would determine the 
packaging status of each drug or 
biological only once during the year 
during the update process; however, for 
the separately payable drugs and 
biologicals, we would update their ASP- 
based payment rates on a quarterly 
basis. Specifically, for CY 2006, the 
packaging status of each drug or 
biological has been established using 
the ASP data from the second quarter of 
CY 2005 and the appropriate packaging 
status indicator can be found for these 
items in Addendum B of this final rule 
with comment period. During CY 2006, 
we will only update quarterly the 
payment rates for the separately payable 
drugs and biologicals whose payments 
are based on the ASP methodology. 

Comment: One commenter requested 
that CMS standardize the HCPCS code 
descriptions in Addendum B, so that the 

drug names appear first (and can be 
sorted alphabetically), rather than using 
‘‘injection’’ as the first word. The 
commenter also sought clarification on 
the dosage sizes of several HCPCS codes 
and identified HCPCS codes for drugs 
that the commenters believed are 
obsolete. 

Response: We note that the HCPCS 
code descriptions in Addendum B of 
our final rule with comment period are 
based on the short descriptors assigned 
to the HCPCS codes by the National 
HCPCS Panel. The National HCPCS 
Panel also determines the units 
associated with the HCPCS codes. We 
suggest that the commenter pursue its 
concerns related to the HCPCS codes 
through the process set up by the 
National HCPCS Panel. 

Comment: One commenter indicated 
that there are currently five sodium 
hyaluronate products approved for use 
in the United Stated that differ in terms 
of molecular weights, proposed 
biological effects, active ingredient 
doses per treatment, number of 
treatments per course, and labeling for 
repeated treatment courses. Because of 
the existing coding mechanism for these 
products, the commenter noted that the 
proposed payment rates associated with 
the HCPCS codes may create financial 
incentives for hospitals to stock and use 
certain products instead of choosing 
products based on clinical judgment 
and appropriate treatment for patients. 
The commenter expressed the belief that 
the dosing differences among these 
agents warrant the creation of specific 
codes for each single source product 
and has submitted recommendations to 
CMS for specific coding and 
nomenclature for adoption in CY 2006. 

Response: We recognize the 
commenter’s concerns about payment 
for these sodium hyaluronate products 
under the OPPS. As noted earlier, the 
National HCPCS Panel has created 
HCPCS code J7318 (Hyaluron/derive 
intra-art inj) to describe all of the 
sodium hyaluronate products effective 
January 1, 2006. The payment rate for 
HCPCS code J7318 in CY 2006 will be 
established using the ASP data for all of 
the products described by this code. 
HCPCS code J7318 will be used in the 
OPPS during CY 2006 to report the 
administration of all products described 
by that code that do no have another 
OPPS-specific code available due to 
their pass-through status. 

Comment: We received many 
comments on the significant proposed 
reduction in payment rates from CY 
2005 to CY 2006 for several wound care 
products. The products of concern are 
Apligraf, Dermagraft, and Orcel, which 
are reported by HCPCS codes C1305, 

C9201, and C9200 respectively under 
the OPPS in CY 2005. Commenters 
indicated that the proposed CY 2006 
payment rates for the acquisition and 
overhead costs of all three of these 
products were incorrectly based on the 
CY 2004 claims data, instead of ASP+8 
percent as proposed for other separately 
payable drugs and biologicals, and they 
were very concerned that decreased 
payments will significantly underpay 
hospitals and jeopardize patient access 
to these therapies. One of the 
commenters stated that CMS based 
payment for Apligraf on mean costs 
derived from the CY 2004 claims data 
because there had been no ASP payment 
rate specific to HCPCS code C1305 and 
noted that the ASP rate for Apligraf is 
reported by CMS in the physician office 
setting under HCPCS code J7340. Other 
commenters raised similar concerns for 
Dermagraft whose ASP rate is reported 
in the physician office setting under 
HCPCS code J7342, instead of HCPCS 
code C9201. With respect to Orcel, one 
commenter stated that this product was 
not commercially available during CY 
2004 and, as a result, neither ASP data 
nor hospital outpatient claims data 
should have existed for the product. The 
commenter recommended that, in the 
absence of either claims or ASP data, 
CMS should follow its payment policy 
for drugs and biologicals that do not 
have ASP data and establish the 
payment rate for Orcel using WAC. If 
WAC was not available, then CMS 
should set payment for Orcel at 95 
percent of the May 1, 2003 AWP. 

Response: We recognize the 
commenters’ concerns about the 
proposed reduction in payment rates for 
these wound care products in CY 2006. 
The commenters were correct in stating 
that we based the payment rates for 
these items on their mean costs derived 
from the CY 2004 claims data in the 
proposed rule because we believed that 
we did not have any ASP data for these 
C-codes. We appreciate the commenters 
indicating to us that HCPCS codes 
C1305 and C9201 are billed using 
HCPCS codes J7340 and J7342, 
respectively, in the physician office, and 
the ASP data submitted for these 
products were associated with their 
permanent J-codes. 

For this final rule with comment 
period, we reviewed the NDCs for 
which ASP data from the second quarter 
of CY 2005 were reported under HCPCS 
codes J7340 and J7342, and verified that 
these NDCs included Apligraf and 
Dermagraft products, respectively. 
Therefore, for CY 2006, we will be 
deleting the HCPCS code C1305 for 
Apligraf and HCPCS code C9201 for 
Dermagraft and paying for these 
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products using the ASPs calculated for 
HCPCS codes J7340 and J7342, 
respectively. As one of the commenters 
noted, ASP data are not available 
currently for HCPCS code C9200, which 
describes Orcel. Based on our review of 
the descriptor for HCPCS code J7340, 
we determined that this code 
appropriately describes Orcel; therefore, 
we will be deleting HCPCS code C9200 
and paying for this product using 
HCPCS code J7340. Even though the 
calculation of the ASP-based payment 
rate for HCPCS code J7340 does not 
currently account for the ASP of Orcel, 
we believe that it is still appropriate for 
us to pay for Orcel using HCPCS code 
J7340 since this code appropriately 
describes this product. Also, once Orcel 
becomes available in the market and we 
receive ASP data for this product, the 
ASP-based payment rate for HCPCS 
code J7340 will properly reflect the 
market price for Orcel. We believe that 
this coding policy will lessen confusion 
for providers, enhance coding 

consistency between the OPPS and 
physician offices, and result in 
appropriate payment rates for these 
three wound care products in CY 2006. 

In addition to reviewing whether 
permanent HCPCS codes duplicate the 
three temporary C-codes describing 
wound care products in the CY 2005 
OPPS, we also reviewed whether there 
are permanent HCPCS codes that 
currently exist or will be created in CY 
2006 that describe the other C-codes for 
drugs, biologicals, and 
radiopharmaceuticals that are payable 
under the OPPS in CY 2005 to 
determine if we could streamline coding 
for other items as well. Based on our 
review, we found that there are several 
C-codes for drugs, biologicals, and 
radiopharmaceuticals that are payable 
under OPPS in CY 2005 that will be 
replaced with new permanent HCPCS 
codes in CY 2006. We also found that 
there are some C-codes that are also 
described by other permanent HCPCS 
codes that existed in CY 2005. In cases 

where it is appropriate to do so, we are 
deleting these C-codes and replacing 
them with new CY 2006 HCPCS codes 
or existing HCPCS codes that 
appropriately describe products 
currently coded in the OPPS by the C- 
codes. As discussed later in the 
preamble, we are also deleting the C- 
codes that were created to represent the 
innovator multiple source (brand) drugs 
and instructing hospitals to use the 
HCPCS codes for noninnovator multiple 
source (generic) drugs to bill for both 
the brand and generic forms of a drug 
in CY 2006. Table 25 lists the C-codes 
that we are deleting effective December 
31, 2005 and the permanent HCPCS 
codes that will be replacing them in CY 
2006. For services furnished on or after 
January 1, 2006, hospitals should use 
replacements codes to bill for the 
products whose C-codes will be deleted 
on December 31, 2005. 

BILLING CODE 4210–01–P 
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BILLING CODE 4210–01–C 

Comment: One commenter noted that 
CMS should confirm that payment for 
echocardiography contrast agents will 
be based on ASP+6 percent plus an 
appropriate amount to reflect handling 
(no less than two percent) so that 

payment for these items is consistent 
with all other separately payable drugs 
under OPPS. A few commenters 
indicated that CMS should implement 
the new HCPCS codes for 
echocardiography contrast agents, 

which will be effective January 1, 2006, 
to facilitate uniform billing for all 
echocardiography contrast agents across 
all sites of service. 

Response: In CY 2005, 
echocardiography contrast agents are 
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described by three C-codes, which are 
HCPCS code C9112 (Perflutren lipid 
micro, 2ml), HCPCS code C9202 
(Octafluoropropane), and HCPCS code 
C9203 (Perflexane lipid micro). In the 
proposed rule, we proposed to deleted 
these C-codes and pay for the products 
using Q-codes in CY 2006. As noted in 
the previous response to comments, 
these three C-codes will be deleted as of 
December 31, 2005 and replaced with 
HCPCS codes Q9957, Q9956, and 
Q9955, respectively. Hospitals should 
use the new Q-codes in CY 2006 when 
billing for these echocardiography 
contrast agents. We also note we will be 
paying for the acquisition and overhead 
costs of these separately payable 
echocardiography contrast agents at a 
combined rate of ASP+6 percent in CY 
2006. 

Comment: We received many 
comments that expressed concerns 
about the proposed reductions in OPPS 
payment rates for intravenous 
immunoglobulin (IVIG) products. 
Commenters requested that CMS make 
special consideration in its payment for 
IVIG due to the current access problems 
facing patients that rely on this 
lifesaving therapy. Commenters 
indicated that payment at ASP+6 
percent has not been adequate to permit 
the continued purchase and 
administration of IVIG in physician 
offices, infusion suites, and home care 
settings, resulting in a shift of care to 
hospitals. Consequently, hospitals have 
been overburdened by the increase in 
demand for IVIG, which has not been 
easily accessible. The commenters 
indicated that CMS’ goal in setting 
payment rates for IVIG should be to 
ensure that patients have access to all 
brands of IVIG in all sites of care. 
Commenters requested that CMS use 
any and all authority and flexibility to 
address the existing payment problems 
that will arise if the proposed OPPS 
payment rates for IVIG are implemented 
and recommended several actions. In 
order of priority, commenters’ 
recommendations were to: (1) Provide a 
proxy add-on payment rate for IVIG 
when determining the CY 2006 payment 
levels; (2) in the absence of a proxy add- 
on, apply the 15-percent dampening 
provision proposed for device- 
dependent APCs to determine the CY 
2006 payment rates for IVIG; (3) 
establish unique HCPCS codes for each 
brand of IVIG and set their payment 
rates on the ASP data specific to each 
product; (4) classify IVIG as a biologic 
response modifier and pay its 
administration through a high 
complexity intravenous infusion APC; 
and (5) exclude prompt pay discounts 

when calculating the ASPs for the IVIG 
HCPCS codes and equalize the lag time 
between the ASP reporting by 
manufacturers and CMS’ posting of the 
ASP-based payment rates for the OPPS 
and Part B physician office payment 
rates. One commenter urged CMS to 
revert to the original J-codes for IVIG 
(J1563 and J1564) and maintain the CY 
2005 payment rates. Other commenters 
suggested that, at minimum, CMS 
should continue payment for IVIG at the 
CY 2005 payment rates of 83 percent of 
AWP for 2 years, during which time 
CMS, consulting with Congress, 
manufacturers, distributors, providers, 
and patient groups, should conduct a 
study to determine the best payment 
methodology for IVIG with the goal of 
ensuring access to IVIG and continuity 
of care in all practice settings. 

Response: As discussed earlier, we 
believe that ASP data are reflective of 
present hospital acquisition costs for 
separately payable drugs and biologicals 
under the OPPS. We believe this to be 
true for IVIG as well. We therefore 
cannot agree that it is appropriate to 
make adjustments to the payment rates 
for IVIG based on past prices, as we 
have more current ASP data available 
that reflect current market pricing for all 
of the brands of IVIG. 

With respect to establishing brand- 
specific HCPCS codes for the different 
IVIG products, we note that the 
procedures for HCPCS coding 
specifically reject brand-specific coding, 
and we do not see a compelling reason 
to override that standard. For further 
discussion of HCPCS coding, see http: 
//www.cms.hhs.gov/medicare/hcpcs/ 
codpayproc.asp. Finally, we note that in 
CY 2006 the OPPS and physician offices 
will both be paid based on the most 
recently available quarter’s ASP data, 
with implementation of payment rate 
changes in both systems on the same 
date. As noted earlier, effective January 
1, 2006 we will base payment rates for 
all separately payable drugs and 
biologicals under the OPPS on ASP data 
from the third quarter of CY 2005, 
which will also be the basis for setting 
payment rates for drugs and biologicals 
in the physician office setting effective 
January 1, 2006. After considering these 
factors, we are finalizing our proposal to 
pay for IVIG under the OPPS at ASP+6 
percent for CY 2006, the same payment 
rate as in the physician office setting. 

We will, however, continue to work 
with the IVIG community, 
manufacturers, Congress, and other 
entities to seek better understanding of 
the supply and market issues 
influencing the current IVIG 
environment. We have discussed the 
accuracy of the ASP data with the 

manufacturers and have been assured by 
these manufacturers that their ASPs 
have been developed in accordance 
with applicable guidance and that the 
resulting price reflects the current IVIG 
market. At the same time, the IVIG 
manufacturers’ association, the Plasma 
Protein Therapeutics Association, 
reports that the overall supply of IVIG 
is adequate and has improved in the 
past several months. However, based on 
the comments received and our ongoing 
work with manufacturers, patient 
groups, and other stakeholders, we 
continue to be concerned about CY 2005 
reports of patients experiencing 
difficulties in accessing timely IVIG 
treatments and reports of providers 
experiencing difficulties in obtaining 
adequate amounts of IVIG products on 
a consistent basis to meet their patients’ 
needs in the current marketplace. Most 
brands of IVIG have been put on 
allocation by manufacturers, and some 
manufacturers have reported allocating 
products to a smaller number of 
distributors and reducing the size of 
inventories. In addition, there have been 
reports of diversion of products to the 
secondary market and secondary 
distributors raising prices markedly. 
The Secretary’s Advisory Committee on 
Blood Safety and Availability has 
recommended immediate steps be taken 
to ensure access to IVIG so that patients’ 
needs are being met. However, the 
complexity of the IVIG marketplace 
makes it unclear what particular 
systematic approaches would be most 
effective in addressing the many 
individual circumstances that have been 
shared with us while not exacerbating 
what appears to be a temporary 
disruption in the marketplace. 

IVIG is a complicated biological 
product that is purified from human 
plasma obtained from human plasma 
donors. Its purification is a complex 
process that occurs along a very long 
timeline, and only a small number of 
manufacturers provide commercially 
available products. Historically, 
numerous factors, including decreased 
manufacturing capacity, increased 
usage, more sophisticated processing 
steps, and low demand for byproducts 
from IVIG fractionation have affected 
the supply of IVIG. For CY 2006, there 
are two HCPCS codes that describe all 
IVIG products, based on their 
lyophilized versus liquid preparation. 

The recent patterns of utilization of 
IVIG also are unusual in comparison 
with most other drugs and biologicals. 
Different IVIG products are FDA- 
approved in a number of therapeutic 
areas for various specific conditions, 
which include: Anti-infective therapy 
(bone marrow transplant); immune 
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globulin replacement therapy (primary 
immune deficiencies and chronic 
lymphocytic leukemia); anti- 
inflammatory therapy (Kawasaki 
disease); and immunomodulation 
therapy (idiopathic thrombocytopenic 
purpura). IVIG therapy, which has been 
available for about 25 years, was 
initially reserved for the treatment of 
these FDA-approved indications. More 
recently, IVIG has been increasingly 
used off-label so that off-label uses now 
significantly exceed on-label uses. Many 
of these off-label uses are for 
autoimmune, neurological, or systemic 
inflammatory conditions. Some off-label 
uses of IVIG are supported by a robust 
evidence base, while for other medical 
conditions the evidence has not 
demonstrated that IVIG infusions are of 
significant therapeutic benefit. In 
addition, despite the growing uses of 
IVIG there are definite risks associated 
with IVIG treatment, including both 
early inflammatory reactions and more 
rare but serious renal and 
thromboembolic complications, as well 
as the inherent risk associated with 
receipt of any biological product even 
with the ongoing improvements in the 
safety of these types of products. 

Medicare currently has one national 
coverage determination in place since 
CY 2002 regarding IVIG infusions to 
treat autoimmune blistering diseases, 
and there are numerous local coverage 
policies that describe Medicare coverage 
for specific off-label indications. In the 
context of these national and local 
coverage policies, IVIG use in hospital 
outpatient departments has climbed 
steeply over the most recent years for 
which data are available, from about 
40,000 infusion days in CY 2002, to 
60,000 days in CY 2003, and again to 
over 70,000 days in CY 2004. The 
infusion of IVIG in physician offices 
increased from about 2.3 million grams 
in CY 2003 to 4.0 million grams in CY 
2004. In the face of growing demand for 
IVIG in the absence of significant 
changes in the prevalence of medical 
conditions for which there is high 
quality evidence regarding the 
effectiveness of IVIG therapy, we are 
concerned that all patients with medical 
need for IVIG continue to have access to 
this expensive and valuable therapy. 
Over the upcoming year, we will be 
using our historical claims databases to 
study the epidemiology of IVIG 
treatment of Medicare beneficiaries in 
outpatient settings. We expect that the 
health system as a whole should 
encourage an accountable and 
scientifically grounded use of IVIG, and 
we welcome discussions with industry, 
providers, and other interested entities 

around efforts to ensure that IVIG is 
responsibly utilized for evidence-based 
clinical indications so that optimal 
benefit is obtained. 

Based on the potential access 
concerns, the growing demand for IVIG, 
and the unique features of IVIG detailed 
above, as well as our move to an ASP 
payment methodology for IVIG in the 
OPPS for CY 2006, as we seek to gain 
improved understanding of the 
contemporary, volatile IVIG marketplace 
we will employ a two-pronged approach 
during CY 2006 to help ensure the 
availability of IVIG to physicians and 
hospital outpatient departments who 
care for Medicare beneficiaries and will 
be paid ASP+6 percent for the IVIG 
products. 

First, in addition to ongoing 
monitoring and outreach activities 
within the Department of Health and 
Human Services, the Office of the 
Inspector General (OIG) is studying the 
availability and pricing of IVIG as part 
of its monitoring of market prices 
pursuant to section 1847A(d)(2)(A). We 
expect the OIG’s work to provide a 
significant contribution to the analysis 
of the current situation with respect to 
the specific activities of manufacturers 
and distributors that may be 
contributing to possible access problems 
for IVIG as we move to the ASP 
payment methodology in both physician 
office and hospital outpatient settings. 
We hope to understand those particular 
market behaviors that may have led to 
such public alarm about the availability 
of IVIG and the adequacy of our 
payment rate of ASP+6 percent, 
concerns that have been particularly 
strong and persistent for IVIG in 
comparison with other drugs paid under 
the same ASP methodology. 

Second, we will provide additional 
payment in CY 2006. Presently the IVIG 
marketplace is a dynamic one, where a 
significant portion of IVIG products 
previously available in CY 2005 are 
being discontinued and other products 
are expected to enter the market over 
the next year. In light of this temporary 
market instability, we understand that 
manufacturers have continued 
allocation procedures aimed at 
stabilizing the supply of IVIG. Even so, 
we understand that providers may face 
purchasing whichever brand of IVIG is 
available, even if it is not a brand the 
patient is known to tolerate. Many 
patients treated with IVIG receive 
regular infusions on a predictable 
schedule. To meet this need, hospital 
staff must conduct significant 
preadministration services prior to IVIG 
infusions to monitor and manage their 
inventory, locate available IVIG 
products, reschedule infusions 

according to product availability and 
patients’ needs, and implement 
physicians’ determinations regarding 
whether the available formulations are 
appropriate for patients and whether 
specific dosing adjustments are 
required. Product-specific factors must 
be evaluated in light of patients’ clinical 
indications for the IVIG infusions, their 
underlying medical conditions, and 
their past reactions to various IVIG 
products, and hospital staff must locate 
appropriate doses of IVIG products in 
light of these considerations. If the 
appropriate IVIG product formulations 
were more widely and reliably 
available, we do not believe that routine 
IVIG infusions would require these 
extensive preadministration-related 
services prior to each infusion. 

To continue to ensure appropriate 
patient access to IVIG in CY 2006 during 
this short-term period of market 
instability for IVIG, beginning for dates 
of service on or after January 1, 2006 
through December 31, 2006, we will 
temporarily allow a separate payment to 
hospitals to reflect the additional 
resources that are associated with 
locating and acquiring adequate IVIG 
products and preparing for an 
outpatient hospital infusion of IVIG in 
the current environment. We expect that 
making separate payment for these 
additional necessary services will help 
insure that hospitals are able continue 
to provide IVIG infusions to their 
patients who depend upon them. We 
will also provide an additional payment 
to physician offices for these special 
services, to ensure that patients 
continue to have access to IVIG 
infusions in the most medically 
appropriate settings, without 
undesirable shifts in sites of service for 
their care. 

Because the extra hospital resources 
currently associated with the 
preadministration-related services for 
intravenous infusion of 
immunoglobulin are not accounted for 
in the CY 2004 hospital claims data 
used to establish payments rates for the 
CY 2006 drug administration HCPCS 
codes that will be billed for IVIG 
infusions, we are creating a temporary 
G-code to describe these additional 
preadministration services related to the 
intravenous infusion of 
immunoglobulin. We have established 
the following G-code for hospital 
outpatient billing for CY 2006: 

• G0332; Preadministration-related 
services for intravenous infusion of 
immunoglobulin, per infusion 
encounter (This service is to be billed in 
conjunction with administration of 
immunoglobulin.) 
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Hospitals may bill this service once 
per day in association with a patient 
encounter for administration of IVIG, in 
addition to billing for the appropriate 
drug administration service(s) and for 
appropriate units of the HCPCS code 
that describes the IVIG product infused. 
In addition, hospitals may also bill for 
any significant and separately 
identifiable evaluation and management 
(E/M) service they perform at a level 2 
through 5 in association with the 
infusion encounter, appending modifier 
–25 to the E/M service. We have 
established the payment level for this 
service in outpatient hospital 
departments by crosswalking it to the 
payment level established for the 
physician office for CY 2006. We believe 
that the hospital resources required for 
HCPCS code G0332 should be very 
similar to the practice expense for this 
service in the physician office, and, 
because no physician work is included 
in the physician office payment for the 
new service, the HCPCS code G0332 
payment rates in physician office and 
hospital outpatient settings should be 
generally comparable. HCPCS code 
G0332 is a new service with no claims 
history under the OPPS and we cannot 
identify an appropriate clinical APC for 
its assignment based on considerations 
of clinical and resource homogeneity. 
Therefore, we are assigning HCPCS code 
G0332 to New Technology APC 1502 
(status indicator ‘‘S’’) with a payment 
rate of $75 for CY 2006, based on a 
direct crosswalk to the New Technology 
APC that corresponds with the 
physician office CY 2006 payment of 
approximately $69. 

We believe that this temporary 
separate payment provided through 
HCPCS code G0332 in CY 2006 for the 
physician office and hospital outpatient 
resources associated with additional 
IVIG preadministration-related services 
due to the present significant 
fluctuations in the IVIG marketplace 
will ensure that Medicare beneficiaries 
depending on IVIG experience no 
adverse health consequences from the 
market instability for IVIG products. In 
the meantime, we will continue to 
evaluate the market factors affecting the 
pricing and availability of IVIG products 
in the context of our ASP+6 percent 
payment methodology and our separate 
payment for HCPCS code G0332 in CY 
2006. We expect that in CY 2006 with 
continued collection of updated ASP 
data for IVIG; improved understanding 
of the IVIG marketplace; more focused 
attention on the medical necessity of the 
utilization of IVIG; ongoing 
collaboration between CMS, the IVIG 
community, manufacturers, providers, 

and other interested entities; and this 
temporary separate payment for hospital 
and physician office resources required 
for the intensive preadministration 
services related to IVIG infusion, the 
IVIG marketplace will stabilize over the 
upcoming year. Substantial 
preadministration-related services for 
IVIG infusions should no longer be 
required of physician offices and 
hospital outpatient departments that 
provide IVIG infusions to patients who 
need them. Therefore, this additional 
payment for G0332 is effective for CY 
2006 only. Thus, we will be closely 
monitoring this issue once again in the 
context of our rulemaking for CY 2007. 

Comment: One commenter requested 
that CMS provide separate payment for 
all magnetic resonance imaging contrast 
agents, including imaging agents 
covered by HCPCS code Q9953. 

Response: In CY 2006, the HCPCS 
codes that will be used to describe 
magnetic resonance imaging contrast 
agents are HCPCS codes Q9952 (Inj Gad- 
base MR contrast, ml), Q9953 (Inj Fe- 
based MR contrast, ml) and Q9954 (Oral 
MR contrast, 100 ml). In the proposed 
rule, we proposed to pay separately for 
HCPCS code Q9952 and HCPCS code 
Q9954; however, we proposed to 
package HCPCS code Q9953 because we 
were not able to estimate its per 
administration cost. For CY 2006, we 
will be paying separately for HCPCS 
code Q9952 and HCPCS code Q9954, as 
proposed. Additionally, we will provide 
separate payment for HCPCS code 
Q9953 since we have now determined 
its per day cost to be higher than $50 in 
this final rule with comment period. 

Comment: One commenter indicated 
that WinRho SDF Liquid is a new 
intravenous gamma globulin product 
that recently received marketing 
clearance from the FDA, and that this 
product was created to replace the first 
generation therapy, WinRho SDF. The 
commenter noted that WinRho SDF 
Liquid does not require reconstitution, 
whereas WinRho SDF is a lyophilized 
product that requires reconstitution and 
is described by HCPCS code J2792. 
According to the commenter, if WinRho 
SDF Liquid is also assigned to HCPCS 
code J2792, then the OPPS payment in 
CY 2006 is likely to be below the 
acquisition cost of this new product. 
Therefore, the commenter requested that 
CMS establish separate codes to 
distinguish between the liquid and 
lyophilized forms of Rho D Immune 
Globulin. 

Response: We recognize the 
commenter’s concern about payment for 
this new intravenous gamma globulin 
product under the OPPS. The National 
HCPCS Panel coordinates decisions 

regarding the creation of permanent 
HCPCS codes; therefore, comments 
related to the HCPCS code creation 
process are outside the scope of this 
rule. 

Comment: One commenter was 
concerned that where the ASP 
information does not exist, CMS will 
use the CY 2004 hospital claims data, 
and with drug cost increases averaging 
5 to 10 percent over the past two years, 
the payments would not be enough to 
cover the costs of providing these drugs. 

Response: We understand the 
commenter’s concern. However, as we 
stated in the proposed rule, until ASP 
data are available for certain drugs and 
biologicals, their payment rates will be 
based on their mean costs derived from 
the CY 2004 claims data. We note that 
with respect to items for which we 
currently do not have ASP data, once 
their ASP data become available in later 
quarter submissions, their payment rates 
under the OPPS will be adjusted so that 
the rates are based on the ASP 
methodology and set to ASP+6 percent. 
Therefore, we encourage the 
manufacturers of these drugs and 
biologicals to report their ASPs to CMS. 

We received several public comments 
on the November 15, 2004 final rule 
with comment period concerning issues 
related to payment for drugs and 
biologicals in CY 2005. For those issues 
that have not already been addressed in 
other sections of this preamble, below is 
a summary of those comments and our 
responses. 

Comment: One commenter stated that 
CMS incorrectly calculated a payment 
rate of $6.60 per cm2 for the product 
Integra described by HCPCS code C9206 
(Collagen-Glycosaminoglycan Bilayer 
Matrix, per cm2) and that the payment 
rate was inappropriate in the OPPS 
setting. The commenter noted that 
Integra is provided in four sizes that are 
appropriate for different clinical needs 
and settings, and the payment rate set 
by CMS represented a single payment 
rate based on the cost of the largest 
package size used in the inpatient 
setting. The commenter recommended 
that either three additional and separate 
payment HCPCS codes be established 
for the different sizes, with payment 
rates established according to their 
different WACs, or that the payment rate 
for Integra be based on the costs of the 
smallest packaging sizes, which are the 
ones used in the hospital outpatient 
department. In addition, the commenter 
recommended that the unit descriptor 
for HCPCS code C9206 be changed to 25 
cm2 so that it is consistent with the 
descriptors of the CPT codes used with 
this product and also so that it is 
convenient and easy to apply for 
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hospital personnel inputting codes on 
claim forms. 

Response: Effective January 1, 2005, 
HCPCS code C9206 (Collagen- 
Glycosaminoglycan Bilayer Matrix, per 
cm2) was created to describe Integra. To 
accommodate the different package 
sizes that currently exist or may enter 
the market in the future, our policy is 
to create a HCPCS code descriptor based 
on the lowest possible dosage or size of 
the product; therefore, we assigned a 
unit of cm2 to HCPCS code C9206. The 
payment rate of $6.60 per cm2 for this 
biological was calculated using the 
standard methodology used to 
determine the payment rates for drugs 
and biologicals in the physician office 
setting, where for drugs and biologicals 
without an ASP, our methodology 
prescribes the use of the lesser of the 
median WAC for all sources of the 
generic forms of the product or the 
brand name product with the lowest 
WAC. Therefore, because Integra is a 
brand name product with four different 
package sizes and prices, we set the 
payment rate for HCPCS code C9206 at 
$6.60, which was the lowest WAC per 
cm2. This payment rate was in effect 
during the first quarter of CY 2005. We 
note that the payment rates for C9206 
for the second quarter of CY 2005 and 
following quarters were based on 106 
percent of its ASP, based on the ASP 
methodology for drugs furnished in the 
physician office setting on or after 
January 1, 2005. We note that for CY 
2006, HCPCS code C9206 has been 
deleted and replaced with the 
permanent HCPCS code J7343. 

Comment: One commenter requested 
that CMS revise the first quarter CY 
2005 ASP rate for HCPCS code J0180 
(Injection, agalsidase beta, 1 mg) from 
$121.12 to $121.14 because it believes 
that CMS made an error in the 
weighting of the different ASP figures 
provided to CMS for the two National 
Drug Codes for this product. 

Response: The methodology used to 
establish the ASP-based payment rates 
for drugs and biologicals is discussed in 
the CY 2006 Medicare Physician Fee 
Schedule final rule. Therefore, we will 
not respond to this comment since it is 
outside the scope of this rule. 

Comment: One commenter expressed 
concern about the creation of the new 
HCPCS code J3396 (Injection, 
verteporfin, 0.1 mg) in CY 2005 for 
verteporfin and the deletion of HCPCS 
code J3395 (Injection, verteporfin, 15 
mg). The commenter stated that the new 
code will create confusion among 
providers and urged CMS to reinstate 
HCPCS code J3395 for use with 
verteporfin injections and/or to clarify 
and implement measures to ensure that 

the change to HCPCS code J3396 will 
not impact providers’ ability to 
accurately bill for their use of this 
medication. 

Response: Decisions regarding the 
creation of permanent HCPCS codes are 
coordinated by the National HCPCS 
Panel. Comments related to the HCPCS 
code creation process and decisions 
made by the National HCPCS Panel are 
outside the scope of this rule. 

In CY 2005, we applied an equitable 
adjustment to determine the payment 
rate for darbepoetin alfa (HCPCS code 
Q0137) pursuant to section 1833(t)(2)(E) 
of the Act. However, for CY 2006, we 
proposed to establish the payment rate 
for this biological using the ASP 
methodology. The ASP data represent 
market prices for this biological; 
therefore, we believe it is appropriate to 
use the ASP methodology to establish 
payment rates for darbepoetin alfa 
because this method will permit market 
forces to determine the appropriate 
payment for this biological. We 
specifically requested comments on the 
proposed payment policy for this 
biological. 

We received several public comments 
on our proposal. 

Comment: A number of commenters 
expressed concern about our proposal to 
establish payment for both epoetin alfa 
(marketed under the trade name of 
Procrit ) and darbepoetin alfa 
(marketed under the trade name of 
Aranesp) using the ASP methodology. 
Several commenters urged CMS to 
implement this proposal so that a 
market-oriented, ASP-based payment 
system can function as the Pub.L. 108– 
173 intended without any arbitrary 
government interference. In addition, 
one of the commenters indicated that 
this policy would promote appropriate 
patient and physician choice in making 
health care decisions. One of the 
commenters supported the proposal to 
establish a payment rate for darbepoetin 
alfa using the ASP methodology and to 
discontinue application of an equitable 
adjustment to its payment rate. This 
commenter also stated that CMS 
accurately noted in the CY 2006 
proposed rule that ‘‘the ASP data 
represent market prices for this 
biological,’’ and that using the ASP 
methodology to establish the CY 2006 
OPPS payment rate for darbepoetin alfa 
‘‘will permit market forces to determine 
the appropriate payment for this 
biological.’’ Therefore, the commenter 
reasoned that an equitable adjustment is 
not needed in CY 2006 since payments 
for all separately payable drugs and 
biologicals will be based on market 
prices. The commenter also provided 
clinical and economic data to further 

support CMS’ proposal not to apply an 
equitable adjustment to the payment 
rate for darbepoetin alfa in CY 2006. For 
example, the commenter noted that new 
clinical data demonstrate that 
darbepoetin alfa and epoetin alfa 
achieve comparable clinical outcomes at 
comparably priced doses. By applying 
the proposed payment rates for doses of 
the two drugs based on current clinical 
guidelines and validated randomized 
controlled trials, the commenter 
concluded that overall Medicare and 
beneficiary spending would decrease for 
similar clinical outcomes with the use 
of darbepoetin alfa rather than epoetin 
alfa. In addition, the commenter 
highlighted that applying an equitable 
adjustment to the payment rate for 
darbepoetin alfa in CY 2006 would, in 
fact, increase Medicare and beneficiary 
spending on darbepoetin alfa. This 
commenter also recommended that if 
CMS plans to utilize its equitable 
adjustment authority again, then the 
conversion ratio should be increased to 
400:1 to reflect the results of a new 
clinical study that proves the clinical 
comparability of darbepoetin alfa and 
epoetin alfa at such a dosing ratio. 

One commenter on this topic also 
provided detailed results of clinical 
studies that the commenter believes 
provide a strong rationale for continuing 
the equitable payment adjustment for 
darbepoetin alfa and demonstrate that 
the appropriate conversion ratio for 
making this adjustment is less than or 
equal to 260:1. The commenter stated 
that Medicare and beneficiary spending 
for these two drugs under the proposed 
payment policy for CY 2006 will be 
higher in order to achieve comparable 
therapeutic effects unless CMS 
maintains the equitable adjustment 
policy and re-establishes a conversion 
ratio that is less than or equal to 260:1. 

Response: We appreciate the many 
thoughtful and detailed comments on 
our proposed CY 2006 payment rates for 
darbepoetin alfa and epoetin alfa. Based 
on our ASP market price data from the 
second quarter of CY 2005 for these two 
drugs, we observed that the payment 
rates for epoetin alfa and darbepoetin 
alfa would decrease by similar levels in 
CY 2006 from their current CY 2005 
payment rates. Payment for epoetin alfa 
would decrease by 17 percent and 
payment for darbepoetin alfa would 
decrease by 18 percent. In CY 2006, if 
we continued the CY 2005 equitable 
adjustment policy of determining the 
payment rate for darbepoetin alfa using 
a conversion ratio of 330 Units of 
epoetin alfa to 1 microgram of 
darbepoetin alfa (330:1), then the 
payment rate for darbepoetin alfa would 
decrease by 17 percent, the same rate of 
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change as that for epoetin alfa. 
Following the payment methodology 
described earlier for separately payable 
drugs and biologicals where payment 
for their acquisition and overhead costs 
would be equal to ASP+6 percent in CY 
2006, the payment rate for epoetin alfa 
would be $9.22 per 1000 Units and the 
payment rate for darbepoetin alfa would 
be $3.01 per microgram. However, if we 
applied the CY 2005 conversion ratio of 
330:1, the payment rate for darbepoetin 
alfa would be $3.04 per microgram. 

In determining our payment policy for 
darbepoetin alfa in CY 2006, we 
reviewed the results of the many recent 
clinical studies that were provided in 
the comments. We independently 
assessed the methodological rigor of the 
study designs and the generalizability of 
the results of the various studies. This 
assessment included the 
appropriateness and comparability of 
the sizes and characteristics of the 
subject groups, the duration of the trials, 
the administered doses of the 
investigational agents, the drop out rates 
in the treatment arms, and the 
consideration of other possible causes of 
study bias. With the limitations of the 
studies supporting either an increase or 
a decrease in the conversion factor, the 
quality and quantity of the currently 
available published evidence do not 
provide sufficient, clear evidence to 
support a change in the appropriate 
conversion factor at this time. 
Methodological shortcomings included 
insufficient sample sizes, excessive 
dropout rates, inadequate study 
duration, and failure to adequately 
account for confounding effects. Some 
studies have yet to be published as full, 
peer-reviewed journal articles; abstracts 
do not provide sufficient detail for our 
review. Overall, the results of these 
clinical studies were not consistent or 
conclusive in defining a single, different 
conversion ratio for dosing between 
these two products, particularly with 
respect to the timing of specific doses of 
the two drugs required to achieve 
several different meaningful clinical 
outcomes. The results of contemporary 
clinical studies demonstrated that a 
wide range of conversion ratios could be 
considered, and these ratios varied by a 
factor of two or more depending on the 
specific study design, the measured 
clinical outcomes, and the treated 
patient populations. As we have noted 
above, the payment rate for darbepoetin 
alfa at ASP+6 percent ($3.01 per 
microgram) is slightly lower than but 
consistent with the payment rate for 
darbepoetin alfa using the 330:1 
conversion ratio ($3.04 per microgram) 
that we established in CY 2005. This 

conversion ratio is also well within the 
range of the conversion ratios that may 
be supported by the available clinical 
data. We therefore do not believe that 
there is sufficient clinical evidence to 
indicate that we should specifically 
employ our equitable adjustment 
authority to adjust the payment rate for 
darbepoetin alfa in CY 2006. By 
finalizing this payment policy 
specifically for the CY 2006 OPPS, 
based on our latest payment rate 
analysis and independent review of the 
recent clinical literature, it is not our 
intention to preclude the use of a 
conversion ratio to establish the OPPS 
payment rates for epoetin alfa and 
darbepoetin alfa in the future. Rather, as 
long as the market price for darbepoetin 
alfa is consistent with a payment rate 
derived using a clinically appropriate 
conversion ratio, invoking our equitable 
adjustment authority would not lead to 
a different result. However, we retain 
our authority to apply an equitable 
adjustment in the future to determine 
the payment rate for darbepoetin alfa 
pursuant to section 1833(t)(2)(E) of the 
Act. We will once again assess the need 
to exercise this authority when we next 
update the payment rates under the 
OPPS based on the latest available 
clinical evidence on the appropriate 
conversion ratio and based on the actual 
pricing experience at that time. 

Effective April 1, 2005, several 
HCPCS codes were created to describe 
various concentrations of low osmolar 
contrast material (LOCM). These new 
codes are HCPCS codes Q9945 through 
Q9951. However, in Transmittal 514 
(April 2005 Update of the OPPS), we 
instructed hospitals to continue 
reporting LOCM in CY 2005 using the 
existing HCPCS codes A4644, A4645, 
and A4646 and made Q9945 through 
Q9951 not payable under the OPPS. For 
CY 2006, we proposed to activate the 
new Q-codes for hospitals and 
discontinue the use of HCPCS codes 
A4644 through A4646 for billing LOCM 
products. We have CY 2004 hospital 
claims data for HCPCS codes A4644 
through A4646, which show that the 
mean costs per day for these products 
are greater than $50. Because we did not 
have CY 2004 hospital claims data for 
HCPCS codes Q9945 through Q9951, we 
crosswalked the cost data for the HCPCS 
A-codes to the new Q-codes. There is no 
predecessor code that crosswalks to 
HCPCS code Q9951 for LOCM with a 
concentration of 400 or greater mg/ml of 
iodine. Therefore, we proposed that our 
general payment policy of paying 
separately for new codes while hospital 
data are being collected would apply to 
HCPCS code Q9951. As our historical 

hospital mean per day costs for the three 
A-codes exceeded the packaging 
threshold and our payment policy for 
new codes without predecessors applied 
to one of the new codes, we proposed 
to pay for the HCPCS codes Q9945 
through Q9951 separately in CY 2006 at 
payment rates calculated using the ASP 
methodology. We noted that because the 
new Q-codes describing LOCM were 
more descriptively discriminating and 
had different units than the previous A- 
codes for LOCM, as well as widely 
varying ASPs, we expected that the 
packaging status of these Q-codes might 
change in future years when we have 
specific OPPS claims data for these new 
codes. We specifically invited 
comments on our proposed policy to 
pay separately for LOCM described by 
HCPCS codes Q9945 through Q9951 in 
CY 2006. 

We received several public comments 
in response to our request. 

Comment: Several commenters 
supported CMS’ proposal to pay 
separately for LOCM using HCPCS 
codes Q9945 through Q9951, indicating 
that this policy will help to protect 
beneficiary access to the most 
appropriate therapies. The commenters 
believed that this change would 
promote consistency across sites of 
services. A comment from a 
manufacturer of contrast agents 
expressed concern about the use of the 
new Q-codes for LOCM and the 
corresponding ASP payment 
methodology to determine their 
payment rates. The commenter noted 
that the proposed payment rates for the 
contrast media codes increase as the 
iodine or active material concentration 
decreases and believed that the coding 
tiers adopted by CMS do not 
appropriately categorize the various 
media products. The commenter was 
also concerned that such a payment 
scheme might be a perverse incentive 
for hospitals to use a lower 
concentration LOCM in diagnostic 
imaging procedures in order to qualify 
for higher payment rates or motivate 
clinically unnecessary and potentially 
dangerous switches in contrast media 
selections. The commenter 
recommended that CMS review whether 
an alternative payment mechanism 
would be more appropriate for LOCM 
and proposed a revised version of the Q- 
code classifications for LOCM. 

Response: We appreciate the 
commenters’ support of our proposal to 
implement new HCPCS codes for LOCM 
in CY 2006 and pay for them separately. 
In the final rule, the payment rates for 
these codes are based on their market 
prices from the second quarter of CY 
2005, and we believe that the ASP-based 
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rates appropriately reflect the 
acquisition and pharmacy overhead 
costs of these products under each of 
the HCPCS codes. Decisions regarding 
the creation of permanent HCPCS codes 
are coordinated by the National HCPCS 
Panel. We suggest that commenters who 
have concerns about the new Q-codes 
for LOCM should pursue appropriate 
changes through the process set up by 
the National HCPCS Panel to establish 
HCPCS codes. 

(4) CY 2006 Proposed and Final 
Payment Policy for 
Radiopharmaceutical Agents 

We do not have ASP data for 
radiopharmaceuticals. Therefore, for CY 
2006, we proposed to calculate per day 
costs of radiopharmaceuticals using 
mean unit costs from the CY 2004 
hospital claims data to determine the 
items’ packaging status similar to the 
drugs and biologicals with no ASP data. 
In a separate report, the GAO provided 
CMS with hospital purchase price 
information for nine 
radiopharmaceuticals. As part of the 
GAO survey described earlier, the GAO 
surveyed 1,400 acute-care, Medicare- 
certified hospitals and requested 
hospitals to provide purchase prices for 
radiopharmaceuticals from July 1, 2003 
to June 30, 2004. The 
radiopharmaceutical part of the survey 
yielded a response rate of 61 percent, 
where 808 hospitals provided usable 
information. The GAO reported the 
average and median purchase prices for 
nine radiopharmaceuticals for the 
period July 1, 2003, to June 30, 2004. 
These items represented 9 percent of the 
Medicare spending for specified covered 
outpatient drugs during the first 9 
months of CY 2004. The report noted 
that the purchase price information 
accounted for volume and other 
discounts provided at the time of 
purchase, but excluded subsequent 
rebates from manufacturers and 
payments from group purchasing 
organizations. 

When we examined differences 
between the CY 2005 payment rates for 
these nine radiopharmaceutical and 
their GAO mean purchase prices, we 
found that the GAO purchase prices 
were substantially lower for several of 
these agents. We also found similar 
patterns when we compared the CY 
2005 payment rates for 
radiopharmaceuticals with their CY 
2004 median and mean costs from 
hospital claims data. In the proposed 
rule, we indicated that our intent was to 
maintain consistency, whenever 
possible, between the payment rates for 
these agents from CY 2005 to CY 2006, 
because such rapid reductions could 

adversely affect beneficiary access to 
services utilizing radiopharmaceuticals. 

As we did not have ASPs for 
radiopharmaceuticals that best represent 
market prices, we proposed as a 
temporary 1-year policy for CY 2006 to 
pay for radiopharmaceuticals that were 
separately payable in CY 2006 based on 
the hospital’s charge for each 
radiopharmaceutical agent adjusted to 
cost. As we noted in the proposed rule, 
MedPAC has indicated that hospitals 
currently include the charge for 
pharmacy overhead costs in their charge 
for the radiopharmaceutical. Therefore, 
we also noted in the proposed rule that 
paying for these items on the basis of 
charges converted to cost would be the 
best available proxy for the average 
acquisition cost of the 
radiopharmaceutical along with its 
handling cost until we received ASP 
and overhead information on these 
agents. We noted that we expected 
hospitals’ different purchasing and 
preparation and handling practices for 
radiopharmaceuticals to be reflected in 
their charges, which would be 
converted to costs using hospital- 
specific CCRs. To better identify the 
separately payable 
radiopharmaceuticals to which this 
policy would apply, we proposed to 
assign them to status indicator ‘‘H.’’ We 
specifically requested public comment 
on the proposed payment policy for 
separately payable 
radiopharmaceuticals in CY 2006. 

We received many comments on this 
proposal. 

Comment: Numerous commenters 
expressed concern about our proposal to 
pay for separately payable 
radiopharmaceuticals at hospitals’ 
charges converted to cost in CY 2006. 
Most of the commenters generally 
supported the proposed payment 
methodology for radiopharmaceuticals 
in CY 2006. However, several of the 
commenters noted their belief that this 
methodology may trigger drastic 
decreases in the payment rates for 
certain items based on their review of 
hospital charge data for these agents. 
Some of the commenters urged CMS to 
consider refining the methodology for 
CY 2006 and offered several options. 
Several commenters recommended that 
CMS utilize hospital-specific overall 
CCRs, rather than departmental CCRs, 
indicating that overall CCRs were more 
reflective of hospitals’ overall charges 
and that department-specific CCRs 
would fail to convert charges for 
radiopharmaceuticals to ‘‘average’’ 
acquisition costs, resulting in 
significantly lower payments than the 
CY 2005 levels. Some of the 
commenters expressed concern about 

the effect of cost compression using a 
CCR method, stating that the proposed 
methodology will result in 
underpayment for more expensive 
radiopharmaceuticals. The commenters 
noted that because hospitals do not tend 
to maintain a constant CCR, as 
radiopharmaceutical costs increase, the 
differences between actual costs and the 
CMS derived costs increase 
exponentially. One commenter 
suggested that CMS address this issue 
by establishing a national and unique 
CCR for radiopharmaceuticals during 
CY 2006, which could more accurately 
account for radiopharmaceutical 
handling and overhead costs, while a 
few other commenters recommended 
that CMS facilitate hospital reporting of 
accurate charges for 
radiopharmaceuticals by clarifying 
exactly which cost-to-charge ratio 
would apply to each hospital to 
calculate the hospital outpatient 
payment for radiopharmaceuticals in CY 
2006. Another commenter suggested 
that CMS provide a template that 
hospitals may use to prepare their 
claims for radiopharmaceuticals, 
including handling and other costs, and 
provide instructions to fiscal 
intermediaries regarding the 
implementation of this policy. One of 
the commenters suggested that CMS 
recognize the general reasonable 
concern regarding using the hospital- 
specific overall cost-to-charge 
methodology for highly expensive 
radiopharmaceuticals, and identified 19 
radiopharmaceuticals with hospital 
acquisition costs per patient study 
greater than $500, for which it 
recommended that CMS use external 
data to verify and pay based on invoice 
acquisition costs plus handling fees, or 
freeze the CY 2005 payment rates for 
these radiopharmaceuticals, or both. 
Other commenters suggested limiting 
decreases in payment rates for 
separately payable 
radiopharmaceuticals from CY 2005 to 
CY 2006, including (1) establishing a 
payment floor during CY 2006, based on 
an appropriate percentage of the CY 
2005 payment rate for specific 
radiopharmaceuticals; (2) ensuring that 
the resultant payment rate for each 
product in CY 2006 does not fall below 
the level identified in the GAO data or, 
if GAO data were unavailable, that the 
payment not be less than 95 percent of 
the CY 2005 payment rate for the 
product; and (3) ensuring that payments 
for these products do not fall below 95 
percent of their CY 2005 rates. One 
commenter, to the contrary, indicated 
that while the concerns of other 
commenters advocating a payment floor 
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under the proposed methodology for CY 
2006 are understandable, CMS should 
not implement a floor in addition to 
implementing a CCR approach for 
payment. This commenter noted that 
there were variations in the cost data 
reported by hospitals in their charge 
reports, and it was important that 
hospitals, as well as manufacturers, be 
encouraged to report accurately to CMS 
and that setting an artificial payment 
floor reduces hospitals’ incentives to do 
so. The commenter further stated that 
because the proposed policy already 
would provide hospitals with an 
opportunity to report charges accurately 
for each claim, there was no need for 
CMS to provide any additional 
safeguards to ensure sufficient payment 
and that hospitals would already have 
the ability to receive appropriate 
payment by reporting appropriate 
charges for these agents in their claims. 

Lastly, several of the commenters 
indicated that CMS incorrectly stated 
that overhead costs for 
radiopharmaceuticals are included in 
the hospital charges for the 
radiopharmaceuticals. One commenter 
stated that some hospital costs 
associated with radiopharmaceutical 
purchase and use are captured in 
hospital charges. However, the 
preparation, distribution, 
administration, and safe disposal of 
radiopharmaceuticals, along with labor 
costs and necessary patient and hospital 
staff protection costs, are not uniformly 
and accurately reflected in hospital 
charges. These commenters urged CMS 
to provide hospital outpatient 
departments with clear guidance on the 
array of costs associated with 
radiopharmaceutical acquisition and 
handling that should be appropriately 
included in their charges for 
radiopharmaceuticals, so that payments 
and data in CY 2006 accurately reflect 
hospital acquisition and pharmacy 
overhead costs for each 
radiopharmaceutical. One commenter 
also noted that an additional payment 
for overhead and handling of 
radiopharmaceuticals should be made 
because these costs are not captured in 
charges for the radiopharmaceuticals. 

Response: We appreciate the 
commenters’ support of our proposed 
payment policy for separately payable 
radiopharmaceuticals in CY 2006. As 
recommended by several commenters, 
in this final rule with comment period, 
we are using hospital-specific overall 
CCRs to derive the costs of these items 
from the hospitals’ reported charges. We 
acknowledge the commenters’ concerns 
about the use of the CCRs resulting in 
cost compression. We believe that 
hospitals have the ability to set charges 

for items properly so that charges 
converted to costs can appropriately 
account fully for their acquisition and 
overhead costs. The specific payment 
rates for separately payable 
radiopharmaceuticals are not being 
determined on a prospective basis in CY 
2006 because hospitals will receive a 
newly calculated payment for each 
claim submitted for a separately payable 
radiopharmaceutical, based on the 
specific radiopharmaceutical charge on 
that claim and the applicable overall 
hospital CCR. Therefore, if necessary we 
believe that hospitals can appropriately 
adjust their charges for 
radiopharmaceuticals so that the 
calculated costs properly reflect their 
actual costs. Specifically, it is 
appropriate for hospitals to set charges 
for these agents in CY 2006 based on all 
costs associated with the acquisition, 
preparation, and handling of these 
products so that their payments under 
the OPPS can accurately reflect all of 
the actual costs associated with 
providing these products to hospital 
outpatients. We believe that payment for 
these items using charges converted to 
costs will be the best available proxy for 
the average acquisition costs of the 
radiopharmaceuticals along with their 
handling costs and that no additional 
dampening based on historical payment 
rates is necessary to pay appropriately 
for radiopharmaceuticals. Therefore, for 
CY 2006, we are finalizing the proposed 
policy to pay for radiopharmaceuticals 
that are separately payable based on the 
hospital’s charge for each 
radiopharmaceutical adjusted to cost. 
We note that we will not be indicating 
exactly which cost-to-charge ratio will 
apply to each hospital, as the fiscal 
intermediaries determine those values. 
We also note that we have never 
provided such information in previous 
years for pass-through devices and 
brachytherapy sources which are also 
paid under the same methodology. As 
indicated in the proposed rule, we are 
assigning all radiopharmaceuticals that 
will be separately payable in CY 2006, 
to which this policy will apply, status 
indicator ‘‘H’’ in Addendum B of this 
final rule with comment period. 

Comment: A commenter indicated 
that the OPPS Final Rule should reflect 
the use of HCPCS code A9523, rather 
than HCPCS code C1083, to describe the 
imaging agent in the Zevalin therapeutic 
regimen in the event that the HCPCS 
Committee modifies the HCPCS 
descriptor of HCPCS code A9523 to 
reflect a per dose unit. 

Response: We note that HCPCS codes 
C1083 and A9523 will be deleted on 
December 31, 2005 and replaced with 
the new HCPCS code A9543 (Yttrium 

Y–90 ibritumomab tiuxetan, 
therapeutic, per treatment dose, up to 40 
millicuries) for services furnished on or 
after January 1, 2006. 

Comment: One commenter 
recommended that HCPCS code G3001 
(Administration and supply of 
tositumomab, 450 mg), currently 
applicable to both doses of the non- 
radioactive component of therapy and 
its administration, be amended to apply 
only to the non-radioactive component 
of the regimen. The commenter also 
recommended that hospitals should be 
allowed to use CPT code 90784 for the 
administration of the non-radioactive 
component of BEXXAR and HCPCS 
code G3001 to reflect the supply of 
tositumomab, thus allowing hospitals to 
identify the non-radioactive product 
accurately in their claims with a 
familiar product code and receive 
appropriate payment for the infusion of 
the product. Consequently, the 
commenter strongly urged CMS to retain 
HCPCS code G3001 as a product-only 
code, so that these facilities can 
continue to provide treatment to 
Medicare beneficiaries. 

Response: As we had stated in the 
November 7, 2003 final rule with 
comment period for CY 2004 (68 FR 
63443), unlabeled tositumomab is not 
approved as either a drug or a 
radiopharmaceutical, but it is a supply 
that is required as part of the Bexxar 
treatment regimen. We do not make 
separate payment for supplies used in 
services provided under the OPPS. 
Payments for necessary supplies are 
packaged into payments for the 
separately payable services provided by 
the hospital. Administration of 
unlabeled tositumomab is a complete 
service that qualifies for separate 
payment under its own APC. This 
complete service is currently described 
by HCPCS code G3001. Therefore, we 
do not agree with the commenter’s 
recommendation that we assign a 
separate code to the supply of unlabeled 
tositumomab. Rather, we will continue 
to make separate payment for the 
administration of tositumomab, and 
payment for the supply of unlabeled 
tositumomab is packaged into the 
administration payment. 

Comment: One commenter suggested 
that CMS establish HCPCS descriptors 
based on ‘‘per dose’’ units for 
radiopharmaceuticals, indicating that 
such a policy would help facilitate a 
smoother transition as CMS moves to 
establish payments for 
radiopharmaceuticals based on average 
acquisition costs and pharmacy 
handling APCs. 

Response: For CY 2006, the National 
HCPCS Panel has changed the 
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descriptors of many of the 
radiopharmaceutical product to indicate 
per dose units. The new CY 2006 
HCPCS codes and their descriptors can 
be found on the HCPCS Web site at 
http://www.cms.hhs.gov/medicare/ 
hcpcs/. The payment status indicators 
associated with these codes can be 
found in Addendum B of this final rule 
with comment period. 

Comment: One commenter suggested 
that CMS require hospitals to report 
HCPCS codes and charges for all 
radiopharmaceuticals to facilitate 
accurate data collection and help ensure 
that the costs and charges of 
radiopharmaceuticals (as well as the 
associated handling costs) are 
considered in establishing payment 
rates under the OPPS. Another 
commenter commended CMS for 
clarification and education provided to 
hospitals regarding the importance of 
coding and reporting charges for 
radiopharmaceuticals and encouraged 
CMS to continue to remind hospitals to 
report charges regardless of N, K, or H 
status indicators assigned to the 
radiopharmaceuticals, as these charges 
have a key role in setting future APC 
rates and assignment of appropriate 
status indicators. 

Response: We will continue to 
strongly encourage hospitals to report 
charges for all drugs, biologicals, and 
radiopharmaceuticals using the correct 
HCPCS codes for the items used, 
including the items that have packaged 
status in CY 2006. We agree with the 
commenters, that a robust set of claims 
for each packaged or separately payable 
item paid under the OPPS aids in 
obtaining the most accurate data for 
future packaging decisions and rate- 
setting. In the CY 2005 final rule, we 
noted that, with just a very few 
exceptions, hospitals appeared to be 
reporting charges for drugs, biologicals 
and radiopharmaceuticals using the 
existing HCPCS codes, even when such 
items had packaged status (69 FR 
65811). Therefore, we do not believe it 
is necessary to institute a coding 
requirement for drugs, biologicals, and 
radiopharmaceuticals in CY 2006 as we 
are currently doing for device category 
codes required to be reported when 
used in procedures. 

Section 303(h) of Pub. L. 108–173 
exempted radiopharmaceuticals from 
ASP pricing in the physician office 
setting where the fewer numbers 
(relative to the hospital outpatient 
setting) of radiopharmaceuticals are 
priced locally by Medicare contractors. 
However, the statute does not exempt 
radiopharmaceutical manufacturers 
from ASP reporting. We currently do 
not require reporting for 

radiopharmaceuticals because we do not 
pay for any of the radiopharmaceuticals 
using the ASP methodology. However, 
for CY 2006, we proposed to begin 
collecting ASP data on all 
radiopharmaceuticals for purposes of 
ASP-based payment of 
radiopharmaceuticals beginning in CY 
2007. 

As we had stated in the November 7, 
2003 final rule with comment period for 
CY 2004 (68 FR 42728), in the CY 2006 
proposed rule we recognized that there 
are significant complex issues 
surrounding the reporting of ASPs for 
radiopharmaceuticals. Most 
radiopharmaceuticals must be 
compounded from a ‘‘cold kit’’ 
containing necessary nonradioactive 
materials for the final product to which 
a radioisotope is added. There are 
critical timing issues, given the short 
half-lives of many radioisotopes used 
for diagnostic or therapeutic purposes. 
Significant variations in practices exist 
with respect to what entity purchases 
the constituents and who then 
compounds the radiopharmaceutical to 
develop a final product for 
administration to a patient. For 
example, manufacturers may sell the 
components of a radiopharmaceutical to 
independent radiopharmacies. These 
radiopharmacies may then sell unit or 
multi-doses to many hospitals. 
However, some hospitals also may 
purchase the components of the 
radiopharmaceutical and prepare the 
radiopharmaceutical themselves. In 
some cases, hospitals may generate the 
radioisotope on-site, rather than 
purchasing it. The costs associated with 
acquiring the radiopharmaceutical in 
these instances may vary significantly. 
In addition, there may only be 
manufacturer pricing for the 
components. However, the price set by 
the manufacturer for one component of 
a radiopharmaceutical may not directly 
translate into the acquisition cost of the 
‘‘complete’’ radiopharmaceutical, which 
may result from the combination of 
several components. In general, for 
drugs other than radiopharmaceuticals, 
the products sold by manufacturers with 
National Drug Codes (NDCs) correspond 
directly with the HCPCS codes for the 
products administered to patients so 
ASPs may be directly calculated for the 
HCPCS codes. In the case of 
radiopharmaceuticals, this 1 to 1 
relationship may not hold, potentially 
making the calculation of ASPs for 
radiopharmaceuticals more complex. 

In addition, some hospitals may 
generate their own radioisotopes, which 
they then use for radiopharmaceutical 
compounding, and they may sell these 
complete products to other sites. The 

costs associated with this practice could 
be difficult to capture through ASP 
reporting. We invited very specific 
comments on these and all other 
relevant issues surrounding 
implementation of ASP reporting for 
radiopharmaceuticals. 

We received numerous public 
comments on our proposal to begin 
collecting ASP data on all 
radiopharmaceuticals for purposes of 
ASP-based payment of 
radiopharmaceuticals beginning in CY 
2007. 

Comment: Many commenters 
provided detailed discussions of the 
policy, including practical and legal 
challenges related to our proposal to 
require ASP reporting for 
radiopharmaceuticals in CY 2006. Some 
of these commenters indicated that 
radiopharmaceuticals are formulated, 
distributed, compounded, and 
administered in unique distribution 
channels that preclude the 
determination of ASP relevant to a 
radiopharmaceutical HCPCS code by the 
manufacturer. Most 
radiopharmaceuticals are typically 
formed from two or more components. 
Thus, one manufacturer does not know 
if a hospital combining individual 
components to generate the end 
product, a patient dose, uses exclusively 
the manufacturer’s raw materials, or 
instead combines raw materials from 
more than one manufacturer. In this 
case, the manufacturer has no way to 
calculate the ASP of the end product 
patient dose, as the manufacturer only 
knows the sales prices of its own 
components. Consequently, 
radiopharmaceutical manufacturers 
could not in good faith sign CMS 
required ASP-reporting certifications as 
they generally have no knowledge or 
access to end product unit prices. In 
addition, the components may be 
combined to generate a vial of 
radiopharmaceutical from which 
multiple patient doses can be drawn. 
Pricing for a patient unit dose would 
thus vary, depending on how many 
patient doses are drawn from a vial. 
Commenters also noted that a 
significant proportion of 
radiopharmaceuticals are sold as 
components to independent 
freestanding radiopharmacies or nuclear 
pharmacies. These radiopharmacies 
prepare patient unit doses, which are 
then purchased by hospitals. The 
manufacturer of the component may not 
know what the radiopharmacies’ prices 
are for a final unit dose product, and 
may be precluded from accessing such 
information. Some of the commenters 
indicated that if ASP reporting were 
imposed, it might require reporting from 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00141 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68656 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

commercial radiopharmacies, entities 
that are currently not subject to ASP 
reporting. 

Many commenters also questioned 
whether CMS has the legal authority to 
impose ASP reporting on 
radiopharmaceutical manufacturers and 
the authority to implement payment for 
radiopharmaceuticals based on ASP. 
They noted that Pub. L. 108–173 
exempted radiopharmaceuticals from 
the ASP-based payment methodology in 
physician offices. One of the 
commenters stated that when Congress 
exempted radiopharmaceuticals from 
the Pub. L. 108–173 provision 
modifying Part B payments for drugs 
and biologicals furnished in the 
physician office setting, it did so 
because of the unique nature and 
complexities associated with 
radiopharmaceuticals rather than the 
unique nature of the physician office 
setting. Therefore, it was unlikely that 
Congress intended for CMS to collect 
ASP data for radiopharmaceuticals that 
would be precluded from use in a Part 
B radiopharmaceutical payment 
methodology. 

Most of the commenters agreed that 
the variability and complexities 
associated with radiopharmaceuticals 
and their preparation make uniform 
application of the ASP processes to 
products virtually impossible for CMS. 
One commenter believed that it may be 
appropriate to pay hospitals for 
therapeutic radioimmunotherapies 
based on the same calculation for ASP 
as used for physician-administered 
pharmaceuticals. However, this 
commenter did not provide an opinion 
on the applicability of the ASP 
methodology for diagnostic 
radiopharmaceuticals. Another 
commenter suggested that ASP data 
could be adapted to the unique features 
of radiopharmaceuticals if CMS 
considered collecting ASP data from 
independent radiopharmacies in 
addition to manufacturers. The 
commenter noted that if CMS were to 
use some form of ASPs for outpatient 
hospital radiopharmaceutical payments, 
it must—(1) qualify manufacturer 
reporting; (2) use a weighted average 
that includes manufacturer and 
radiopharmacy ASP data; (3) work with 
stakeholders to determine the 
appropriate crosswalk between NDCs 
and HCPCS codes; (4) conduct surveys 
of the relationships between end-user 
acquisition costs at the HCPCS level 
from independent radiopharmacies and 
hospital radiopharmacies and the 
manufacturer-reported ASPs; and (5) 
develop a specific proposal for reporting 
radiopharmaceutical ASPs 
appropriately and allow stakeholders to 

comment on the proposal before it is 
finalized. 

Most commenters urged CMS to 
recognize the operational and statutory 
impediments to ASP reporting for 
radiopharmaceuticals and the inherent 
difficulties in establishing the OPPS 
payments for these products based upon 
any ASP methodology. Rather than 
attempting to determine ASP for 
radiopharmaceuticals based on some 
manipulation of a hypothetical 
radiopharmaceutical ASP, many 
commenters urged CMS to consider 
continuation of the CCR methodology to 
pay for separately payable 
radiopharmaceuticals using the overall 
hospital-specific CCRs with some 
refinements in CY 2007, as this policy 
may generate combined hospital average 
acquisition and overhead costs, 
consistent with statutory requirements. 
One commenter suggested that CMS 
consider all issues surrounding 
radiopharmaceutical acquisition, 
dispensing, and dosage before adopting 
any alternative payment mechanisms. 
Other commenters urged CMS to 
continue working with hospitals and 
manufacturers to ensure that both short- 
term and long-term payment 
methodologies for radiopharmaceuticals 
would sufficiently pay providers for 
medically necessary diagnostic tests and 
therapies and generate valid and reliable 
data to support future payment rates. 

Response: We appreciate all of the 
comments that we received on our 
proposal to begin ASP reporting for 
radiopharmaceuticals in CY 2006. We 
recognize that there are many complex 
issues surrounding our ability to collect 
accurate ASP data for these agents in CY 
2006. At this time, we agree with the 
commenters about the difficulties in 
translating ASP information gathered 
from manufacturers regarding 
radiopharmaceutical raw materials into 
individual patient doses of specific 
radiopharmaceuticals, as described by 
particular HCPCS codes. As this 
transitional step would be essential to 
any future OPPS radiopharmaceutical 
payment methodology based on ASP 
data, we are hesitant at this time to 
establish required ASP reporting for 
radiopharmaceuticals, with its 
accompanying administrative 
complexities. Therefore, in this final 
rule with comment period, we are not 
adopting our proposal to require 
reporting of ASP data by 
radiopharmaceutical manufacturers in 
CY 2006. Instead, we will continue to 
further explore the issues surrounding 
ASP reporting and crosswalking ASPs to 
patient doses of radiopharmaceuticals. 
In addition, we will take into 
consideration other 

radiopharmaceutical payment 
alternatives to ASP reporting suggested 
by commenters as we develop our 
policies for the CY 2007 OPPS. We will 
continue to seek input and guidance 
from hospitals, radiopharmaceutical 
manufacturers, and other interested 
organizations as we contemplate 
alternative payment methodologies for 
radiopharmaceuticals. 

Comment: Several commenters 
requested that for CY 2007 and future 
years CMS carefully review and analyze 
radiopharmaceutical costs acquired in 
CY 2006 and consider continuing the 
use of the CCR methodology for 
payment, along with other possible 
options. Some commenters suggested 
that CMS consider the impact to the 
payment system and the burden to 
hospitals to significantly change 
payment methods for 
radiopharmaceuticals from year to year. 
Other commenters encouraged CMS to 
work in close consultation in the future 
with hospitals and manufacturers to 
help ensure that the costs of 
radiopharmaceuticals are properly 
captured in the OPPS rates beyond CY 
2006. One commenter stated that data 
from the GAO survey of hospital 
acquisition costs could be one basis for 
acquiring information on which 
national payment rates could be 
established. Another commenter 
recommended that CMS explore the 
possibility of treating radiotherapies 
such as Bexxar and Zevalin differently 
from traditional radiopharmaceuticals 
in order to preserve patient access to 
them. 

Response: We appreciate receiving 
these suggestions for establishing an 
appropriate payment methodology for 
radiopharmaceuticals beyond CY 2006 
and will take all of the 
recommendations into consideration 
when we start developing our payment 
proposal for radiopharmaceuticals for 
the CY 2007 OPPS. Other payment 
options for radiopharmaceuticals that 
we will also consider include basing 
payments on mean costs derived from 
hospital claims data or creating charge- 
based payment rates for these items. 
Another option would be to develop a 
hospital payment methodology using 
the invoice data submitted to carriers 
when radiopharmaceuticals are 
administered in physician offices. It is 
not our intention to maintain the CY 
2006 methodology of paying for 
radiopharmaceuticals on the basis of 
charges converted to costs permanently. 
Rather, we will actively seek other 
sources of information on 
radiopharmaceutical costs that might 
provide a basis for payment. We 
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welcome suggestions about such sources 
of data and alternative methodologies. 

We discuss in section V.B.3.a.(5) of 
this preamble our CY 2006 proposed 
payment policies for overhead costs of 
drugs, biologicals, and 
radiopharmaceuticals. In section V.D. of 
this preamble, we discuss the 
methodology that we proposed to use to 
determine the CY 2006 payment rates 
for new drugs, biologicals, and 
radiopharmaceuticals. 

While payments for drugs, biologicals 
and radiopharmaceuticals are taken into 
account when calculating budget 
neutrality, we note that we proposed to 
pay for the acquisition costs of drugs, 
biologicals, and radiopharmaceuticals 
without scaling these payment amounts. 
We proposed not to scale these 
payments because we believed that 
Congress, in section 621 of Pub.L. 103– 
178, intended for payments for these 
drugs to be based on average acquisition 
costs. Scaling these payments would 
mean that they are no longer based 
solely on acquisition costs. Therefore, at 
the time of the proposed rule we 
believed that it was most consistent 
with the statute not to scale these 
payment rates. In section V.B.3.a.(5) of 
this preamble, we also discuss that we 
proposed to add 2 percent of the ASP 
to the payment rates for drugs and 
biologicals with rates based on the ASP 
methodology to provide payment to 
hospitals for pharmacy overhead costs 
associated with furnishing these 
products. We proposed to scale these 
additional payment amounts for 
pharmacy overhead costs. In the CY 
2006 proposed rule, we specifically 
invited public comments on whether it 
was appropriate to exempt payment 
rates for drugs, biologicals, and 
radiopharmaceuticals from scaling and 
scale the additional payment amount for 
pharmacy overhead costs. 

We note that further discussion of the 
budget neutrality implications of the 
various drug payment proposals that we 
considered is included in section XIX.C. 
of this preamble. 

We received a few public comments 
on these scaling issues associated with 
drugs, biologicals, and 
radiopharmaceuticals. 

Comment: MedPAC expressed 
concern that CMS proposed to apply 
budget neutrality adjustments to all 
APCs, while exempting payment for the 
acquisition costs of specified covered 
outpatient drugs from these 
adjustments. MedPAC’s concern was 
that this policy, by reducing the 
payment rates for clinical APCs but not 
drugs, may exacerbate any existing 
incentives for hospitals to use separately 
payable products. For example, the 

financial incentive to use a SCOD 
instead of a packaged drug would be 
increased by the proposed method of 
budget neutrality adjustment, creating 
higher payments for hospitals that are 
relatively high users of SCODs and 
reducing payments for low users. 
Another commenter supported the use 
of these rates for budget neutrality 
estimates and impact analysis. 

Response: We understand MedPAC’s 
concern about our proposal to not scale 
the payment rates for separately payable 
drugs and biologicals. The statute 
contains a general requirement (section 
1833(t)(9)(B)) that changes to the APC 
relative weights, APC groups, and other 
adjustments ‘‘for a year may not cause 
the estimated amount of expenditures 
under this part for the year to increase 
or decrease.’’ We therefore apply a 
budget neutrality adjustment, or scalar, 
to the APC relative weights to satisfy 
this requirement. Section 
1833(t)(14)(A)(iii)(I) requires that, 
beginning in CY 2006, we pay for a 
separately payable drug on the basis of 
‘‘the average acquisition cost of the 
drug.’’ We believe that the best 
interpretation of the specific 
requirement that we pay for such drugs 
on the basis of average acquisition cost, 
is that these payments themselves 
should not be adjusted as part of 
meeting the statutory budget neutrality 
requirement. If we were to apply the 
budget neutrality scalar to these 
payments, we would no longer be 
paying the average acquisition cost, but 
rather an adjusted average acquisition 
cost, for separately payable drugs. For 
CY 2006, as described earlier, we will be 
paying for the acquisition and overhead 
costs of drugs and biologicals at ASP+6 
percent, without scaling for budget 
neutrality. We believe that these 
amounts are the best proxies we have 
for the aggregate average acquisition and 
pharmacy overhead costs of drugs and 
biologicals. We continue to believe that 
not scaling these payments is most 
consistent with the statutory 
requirement of paying for the 
acquisition costs of drugs on the basis 
of average costs. Because we are no 
longer identifying a separate payment 
amount for overhead costs, we will not 
scale any part of the ASP+6 percent 
payment for drugs in order to maintain 
consistency with the statutory 
requirement to pay on the basis of 
average acquisition costs. It is also 
worth noting that the budget neutrality 
adjustment is not always negative. For 
CY 2006, for example, the budget 
neutrality adjustment is 1.012508103. 
Therefore applying the adjustment to 
clinical APCs but not to drug payments 

does not always increase any incentive 
that otherwise may exist for a hospital 
to use a SCOD instead of a packaged 
drug. 

(5) MedPAC Report on APC Payment 
Rate Adjustment for Specified Covered 
Outpatient Drugs 

Section 1833(t)(14)(E) of the Act, as 
added by section 621(a)(1) of Pub. L. 
108–173, required MedPAC to submit a 
report to the Secretary, not later than 
July 1, 2005, on adjusting the APC rates 
for specified covered outpatient drugs to 
take into account overhead and related 
expenses, such as pharmacy services 
and handling costs. This provision also 
required that the MedPAC report 
include the following: a description and 
analysis of the data available for 
adjusting such overhead expenses; 
recommendation as to whether a 
payment adjustment should be made; 
and the methodology for adjusting 
payment, if an adjustment is 
recommended. Section 1833(t)(14)(E)(ii) 
of the Act, as added by section 621(a)(1) 
of Pub. L. 108–173, authorized the 
Secretary to adjust the APC weights for 
specified covered outpatient drugs to 
reflect the MedPAC recommendation. 

The statute mandates MedPAC to 
report on whether drug APC payments 
under the OPPS should be adjusted to 
account for pharmacy overhead and 
nuclear medicine handling costs 
associated with providing specified 
covered outpatient drugs. In creating its 
framework for analysis, MedPAC 
interviewed stakeholders, analyzed cost 
report data, conducted four individual 
hospital case studies, and received 
technical advice on grouping items with 
similar handling costs from a team of 
experts in hospital pharmacy, hospital 
finance, cost accounting, and nuclear 
medicine. 

As we discussed in the CY 2006 OPPS 
proposed rule (70 FR 42728), MedPAC 
concluded that the handling costs for 
drugs, biologicals, and 
radiopharmaceuticals delivered in the 
hospital outpatient department are not 
insignificant, as medications typically 
administered in outpatient departments 
generally require greater pharmacy 
preparation time than do those provided 
to inpatients. MedPAC found that little 
information is currently available about 
the magnitude of these costs. According 
to the MedPAC analysis, hospitals 
historically set charges for drugs, 
biologicals, and radiopharmaceuticals at 
levels that reflected their respective 
handling costs, and payments covered 
both drug acquisition and handling. 
Moreover, hospitals vary considerably 
in their likelihood of providing specific 
services which utilize drugs, biologicals, 
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or radiopharmaceuticals with different 
handling costs. 

As we also reported in the CY 2006 
OPPS proposed rule, MedPAC 
developed seven drug categories for 
pharmacy and nuclear medicine 
handling costs, according to the level of 
resources used to prepare the products 
(Table 23 of the proposed rule, 70 FR 
42729) Characteristics associated with 
the level of handling resources required 
included radioactivity, toxicity, mode of 
administration, and the need for special 
handling. Groupings ranged from 
dispensing an oral medication on the 
low end of relative cost to providing 
radiopharmaceuticals on the high end. 
MedPAC collected cost data from four 
hospitals that were then used to develop 
relative median costs for all categories 
but radiopharmaceuticals (Category 7+). 
The case study facilities were not able 
to provide sufficient cost information 
regarding the handling of outpatient 
radiopharmaceuticals to develop a cost 
relative for Category 7+. The MedPAC 
study classified about 230 different 
drugs, biologicals, and 
radiopharmaceuticals into the seven 
categories based on input from their 
expert panel and each case study 
facility. 

In its report, MedPAC recommended 
the following: 

• Establish separate, budget neutral 
payments to cover the costs hospitals 
incur for handling separately payable 
drugs, biologicals, and 
radiopharmaceuticals; and 

• Define a set of handling fee APCs 
that group drugs, biologicals, and 
radiopharmaceuticals based on 
attributes of the products that affect 
handling costs; instruct hospitals to 
submit charges for these APCs; and base 
payment rates for the handling fee APCs 
on submitted charges reduced to costs. 

MedPAC found some differences in 
the categorizations of drug and 
radiopharmaceutical products by 
different experts and across the case 
study sites. In the majority of cases 
where groupings disagreed, hospitals 
used different forms of the products, 
which were coded with the same 
HCPCS code. For example, a drug may 
be purchased as a prepackaged liquid or 
as a powder requiring reconstitution. 
Such a drug would vary in the handling 
resources required for its preparation 
and would fall into a different drug 
category depending on its form. In 
addition, the handling cost groupings 
may vary depending on the intended 
method of drug delivery, such as via 
intravenous push or intravenous 
infusion. For a number of commonly 
used drugs, MedPAC provided two 
categories in their final consensus 

categorizations, with the categories 2 
and 3 reported as the most frequent 
combination. For example, MedPAC 
placed HCPCS codes J1260 (Injection, 
dolasetron mesylate, 10 mg) and J2020 
(Injection, linezolid, 200 mg) in 
consensus categories 2 and 3, 
acknowledging that the appropriate 
categorization could vary depending on 
the clinical preparation and use of the 
drug. We noted in the proposed rule (70 
FR 42729) that we have no information 
regarding hospitals’ frequencies of use 
of various forms of drugs provided in 
the outpatient department under the 
OPPS, as the case studies only included 
four facilities and the technical advisory 
committee was similarly small. Thus, in 
many cases it is impossible to assign a 
drug exclusively and appropriately to a 
certain overhead category that would 
apply to all hospital outpatient uses of 
the drug because of the different 
handling resources required to prepare 
different forms of the drugs. 

There are over 100 separately payable 
drugs, biologicals, and 
radiopharmaceuticals that are separately 
payable under the OPPS but for which 
MedPAC provided no consensus 
categorizations in its 7 drug groups. In 
preparation for the CY 2006 proposed 
rule, we independently examined these 
products and considered the handling 
cost categories that could be 
appropriately assigned to each product 
as described by an individual HCPCS 
code. As discussed above, many of the 
drugs had several forms, which would 
place them in different handling cost 
groupings depending on the specific 
form of the drug prepared by the 
hospital pharmacy for a patient’s 
treatment. In addition, as we stated in 
the proposed rule, we believe that 
hospitals may have difficulty 
discriminating among the seven 
categories for some drugs, because the 
applicability of a given category 
description to a specific clinical 
situation could be ambiguous. Indeed, 
in the MedPAC study, initially only 
about 80 percent of the case study 
pharmacists agreed with the expert 
panel category assignments. However, 
concurrence increased that percentage 
to almost 90 percent after discussion 
and review. Nevertheless, there 
remained a number of drugs for which 
differences in categorization by the case 
study facilities and the expert panel 
persisted. 

In light of our concerns over our 
ability to appropriately assign drugs to 
the seven MedPAC drug categories so 
that the categories accurately described 
the drugs’ attributes in all of the OPPS 
hospitals and the MedPAC 
recommendations, for CY 2006 we 

proposed to establish three distinct 
HCPCS C-codes and three 
corresponding APCs for drug handling 
categories to differentiate overhead costs 
for drugs and biologicals, by combining 
several of the categories identified in the 
MedPAC report. We proposed to 
collapse the MedPAC categories 2, 3, 
and 4 into a single category described by 
HCPCS code CXXXX, and MedPAC 
categories 5 and 6 into another category 
described by HCPCS code CYYYY, 
while maintaining MedPAC category 1 
as described by HCPCS code CWWWW. 
(Our rationale for not proposing to 
create an overhead payment category for 
radiopharmaceuticals is discussed 
below.) We proposed merging categories 
in this way generally because we 
believed that doing so would resolve the 
categorization dilemmas resulting from 
the most common scenarios where 
drugs might fall into more than one 
grouping and minimized the 
administrative burden on hospitals to 
determine which category applied to the 
handling of a drug in a specific clinical 
situation. In addition, these broader 
handling cost groupings would 
minimize any undesirable payment 
policy incentives to utilize particular 
forms of drugs or specific preparation 
methods. We proposed only to collapse 
those categories whose MedPAC relative 
weights differed by less than a factor of 
two, consistent with the principle 
outlined in section 1833(t)(2) of the Act 
that provides that items and services 
within an APC group cannot be 
considered comparable with respect to 
the use of resources if the median cost 
of the highest cost item or service 
within an APC group is more than 2 
times greater than the median cost of the 
lowest cost item or service within that 
same group. 

As discussed in previous final rules 
and in the CY 2006 OPPS proposed rule, 
we believed that pharmacy overhead 
costs are captured in the pharmacy 
revenue cost centers and reflected in the 
median cost of drug administration 
APCs, and the payment rate we 
established for a drug, biological, or 
radiopharmaceutical APC was intended 
to pay only for the cost of acquiring the 
item (66 FR 59896, 67 FR 66769, and 70 
FR 42729 through 42730). As a MedPAC 
survey of hospital charging practices 
indicated that hospitals’ charges for 
drugs, biologicals, and 
radiopharmaceuticals reflect their 
handling costs as well as their 
acquisition costs, we believed pharmacy 
overhead costs would be incorporated 
into the OPPS payment rates for drugs, 
biologicals, and radiopharmaceuticals if 
the rates were based on hospital claims 
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data. However, in light of our proposal 
to establish three distinct C-codes for 
drug handling categories, we also 
proposed to instruct hospitals to charge 
the appropriate pharmacy overhead C- 
code for overhead costs associated with 
each administration of each separately 
payable drug and biological based on 
the code description that best reflected 
the service the hospital provided to 
prepare the product for administration 
to a patient. We would collect hospital 
charges for these C-codes for 2 years, 
and consider basing payment for the 
corresponding drug handling APCs on 
the charges reduced to costs in CY 2008, 
similar to the payment methodology for 
other procedural APCs. Median hospital 
costs for the drug handling APCs should 
reflect the CY 2006 practice patterns 
across all OPPS hospitals of handling 
drugs whose preparation was described 
by each of the C-codes, reflecting the 
differential utilization of various forms 
of drugs and alternative methods of 
preparation and delivery through 
hospitals’ billing and charges for the C- 
codes. Table 24 of the proposed rule (70 
FR 42730) listed the drug handling 
categories, C-codes, and APCs we 
proposed for CY 2006. 

We proposed these three categories 
because we believed that they were 
sufficiently distinct and reflective of the 
resources necessary for drug handling to 
permit appropriate hospital billing and 
to capture the varying overhead costs of 
the drugs and biologicals separately 
payable under the OPPS. We did not 
propose to adopt the median cost 
relatives reported for MedPAC’s six 
categories (excluding 
radiopharmaceuticals). This was 
because it was very difficult to 
accurately crosswalk the cost relatives 
for the six categories to the three 
categories we proposed. In addition, we 
were not confident that the cost 
relatives that were based on cost data 
from four hospitals appropriately 
reflected the median relative resource 
costs of all hospitals that would bill 
these drug handling services under the 
OPPS. Instead, we believed it was most 
appropriate to collect hospital charges 
for the drug handling services based on 
attributes of the products that affected 
the hospital resources required for their 
handling, and to consider making future 
payments under the OPPS using the 
proposed C-codes based on the medians 
of charges converted to costs for the 
drug handling APC associated with each 
administration of a separately payable 
drug or biological. 

For CY 2006, pursuant to section 
1833(t)(14)(E)(ii) of the Act, we 
proposed an adjustment to cover the 
costs hospitals incur for handling 

separately payable drugs and 
biologicals. As we did not have separate 
hospital charge data on pharmacy 
overhead, we proposed for CY 2006 to 
pay for drug and biological overhead 
costs based on 2 percent of the ASP. As 
described earlier, we estimated 
aggregate expenditure for all separately 
payable OPPS drugs and biologicals 
(excluding radiopharmaceuticals) using 
mean costs from the claims data and 
then determined the equivalent average 
ASP-based rates. Our calculations at the 
time of the proposed rule indicated that 
using mean unit costs to set the 
payment rates for all separately payable 
drugs and biologicals would be 
equivalent to basing their payment rates 
on ASP+8 percent. As noted previously, 
because pharmacy overhead costs are 
already built into the charges for drugs, 
biologicals, and radiopharmaceuticals as 
indicated by the MedPAC study 
described above, we believed on the 
basis of the data available at the time of 
our development of the proposed rule 
that payments for drugs and biologicals 
and overhead at a combined ASP+8 
percent would serve as a proxy for 
representing both the acquisition and 
overhead cost of each of these products. 
Moreover, as we proposed to pay for all 
separately payable drugs and biologicals 
using the ASP methodology, where 
payment rates for most of these items 
were set at ASP+6 percent, we believed 
that an additional 2 percent of the ASP 
would provide adequate additional 
payment for the overhead costs of these 
products and be consistent with 
historical hospital costs for drug 
acquisition and handling. Even though 
we did not propose to scale the payment 
rates for drugs and biologicals based on 
the ASP methodology, we proposed to 
scale the additional payment amount of 
2 percent of the ASP for pharmacy 
overhead costs. Therefore, for CY 2006, 
we proposed to pay an additional 2 
percent of the ASP scaled for budget 
neutrality for overhead costs associated 
with separately payable drugs and 
biologicals, along with paying ASP+6 
percent for the acquisition costs of the 
drugs and biologicals. We specifically 
requested public comments on this 
proposed policy for paying for 
pharmacy overhead costs in CY 2006 
and on the proposed policy regarding 
hospital billing of drug handling charges 
associated with each administration of 
each separately payable drug or 
biological using the proposed C-codes. 

During the August 2005 meeting of 
the APC Panel, the Panel made three 
recommendations regarding our 
proposals for determining and paying 
for overhead costs associated with 

providing drugs and biologicals. The 
Panel recommended that CMS: (1) 
Reconsider carefully the proposal to pay 
2 percent of ASP for hospital pharmacy 
overhead costs to ensure that it is in line 
with hospital costs and that CMS take 
into account external data gathered 
during the comment period; (2) pay for 
the pharmacy overhead costs of both 
packaged and separately paid drugs, 
employing a mechanism that adds only 
minimal additional administrative 
burden for hospitals; and (3) delay the 
implementation of the proposed codes 
for drug handling cost categories until 
January 2007 so that further data and 
alternative solutions for making 
payments to hospitals for pharmacy 
overhead costs can be collected, 
analyzed by CMS, and presented to the 
Panel at its winter 2006 meeting. The 
final CY 2006 policies on pharmacy 
overhead costs are discussed below. 

We received many public comments 
concerning our proposals. 

Comment: Commenters were pleased 
that CMS recognized that additional 
payments should be provided to 
hospitals to cover handling costs 
associated with administering drugs and 
biologicals in the hospital outpatient 
setting. However, many commenters 
were concerned that the proposed 
payment of 2 percent of the ASP for 
these costs was not adequate to ensure 
that hospitals would be able to continue 
to provide these services. Commenters 
indicated that these handling costs 
could be substantial and cited 
comments in the MedPAC study on 
pharmacy handling costs attributing 26 
to 28 percent of pharmacy department 
costs to overhead costs. Several 
commenters noted that MedPAC stated 
in its report that pharmacy overhead 
costs are inconsistently reported in 
hospital charge data. Therefore, these 
commenters concluded that our analysis 
of the HCPCS drug charge data derived 
from CY 2004 provider claims is not 
likely to reflect pharmacy handling 
charges accurately and consistently. 
One commenter stated that an 
additional payment of 2 percent of ASP 
for drug handling is not adequate for 
certain drugs that have very high 
handling costs due to special equipment 
or procedures related to the drug’s 
toxicity, or special compounding or 
preparation requirements. Several other 
commenters stated that hospitals are 
facing increased pharmacy handling 
costs and overhead expenses as a result 
of at least one, and possibly two, new 
government requirements that reflect 
new criteria for compounding sterile 
products and new procedures to ensure 
staff and patient safety. According to the 
commenters, these additional costs were 
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not reflected in the CY 2004 hospital 
claims data, and therefore were not 
accounted for in CMS’ estimate of 2 
percent of ASP for the pharmacy 
overhead costs of drugs and biologicals. 

Commenters provided various 
recommendations for CMS to consider 
in determining appropriate payment 
levels for drug handling costs in CY 
2006. One commenter encouraged CMS 
to use industry data to set an equitable 
payment rate for these pharmacy 
overhead costs instead of the percentage 
of ASP proposed. Another commenter 
recommended that CMS increase the 
payment for pharmacy overhead costs to 
more closely approximate the findings 
reported by MedPAC. Several 
commenters recommended 
implementing a dampening policy in 
CY 2006, so that drug payments are no 
lower than 95 percent of the CY 2005 
payment levels. Another dampening 
policy suggested was that CMS pay for 
separately payable drugs and biologicals 
at the higher of ASP+8 percent or 90 
percent of the CY 2005 payment rate. 
One commenter recommended that 
CMS consider freezing payments in CY 
2006 for those drugs whose payments 
would decline significantly from the CY 
2005 rates, particularly those drugs that 
may have especially complex and costly 
handling requirements. Some of these 
commenters indicated that a dampening 
policy would allow CMS to provide 
hospitals with a transition mechanism 
as it moved toward an ASP-based 
payment methodology, and at the same 
time provide adequate payment for 
these items until CMS collected 
sufficient pharmacy overhead charge 
data to establish accurate cost-based 
payment rates for drug handling 
expenses. 

MedPAC expressed concern about the 
methodology to pay hospitals 2 percent 
of ASP for each separately payable drug 
administered because of the 
proportional nature of this proposal. 
MedPAC suggested that CMS consider 
another alternative because the 
proposed method ties payment for 
handling costs directly to the 
acquisition cost of a drug. MedPAC 
noted that payment for the handling 
cost of a particular drug could differ 
sharply from the handling cost hospitals 
actually incur; for example, a drug with 
a high acquisition cost does not 
necessarily also have high handling 
costs. MedPAC also expressed concern 
that this method of paying for pharmacy 
overhead could result in higher drug 
acquisition costs for hospitals because it 
gives manufacturers an incentive to 
increase prices. MedPAC proposed an 
alternative methodology under which 
CMS would estimate the total dollars 

that should be dedicated to paying 
pharmacy handling costs and determine 
how much of the total should be 
allocated to groups of drugs that are 
similar with respect to their handling 
costs. MedPAC noted that 2 percent of 
ASP, as suggested by our analysis of the 
data on hospitals’ acquisition and 
overhead costs, would be a viable basis 
for creating such a pool. Under the 
MedPAC methodology, hospitals would 
receive the same payment for the 
handling cost of each specified covered 
outpatient drug within the same 
category of handling costs, regardless of 
the acquisition costs of the specific 
drugs assigned to the category. 

One commenter urged CMS to 
implement a pharmacy service and 
handling add-on of at least 8 percent of 
ASP, in addition to the acquisition cost 
payment of ASP+6 percent. The 
commenter used the hospital outpatient 
claims data to examine the percentage 
add-on to ASP that would be necessary 
to maintain aggregate payments in CY 
2006 at 95 or 100 percent of the CY 2005 
level. The commenter found that, to 
maintain payments at 95 or 100 percent 
of the CY 2005 levels for chemotherapy 
or supportive care drugs, except 
radiopharmaceuticals, add-on amounts 
of 7.6 percent of ASP or 13.3 percent of 
ASP, respectively, would be necessary. 
The commenter stated that payment at 
this level would be an appropriate 
interim measure to limit the potential 
decreases in drug payments until data 
are collected to implement a better long- 
term solution. Many other commenters 
supported this proposal to pay 8 percent 
of ASP for overhead costs in addition to 
paying ASP+6 percent for acquisition 
costs (for a total payment of ASP plus 
14 percent for drug acquisition and 
overhead costs). 

Another commenter recommended 
that CMS adopt a process similar to 
what it proposed to support the 2 
percent payment for CY 2006 and 
suggested a variation to the proposed 
methodology. The commenter indicated 
that CMS could compute a reasonable 
estimate of handling costs by use of 
current claims data by first computing 
the mean cost of each drug and then 
deducting the ASP+6 percent amount. 
The commenter added that, after 
statistical outliers are excluded, CMS 
would have a reasonable estimate of the 
handling costs either by drug HCPCS 
code or by three categories without 
hospitals incurring the additional 
burden of billing a new handling charge. 
The commenter stated that CMS could 
then add the estimated handling costs to 
the drug ASP+6 percent payment to 
create a single payment for both the 
acquisition and handling costs. The 

commenter indicated that this method 
should also be more accurate than the 
current proposal of 2 percent of ASP for 
handling costs that applies equally to all 
three categories. The commenter 
expressed concern that the proposed 2 
percent of ASP for handling costs is 
significantly lower than the percentage 
indicated by both MedPAC and CMS 
studies. Because the drug handling cost 
must be paid in a budget neutral 
manner, the commenter questioned the 
adoption of an administratively 
burdensome process which attempted to 
redistribute OPPS payments for only 2 
percent of drug payments. The 
commenter recommended that CMS 
withdraw its proposed billing 
requirement for handling charges and 
simply adopt the 2 percent of ASP 
payment method proposed for CY 2006 
and future years if CMS believes that its 
data indicate that drug handling costs 
are only 2 percent of drug payments. 
The commenter added that submitting 
handling charges for the proposed C- 
codes would be burdensome for such a 
relatively small payment refinement 
benefit. Several other commenters 
believed that, while an imperfect 
measure, increasing payment for drug 
handling costs by 2 percent of ASP 
would be appropriate as a temporary 
measure. 

Some commenters also indicated that 
CMS should work with hospital and 
pharmacy stakeholders to develop an 
approach to establish differential add-on 
payments for drug handling costs to 
account for a wide variety of drug 
handling categories. Lastly, one 
commenter noted that if CMS 
implements this policy, it should 
continue to analyze and refine payment 
for pharmacy overhead costs in the 
future to ensure that 2 percent of the 
ASP adjustment provides adequate 
payment for these services. 

Response: We understand the 
commenters’ concerns about basing the 
additional payment amount for 
overhead costs of drugs and biologicals 
on 2 percent of an item’s ASP. We agree 
with MedPAC and other commenters on 
the proposed rule that hospital charges 
for drugs and biologicals are generally 
reflective of both their acquisition and 
overhead costs. MedPAC did indicate in 
its comments that 2 percent would be a 
viable basis for creating the drug 
overhead pool. Therefore, we are not 
convinced by those commenters who 
contended that drug overhead costs are 
much higher than 2 percent of ASP (for 
example, 25 to 30 percent of total drug 
costs). As described earlier, using 
updated CY 2004 claims data and ASP 
information from the second quarter of 
CY 2005, we determined that using 
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mean unit costs to set the payment rates 
for the drugs and biologicals that would 
be separately payable in CY 2006 would 
be equivalent to basing their payment 
rates, on average, at ASP+6 percent. 
Consequently, we believe that it is 
appropriate for us to base payment for 
average acquisition and overhead costs 
for separately payable drugs and 
biologicals on ASP+6 percent for CY 
2006 because both acquisition and 
overhead costs are reflected in the 
charges submitted by hospitals for these 
items. We have no reason to believe 
that, in the aggregate, a payment rate of 
ASP+6 percent would be insufficient to 
provide combined appropriate payment 
for both the hospital acquisition and 
overhead costs related to providing 
drugs and biologicals to hospital 
outpatients. 

In the light of this decision to proceed 
with an integrated payment of ASP+6 
percent for the acquisition and overhead 
costs of drugs, we also are not adopting 
MedPAC’s recommendation to create 
and appropriately distribute a drug 
overhead payment pool in this final rule 
with comment period. We understand 
MedPAC’s concern that a flat percentage 
add-on payment for overhead costs 
might underpay these costs for some 
drugs and overpay for others. However, 
on the basis of our claims data, we 
believe that the payment rate that we are 
adopting will provide adequate payment 
for both acquisition and overhead costs 
in the aggregate. We also note the 
difficulties in determining the relative 
values of the separate drug handling 
cost categories in order to allocate 
spending from MedPAC’s overhead drug 
pool. However, we will continue to 
study and consider this alternative as 
we develop our future policies on 
payment for drug costs in general and 
overhead costs in particular. As we 
evaluate other options for paying for 
drug handling costs in the future, we 
will also consider different 
methodologies that could be used to 
develop clinically meaningful and 
distinct payment levels for the diverse 
pharmacy overhead resources associated 
with administration of drugs and 
biologicals. We welcome comments and 
information about sources of data that 
could be useful in further developing a 
methodology for payment of drug 
overhead costs for the CY 2007 
proposed rule. 

Comment: Two commenters were 
concerned that the proposed additional 
payment of 2 percent of ASP did not 
fully cover hospital costs of procuring, 
storing, and furnishing clotting factors 
to patients with hemophilia. The 
commenters noted that the CY 2005 
payment for a clotting factor in the 

physician office setting is based on 
ASP+6 percent plus an additional 
furnishing fee to cover the costs of 
providing the product to Medicare 
beneficiaries. According to the 
commenters, this fee was set at $0.14 
per unit of clotting factor for CY 2005 
and is required to be updated annually. 
The commenters also noted that an add- 
on payment is made to hospitals for 
clotting factors provided to patients in 
the hospital inpatient setting. They 
indicated that for hospital inpatient 
services the current additional payment 
for a clotting factor equals 95 percent of 
its AWP; however, for CY 2006, CMS 
proposed to set the payment rate and 
the furnishing fee for clotting factors 
used in the hospital inpatient setting at 
the same rate as for clotting factors 
provided in physician offices under Part 
B. The commenters argued that the 
hospital outpatient handling costs 
should not be treated differently than in 
the physician office because the costs of 
inventory, specialized refrigeration, 
assay management, and formulation of 
clotting factors are similar for all 
providers of these drugs and do not very 
between the hospital inpatient and 
outpatient setting. The commenters 
were concerned that the proposed 2 
percent of ASP did not fully cover the 
additional costs of furnishing clotting 
factors to Medicare beneficiaries in the 
hospital outpatient setting and urged 
CMS to apply the Part B furnishing fee 
to the hospital outpatient setting as 
well. One of the commenters 
additionally requested that CMS not 
include clotting factors in the collection 
of overhead cost data using the 
proposed C-codes, as CMS has already 
established a mechanism for calculating 
and updating the costs associated with 
providing these drugs under the 
Medicare Physician Fee Schedule and 
Inpatient Prospective Payment System, 
and it sought clarification in the 
preamble and regulatory text of the final 
rule on all payment provisions related 
to clotting factors. 

Response: Section 303 of Pub. L. 108– 
173 established section 1847A of the 
Act which requires that almost all 
Medicare Part B drugs not paid on a cost 
or prospective basis be paid at 106 
percent of average sales price (ASP) and 
provided for payment of a furnishing fee 
for blood clotting factors, effective 
January 1, 2005. In CY 2006, payment 
for clotting factors furnished in both the 
physician office setting and inpatient 
hospital setting will be made at ASP+6 
percent plus an additional amount for 
the furnishing fee. We agree with the 
commenters’ statements about the use of 
similar resources to furnish clotting 

factors across all types of service 
settings and believe that it is 
appropriate to adopt a methodology for 
paying for clotting factors under the 
OPPS that is consistent with the 
methodology applied in the physician 
office setting and the inpatient hospital 
setting. Therefore, in CY 2006, we will 
be paying for clotting factors at ASP+6 
percent in the OPPS and providing 
payment for the furnishing fee that will 
also be a part of the payment for clotting 
factors furnished in physician offices 
under Medicare Part B. This furnishing 
fee will be updated each calendar year 
based on the consumer price index, and 
we will update the amount 
appropriately each year under the 
OPPS. In CY 2005, the furnishing fee is 
$0.14 per unit, and for CY 2006, it will 
be updated to $0.146 per unit. Effective 
January 1, 2006, we will make payment 
for clotting factors at ASP+6 percent 
using ASP data from the third quarter of 
2005 along with paying for the 
furnishing fee using the updated 
amount for CY 2006. The final CY 2006 
regulations establishing the ASP 
methodology and the furnishing fee for 
blood clotting factors under Medicare 
Part B can be found in the CY 2006 
Medicare Physician Fee Schedule final 
rule. We believe that this methodology 
will allow us to provide adequate 
payment for both the acquisition and 
overhead costs of clotting factors under 
the OPPS in CY 2006. 

Comment: One commenter requested 
that CMS clarify how it will pay 
hospitals for the costs incurred with 
handling intrathecal drugs, noting that 
MedPAC did not discuss the handling 
costs of intrathecal drugs in its report on 
pharmacy overhead costs. The 
commenter noted that intrathecal drugs 
involve significant handling costs; 
therefore, CMS should ensure that 
intrathecal drugs are paid a sum 
sufficient to cover their handling costs. 

Response: In CY 2006, payment for 
intrathecal drugs will be determined 
using the same ASP methodology as 
will be used for other separately payable 
drugs and biologicals, where payment 
for acquisition and overhead costs will 
be set at ASP+6 percent. 

Comment: We received many 
comments on our proposal to 
implement C-codes for drug handling 
categories in CY 2006. Many of the 
commenters opposed the proposal, 
while other commenters supported it. 

A national association of hospitals 
expressed strong opposition to the 
proposal to require hospitals to report 
their drug handling charges using C- 
codes in order for CMS to pay pharmacy 
overhead costs and recommended that 
CMS find an alternative method to 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00147 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68662 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

identify drug handling costs. The 
commenter raised several concerns 
regarding this proposal. For example, 
the commenter indicated that by 
proposing to require hospitals to bill a 
handling charge when the industry 
practice has been to bill a combined 
charge to reflect both the drug 
acquisition cost and handling cost is 
contrary to a basic, long standing tenet 
of the Medicare Act in 42 U.S.C. 1395 
that CMS interpreted as prohibiting any 
interference with hospital charge 
structures. Also, the commenter noted 
that Medicare providers must have a 
consistent charge structure in order to 
prepare the Medicare cost report and to 
apportion costs within the Medicare 
cost report. The proposal to require 
hospitals to begin billing the drug 
handling charge as a separate line-item 
charge will present billing and payment 
concerns for all other payers because 
drug handling charges would also have 
to be billed also to private payers and 
the Medicaid program, or the provider 
would have to be able to generate 
consistent charges for proper Medicare 
apportionment costs. However, since 
most other payers do not recognize C- 
codes and may refuse to accept and/or 
pay for such handling charges, it would 
raise concern for a provider as to 
whether it must pursue collection in 
order to have a consistent charge 
structure for payment and 
apportionment. The commenter noted 
that drug handling costs are not 
presently billed separately by the vast 
majority of hospitals, and most of these 
hospitals do not have sophisticated cost 
accounting systems that would permit 
the determination of handling costs for 
each billable drug. Reporting pharmacy 
overhead charges with C-codes would 
result in a tremendous burden to 
hospitals, requiring the modification of 
their pharmacy charge masters to reduce 
each current drug charge to reflect only 
the drug acquisition cost and to remove 
the drug handling costs currently 
included in each drug line item’s 
charge. Hospitals that do not have 
sophisticated cost accounting systems 
would have difficulty in determining 
the applicable amount attributable to 
the handling costs. The commenter 
indicated that even if this 
administratively burdensome process of 
billing for handling charges is adopted, 
CMS would still be unable to determine 
the drug handling costs at the 
individual drug level because an 
average pharmacy department CCR 
would be applied to billed charges to 
determine drug handling costs, and 
these CCRs were never intended to 
determine cost at the specific procedure 

level, such as drug handling costs for 
individual drugs. The commenter also 
expressed concern that CMS’ proposal 
to pay the drug handling costs only for 
separately payable drugs would create 
an additional burden for hospitals as 
they must identify and modify only 
those drug charge items that qualify for 
separate payment under the OPPS. 
Charges for packaged drugs must 
continue to include the overhead costs 
as part of the drug’s line item charge or 
the appropriate revenue code charge. 
Because Medicare beneficiaries 
frequently require more than one drug 
in an outpatient encounter, it may be 
impossible to identity any correlation 
between the drug HCPCS code reported 
and the drug handling category HCPCS 
code reported. Additionally, there 
would be no incentives for hospitals to 
perform the charge master maintenance 
and educate pharmacy staff as neither 
the presence nor accuracy of the drug 
handling HCPCS codes will impact the 
proposed CY 2006 payment of drug 
handling costs. Another concern raised 
was that CMS would be able to 
determine appropriate payment rates for 
these C-codes in future years using the 
claims data only if hospitals can 
reasonably estimate their drug handling 
costs and if hospitals mark up their drug 
handling costs in line with their overall 
pharmacy mark-up. The last concern 
cited by the commenter was that there 
may be an issue if hospitals report the 
new drug handling costs separately 
without restructuring their existing drug 
charges to remove the drug handling 
costs already included in the drug 
charges. 

Other commenters echoed these 
concerns. One commenter indicated that 
even though collecting charge data for 
handling costs may be useful for CMS, 
the reporting requirement would 
overwhelm coding and nursing staffs 
already challenged with the complex 
task of ensuring that the correct dosage 
of the drug is billed. Another 
commenter strongly opposed the use of 
C-codes to bill for drug handling costs 
because it would present an operational 
nightmare because every drug required 
‘‘handling.’’ The commenter, therefore, 
requested that CMS not implement this 
proposal until further assessments of the 
system implications associated with 
such a change are completed. 

Several commenters raised other 
coding, billing, and charging issues 
related to this proposal. For example, 
commenters questioned whether CMS 
would expect multiple line-items to be 
reported per date of service if multiple 
drugs from the same drug handling 
family are provided. They also asked 
whether CMS would require providers 

to report a single revenue code with the 
pharmacy handling C-codes, or would 
the revenue codes need to match the 
actual drug revenue code. The 
commenters urged CMS to review the 
coding and billing requirements 
necessary to implement such a 
mechanism correctly. 

One commenter strongly opposed the 
proposal requiring hospitals to establish 
separate pharmacy overhead charges for 
separately payable drugs and biologicals 
and use the three proposed C-codes for 
charging these overhead costs in CY 
2006. This commenter indicated that it 
would be extremely burdensome and 
difficult for hospitals to implement the 
proposal. The commenter also indicated 
that there are many complex issues and 
administratively burdensome aspects to 
adopting this proposal for charging for 
drug handling using these new C-codes. 
The commenter pointed out that even 
assuming that hospitals could provide 
differential charges, other concerns 
remain. For example, the commenter 
indicated that hospitals would have to 
evaluate the normal mark-up formula 
for all pharmacy items and deduct the 
handling costs for only the separately 
payable drugs under Medicare, while 
the drug handling charges for packaged 
drugs would remain incorporated 
within overall charges for those drugs. 
The commenter stated that because the 
C-codes would only be recognized by 
and acceptable to Medicare, but not to 
other payers, hospitals would have to 
modify their billing systems to separate 
out the drug handling charge from the 
drug charge for Medicare claims, but bill 
them as a single line-item for other 
payers. The commenter believed that 
there would also be confusion about 
how the drug handling C-codes would 
apply when a hospital pharmacy mixes 
multiple doses of a drug for a patient, 
and in particular the question of 
whether the hospital would report a 
single C-code for handling costs or 
multiple C-codes in this situation. The 
commenter also expressed concern that 
some hospitals may not be able to 
accommodate the proposed C-codes 
because drug pricing is generated 
through a pharmacy charging system 
often located outside the hospital’s 
normal charging system. For these 
reasons, the commenter indicated that it 
is unclear how CMS would expect 
providers to report drug charges in the 
inpatient setting versus the outpatient 
setting because many hospitals use the 
same charge master for inpatient and 
outpatient services. 

One of the commenters noted that 
when hospital clinic nurses and 
pharmacies bill for drugs, they do not 
view the patient-specific data to 
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determine if the patient has Medicare 
coverage and whether the drug is 
separately payable to make decisions 
about whether to report additional 
services. The commenter pointed out 
that dispensing fees vary significantly in 
each hospital due to variances in 
overhead and handling fees incurred. 
The commenter believed that the 
proposal requires more research and 
consideration in order to reduce the 
administrative burden that would be 
required of hospital staff and adequately 
capture all pharmacy overhead and 
handling costs incurred. This 
commenter supported establishing 
payment for pharmacy overhead costs 
based on the additional 2 percent of 
ASP added to each APC drug payment, 
as this method simplifies the payment 
mechanism. 

Many commenters stated that CMS 
should not implement the proposed 
drug handling C-codes in CY 2006 and 
should instead study alternate 
mechanisms for obtaining drug handling 
cost data, including using the cost 
report to compute an average pharmacy 
handling percentage that may be used in 
the future along with the ASP+6 percent 
model for drug acquisition costs. Other 
commenters recommended that CMS 
work with stakeholder groups to collect 
additional data and develop simpler, 
alternative solutions for ensuring that 
hospitals are appropriately paid for their 
pharmacy overhead and drug handling 
costs. Some commenters stated that 
such approaches should incorporate the 
payment for drug handling directly into 
the payment rate for the drug itself, 
rather than requiring separate coding 
systems. One commenter suggested that 
CMS obtain more accurate information 
by surveying hospital pharmacy 
departments and studying data on the 
departmental costs of hospital 
pharmacies. Another commenter stated 
that CMS should collect data and make 
payments in a manner similar to the 
way in which data are collected and 
payments provided through the Quality 
Measurement Demonstration Project 
that was implemented in physicians’ 
offices in CY 2005. 

Several commenters supported our 
proposal to implement the C-codes for 
drug handling categories. They 
supported the development of the three 
proposed distinct C-codes for drug 
handling categories and the collection of 
hospital claims data over the next 2 
years for use in establishing payment 
rates based on actual costs in CY 2008 
and beyond. One of the commenters 
supported basing payment for these new 
categories in CY 2008 on a weighted 
average of the overhead costs for all 
drugs to which the categories will 

apply, thus ensuring the most accurate 
payment level possible while meeting 
the objective of the proposal to 
streamline the overhead payment 
system. 

A few commenters did not believe the 
three drug handling categories proposed 
were sufficient to cover the wide range 
of drug handling costs for all of the 
separately payable drugs used by 
hospital outpatient departments and 
stated that the categories proposed by 
MedPAC would allow greater 
differentiation of drug handling costs. 
One commenter explained that more 
refined categories can and should be 
developed and urged CMS to reevaluate 
the use of the MedPAC categories and 
to release a listing of the drugs assigned 
to each drug handling category for 
hospital review. These commenters 
indicated that limiting the number of 
categories for which hospitals report 
their drug handling costs would not 
provide accurate cost data and were 
concerned that CMS’ descriptions of 
these categories did not provide 
sufficient clarity for hospitals to 
appropriately classify all of their drugs. 
One commenter noted that intrathecal 
drugs should be assigned to category 
three or a new overhead cost category 
for intrathecal drugs should be created. 

MedPAC was pleased that CMS’ 
proposed methodology to pay for 
overhead and handling costs beginning 
in CY 2008 reflected its 
recommendations and noted that the 
methodology would be similar to that 
used to set payment rates for procedural 
APCs. However, MedPAC encouraged 
CMS to explore whether it would be 
reasonable to expand the number of 
handling cost APCs beyond the 
proposed three categories after the 
charge data necessary to set rates for the 
three handling cost APCs are collected. 

Several commenters supported the 
creation of a mechanism for hospitals to 
begin capturing and reporting pharmacy 
costs. However, they indicated that it 
will take hospitals considerable time 
and effort to develop this approach as 
most hospitals do not currently report 
pharmacy costs directly or capture these 
costs fully. One commenter 
recommended that CMS tie reporting of 
the new C-codes for handling fees to 
actual payment amounts for the services 
so that hospitals would have an 
incentive to quickly develop a 
mechanism to report these codes. Other 
commenters supported the general C- 
code methodology, but were concerned 
that there was insufficient time to 
properly instruct and educate hospitals 
on how and when to use these codes. 
Therefore, to ensure that the new C- 
codes can be used effectively, these 

commenters recommended that CMS 
consult with hospital organizations on 
this issue, and after reviewing their 
feedback, consider delaying C-code 
implementation until January 1, 2007 
while continuing to refine the codes and 
develop instructions for their use. The 
APC Panel also recommended that CMS 
delay implementation of this proposal 
in order to collect more data and study 
alternatives. 

If this policy is implemented for CY 
2006, some commenters suggested that 
CMS provide a grace period of no less 
than 90 days after the implementation of 
the CY 2006 OPPS to allow hospitals 
time to make necessary system changes 
and to educate pharmacy staff, finance 
staff, and coders on the required use of 
the drug handling C-codes. Other 
commenters noted that a grace period of 
no less than 6 months would be 
required after the implementation of the 
CY 2006 OPPS. One commenter insisted 
that CMS collect hospital charge data for 
overhead costs for 2 years to determine 
if the proposed 2 percent of the ASP 
add-on rate is adequate and consider 
new payment rates for these pharmacy 
overhead services in CY 2008. 

Response: We have carefully 
considered all the comments and the 
concerns raised by the commenters. In 
light of the extensive operational issues 
related to coding, billing, and charging 
for C-codes for drug handling categories 
identified by commenters, we believe 
there is good reason at this time not to 
proceed with our proposal for CY 2006. 
Therefore, we are not finalizing our 
proposal to collect data on pharmacy 
overhead costs in CY 2006. Rather, we 
will continue to solicit input from the 
industry, APC Panel, and hospitals to 
explore alternative methodologies for 
capturing meaningful and complete 
pharmacy overhead costs, for potential 
use in providing appropriate payments 
to hospitals for such services in future 
updates of the OPPS. We note that for 
CY 2006 we are requiring specific 
coding for certain devices, as we require 
the billing of all separately payable 
drugs and request that hospitals report 
packaged drugs. We believe that 
hospitals can easily ascertain the 
acquisition costs of devices and decide 
on an appropriate markup that includes 
device handling, and these device costs 
(except for devices with pass-through 
status) are then appropriately packaged 
into payments for the separately payable 
procedures that utilize the devices. 
Similarly, we believe that hospitals are 
aware of the acquisition costs of drugs 
and provide an appropriate markup that 
includes pharmacy overhead. These 
billed drugs are then either separately 
paid at ASP+6% for CY 2006 or their 
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payment is packaged into payments for 
the separately payable procedures 
where the drugs are administered. 
However, as discussed above, hospitals 
do not keep track of their pharmacy 
overhead costs nor their device 
handling costs separately. Rather, these 
broad overhead and handling costs are 
typically built into the charges for the 
drugs or devices themselves, In many 
ways, the device charge reported on a 
claim is like the drug charge, in that 
both currently reflect the acquisition 
cost of the device or drug and the 
handling cost of the device or drug 
(special handling, storage, etc.). Just as 
we do not require hospitals at this time 
to further differentiate their device 
charges into acquisition and handling 
components, based on our review of 
comments to the CY 2006 proposed rule 
we are also not going to require 
hospitals for CY 2006 to separate the 
traditionally highly linked drug 
acquisition and pharmacy overhead 
charges. 

Comment: Several commenters urged 
CMS to recognize that low-cost drugs 
and biologicals may have substantial 
handling costs depending on the type 
and volume of the drugs administered, 
and therefore, recommended that CMS 
apply additional payments to packaged 
drugs and biologicals, as well as to 
separately payable therapies. The APC 
Panel also recommended that CMS pay 
for the overhead costs of both packaged 
and separately paid drugs. One of the 
commenters suggested that the use of 
the proposed C-codes for drug handling 
categories also be extended to include 
packaged drugs. One commenter 
recommended that CMS make an add- 
on payment of at least $14.80 per dose 
of packaged drug administered, and that 
CMS consider establishing a new G- 
code for pharmacy handling services 
associated with packaged drugs for this 
purpose. The commenter based its 
recommendation on an analysis of the 
amount of required pharmacist and 
pharmacy technician time, plus indirect 
overhead costs, associated with 
preparing each dose of a packaged drug. 
Another commenter indicated that CMS 
may believe that overhead costs for 
packaged drugs are reflected in the 
payments for drug administration APCs; 
however, the commenter did not believe 
that the drug administration APC 
payment rates are sufficient to pay 
providers for administration services, or 
the acquisition and handling costs 
associated with packaged drugs. In 
addition, one commenter indicated that 
CMS should ensure that the add-on 
payment is applied equally to all drugs, 

including those on pass-through and 
new to the market. 

One commenter strongly opposed the 
expansion of the drug handling C-code 
reporting proposal to packaged drugs, 
citing that this policy would 
exponentially increase the coding and 
administrative burden on hospitals due 
to the large number of drugs that would 
require special charging practices for 
Medicare purposes. For example, the 
commenter noted that hospitals 
generally do not provide detailed billing 
for drugs that are not separately paid. 
The commenter believed that because 
all drugs do not have their own unique 
HCPCS codes, creating new codes for all 
drugs would be a significant burden. 
The commenter added that, given the 
large volume of drugs used in hospital 
outpatient departments, expanding drug 
handling coding requirements to all of 
these drugs, regardless of their 
packaging status, would dramatically 
increase hospital administrative costs 
associated with this proposal. Other 
commenters expressed similar views. 

Response: We agree with the 
commenters who stated that extending 
specific payment for handling costs to 
packaged drugs would impose an 
excessive burden on hospitals. As the 
commenters noted, this policy would 
exponentially increase the coding and 
administrative burden that our proposed 
use of C-codes would have imposed. In 
addition, as we have stated previously, 
overhead costs are built into the charges 
for drugs, and these charges are already 
accounted for in setting the weights for 
the procedural APCs into which some 
drugs are packaged. Accordingly, we 
believe that additional payment for 
overhead costs of packaged drugs would 
be duplicative and have not made a 
separate provision for additional 
payment. 

As discussed earlier, we proposed to 
pay for separately payable 
radiopharmaceuticals based on their 
charges on the claims submitted by 
hospitals converted to costs. MedPAC 
found that the handling resource costs 
associated with radiopharmaceuticals 
were especially difficult to study and 
estimate because of the varying resource 
requirements for handling 
radiopharmaceuticals in a variety of 
hospital outpatient settings for different 
clinical uses. These various methods of 
preparation of radiopharmaceuticals, 
and the individual 
radiopharmaceuticals themselves, differ 
significantly in the costs of their 
handling, with substantial variation in 
such factors as site of preparation, 
personnel time, shielding, 
transportation, equipment, waste 
disposal, and regulatory compliance 

requirements. However, as MedPAC 
also found that handling costs for drugs, 
biologicals, and radiopharmaceuticals 
were built into hospitals’ charges for the 
products themselves, we stated in the 
proposed rule that we believed that the 
charges from hospital claims converted 
to costs were representative of hospital 
acquisition costs for these agents, as 
well as their overhead costs. These costs 
would appropriately reflect each 
hospital’s potentially diverse patterns of 
acquisition or production of 
radiopharmaceuticals for use in the 
outpatient hospital setting and their 
related handling costs that vary across 
radiopharmaceutical products and the 
circumstances of their production and 
use. Therefore, we did not propose to 
create separate handling categories for 
radiopharmaceuticals for CY 2006. 

We received many public comments 
on this radiopharmaceutical proposal. 

Comment: Several commenters stated 
that CMS should not assume that the 
hospitals have incorporated handling 
costs in their hospital charges for 
radiopharmaceuticals. They indicated 
that there has been some ambiguity 
about what costs should be included in 
radiopharmaceutical charges, as 
opposed to procedure charges, and this 
matter is complicated by the difference 
in payment policies for physician 
offices as compared to the hospital 
outpatient setting. They also stated that 
differing payment policies and lack of 
clear billing instructions in the different 
settings contribute to uncertainty about 
where radiopharmaceutical costs are 
reported by hospitals. Commenters 
suggested that CMS specifically declare 
where the costs for radiopharmaceutical 
handling should reside for all delivery 
settings and give clear direction to 
providers. One commenter stated that, 
due to the variety of 
radiopharmaceuticals that can be used 
with the same procedure, it is most 
accurate to incorporate 
radiopharmaceutical handling costs in 
the charge for the radiopharmaceutical 
rather than in the charge for the nuclear 
medicine procedure. 

Response: We understand the 
commenters’ concerns. We would 
emphasize that, in light of the policy 
that we are adopting in this final rule 
with comment period of paying for 
radiopharmaceuticals based on 
hospitals’ charges converted to costs, it 
is appropriate for hospitals to include 
all the costs associated with acquiring 
and handling radiopharmaceuticals in 
their charges for the 
radiopharmaceuticals. 

However, because we proposed to 
collect ASP information for 
radiopharmaceuticals in CY 2006, we 
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requested specific comments on 
appropriate categories for potentially 
capturing radiopharmaceutical handling 
costs. We stated in the proposed rule 
that we believed that these handling 
costs may vary depending on many 
factors. We also indicated that the 
handling cost categories should exclude 
any resources associated with specific 
diagnostic procedures or administration 
codes for patient services that utilize the 
radiopharmaceuticals. However, the 
handling cost categories should include 
all aspects of radiopharmaceutical 
handling and preparation, including 
transportation, storage, compounding, 
required shielding, inventory 
management, revision of dosages based 
on patient conditions, documentation, 
disposal, and regulatory compliance. 
The MedPAC study contractor suggested 
a variety of discriminating factors that 
may be related to the magnitude of 
radiopharmaceutical handling costs, 
including the complexity of the 
calculations and manipulations 
involved with compounding, the 
intended use of the product for 
diagnostic or therapeutic purposes, the 
item’s status as a radioimmunoconjugate 
or nonradioimmunoconjugate, short- 
lived agents produced in-house, and 
preparation of the radiopharmaceutical 
in-house versus production in a 
commercial radiopharmacy. We sought 
comments on the construction of 
radiopharmaceutical handling cost 
categories that would meaningfully 
reflect differences in the levels of 
necessary hospital resources and that 
could easily be understood and applied 
by hospitals characterizing their 
preparation of radiopharmaceuticals. 

We received numerous public 
comments concerning 
radiopharmaceutical handling cost 
categories. 

Comment: We received comments 
describing various proposals for creating 
radiopharmaceutical handling cost 
categories. One commenter 
recommended the creation of five 
handling categories for 
radiopharmaceuticals and assigning 
them G-codes, instead of C-codes as 
proposed, for drug handling categories. 
The commenter recommended this 
approach because G-codes are available 
to all insurers and would assist 
hospitals in more accurate, consistent, 
and efficient billing for 
radiopharmaceuticals. Another 
commenter suggested seven potential 
radiopharmaceutical handling 
categories for our consideration. Still 
another commenter proposed four 
categories for capturing the costs of 
radiopharmaceuticals. MedPAC also 
encouraged CMS to further study how to 

best construct categories of handling 
cost APCs for radiopharmaceuticals, 
which are generally likely to require 
greater resources for their preparation 
than drugs and biologicals. One 
commenter recommended that all 
radiopharmaceuticals be paid 
separately. The commenter believed that 
because of the potential for hospitals to 
bill one of the radiopharmaceutical 
handling category codes, this policy 
would facilitate appropriate data 
gathering, recognition, and payment of 
handling costs for all 
radiopharmaceuticals. 

One commenter was pleased that 
CMS did not intend to create C-codes 
for radiopharmaceutical handling costs 
for CY 2006. Other commenters stated 
that, if CMS implements its proposal to 
create handling cost categories for drugs 
and biologicals in CY 2006, it should 
also create handling cost categories for 
radiopharmaceuticals in CY 2006. These 
commenters added, however, if CMS 
delays implementation of these drug 
handling categories, it would be 
appropriate to delay the adoption of 
handling cost category codes for 
radiopharmaceuticals. 

Several commenters noted that if CMS 
implemented specific coding for 
handling and overhead costs of 
radiopharmaceuticals in CY 2006, it 
would have to initiate well in advance 
of January 2006 an educational effort to 
communicate to providers the need to 
use the new codes and to adjust 
radiopharmaceutical charges during CY 
2006 to accurately reflect any changes in 
HCPCS code descriptors, along with 
identification of the relevant hospital 
CCR appropriate for calculating 
radiopharmaceutical payments. Another 
commenter suggested that CMS advise 
hospitals to make timely updates in 
charges to ensure that they fully, 
accurately, and uniformly report all 
relevant costs for radiopharmaceuticals. 

A few commenters were concerned 
about the usefulness of creating 
additional C-codes for hospitals to 
report radiopharmaceutical handling 
costs in CY 2006 for use in CY 2007 
without providing any payment to 
hospitals for this additional work, citing 
that the process will place an undue 
administrative burden on hospitals. 
They recommended that CMS work 
with medical specialty societies and 
industry to develop appropriate 
handling cost categories for 
radiopharmaceuticals and establish a 
specific payment rate for each category 
to help deflect the additional costs to 
hospitals for this added burden and to 
ensure adequate data collection. In 
addition, the commenters asked for 
concurrent direction to hospitals about 

including the costs of handling in their 
charges for radiopharmaceuticals. 
Another commenter recommended that 
CMS incorporate these added handling 
costs directly into the final payment 
rates for radiopharmaceuticals by 
individual HCPCS codes. 

Response: As discussed earlier, we 
will not be implementing the C-code 
handling categories for drugs and 
biologicals in CY 2006 due to the 
complex operational and policy issues 
surrounding this proposal. We will 
continue to study the possibility of 
creating handling cost categories for 
radiopharmaceuticals, as well as drugs, 
in order to develop viable options for 
making accurate payments for drug and 
radiopharmaceutical handling costs for 
consideration in future updates of the 
OPPS. In the meantime, as discussed 
earlier, payment for both acquisition 
and handling costs of 
radiopharmaceuticals in CY 2006 will 
be made based on hospital charges for 
these items converted to costs using 
each hospital’s overall CCR. This 
methodology will allow us to pay 
simultaneously for radiopharmaceutical 
acquisition and handling costs, without 
creating additional administrative 
burden for hospitals. 

Comment: One commenter noted that 
CMS should include the costs 
associated with specially trained 
personnel to handle and compound 
radiopharmaceuticals, waste, and 
spoilage in its list of elements to 
consider including as part of 
radiopharmaceutical handling costs. 
The commenter also suggested that CMS 
make clear whether the 
radiopharmaceutical ‘‘transportation’’ 
costs should reside with the acquisition 
costs or with the handling costs. At 
present, many radiopharmaceutical 
invoice acquisition costs could include 
the ‘‘transportation’’ costs, therefore, the 
commenter cautioned CMS regarding 
the potential for double counting. 

Response: Since in CY 2006 payment 
for both acquisition and handling costs 
of radiopharmaceuticals will be made 
based on hospital charges for these 
items converted to costs, we encourage 
hospitals to include in their charges the 
costs associated with specially trained 
personnel to handle and compound 
radiopharmaceuticals, waste, spoilage, 
and transportation costs as noted by the 
commenter. Whether hospitals associate 
these costs with radiopharmaceutical 
acquisition or handling is not 
significant, as both types of costs should 
be fully reflected in the hospitals’ 
charges for radiopharmaceuticals. 
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b. Final CY 2006 Payment for Nonpass- 
Through Drugs, Biologicals, and 
Radiopharmaceuticals With HCPCS 
Codes, But Without OPPS Hospital 
Claims Data 

Pub. L. 108–173 does not address the 
OPPS payment in CY 2005 and after for 
new drugs, biologicals, and 
radiopharmaceuticals that have assigned 
HCPCS codes, but that do not have a 
reference AWP or approval for payment 
as pass-through drugs or biologicals. 
Because there is no statutory provision 
that dictated payment for such drugs 
and biologicals in CY 2005, and because 
we had no hospital claims data to use 
in establishing a payment rate for them, 
we investigated several payment options 
for CY 2005 and discussed them in 
detail in the CY 2005 OPPS final rule 
with comment period (69 FR 65797 
through 65799). 

In the CY 2006 OPPS proposed rule, 
we proposed to use the same 
methodology that we used in CY 2005. 
That is, we proposed to pay for these 
new drugs and biologicals with HCPCS 
codes but which do not have pass- 
through status at a rate that is equivalent 
to the payment they would receive in 
the physician office setting, which 
would be established in accordance 
with the ASP methodology described in 
the CY 2006 Medicare Physician Fee 
Schedule final rule. As discussed in the 
CY 2005 final rule with comment period 
(69 FR 65797), new drugs, biologicals, 
and radiopharmaceuticals may be 
expensive, and we were concerned that 
packaging these new items might 
jeopardize beneficiary access to them. In 
addition, we did not want to delay 
separate payment for these items solely 
because a pass-through application was 
not submitted. We noted in the 
proposed rule that this payment 
methodology is the same as the 
methodology that would be used to 
calculate the OPPS payment amount 
that pass-through drugs and biologicals 
would be paid in CY 2006 in accordance 
with section 1842(o) of the Act, as 
amended by section 303(b) of Pub. L. 
108–173, and section 1847A of the Act. 
Thus, we proposed to continue to treat 
new drugs, biologicals, and 
radiopharmaceuticals with established 
HCPCS codes the same, irrespective of 
whether pass-through status has been 
determined. We also proposed to assign 
status indicator ‘‘K’’ to HCPCS codes for 
new drugs and biologicals for which we 
have not received a pass-through 
application. 

In the proposed rule, we stated that 
there were several drugs, biologicals, 
and radiopharmaceuticals that were 
payable during CY 2004 or where 
HCPCS codes for products were created 
effective January 1, 2005, for which we 
did not have any CY 2004 hospital 
claims data. In order to determine the 
packaging status of these items for CY 
2006, in the proposed rule we 
calculated an estimate of the per day 
cost of each of these items by 
multiplying the payment rate for each 
product, as determined using the ASP 
methodology, by an estimated average 
number of units of each product that 
would be furnished to a patient during 
one administration. We proposed to 
package items for which we estimated 
the per administration cost to be less 
than $50 and pay separately for items 
with an estimated per administration 
cost greater than $50. We indicated that 
payment for the separately payable 
items would be based on rates 
determined using the ASP methodology 
established in the physician office 
setting. There were two codes HCPCS 
codes 90393 (Vaccina ig, im) and Q9953 
(Inj Fe-based MR contrast, ml), for 
which we were not able to determine 
payment rates based on the ASP 
methodology. Because we were unable 
to estimate the per administration cost 
of these items, we proposed to package 
them in CY 2006. We specifically 
requested public comments on our 
proposed policy for determining the per 
administration cost of these drugs, 
biologicals, and radiopharmaceuticals 
that were payable under the OPPS, but 
did not have any CY 2004 claims data. 

We received several public comments 
in response to our request. 

Comment: One commenter supported 
the proposal to price drugs that have a 
HCPCS code but do not have pass- 
through status at the same rate they 
would be paid in the physician office 
setting based on the ASP methodology. 

Response: We appreciate the 
commenter’s support. We are finalizing 
our proposed policy to pay for new 
drugs, biologicals, and 
radiopharmaceuticals with HCPCS 
codes but which do not have pass- 
through status at a rate that is equivalent 
to the payment they would receive in 
the physician office setting, which will 
be established in accordance with the 
ASP methodology. We are also paying 
separately for drugs, biologicals, and 
radiopharmaceuticals whose HCPCS 
codes will be payable for the first time 

under the OPPS in CY 2006 but whose 
codes do not crosswalk to other HCPCS 
codes previously recognized under the 
OPPS. 

In CY 2006, payment for these new 
drugs, biologicals, and 
radiopharmaceuticals will be based on 
ASP+6 percent. In accordance with the 
ASP methodology used in the physician 
office setting, in the absence of ASP 
data, we will use wholesale acquisition 
cost (WAC) for the product to establish 
the initial payment rate. We note, 
however, that if WAC is also 
unavailable, then we will calculate 
payment at 95 percent of the most 
recent AWP that we have available at 
the time of the development of this final 
rule and for the quarterly updates. We 
note that with respect to items for which 
we currently do not have ASP data, 
once their ASP data become available in 
later quarter submissions, their payment 
rates under the OPPS will be adjusted 
so that the rates are based on the ASP 
methodology and set to ASP+6 percent. 

For this final rule with comment 
period, we are basing the payment rates 
for these items on ASP data from the 
second quarter of CY 2005, which are 
effective in the physician office setting 
on October 1, 2005, because these are 
the most recent values available for the 
development of this rule. To be 
consistent with the ASP-based 
payments that would be made when 
these drugs and biologicals are 
furnished in physician offices as 
proposed, we plan to make any 
appropriate adjustments to the amounts 
shown in Addenda A and B to this final 
rule with comment period for these 
items on a quarterly basis as more recent 
ASP data become available. Changes in 
the payment rates will be posted on our 
Web site during each quarter of CY 
2006. Accordingly, effective January 1, 
2006, we will base payment rates for all 
separately payable drugs and biologicals 
on ASP data from the third quarter of 
CY 2005, which will also be the basis 
for setting payment rates for drugs and 
biologicals in the physician office 
setting effective January 1, 2006. 

For CY 2006, we will apply this 
policy to several drugs, biologicals, and 
radiopharmaceuticals that are new 
effective January 1, 2006 and do not 
have pass-through status or hospital 
claims data. These items are listed in 
Table 26 below and will be separately 
payable under OPPS in CY 2006, and 
thus, we have assigned them to status 
indicator ‘‘K’’. 
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TABLE 26.—CY 2006 PAYMENT METHODOLOGY FOR NEW DRUGS, BIOLOGICALS, AND RADIOPHARMACEUTICALS WITHOUT 
PASS-THROUGH STATUS AND CY 2004 CLAIMS DATA 

HCPCS code Description APC CY 2006 
SI 

90714 ..................... Td vaccine no prsrv >/= 7 im ...................................................................................................... 1634 K 
A9567 ..................... Technetium TC–99m aerosol ..................................................................................................... 1679 H 
A9535 ..................... Injection, methylene blue ............................................................................................................ 1640 K 
J0132 ..................... Acetylcysteine injection ............................................................................................................... 1680 K 
J0278 ..................... Amikacin sulfate injection ........................................................................................................... 1681 K 
J2425 ..................... Palifermin injection ...................................................................................................................... 1696 K 
J2805 ..................... Sincalide injection ....................................................................................................................... 1699 K 
J2850 ..................... Inj secretin synthetic human ....................................................................................................... 1700 K 
J3471 ..................... Ovine, up to 999 USP units ........................................................................................................ 1702 K 
J3472 ..................... Ovine, 1000 USP units ............................................................................................................... 1703 K 
J7341 ..................... Non-human, metabolic tissue ..................................................................................................... 1707 K 
J8540 ..................... Oral dexamethasone ................................................................................................................... 1708 K 
J9225 ..................... Histrelin implant .......................................................................................................................... 1711 K 
Q9958 .................... HOCM <=149 mg/ml iodine, 1ml ................................................................................................ 1714 K 
Q9960 .................... HOCM 200–249mg/ml iodine, 1ml ............................................................................................. 1715 K 
Q9961 .................... HOCM 250–299mg/ml iodine, 1ml ............................................................................................. 1734 K 
Q9962 .................... HOCM 300–349mg/ml iodine, 1ml ............................................................................................. 1735 K 
Q9963 .................... HOCM 350–399mg/ml iodine, 1ml ............................................................................................. 1736 K 
Q9964 .................... HOCM >= 400 mg/ml iodine, 1ml ............................................................................................... 1737 K 

Comment: One commenter agreed in 
principle with CMS’ proposed 
methodology for determining the 
packaging status for drugs for which 
CMS did not have CY 2004 claims data. 
However, the commenter expressed 
concern about the proposal to package 
HCPCS code Q9953 (Inj Fe-based MR 
contrast, ml). The commenter noted that 
ASP data are available for Q9953, and 
the data demonstrated that the average 
per administration cost of Q9953 
exceeded the $50 packaging threshold. 
Thus, the commenter believed that 
HCPCS code Q9953 should be paid 
separately in CY 2006. The commenter 
indicated that the most current ASP 
data submission, which was submitted 
to CMS on July 29, 2005, showed an 
ASP for Feridex I.V., the product 
described by HCPCS code Q9953, of 
$28.68 per ml. The commenter pointed 
out that using an average dosing of 3.5 
ml per the Feridex I.V. package insert, 
the average cost per administration 

would be $100.39 for HCPCS code 
Q9953, which far exceeds the CY 2006 
OPPS $50 packaging threshold. 
Therefore, the commenter requested that 
CMS use the ASP data as reported to 
establish a CY 2006 OPPS payment 
amount for HCPCS code Q9953. 

Response: Consistent with the 
commenter’s statement, we received 
ASP data from the second quarter of CY 
2005 for HCPCS code Q9953 after the 
proposed rule was issued. For this final 
rule with comment period, we are using 
updated ASP data under the 
methodology we proposed to determine 
the packaging status for items that did 
not have any CY 2004 hospital claims 
data, and our calculation of the per day 
cost of HCPCS code Q9953 indicated 
that it is higher than $50 per day. 
Therefore, we will make separate 
payment for HCPCS code Q9953 in CY 
2006 and set payment at the rate 
determined using the ASP methodology. 

In this final rule with comment 
period, we are finalizing the proposed 
policy for determining the per 
administration cost of drugs, biologicals, 
and radiopharmaceuticals that are 
payable under the OPPS, but which do 
not have any CY 2004 claims data to 
determine their packaging status in CY 
2006. Table 27 below lists all of the 
drugs and biologicals to which this 
policy will apply in CY 2006. 

We note that in the proposed rule, we 
indicated that we are packaging HCPCS 
code 90393 (Vaccina ig, im) as we were 
unable to determine a payment rate for 
this item based on the ASP 
methodology; thus, we were also unable 
to estimate the per administration cost 
of this item, For this final rule with 
comment period, we were still not able 
to determine an ASP-based payment for 
this item to estimate its per 
administration cost. Therefore, we will 
continue to package this code in this 
final rule with comment period. 

TABLE 27.—DRUGS, BIOLOGICALS, AND RADIOPHARMACEUTICALS WITHOUT CY 2004 CLAIMS DATA 

HCPCS code Description ASP-based 
payment rate 

Est. average 
number of units 
per administra-

tion 

CY 2006 
SI 

90581 ..................... Anthrax vaccine, sc ....................................................................................... $126.46 1 K 
C1093* ................... TC99M fanolesomab ..................................................................................... 1,197.00 1 H 
C9206* ................... Integra, per cm2 ............................................................................................ 10.69 19 K 
C9224 .................... Injection, galsulfase ....................................................................................... 1,522.15 14 K 
J0135 ..................... Adalimumab injection .................................................................................... 293.98 2 K 
J0190 ..................... Inj biperiden lactate/5 mg .............................................................................. 3.14 1 N 
J0200 ..................... Alatrofloxacin mesylate ................................................................................. 16.03 2 .5 N 
J0288 ..................... Ampho b cholesteryl sulfate .......................................................................... 12.00 35 K 
J0395 ..................... Arbutamine HCl injection ............................................................................... 160.00 1 K 
J1180 ..................... Dyphylline injection ........................................................................................ 8.05 8 .4 K 
J1457 ..................... Gallium nitrate injection ................................................................................. 1.25 340 K 
J3315 ..................... Triptorelin pamoate ....................................................................................... 372.86 1 K 
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TABLE 27.—DRUGS, BIOLOGICALS, AND RADIOPHARMACEUTICALS WITHOUT CY 2004 CLAIMS DATA—Continued 

HCPCS code Description ASP-based 
payment rate 

Est. average 
number of units 
per administra-

tion 

CY 2006 
SI 

J3530 ..................... Nasal vaccine inhalation ............................................................................... 15.00 1 N 
J7350 ..................... Injectable human tissue ................................................................................ 5.35 33 K 
J7674 ..................... Methacholine chloride, neb ........................................................................... 0.40 8 .875 N 
J9357 ..................... Valrubicin, 200 mg ........................................................................................ 369.60 4 K 
Q2012* ................... Pegademase bovine, 25 iu ........................................................................... 166.07 56 K 
Q2018* ................... Urofollitropin, 75 iu ........................................................................................ 48.45 2 K 

* For CY 2006, C1093, C9206, Q2012, and Q2018 are deleted and replaced with A9566, J7343, J2504, and J3355 respectively. 

Comment: One commenter requested 
that CMS clarify the coding and 
payment policies for high osmolar 
contrast medium (HOCM) that will be 
applicable during CY 2006. The 
commenter supported the proposal that 
would allow hospitals to bill and be 
paid for these agents using the recently 
assigned HCPCS codes Q9958—Q9964 
and revenue code 636. In addition, the 
commenter requested that HOCM agents 
be paid using the ASP methodology in 
CY 2006. The commenter noted that 
section 3631 of CMS’ Intermediary 
Manual currently states that ‘‘if billing 
separately, hospitals use revenue code 
255 for contrast material other than 
LOCM. To prevent confusion and the 
inappropriate denial of claims, the 
commenter further requested that CMS 
specify that hospitals should disregard 
the program manual instruction and use 
revenue code 636 and the Q-codes when 
billing for HOCM. 

Response: The HCPCS codes Q9958— 
Q9964 for HOCM were created effective 
July 1, 2005. We believe that these codes 
should be paid separately according to 
the ASP methodology in CY 2006, 
similar to our policy of paying 
separately for new items in CY 2006 
because these codes had no predecessor 
codes in the OPPS and the codes 
themselves will first be recognized 
under the OPPS in CY 2006. In this final 
rule with comment period, we were able 
to determine ASP-based payment rates 
for all of the HOCM codes, except 
HCPCS code Q9959. We were unable to 
identify a product that crosswalked to 
this code; therefore, we could not 
calculate an appropriate payment for 
this code. Therefore, we are packaging 
HCPCS code Q9959 in this final rule 
with comment period. We note that if 
ASP data become available in later 
quarter submissions for this code, then 
we will pay for this code separately 
based on an appropriate payment rate. 
The ASP-based payment rates for the 
separately payable HOCM codes that are 
listed in Addenda A and B of this final 
rule with comment period are estimates 

and have not been published before as 
these codes are not currently separately 
paid in the physician office setting. In 
response to one of the commenter’s 
concerns about appropriate billing for 
HOCM, the hospitals may wish to post 
their charges for HOCM on the claim 
with the revenue code that crosswalks 
to the cost center on the hospital 
Medicare cost report where the costs for 
HOCM are reported. We note that we 
will be closely examining hospital 
claims data for HOCM codes, as for all 
drugs, biologicals, and 
radiopharmaceuticals, to assess whether 
packaging or separate payment is 
appropriate for future OPPS updates. 

C. Coding and Billing Changes for 
Specified Covered Outpatient Drugs 

1. Background 

As discussed in the January 6, 2004 
interim final rule with comment period 
(69 FR 826), we instructed hospitals to 
bill for sole source drugs using the 
existing HCPCS codes, which were 
priced in accordance with the 
provisions of section 1833(t)(14)(A)(i) of 
the Act, as added by Pub. L. 108–173. 
However, at that time, the existing 
HCPCS codes did not allow us to 
differentiate payment amounts for 
innovator multiple source and 
noninnovator multiple source forms of 
the drug. Therefore, effective April 1, 
2004, we implemented new HCPCS 
codes via Program Transmittal 112 
(Change Request 3144, February 27, 
2004) and Program Transmittal 132 
(Change Request 3154, March 30, 2004) 
that providers were instructed to use to 
bill for innovator multiple source drugs 
in order to receive appropriate payment 
in accordance with section 
1833(t)(14)(A)(i)(II) of the Act. We also 
instructed providers to continue to use 
the existing HCPCS codes to bill for 
noninnovator multiple source drugs to 
receive payment in accordance with 
section 1833(t)(14)(A)(i)(III) of the Act. 
These coding policies allowed hospitals 
to appropriately code for drugs, 
biologicals, and radiopharmaceuticals 

based on their classification and to be 
paid accordingly. We continued this 
coding practice in CY 2005 with 
payment made in accordance with 
section 1833(t)(14)(A)(ii) of the Act. 

2. CY 2006 Payment Policy 
In the CY 2006 OPPS proposed rule, 

we proposed to base the payment rates 
for drugs and biologicals and their 
pharmacy overhead costs on the ASP 
methodology that is used to set payment 
rates for these items in the physician 
office setting. Under this methodology, 
a single payment rate for the drug is 
calculated by considering the prices for 
both the innovator multiple source 
(brand) and noninnovator multiple 
source (generic) forms of the drug. 
Therefore, under the OPPS, we noted in 
the proposed rule that we believed that 
there was no longer a need to 
differentiate between the brand and 
generic forms of a drug. Thus, we 
proposed to discontinue use of the C- 
codes that were created to represent the 
innovator multiple source drugs. In CY 
2006, hospitals would use the HCPCS 
codes for noninnovator multiple source 
(generic) drugs to bill for both the brand 
and generic forms of a drug as they did 
prior to implementation of section 
1833(t)(14)(A) in Pub. L. 108–173. We 
specifically requested comments on this 
proposed policy. 

We received a few public comments 
concerning this proposal. 

Comment: Several commenters 
supported the proposal to eliminate the 
use of the brand name drug C-codes in 
CY 2006 as there was no longer a need 
to distinguish between innovator (brand 
name) and noninnovator (generic) 
multiple source drugs. The commenters 
indicated that this policy will reduce 
the administrative burden of 
maintaining and reporting separate 
HCPCS codes for both generic and brand 
name drugs. However, some 
commenters pointed out that the 
availability of these drugs varies in the 
marketplace, and they asked CMS to 
clarify how it determines a single ASP 
payment for both brand and generic 
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drugs to ensure that the calculated APC 
payment accurately reflects the 
combined cost of both brand and 
generic forms of the drug. One 
commenter also requested that CMS 
clarify whether the ASP is based on the 
volume of brand versus generic drugs 
purchased by providers during a given 
quarter. 

Response: Section 1847A(b)(3) of the 
Act specifies that the payment amount 
for multiple source drugs is the volume- 
weighted average of the ASPs reported 
by the manufacturers of the NDCs 
assigned to the billing HCPCS code. The 
computation is weighted by the number 
of units sold during the reporting 
period. As availability of products 
changes in the marketplace, changes in 
purchasing patterns will be reported in 
the ASP data. For further discussion of 
the methodology used to determine the 
ASP-based payment amounts, see the 
related ‘‘Frequently Asked Question’’ at 
http://questions.cms.hhs.gov. This issue 
is also addressed in the CY 2006 
Medicare Physician Fee Schedule final 
rule. 

For CY 2006, we are finalizing our 
proposal to discontinue use of the C- 
codes that were created to represent the 
innovator multiple source drugs, and 
note that hospitals are to use the HCPCS 
codes for noninnovator multiple source 
(generic) drugs to bill for both the brand 
and generic forms of a drug. 

D. Payment for New Drugs, Biologicals, 
and Radiopharmaceuticals Before 
HCPCS Codes Are Assigned 

1. Background 

Historically, hospitals have used a 
HCPCS code for an unlisted or 
unclassified drug, biological, or 
radiopharmaceutical or used an 
appropriate revenue code to bill for 
drugs, biologicals, and 
radiopharmaceuticals furnished in the 
outpatient department that do not have 
an assigned HCPCS code. The codes for 
not otherwise classified drugs, 
biologicals, and radiopharmaceuticals 
are assigned packaged status under the 
OPPS. That is, separate payment is not 
made for the code, but charges for the 
code would be eligible for an outlier 
payment and, in future OPPS updates, 
the charges for the code are packaged 
with the separately payable service with 
which the code is reported for the same 
date of service. 

Drugs and biologicals that are newly 
approved by the FDA and for which a 
HCPCS code has not yet been assigned 
by the National HCPCS Alpha-Numeric 
Workgroup could qualify for pass- 
through payment under the OPPS. An 
application must be submitted to CMS 

in order for a drug or biological to be 
assigned pass-through status, a 
temporary C-code assigned for billing 
purposes, and an APC payment amount 
determined. Pass-through applications 
are reviewed on a flow basis, and 
payment for drugs and biologicals 
approved for pass-through status is 
implemented throughout the year as 
part of the quarterly updates of the 
OPPS. 

2. CY 2006 Payment Policy 
Section 1833(t)(15) of the Act, as 

added by section 621(a)(1) of Pub. L. 
108–173, provides for payment for new 
drugs and biologicals until HCPCS 
codes are assigned under the OPPS. 
Under this provision, we are required to 
make payment for an outpatient drug or 
biological that is furnished as part of 
covered outpatient hospital services but 
for which a HCPCS code has not yet 
been assigned in an amount equal to 95 
percent of AWP. This provision applies 
only to payments made under the OPPS 
on or after January 1, 2004. 

As noted in the proposed rule (70 FR 
42733), we initially adopted the 
methodology for determining payment 
under section 1833(t)(15) of the Act on 
an interim basis on May 28, 2004, via 
Transmittal 188, Change Request 3287, 
and finalized the methodology for CY 
2005 in our CY 2005 OPPS final rule 
with comment period. In that final rule 
with comment period, we also 
expanded the methodology to include 
payment for new radiopharmaceuticals 
to which a HCPCS code is not assigned 
(69 FR 65804 through 65807). We 
instructed hospitals to bill for a drug or 
biological that is newly approved by the 
FDA by reporting the NDC for the 
product along with new HCPCS code 
C9399 (Unclassified drug or biological). 
When HCPCS code C9399 appears on a 
claim, the OCE suspends the claim for 
manual pricing by the fiscal 
intermediary. The fiscal intermediary 
prices the claim at 95 percent of its 
AWP using the Red Book or an 
equivalent recognized compendium, 
and processes the claim for payment. 
This approach enables hospitals to bill 
and receive payment for a new drug, 
biological, or radiopharmaceutical 
concurrent with its approval by the 
FDA. The hospital does not have to wait 
for the next OPPS quarterly release or 
for approval of a product-specific 
HCPCS code to receive payment for a 
newly approved drug, biological, or 
radiopharmaceutical. In addition, the 
hospital does not have to resubmit 
claims for adjustment. Hospitals 
discontinue billing HCPCS code C9399 
and the NDC upon implementation of a 
HCPCS code, status indicator, and 

appropriate payment amount with the 
next OPPS quarterly update. 

For CY 2006, we proposed to continue 
the same methodology for paying for 
new drugs, biologicals, and 
radiopharmaceuticals without HCPCS 
codes. We received a few public 
comments in response to our proposal. 

Comment: Several commenters 
supported CMS’ proposal to pay for new 
drugs prior to the assignment of a 
HCPCS code at an amount equal to 95 
percent of the drug’s AWP and 
reiterated that the AWP should 
correspond to the payment rate 
established by the fiscal intermediaries 
using the Red Book or an equivalent 
recognized compendium. One 
commenter noted that this policy allows 
providers to receive payment for newer 
drugs in a timely fashion. 

Response: We appreciate the 
commenters’ support for the 
continuation of our policy to pay for 
new drugs, biologicals, and 
radiopharmaceuticals without HCPCS 
codes at 95 percent of AWP. For CY 
2006, we are finalizing our proposed 
methodology, without modification. 

E. Payment for Vaccines 
Outpatient hospital departments 

administer large numbers of 
immunizations for influenza (flu) and 
pneumococcal pneumonia (PPV), 
typically by participating in 
immunization programs. In recent years, 
the availability and cost of some 
vaccines (particularly the flu vaccine) 
have fluctuated considerably. As 
discussed in the November 1, 2002 final 
rule (67 FR 66718), we were advised by 
providers that the OPPS payment was 
insufficient to cover the costs of the flu 
vaccine and that access of Medicare 
beneficiaries to flu vaccines might be 
limited. They cited the timing of 
updates to the OPPS rates as a major 
concern. They indicated that our update 
methodology, which uses 2-year-old 
claims data to recalibrate payment rates, 
would never be able to take into account 
yearly fluctuations in the costs of the flu 
vaccine. We agreed with this concern 
and decided to pay hospitals for 
influenza and pneumococcal 
pneumonia vaccines based on a 
reasonable cost methodology. As a 
result of this change, hospitals, home 
health agencies (HHAs), and hospices, 
which were paid for these vaccines 
under the OPPS in CY 2002, have been 
receiving payment at reasonable cost for 
these vaccines since CY 2003. 

Influenza, pneumococcal, and 
hepatitis B vaccines and their 
administration are specifically covered 
by Medicare under section 1861(s)(10) 
of the Act. For CY 2006, we proposed 
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to continue to pay influenza and 
pneumococcal vaccines at reasonable 
cost. However, hepatitis B vaccines have 
been paid under clinical APCs that also 
included other vaccines. For CY 2006, 
we proposed to pay for all hepatitis B 
vaccines at reasonable cost, consistent 
with the payment methodology for 
influenza and pneumococcal vaccines. 
Influenza and pneumococcal vaccines 
are exempt from coinsurance and 
deductible payments under sections 
1833(a)(3) and 1833(b) of the Act and 
have been assigned status indicator ‘‘L’’. 
However, hepatitis B vaccines have no 
similar coinsurance or deductible 
exemption. Therefore, we proposed to 
assign these items status indicator ‘‘F’’. 

Previously under the OPPS, 
separately payable vaccines other than 
influenza and pneumococcal were 
grouped into clinical APCs 0355 (Level 
I Immunizations) and 0356 (Level II 
Immunizations) for payment purposes. 
Payment rates for these APCs were 
based on the APCs’ median costs, 
calculated from the costs of all of the 
vaccines grouped within the APCs. For 
CY 2006, we proposed to pay for each 
separately payable vaccine under its 
own APC, consistent with our policy for 
separately payable drugs other than 
vaccines, instead of aggregating them 
into clinical APCs with other vaccines. 
We believed this policy would allow us 
to more appropriately establish a 
payment rate for each separately 
payable vaccine based on the ASP 
methodology. Proposed and final policy 
changes to coding and payments for the 
administration of these vaccines are 
discussed in section VIII.C. of this 
preamble. 

During the August 2005 meeting of 
the APC Panel, the Panel recommended 
that CMS change the status indicator for 
CPT code 90660, intranasal influenza 
vaccine, to ‘‘L,’’ and that the code be 
reimbursed on a reasonable-cost basis. 
As discussed below, we accepted this 
recommendation. 

We specifically requested comments 
on our proposed vaccine policies for CY 
2006. We received several public 
comments concerning our proposal. 

Comment: All commenters supported 
CMS’ proposal to continue to pay for 
influenza and pneumococcal 
pneumonia vaccines based on 
reasonable cost. One commenter 
believed that payment based on 
reasonable cost helps to ensure that 
hospitals are adequately paid for 
providing these vaccines. 

Response: We appreciate the 
commenters’ continued support of our 
policy. We are finalizing our proposal to 
pay for influenza and pneumococcal 
pneumonia vaccines at reasonable cost 

for CY 2006 in this final rule with 
comment period. We did not receive 
any comments on our proposals to also 
pay for Hepatitis B vaccines at 
reasonable cost and pay for each 
separately payable vaccine under its 
own APC. For CY 2006, we are also 
finalizing these two proposals. 

Comment: Several commenters noted 
that CMS assigned CPT code 90660 
(Intranasal influenza vaccine) status 
indicator ‘‘E,’’ indicating that Medicare 
does not cover the item, does not 
recognize it, or does not provide 
separate payment for it. The 
commenters urged CMS to implement 
the APC Panel’s recommendation to pay 
for CPT code 90660 on a reasonable cost 
basis and exempt this code from 
coinsurance and deductible, similar to 
all other influenza vaccines. 

Response: We agree with the 
commenters that our proposal to pay 
influenza vaccines at reasonable cost 
should also apply to CPT code 90660. 
Therefore, CPT code 90660 will be paid 
at reasonable cost and assigned to status 
indicator ‘‘L’’ in CY 2006, similar to all 
other influenza vaccines. 

F. Changes in Payment for Single 
Indication Orphan Drugs 

Section 1833 (t)(1)(B)(i) of the Act 
gives the Secretary the authority to 
designate the hospital outpatient 
services to be covered. The Secretary 
has specified coverage for certain drugs 
as orphan drugs (section 
1833(t)(14)(B)(ii)(III) of the Act, as 
added by section 621(a)(1) of Pub. L. 
108–173). Section 1833 (t)(14)(C) of the 
Act, as added by section 621(a)(1) of 
Pub. L. 108–173, gives the Secretary the 
authority in CYs 2004 and 2005 to 
specify the amount of payment for an 
orphan drug that has been designated as 
such by the Secretary. 

In the CY 2006 OPPS proposed rule 
(70 FR 42733), we indicated that we 
recognized that orphan drugs that are 
used solely for an orphan condition or 
conditions are generally expensive and, 
by definition, are rarely used. We 
believed that if the costs of these drugs 
were packaged into the payment for an 
associated procedure or visit, the 
payment for the procedure might be 
insufficient to compensate a hospital for 
the typically high costs of this special 
type of drug. Therefore, we proposed to 
continue paying for them separately. 

In the November 1, 2002 final rule (67 
FR 66772), we identified 11 single 
indication orphan drugs that are used 
solely for orphan conditions by 
applying the following criteria: 

• The drug is designated as an orphan 
drug by the FDA and approved by the 

FDA for treatment of only one or more 
orphan condition(s). 

• The current United States 
Pharmacopoeia Drug Information 
(USPDI) shows that the drug has neither 
an approved use nor an off-label use for 
other than the orphan condition(s). 

Eleven single indication orphan drugs 
were identified as having met these 
criteria and payments for these drugs 
were made outside of the OPPS on a 
reasonable cost basis. 

In the November 7, 2003 final rule 
with comment period (68 FR 63452), we 
discontinued payment for orphan drugs 
on a reasonable cost basis and made 
separate payments for each single 
indication orphan drug under its own 
APC. Payments for the orphan drugs 
were made at 88 percent of the AWP 
listed for these drugs in the April 1, 
2003 single drug pricer, unless we were 
presented with verifiable information 
that showed that our payment rate did 
not reflect the price that was widely 
available to the hospital market. For CY 
2004, Ceredase (alglucerase) and 
Cerezyme (imiglucerase) were paid at 94 
percent of the AWP because external 
data submitted by commenters on the 
August 12, 2003 proposed rule caused 
us to believe that payment at 88 percent 
of the AWP would be insufficient to 
ensure beneficiaries’ access to these 
drugs. 

In the December 31, 2003 correction 
of the November 7, 2003 final rule with 
comment period (68 FR 75442), we 
added HCPCS code J9017 (Arsenic 
trioxide, 1 mg) to our list of single 
indication orphan drugs. In the 
November 15, 2004 final rule with 
comment period (69 FR 65807), we 
retained the same criteria for identifying 
single indication orphan drugs and 
added two HCPCS codes to our list, 
HCPCS code C9218 (Injection, 
Azactidine, per 1 mg) and HCPCS code 
J9010 (Alemtuzumab, 10 mg) (69 FR 
65808). As of CY 2005, the following are 
the 14 orphan drugs that we have 
identified as meeting our criteria: 
HCPCS code C9218 (Injection, 
Azactidine, per 1 mg); HCPCS code 
J0205 (Injection, Alglucerase, per 10 
units); HCPCS code J0256 (Injection, 
Alpha 1-proteinase inhibitor, 10 mg); 
HCPCS code J9300 (Gemtuzumab 
ozogamicin, 5mg); HCPCS code J1785 
(Injection, Imiglucerase, per unit); 
HCPCS code J2355 (Injection, 
Oprelvekin, 5 mg); HCPCS code J3240 
(Injection, Thyrotropin alpha, 0.9 mg); 
HCPCS code J7513 (Daclizumab, 
parenteral, 25 mg); HCPCS code J9010 
(Alemtuzumab, 10 mg); HCPCS code 
J9015 (Aldesleukin, per single use vial); 
HCPCS code J9017 (Arsenic trioxide, 1 
mg); HCPCS code J9160 (Denileukin 
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diftitox, 300 mcg); HCPCS code J9216 
(Interferon, gamma 1-b, 3 million units); 
and HCPCS code Q2019 (Injection, 
Basiliximab, 20 mg). 

In the November 15, 2004 final rule 
with comment period (69 FR 65808), we 
stated that had we not classified these 
drugs as single indication orphan drugs 
for payment under the OPPS, they 
would have met the definition of single 
source specified covered outpatient 
drugs and received lower payments, 
which could have impeded beneficiary 
access to these unique drugs dedicated 
to the treatment of rare diseases. 
Instead, for CY 2005, under our 
authority at section 1833(t)(14)(C) of the 
Act, we set payment for all 14 single 
indication orphan drugs at the higher of 
88 percent of the AWP or the ASP+6 
percent. For CY 2005, we also updated 
on a quarterly basis the payment rates 
through comparison of the most current 
ASP and AWP information available to 
us. Given that CY 2005 was the first year 
of mandatory ASP reporting by 
manufacturers, we did not want 
potential significant fluctuations in the 
ASPs to affect payments to hospitals 
furnishing these drugs, which in turn 
might cause access problems for 
beneficiaries. Therefore, in the 
November 15, 2004 final rule, we did 
not implement the proposed 95 percent 
AWP cap on payments for single 
indication orphan drugs, which was 
described in the August 16, 2004 
proposed rule (69 FR 50518), as we 
intended to monitor the impact of our 
payment policy and consider the need 
for a cap in future OPPS updates if 
appropriate (69 FR 65809). 

As indicated in the proposed rule (70 
FR 42734), as a part of the GAO study 
on hospital acquisition costs of 
specified covered outpatient drugs, the 
GAO provided the average hospital 
purchase prices for four orphan drugs: 
HCPCS code J0256 (Injection, Alpha 1- 
proteinase inhibitor, 10 mg), HCPCS 
code J1785 (Injection, Imiglucerase, per 
unit), HCPCS code J9160 (Denileukin 
difitox, 300 mcg), and HCPCS code 
J9010 (Alemtuzumab, 10 mg). 

For alpha 1-proteinase inhibitor 
(HCPCS code J0256), the hospitals in the 
study sample represented only about 14 
percent of the estimated total number of 
hospitals purchasing the drug. The 
mean hospital purchase price was about 
73 percent of the payment rate based on 
ASP+6 percent rate and about 63 
percent of the CY 2005 payment rate 
updated in April 2005. We noted in the 
proposed rule (70 FR 42734) that we 
believed the GAO acquisition data for 
alpha 1-proteinase inhibitor were likely 
not representative of hospital 
acquisition costs for the drug because 

the number of hospitals providing data 
was so small compared to the total 
number of hospitals expected to utilize 
the drug. Furthermore, we recognized 
that the GAO data on hospital drug 
acquisition costs did not reflect the 
current acquisition costs experienced by 
hospitals but instead, relied on past cost 
data from late CY 2003 through early CY 
2004. On the other hand, we stated that 
the ASP data were more current and 
thus were likely more reflective of 
hospital acquisition costs for alpha 1- 
proteinase inhibitor at the time of 
issuance of the CY 2006 proposed rule. 

In contrast to the GAO data for alpha 
1-proteinase inhibitor, the GAO data for 
imiglucerase (HCPCS code J1785) 
reflected hospital purchase prices from 
about 69 percent of the hospitals 
expected to utilize the drug. For this 
drug, the mean hospital purchase price 
was about 93 percent of the CY 2005 
payment rate for imiglucerase updated 
in April 2005, which was based on 
ASP+6 percent rate. Thus, the ASP- 
based payment rate also appeared to be 
appropriately reflective of hospital 
acquisition costs for imiglucerase, and 
to be consistent with the GAO mean 
purchase price. 

For denileukin difitox (HCPCS code 
J9160) and alemtuzumab (HCPCS code 
J9010), the GAO data for these drugs 
reflected hospital purchase prices from 
about 77 percent and 66 percent of the 
hospitals expected to acquire these 
drugs, respectively. The mean hospital 
purchase price for denileukin difitox 
was about 94 percent of the payment 
rate based on the ASP+6 percent rate 
and about 79 percent of the CY 2005 
payment rate. As for alemtuzumab, the 
mean hospital purchase price was about 
95 percent of the payment rate based on 
the ASP+6 percent rate and about 89 
percent of the CY 2005 payment rate. 
For both of these drugs, the ASP-based 
payment rates also appeared to be 
appropriately reflective of their hospital 
acquisition costs, based on confirmation 
by the GAO average purchase price data 
from over two-thirds of the hospitals 
expected to acquire the drugs. 

During the quarterly updates to 
payment rates for single indication 
orphan drugs for CY 2005, we observed 
significant improvement in the accuracy 
and consistency of manufacturers’ 
reporting of the ASPs for these orphan 
drugs. Overall, we found that the ASPs 
as compared to the AWPs were less 
likely to experience dramatic 
fluctuations in prices from quarter to 
quarter. We indicated in the proposed 
rule that we expected that as the ASP 
system continues to mature, 
manufacturers will further refine their 
quarterly reporting, leading to even 

greater stability and accuracy in their 
reporting of sales prices. As the ASPs 
reflect the average sales prices to all 
purchasers, the ASP data also include 
drug sales to hospitals. Past commenters 
have indicated to us that some orphan 
drugs are administered principally in 
hospitals, and to the extent that this is 
true their ASPs should predominantly 
be based upon the sales of drugs used 
by hospitals. For three of the orphan 
drugs for which the GAO provided 
average purchase prices from a large 
percentage of hospitals expected to 
acquire the drugs, the GAO data were 
very consistent with the ASP+6 percent. 
For the fourth drug, the GAO mean was 
significantly lower than the ASP+6 
percent and the confidence interval 
around that mean was quite tight, 
although only a small proportion of 
hospitals expected to acquire the drug 
reported their purchase prices. Thus, in 
the proposed rule, we stated that we 
believed that proposing to pay for 
orphan drugs based on an ASP 
methodology was appropriate for the CY 
2006 OPPS and should assure patients’ 
continued access to these orphan drugs 
in the hospital outpatient department. 
Therefore, for CY 2006, we proposed to 
pay for single indication orphan drugs 
at the ASP+6 percent. 

We believed that paying for orphan 
drugs using the ASP methodology was 
consistent with our proposed general 
drug payment policy for other 
separately payable drugs and biologicals 
in the CY 2006 and reflected our general 
view that ASP-based payment rates 
serve as the best proxy for the average 
acquisition cost for these items as 
described in this section V. of the 
preamble. In addition, we proposed to 
pay an additional 2 percent of the ASP 
scaled for budget neutrality to cover the 
handling costs of these drugs, also 
consistent with our proposed general 
pharmacy overhead payment policy for 
handling costs associated with 
separately payable drugs and 
biologicals. We believed that the ASP+6 
percent for orphan drugs would provide 
appropriate payment for hospital 
acquisition costs for these drugs that are 
administered by a relatively small 
number of providers, so that patients 
would continue to have access to 
orphan drugs in the hospital outpatient 
setting. Hospitals would also receive 
additional payments for costs associated 
with their storage, handling, and 
preparation of orphan drugs. We 
proposed to update the payment rates 
on a quarterly basis to reflect the most 
current ASPs available to us, and we 
also noted that appropriate adjustments 
to the payment amounts shown in 
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Addendum A and B of this final rule 
with comment period would be made if 
the ASP submissions in a later quarter 
indicated that adjustments to the 
payment rates were necessary. (70 FR 
42735) These changes to the Addenda 
would be announced in our program 
instructions released on a quarterly 
basis and posted on our Web site at 
http://www.cms.hhs.gov. 

We specifically requested comments 
on our proposed payment policy for 
single indication orphan drugs in CY 
2006. We received several public 
comments regarding our proposal. 

Comment: One commenter indicated 
that, under the proposed payment 
policy for orphan drugs, it did not 
anticipate access problems generally for 
orphan drugs that will be used in the 
hospital outpatient setting in CY 2006. 
However, the commenter also stated 
that orphan drugs should be given 
special consideration as a class and 
recommended that CMS adopt the 
definition of ‘‘orphan drugs’’ used in the 
Food, Drug, and Cosmetics Act for 
purposes of identifying drugs and 
biologicals that are treatments for rare 
diseases. The commenter further 
recommended that CMS establish an 
evaluation process to determine which 
orphan products may need special 
status or assistance to assure access. For 
example, the commenter suggested that 
CMS accept orphan products designated 
by the FDA as a valid class for initial 
consideration; develop prospective 
criteria to determine which orphan 
drugs should not be part of this class; 
work with stakeholders to identify any 
access problems that may occur or are 
likely to occur in the near future; and 
provide patients and pharmaceutical 
companies an opportunity to present 
data and receive a written explanation 
with examples before making a final 
decision that an orphan drug access 
problem exists. 

Response: As we stated in the CY 
2005 final rule with comment period (69 
FR 65808), using the statutory authority 
in section 1833(t)(1)(B)(i) of the Act, 
which gives the Secretary broad 
authority to designate covered OPD 
services under the OPPS, we have 
established criteria which distinguish 
single indication orphan drugs from 
other drugs designated as orphan drugs 
by the FDA under the Orphan Drug Act. 
Our determination to provide special 
payment for these drugs in previous 
years neither affected nor deviated from 
FDA’s classification of any drugs as 
orphan drugs. The special treatment 
given to this subset of FDA-designated 
orphan drugs was intended to ensure 
that beneficiaries had continued access 
to these life-saving therapies given that 

these drugs have a relatively low 
volume of patient use, lack any other 
nonorphan indication, and are typically 
very costly. We will consider the 
recommendation to establish an 
evaluation process to determine future 
changes to the OPPS orphan drug list 
and the payment rates for these drugs. 

Based on our analysis of the ASP rates 
using data from the fourth quarter of CY 
2004 and the GAO reported mean 
purchase prices for four orphan drugs, 
we stated in the proposed rule (70 FR 
42735) that we believed proposing to 
pay for orphan drugs using the ASP 
methodology at a payment rate of 
ASP+6 percent is appropriate for the CY 
2006 OPPS and should ensure patients’ 
continued access to these orphan drugs 
in the hospital outpatient department. 
Using updated ASP data reported from 
the second quarter of CY 2005, we 
found that our current analysis is 
consistent with the results we found for 
the proposed rule. As indicated in the 
proposed rule, we believe that paying 
for orphan drugs using the ASP 
methodology is consistent with our CY 
2006 final drug payment policy for other 
separately payable drugs and biologicals 
and reflects our general view that ASP- 
based payment rates serve as the best 
proxy for the average acquisition costs 
for these items as described earlier in 
this preamble. 

Earlier in the preamble, we indicated 
that in CY 2006, we are basing payment 
for the average acquisition and overhead 
costs for other separately payable drugs 
and biologicals on ASP+6 percent 
because, in part, both the acquisition 
and pharmacy overhead costs are 
reflected in the charges submitted by 
hospitals for these items. In this final 
rule with comment period, we made 
this determination using updated ASP 
data, hospital claims data, and CCRs. 
We believe that the same observation is 
true for single indication orphan drugs, 
as we do not have any reason to believe 
that hospitals would include their 
acquisition and overhead costs in the 
charges for other separately payable 
drugs and biologicals, but would not 
follow the same charging practice when 
billing for single-indication orphan 
drugs. Therefore, we believe that in CY 
2006, a combined payment rate of 
ASP+6 percent will be sufficient and 
appropriate for both the acquisition and 
overhead costs related to providing 
single-indication drugs to hospital 
outpatients. Accordingly, in this final 
rule with comment period, we are 
adopting the policy of paying for orphan 
drugs separately at ASP+6 percent, 
which represents a combined payment 
for the acquisition and overhead costs 
associated with furnishing these 

products. We note that this policy will 
no longer differentiate how we pay for 
orphan drugs based on the use of the 
drugs because all orphan drugs, both 
single-indication and multi-indication, 
will be paid under the same 
methodology. 

For this CY 2006 OPPS final rule with 
comment period, we are using payment 
rates for single-indication orphan drugs 
based on ASP data from the second 
quarter of CY 2005, which are effective 
in the physician office setting on 
October 1, 2005, because these are the 
most recent numbers available for the 
development of this rule. To be 
consistent with the ASP-based 
payments that would be made when 
these drugs and biologicals are 
furnished in physician offices, as 
proposed, we plan to make any 
appropriate adjustments to the amounts 
shown in Addenda A and B to this final 
rule with comment period for these 
items on a quarterly basis as more recent 
ASP data become available. Changes in 
the APC payment rates for these items 
will be posted on our Web site during 
each quarter of CY 2006. Therefore, 
effective January 1, 2006, we will base 
payment rates for single-indication 
orphan drugs on ASP data from the 
third quarter of CY 2005, which will 
also be the basis for setting payment 
rates for drugs and biologicals in the 
physician office setting effective January 
1, 2006. 

Comment: One commenter indicated 
that payment at ASP+6 percent is 
inadequate for HCPCS code J9160 
(Denileukin diftitox, 300 mcg) because 
the methodology has resulted in access 
issues for patients in the physician 
office setting, which influenced the shift 
of patients from physician offices to 
hospital outpatient sites. As CMS 
proposed to use the same methodology 
to establish payment rates in the 
hospital outpatient setting, the 
commenter is concerned that the 
consequence will be that patients will 
be left with no access to this biological. 
The commenter noted that the GAO data 
that supported the belief that the 
median purchase price for hospitals was 
almost exactly the same as the WAC 
price for this item for CY 2003. 
Therefore, the commenter 
recommended that CMS consider a 
temporary payment rate for one year 
that is closer to the actual hospital 
acquisition cost such as WAC or 
implement some other special 
methodology to ensure appropriate 
payment for this product in CY 2006. 
The commenter also indicated that an 
additional payment amount of 2 percent 
of the ASP for handling costs associated 
with this biological is inadequate and 
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requested a higher handling rate for a 
special class of products, like 
denileukin diftitox, that require special 
handling. 

Response: As we stated in the 
proposed rule, the GAO data for 
denileukin difitox reflected hospital 
purchase prices from about 77 percent 
of the hospitals expected to acquire 
these drugs. The mean hospital 
purchase price from the GAO study for 
denileukin difitox was about 91 percent 
of the ASP+6 percent payment rate 
based on data from the second quarter 
of CY 2005 and about 79 percent of the 
CY 2005 payment rate. We continue to 
believe in this final rule with comment 
period that the ASP-based payment rate 
for this drug appears to be appropriately 
reflective of its hospital acquisition 
costs, based on confirmation by the 
GAO average purchase price data from 
over three-fourths of the hospitals 
expected to acquire the drug. Moreover, 
as stated previously, we believe that like 
for other single-indication orphan drugs 
and other separately payable drugs and 
biologicals, a combined payment of 
ASP+6 percent in CY 2006 for this drug 
is adequate to cover both its acquisition 
and pharmacy overhead costs. 

We received two public comments on 
the proposed payment rate for HCPCS 
code J0256. 

Comment: One commenter indicated 
that HCPCS code J0256 described three 
alpha 1-augmentation therapies 
currently available and urged CMS to 
recognize the critical importance of the 
access issues surrounding these 
therapies. Therefore, the commenter 
recommended that in CY 2006 CMS set 
the payment rate for HCPCS code J0256 
at the higher of the CY 2005 fourth 
quarter payment rate or the proposed 
ASP+8 percent rate. The commenter 
added that setting a floor should 
provide access to all three therapies, 
which is critical because there is not a 
sufficient supply of any of the alpha 1- 
proteinase inhibitors to supply all 
patients for whom the therapy has been 
prescribed. Another commenter 
recommended that CMS establish 
brand-specific codes and payment rates 
for the different products described by 
HCPCS code J0256; synchronize 
operationally the lag time between the 
manufacturers’ ASP reporting and CMS’ 
posting of the updated ASP payment 
rates on its Web site so that such 
changes are implemented at the same 
time for drugs paid under the OPPS and 
those paid under the physician fee 
schedule; and consider a proxy add-on 
payment to cover the overhead costs 
associated with these drugs. 

Response: As discussed earlier in this 
preamble and noted in the proposed 

rule, we believe the GAO acquisition 
data for alpha 1-proteinase inhibitor are 
likely not representative of hospital 
acquisition costs for the drug because 
the number of hospitals providing data 
is so small compared to the total 
number of hospitals expected to use the 
drug. Moreover, the GAO data relied on 
past hospital cost information from late 
CY 2003 through early CY 2004. As 
previously stated, the ASP data are more 
current, and thus are likely more 
reflective of present hospital acquisition 
costs for alpha 1-proteinase inhibitor. 
We continue to believe this to be true, 
and therefore, based on rationale cited 
above, in CY 2006, we will pay for all 
single-indication orphan drugs, 
including alpha 1-proteinase inhibitor, 
at a rate of ASP+6 percent for both the 
acquisition and overhead costs 
associated with these items. We find no 
reason to establish a payment floor for 
alpha 1-proteinase inhibitor that is 
related to the CY 2005 payment rates, 
when we have more current ASP data 
available that reflect current market 
prices. 

With respect to establishing brand- 
specific HCPCS codes for the different 
products described by HCPCS code 
J0256, we suggest that the commenter 
pursue these changes through the 
process set up by the National HCPCS 
Panel to establish HCPCS codes. Lastly, 
we note that in CY 2006 there will not 
be a lag in the implementation of the 
ASP-based payment rates for the OPPS 
and the physician fee schedule. As 
noted earlier, effective January 1, 2006, 
we will base payment rates for single- 
indication orphan drugs on ASP data 
from the third quarter of CY 2005, 
which will also be the basis for setting 
payment rates for drugs and biologicals 
in the physician office setting effective 
January 1, 2006. We note that HCPCS 
codes C9128 and Q201 have been 
deleted effective December 31, 2005 and 
replaced with HCPCS codes J9025 and 
J0480, respectively, in CY 2006. 

VI. Estimate of Transitional Pass- 
Through Spending in CY 2006 for 
Drugs, Biologicals, and Devices 

A. Total Allowed Pass-Through 
Spending 

Section 1833(t)(6)(E) of the Act limits 
the total projected amount of 
transitional pass-through payments for 
drugs, biologicals, 
radiopharmaceuticals, and categories of 
devices for a given year to an 
‘‘applicable percentage’’ of projected 
total Medicare and beneficiary 
payments under the hospital OPPS. For 
a year before CY 2004, the applicable 
percentage was 2.5 percent; for CY 2005 

and subsequent years, we specify the 
applicable percentage up to 2.0 percent. 

If we estimate before the beginning of 
the calendar year that the total amount 
of pass-through payments in that year 
would exceed the applicable percentage, 
section 1833(t)(6)(E)(iii) of the Act 
requires a uniform reduction in the 
amount of each of the transitional pass- 
through payments made in that year to 
ensure that the limit is not exceeded. 
We make an estimate of pass-through 
spending to determine not only whether 
payments exceed the applicable 
percentage, but also to determine the 
appropriate reduction to the conversion 
factor for the projected level of pass- 
through spending in the following year. 

As stated in the proposed rule, 
making an estimate of pass-through 
spending for devices in CY 2006 entails 
estimating spending for two groups of 
items (70 FR 42735). The first group 
consists of those items for which we 
have claims data for procedures that we 
believe used devices that were eligible 
for pass-through status in CY 2004 and 
CY 2005 and that would continue to be 
eligible for pass-through payment in CY 
2006. The second group consists of 
those items for which we have no direct 
claims data, that is, items that became, 
or would become, eligible in CY 2005 
and would retain pass-through status in 
CY 2006, as well as items that would be 
newly eligible for pass-through payment 
beginning in CY 2006. 

B. Estimate of Pass-Through Spending 
for CY 2006 

As we proposed, in this final rule 
with comment period, we are setting the 
applicable percentage cap at 2.0 percent 
of the total OPPS projected payments for 
CY 2006. As we discuss in section IV.C. 
of this preamble, the three remaining 
device categories receiving pass-through 
payment in CY 2005 will expire on 
December 31, 2005. Therefore, we 
estimate pass-through spending 
attributable to the first group of items 
described above to equal zero. 

To estimate CY 2006 pass-through 
spending for device categories in the 
second group, that is, items for which 
we have no direct claims data, as we 
proposed, in this final rule with 
comment period, we used the following 
approach: For additional device 
categories that are approved for pass- 
through status after July 1, 2005, but 
before January 1, 2006, we used price 
information from manufacturers and 
volume estimates based on claims for 
procedures that would most likely use 
the devices in question because we did 
not have any CY 2004 claims data upon 
which to base a spending estimate. We 
projected these data forward to CY 2006 
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using inflation and utilization factors 
based on total growth in OPPS services 
as projected by CMS’ Office of the 
Actuary (OACT) to estimate CY 2006 
pass-through spending for this group of 
device categories. For device categories 
that become eligible for pass-through 
status in CY 2006, we used the same 
methodology. We anticipated that any 
new categories for January 1, 2006, 
would be announced after the 
publication of the proposed rule, but 
before publication of this final rule with 
comment period. Therefore, as indicated 
in the proposed rule (70 FR 42735), the 
estimate of pass-through spending in 
this final rule with comment period 
incorporates any pass-through spending 
for device categories made effective 
January 1, 2006, and during subsequent 
quarters of CY 2006. 

We did not announce pass-through 
status for any new device categories 
after July 1, 2005. There is one new 
device category that we may add for 
pass-through payment as of January 1, 
2006. To estimate CY 2006 pass-through 
spending for items for which we have 
no direct claims data, we are adhering 
to the methodology, as specified above, 
for estimating pass-through spending for 
the second group of items, with a 
refinement to the growth factor. That is, 
we are projecting forward to CY 2006 
the OPPS volume of the procedure 
utilizing devices that could fall into the 
potential new device category at a 
higher rate of increase than the total rate 
of growth in OPPS services as projected 
by the OACT. The rate of growth of this 
relatively new procedure in the OPPS 
claims data from recent years is several 
times the overall growth rate of all OPPS 
services. 

With respect to CY 2006 pass-through 
spending for drugs and biologicals, as 
we noted in the proposed rule (70 FR 
42735) and as explained in section 
V.A.3. of this final rule with comment 
period, the pass-through payment 
amount for new drugs and biologicals 
that we determine have pass-through 
status will equal zero. Therefore, our 
estimate of pass-through spending for 
drugs and biologicals with pass-through 
status in CY 2006 equals zero. 

In the CY 2005 final rule with 
comment period (69 FR 65810), we 
indicated that we are accepting pass- 
through applications for new 
radiopharmaceuticals that are assigned a 
HCPCS code on or after January 1, 2005. 
The pass-through amount for new 
radiopharmaceuticals approved for 
pass-through status in CY 2005 is the 
difference between the OPPS payment 
for the radiopharmaceutical, that is, the 
payment amount determined for the 
radiopharmaceutical as a sole source 

specified covered drug, and the 
payment amount for the 
radiopharmaceutical under section 
1842(o) of the Act. However, we have no 
new radiopharmaceuticals that were 
added for pass-through payment in CY 
2005, and we have no information 
identifying new radiopharmaceuticals to 
which a HCPCS code might be assigned 
on or after January 1, 2006, for which 
pass-through status would be sought. 
We also have no data regarding payment 
for new radiopharmaceuticals with 
pass-through status under the 
methodology that we specified in the 
CY 2005 final rule with comment 
period. However, we do not believe that 
pass-through spending for new 
radiopharmaceuticals in CY 2006 will 
be significant enough to materially 
affect our estimate of total pass-through 
spending in CY 2006. Therefore, we are 
not including radiopharmaceuticals in 
our estimate of pass-through spending 
for CY 2006. 

In accordance with the methodology 
described above and the methodology 
for estimating pass-through spending 
discussed in our proposed rule for CY 
2006, we estimate that total pass- 
through spending for device categories 
that first become eligible for pass- 
through status during CY 2006 will 
equal approximately $45.5 million, 
which represents 0.17 percent of total 
OPPS projected payments for CY 2006. 
This figure includes estimates for the 
current device categories continuing 
into CY 2006, which equal zero, in 
addition to projections for categories 
that first become eligible during CY 
2006. 

This estimate of total pass-through 
spending for CY 2006 is significantly 
lower than many previous years’ 
estimates (except for the CY 2005 
estimate, which was approximately 
$23.4 million) both because of the 
method we used, as discussed in section 
V.A.3. of this preamble, for determining 
the amount of pass-through payment for 
drugs and biologicals with pass-through 
status, and the fact that there are no CY 
2005 pass-through device categories that 
are being carried over to CY 2006. 

Because we estimate pass-through 
spending in CY 2006 will not amount to 
2.0 percent of total projected OPPS CY 
2006 spending, we will return 1.83 
percent of the pass-through pool to 
adjust the conversion factor, as we 
discuss in section II.C. of this preamble. 

We received one public comment on 
our estimated pass-through spending for 
CY 2006. 

Comment: One commenter 
commended us for returning, via an 
adjustment to the conversion factor, the 
portion of the pass-through spending 

pool that exceeds the estimated amount 
for pass-through payments in CY 2006. 
The commenter indicated that this will 
ensure beneficiary access to basic 
services. 

Response: We appreciate the 
commenter’s support. 

Accordingly, we are finalizing our 
proposed methodology for estimating 
CY 2006 OPPS pass-through spending 
for drugs, biologicals, and categories of 
devices with the modification as 
discussed above. Our adoption of this 
proposal as modified will return 1.83 
percent of the pass-through pool to 
adjust the conversion factor. 

VII. Brachytherapy Source Payment 
Changes 

A. Background 

Section 1833(t)(16)(C) and section 
1833(t)(2)(H) of the Act, as added by 
sections 621(b)(1) and (b)(2) of Pub. L. 
108–173, respectively, establish separate 
payment for devices of brachytherapy 
consisting of a seed or seeds (or 
radioactive source) based on a hospital’s 
charges for the service, adjusted to cost. 
Charges for the brachytherapy devices 
may not be used in determining any 
outlier payments under the OPPS. In 
addition, consistent with our practice 
under the OPPS to exclude items paid 
at cost from budget neutrality 
consideration, these items must be 
excluded from budget neutrality as well. 
The period of payment under this 
provision is for brachytherapy sources 
furnished from January 1, 2004, through 
December 31, 2006. 

Section 621(b)(3) of Pub. L. 108–173 
requires the Government Accountability 
Office (GAO) to conduct a study to 
determine appropriate payment 
amounts for devices of brachytherapy, 
and to submit a report on its study to 
the Congress and the Secretary, 
including recommendations. As 
indicated in the CY 2006 proposed rule, 
we are awaiting the report and any 
recommendations on the payment of 
devices of brachytherapy, which would 
pertain to brachytherapy payments after 
December 31, 2006. 

In the OPPS interim final rule with 
comment period published on January 
6, 2004 (69 FR 827), we implemented 
sections 621(b)(1) and (b)(2)(C) of Pub. 
L. 108–173. In that rule, we stated that 
we will pay for the brachytherapy 
sources listed in Table 4 of the interim 
final rule with comment period (69 FR 
828) on a cost basis, as required by the 
statute. Since January 1, 2004, we have 
used status indicator ‘‘H’’ to denote 
nonpass-through brachytherapy sources 
paid on a cost basis, a policy that we 
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finalized in the CY 2005 final rule with 
comment period (69 FR 65838). 

As we indicated in the January 6, 
2004 interim final rule with comment 
period, we began payment for the 
brachytherapy source in HCPCS code 
C1717 (High Dose Rate Iridium 192) 
based on the hospital’s charge adjusted 
to cost beginning January 1, 2004. Prior 
to enactment of Pub. L. 108–173, these 
sources were paid as packaged services 
in APC 0313. As a result of the 
requirement under Pub. L. 108–173 to 
pay for HCPCS code C1717 separately, 
we adjusted the payment rate for APC 
0313, Brachytherapy, to reflect the 
unpackaging of the brachytherapy 
source. We finalized this payment 
methodology in our November 15, 2004 
final rule with comment period (69 FR 
65839). 

Section 1833(t)(2)(H) of the Act, as 
added by section 621(b)(2)(C) of Pub. L. 
108–173, mandated the creation of 
separate groups of covered OPD services 
that classify brachytherapy devices 
separately from other services or groups 
of services. The additional groups must 
be created in a manner that reflects the 
number, isotope, and radioactive 
intensity of the devices of 
brachytherapy furnished, including 
separate groups for Palladium-103 and 
Iodine-125 devices. In accordance with 
this provision and based on 
recommendations of the APC Panel in 
the February 2004 meeting, we 
established the following two new 
brachytherapy source codes for CY 2005 
(69 FR 65839): 

• C2634 Brachytherapy source, 
High Activity Iodine-125, greater than 
1.01 mCi (NIST), per source 

• C2635 Brachytherapy source, 
High Activity Palladium-103, greater 
than 2.2 mCi (NIST), per source 

In addition to adopting the APC 
Panel’s recommendation to establish 
new HCPCS codes that would 
distinguish high activity Iodine-125 
from high activity Palladium-103 on a 
per source basis, we adopted this policy 
for other brachytherapy code 
descriptors, as well. Therefore, 
beginning January 1, 2005, we included 
‘‘per source’’ in the HCPCS code 
descriptors for all those brachytherapy 
source descriptors for which units of 
payment were not already delineated. 
Table 40 published in the November 15, 
2004 final rule with comment period (69 
FR 65840) included a complete listing of 

the HCPCS codes, long descriptors, APC 
assignments, and status indicators that 
we used for brachytherapy sources paid 
under the OPPS in CY 2005 (69 FR 
65840 and 65841). 

Further, for CY 2005, we added the 
following code of linear source 
Palladium-103 to be paid at cost: C2636 
Brachytherapy linear source, Palladium- 
103, per 1 mm. We had indicated in our 
August 16, 2004 proposed rule that we 
were aware of a new linear source 
Palladium-103, which came to our 
attention in CY 2003 through an 
application for a new device category 
for pass-through payment. We stated 
that, while we decided not to create a 
new category for pass-through payment, 
we believed that the new linear source 
fell under the provisions of Pub. L. 108– 
173. Therefore, we made final our 
proposal to add HCPCS code C2636 as 
a new brachytherapy source to be paid 
at cost in CY 2005. 

B. Changes Related to Pub. L. 108–173 
As stated in the CY 2006 OPPS 

proposed rule (70 FR 42736), we 
consistently invite the public to submit 
recommendations for new codes to 
describe brachytherapy sources in a 
manner reflecting the number, 
radioisotope, and radioactivity intensity 
of the sources. We request that 
commenters provide a detailed rationale 
to support recommended new codes and 
to send recommendations to us. We 
endeavor to add new brachytherapy 
source codes and descriptors to our 
systems for payment on a quarterly 
basis. Such recommendations should be 
directed to the Division of Outpatient 
Care, Mail Stop C4–05–17, Centers for 
Medicare & Medicaid Services, 7500 
Security Boulevard, Baltimore, MD 
21244. 

Prior to the publication of the CY 
2006 OPPS proposed rule, we had then 
recently received only one such request 
for coding and payment of a new 
brachytherapy source since we added 
separate APC payment beginning in CY 
2005 for the three brachytherapy 
sources discussed above. Therefore, we 
did not propose any coding changes to 
the sources of brachytherapy for CY 
2006 but listed in Table 26 of the CY 
2006 proposed rule (70 FR 42737) the 
separately payable brachytherapy 
sources that we proposed to continue 
for CY 2006. In addition, in that same 
proposed rule, we stated that we would 

evaluate the one request that we had 
received for establishment of a new 
brachytherapy source code prior to 
publishing this final rule with comment 
period (70 FR 42736). Our decision 
regarding that coding request is 
discussed below. 

At the end of May 2005, we received 
a recommendation for the creation of a 
new code and descriptor that would be 
used to pay separately for Ytterbium- 
169, a new high activity brachytherapy 
source for use in High Dose Rate (HDR) 
brachytherapy, in accordance with 
sections 1833(t)(16)(C) and 1833(t)(2)(H) 
of the Act, as added by sections 
621(b)(1) and (b)(2), respectively, of 
Pub. L. 108–173. We evaluated this new 
source and agree with the 
recommendation to establish a new 
code and descriptor for Ytterbium-169, 
effective October 1, 2005. The new 
coding information was first announced 
in Program Transmittal 662, dated 
August 26, 2005, for OPPS 
implementation effective October 1, 
2005. The new code and long descriptor 
are as follow: 

• C2637 Brachytherapy source, 
Ytterbium-169, per source 

This code and descriptor are also 
listed in Table 29 below. 

We received one public comment 
concerning payment for brachytherapy 
sources. 

Comment: One commenter requested 
CMS to identify a form of radiation 
therapy as utilizing a source of 
brachytherapy and provide a separate 
payment for the source. 

Response: We will evaluate this 
request and, if warranted, establish a 
code, descriptor, and separate payment 
for a source of brachytherapy. 
Evaluation of potential brachytherapy 
sources is often complex and requires a 
significant evaluation period. Because 
this request was received as one of our 
comments to the proposed rule for CY 
2006, we will continue to evaluate it 
and provide a code and descriptor, if 
appropriate, through one of our 
quarterly OPPS updates. 

C. Final Policy for CY 2006 

Table 28 provides a complete listing 
of the HCPCS codes, long descriptors, 
APC assignments, and status indicators 
that we will use for brachytherapy 
sources paid separately on a cost basis 
under the OPPS in CY 2006. 
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TABLE 28.— SEPARATELY PAYABLE BRACHYTHERAPY SOURCES FOR CY 2006 

HCPCS Long descriptor APC APC title 
New 

status 
indicator 

C1716 ..................... Brachytherapy source, Gold 198, per source .... 1716 Brachytx source, Gold 198 ................................ H 
C1717 ..................... Brachytherapy source, High Dose Rate Iridium 

192, per source.
1717 Brachytx source, HDR Ir-192 ............................. H 

C1718 ..................... Brachytherapy source, Iodine 125, per source .. 1718 Brachytx source, Iodine 125 .............................. H 
C1719 ..................... Brachytherapy source, Non-High Dose Rate 

Iridium 192, per source.
1719 Brachytx source, Non-HDR Ir-192 ..................... H 

C1720 ..................... Brachytherapy source, Palladium 103, per 
source.

1720 Brachytx source, Palladium 103 ........................ H 

C2616 ..................... Brachytherapy source, Yttrium-90, per source .. 2616 Brachytx source, Yttrium-90 ............................... H 
C2632 ..................... Brachytherapy solution, Iodine125, per mCi ...... 2632 Brachytx sol, I-125, per mCi .............................. H 
C2633 ..................... Brachytherapy source, Cesium-131, per source 2633 Brachytx source, Cesium-131 ............................ H 
C2634 ..................... Brachytherapy source, High Activity, Iodine- 

125, greater than 1.01 mCi (NIST), per 
source.

2634 Brachytx source, HA, I-125 ................................ H 

C2635 ..................... Brachytherapy source, High Activity, Palladium- 
103, greater than 2.2 mCi (NIST), per source.

2635 Brachytx source, HA, P-103 .............................. H 

C2636 ..................... Brachytherapy linear source, Palladium-103, 
per 1MM.

2636 Brachytx linear source, P-103 ............................ H 

C2637 ..................... Brachytherapy source, Ytterbium-169, per 
source.

2637 Brachytx, Ytterbium-169 ..................................... H 

VIII. Coding and Payment for Drug 
Administration 

A. Background 

From the start of the OPPS until the 
end of CY 2004, three HCPCS codes 
were used to bill drug administration 
services provided in the hospital 
outpatient department: 

• Q0081 (Infusion therapy, using 
other than chemotherapeutic drugs, per 
visit) 

• Q0083 (Chemotherapy 
administration by other than infusion 
technique only, per visit) 

• Q0084 (Chemotherapy 
administration by infusion technique 
only, per visit). 

A fourth OPPS drug administration 
HCPCS code, Q0085 (Administration of 
chemotherapy by both infusion and 
another route, per visit) was active from 
the beginning of the OPPS through the 
end of CY 2003. 

Each of these four HCPCS codes 
mapped to an APC (that is, Q0081 
mapped to APC 0120, Q0083 mapped to 
APC 0116, Q0084 mapped to APC 0117, 
and Q0085 mapped to APC 0118), and 
the APC payment rates for these codes 
were made on a per-visit basis. The per- 
visit payment included payment for all 
hospital resources (except separately 
payable drugs) associated with the drug 
administration procedures. For CY 
2004, we discontinued using HCPCS 
code Q0085 to identify drug 
administration services and moved to a 
combination of HCPCS codes Q0083 
and Q0084 that allowed more accurate 
calculations when determining OPPS 
payment rates. 

In response to comments we received 
concerning the available opportunities 
to gather additional drug administration 
data (and subsequently facilitate 
development of more accurate payment 
rates for drug administration services in 
future years) and to reduce hospital 
administrative burden, we proposed for 
the CY 2005 OPPS to change our coding 
and payment methodologies related to 
drug administration services. 

After examining comments and 
suggestions, including 
recommendations of the APC Panel, we 
adopted a crosswalk for the CY 2005 
OPPS that identified all active CY 2005 
CPT drug administration codes and the 
corresponding OPPS Q-codes, which 
hospitals had previously used to report 
their charges for drug administration 
services. Hospitals were instructed to 
begin billing CPT codes for drug 
administration services in the hospital 
outpatient department effective January 
1, 2005. 

Payment rates for CY 2005 drug 
administration services were set using 
CY 2003 claims data. These data 
reflected per-visit costs associated with 
the four Q-codes listed above. To allow 
for the time necessary to collect data at 
the more specific CPT code level and to 
continue accurate payments based on 
available claims data, we used the Q- 
code crosswalk to map CPT drug 
administration codes to existing drug 
administration APCs. While hospitals 
were instructed to bill all relevant CPT 
codes that describe the services 
provided, the OCE collapsed payments 
for drug administration services 
attributed to the same APC and paid a 
single APC amount for those services for 

each visit, unless a modifier was used 
to identify drug administration services 
provided more than once in a separate 
encounter on the same day. 

In 2004, the CPT Editorial Panel 
approved several new drug 
administration codes and revised 
several existing codes for use beginning 
in CY 2006. Those physicians paid 
under the Medicare Physician Fee 
Schedule were given HCPCS G-codes 
corresponding to these expected CY 
2006 CPT codes to bill for drug 
administration services provided in CY 
2005 in the physician office setting. 

B. CY 2006 Drug Administration Policy 
Changes 

For CY 2006 OPPS billing purposes, 
we proposed to continue our policy of 
using CPT codes to bill for drug 
administration services provided in the 
hospital outpatient department, 
understanding that the CY 2005 CPT 
codes were likely going to change 
significantly for CY 2006. We 
anticipated that the CY 2005 CPT codes 
would no longer be active in CY 2006. 
Therefore, we proposed a CY 2006 
crosswalk that mapped CY 2005 CPT 
codes to the CPT drug administration 
codes approved by the CPT Editorial 
Panel in CY 2004. Our closest proxy to 
the expected CY 2006 CPT codes was 
the set of HCPCS G-codes used in the 
physician office setting for CY 2005 and 
we used these G-codes in an extensive 
crosswalk (Table 27 in the proposed 
rule) that provided an overview of our 
proposed billing and payment policies 
for CY 2006. 

The OPPS drug administration 
payment rates that we proposed for CY 
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2006 were dependent on CY 2004 data 
containing per-visit charges for HCPCS 
codes Q0081, Q0083, and Q0084. While 
HCPCS code Q0085 was used to inform 
payment rates for drug administration 
APCs for CY 2005, there are no data 
from this code to develop payment rates 
for drug administration APCs for CY 
2006 because this code was not used in 
CY 2004. We proposed to map the new 
CY 2006 CPT codes to existing drug 
administration APC groups (APC 0116, 
APC 0117, and APC 0120) as we did in 
CY 2005. Again, we indicated in our 
proposal that hospitals would be 
expected to bill all relevant CPT codes 
for services provided, despite the per- 
encounter payment hospitals would 
receive for services billed within the 
same APC group without the use of a 
proper modifier to signify services that 
were provided in a separate visit on the 
same day. 

The APC Panel approved the 
crosswalk presented in Table 27 of the 
CY 2006 OPPS proposed rule at both the 
February 2005 and August 2005 
meetings, and further recommended 
that CMS evaluate hospital claims data 
to ensure appropriate payments for 
subsequent hours of infusion. 

We received a number of public 
comments on several aspects of our 
proposed drug administration policy for 
CY 2006. 

Comment: Numerous commenters 
generally supported our proposed 
policy to use CPT codes to report drug 
administration services in the hospital 
outpatient setting in CY 2006. They 
stated that consistent coding across sites 
of service reduces hospital burden by 
simplifying the coding process. The 
majority of these commenters offered 
support in the context of the overall 
principle of utilizing CPT codes when 
applicable in the hospital outpatient 
setting to bill for services under the 
OPPS. 

Response: We agree with the 
commenters that consistent coding 
across sites of service is preferable when 
codes are applicable across settings. Our 
transition to CPT codes in CY 2005 was 
in response to numerous comments 
requesting that the OPPS recognize CPT 
drug administration codes to reduce the 
overall hospital administrative burden 
of billing one set of codes for Medicare 
and another set of codes for non- 
Medicare payers. 

Comment: Commenters expressed 
concern over the complexity and 
specificity of the CPT codes and the 
billing guidelines provided by the AMA 
for the new CY 2006 CPT codes for drug 
administration. Specifically, the 
commenters stated that CPT code 
descriptions that contain ‘‘initial,’’ 

‘‘sequential,’’ or ‘‘concurrent’’ either did 
not apply or would be very difficult to 
correctly apply in the hospital setting 
due to the patient’s likelihood of 
receiving numerous drug administration 
services from multiple hospital 
departments during the course of a 
patient’s hospital outpatient encounter. 
The commenters recommended that 
CMS instruct hospitals to disregard 
these terms, particularly the word 
‘‘initial’’ and the related CPT instruction 
to bill only one initial service when 
multiple intravenous injections and 
infusion are provided, when billing for 
outpatient services as these codes do not 
sufficiently describe the way hospital 
services are often provided. The 
commenters pointed out that because 
hospital outpatient charging for drug 
administration services currently occurs 
at the departmental level on a flow basis 
as services are provided, if hospitals 
were required to use the CPT codes in 
full accordance with the CPT 
instructions, extensive, disruptive, and 
burdensome involvement of medical 
records staff and coders would be 
required to bill for these very common 
hospital outpatient services. 

Response: While we understand the 
commenters’ concerns regarding the 
granularity of the CY 2006 CPT codes, 
we do not agree that the concepts 
embedded in CPT codes described with 
the terms ‘‘initial,’’ ‘‘sequential,’’ or 
‘‘concurrent,’’ and the accompanying 
expectations of differential resources 
required to perform those services, are 
inapplicable in the hospital setting. 
Similar to a physician office setting, we 
believe it is reasonable to expect that 
different hospital resources would be 
used for the first (initial) drug 
administration service provided to a 
patient in a hospital outpatient setting 
on a single day. For example, the first 
intravenous infusion provided to a 
hospital outpatient would generally 
require either the start of an intravenous 
line or the accessing of an indwelling 
catheter or port. All subsequent 
intravenous infusions in the hospital on 
the same day would likely not involve 
those additional resources associated 
with the initial infusion. We understand 
that the concepts associated with drug 
administration coding using CY 2006 
CPT codes are substantially different 
from the principles of drug 
administration coding used by the OPPS 
in the past. However, this conceptual 
difference alone does not lead us to 
conclude that the full adoption of the 
CY 2006 CPT codes and their 
descriptors in the hospital setting is 
inappropriate. 

While we acknowledge that hospital 
charging practices might need to change 

with implementation of the new CY 
2006 CPT codes and their descriptors, in 
the OPPS we originally moved to the 
use of CPT codes for the billing of drug 
administration services at the request of 
hospitals so they could use one standard 
code set for billing all payers. We would 
expect that hospitals would nonetheless 
need to implement some administrative 
changes for other payers who will be 
making payments for hospital outpatient 
drug administration services based on 
the CY 2006 CPT codes. While we do 
not doubt the administrative burden on 
hospitals associated with billing 
changes, we cannot and do not 
understand how our instructing 
hospitals to ignore certain concepts in 
the code descriptors for the new CY 
2006 CPT codes would substantially 
reduce the administrative changes 
necessary for hospitals to bill the codes 
appropriately to other payers, in 
addition to Medicare. 

Comment: Several commenters 
pointed out that if the proposed 
crosswalk were implemented as 
displayed in Table 27 of the proposed 
rule and no exceptions to CPT billing 
guidance were provided, our CY 2005 
payment policy of providing separate 
APC payments for chemotherapy 
services and nonchemotherapy 
infusions during the same episode of 
care would no longer apply. The 
commenters believed that if our 
proposal is to package all subsequent 
hours of infusion therapy 
(chemotherapy and nonchemotherapy), 
hospitals following CPT billing 
guidelines would have coded only one 
initial code, and therefore only received 
one APC payment. The commenters 
expressed concern about this situation 
and stated that they did not believe it 
was CMS’ intent to reduce payment in 
this scenario. 

Response: The commenters are correct 
in that it was not our intent to change 
the drug administration payment 
policies in place in CY 2005. We 
appreciate the analysis submitted by the 
commenters who provided us with 
detailed recommendations to remedy 
this situation. 

Under CY 2006 CPT guidelines, 
hospitals would be required to bill one, 
and only one, initial service code for 
intravenous drug administration 
services (unless a modifier is used to 
indicate an additional episode of care 
on the same date of service). As many 
commenters noted, hospital billing 
personnel recently transitioned from a 
per-visit concept under the CY 2004 Q- 
codes to a per-treatment concept under 
CY 2005 CPT codes, and an additional 
transition in CY 2006 to even more 
complex concepts does not allow 
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sufficient time to properly train and 
educate hospital personnel regarding 
correct coding for drug administration. 

As we considered the above 
comments, we developed preliminary 
OCE logic that would have potentially 
permitted some of the CY 2006 CPT 
codes for sequential and additional 
infusion services to be assigned status 
indicator ‘‘Q,’’ consistent with a variable 
payment status. That is, under some 
circumstances where the sequential 
infusion was the same type of infusion 
(that is, chemotherapy or 
nonchemotherapy) as the initial 
infusion, payment for the sequential 
infusion would be packaged into 
payment for the initial drug 
administration service. In contrast, for 
situations where the sequential infusion 
was of a different type than the initial 
infusion, separate OPPS payment for the 
sequential infusion would be made. 
Thus, in order to determine the payment 
status of some drug administration CPT 
codes (packaged or separately payable), 
hospitals would have to be meticulous 
in correctly coding their claims. 
Therefore, only expected code pairs that 
had been built into OCE logic were 
present on claims. Otherwise, claims 
would have to be returned to hospitals 

for correction. We grew concerned that 
hospitals would have an overwhelming 
burden not only implementing these 
new CPT codes in hospital software but 
also providing the necessary training to 
a variety of staff who provide and bill 
these high-volume drug administration 
services. It is our understanding that a 
system change this complex may have 
unintended consequences if 
implemented for January 1, 2006. One of 
our main concerns is that without 
sufficient time to train and educate staff, 
hospitals may experience a great 
number of returned claims and, 
therefore, experience a delay in 
payment for these high-volume services. 
We believe that the level of 
understanding required to properly bill 
for services under the CY 2006 CPT 
codes will require substantial hospital 
efforts to minimize unintentional coding 
errors that could lead to returned 
claims. 

We have developed the advanced 
OCE logic that identifies separately 
payable instances of multiple drug 
administration services provided in the 
same episode of care but with only one 
initial CPT code. Claims not passing this 
extensive logic would not provide 
sufficient information in order to assign 

APC payment to the services billed, and 
would subsequently result in a return of 
such claims to providers. We are still 
reviewing the future use of such logic 
for drug administration services under 
the OPPS. 

Comment: Commenters provided a 
variety of other solutions that could 
permit continuation of CY 2005 OPPS 
drug administration payment policies 
while using CY 2006 CPT codes. The 
commenters’ suggestions included 
reverting back to the three Q-codes 
(used prior to CY 2005), creating HCPCS 
codes to mimic the CY 2005 CPT codes, 
or creating a hybrid of CY 2005 and CY 
2006 drug administration codes. 

Response: We appreciate the many 
ideas discussed in the comments we 
received on the proposed rule, and we 
considered the above mentioned options 
in addition to many others before 
making our decision. However, we 
believe we have discussed the inherent 
advantages of using CPT codes, and in 
order to continue in our efforts to use 
CPT codes whenever possible, we will 
be adopting 20 of the 33 CY 2006 drug 
administration CPT codes for billing 
and payment purposes under the OPPS 
for CY 2006 (Table 29). 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

In addition, we will not recognize 
under the OPPS 13 of the 33 CY 2006 
CPT codes, but instead will instruct 
hospitals to use 6 new HCPCS C-codes 
for billing and payment purposes under 
OPPS for CY 2006 (Table 31). The C- 
codes generally parallel the less 
complex CY 2005 CPT codes for 

infusions and intravenous pushes, as 
those codes will be deleted for the CY 
2006 OPPS. We are adopting these 6 
newly created C-codes in an effort to 
minimize the administrative burden 
hospitals have indicated they will face 
if the OPPS were to adopt all 33 of the 
CY 2006 drug administration CPT 
codes. The CY 2006 CPT drug 

administration codes that we will not be 
using in the OPPS for CY 2006 are codes 
that require determinations of initial, 
sequential, and concurrent infusions or 
intravenous pushes. The C-codes will 
permit straightforward billing of types 
of infusions and intravenous pushes, for 
the first hour and then each additional 
hour of infusion or for each intravenous 
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push, an approach to coding that 
commenters indicated was consistent 
with current patterns of delivery and 
billing of drug administration services 
in the hospital outpatient setting. The 
OCE logic to determine the appropriate 
CY 2006 APC payments to make for a 
single drug administration encounter in 
one day or multiple separate encounters 
in the same day will operate as it did 
for CY 2005. As the C-codes are similar 
to the CY 2005 CPT codes, we expect 
that their implementation for CY 2006 

billing should be clear, as hospitals have 
1 year of experience already with the 
use of very similar codes during CY 
2005. 

We believe that providing hospitals 
with additional time to train staff on the 
correct billing of the CY 2006 drug 
administration CPT codes, combined 
with the opportunity for hospital staff to 
use these codes for non-Medicare payers 
during CY 2006, should allow a less 
burdensome transition to the remaining 
CPT drug administration codes in the 

future. In addition, because we will 
have more specific drug administration 
median cost data for use in the CY 2007 
OPPS and beyond with the first 
availability of CY 2005 cost data for the 
CPT codes for drug administration 
services, we anticipate that ensuring 
more accurate payment with respect to 
these remaining CPT drug 
administration codes may be more 
feasible for future OPPS updates. 

TABLE 30.—CY 2006 OPPS DRUG ADMINISTRATION C-CODES 

Code Description Add-On SI APC 

C8950 .................... Intravenous infusion for therapy/diagnosis; up to 1 hour ........................................... ................ S 0120 
C8951 .................... Intravenous infusion for therapy/diagnosis; each additional hour (List separately in 

addition to C8950).
Y N 

C8952 .................... Therapeutic, prophylactic or diagnostic injection; intravenous push .......................... ................ X 0359 
C8953 .................... Chemotherapy administration, intravenous; push technique ...................................... ................ S 0116 
C8954 .................... Chemotherapy administration, intravenous; infusion technique, up to one hour ....... ................ S 0117 
C8955 .................... Chemotherapy administration, intravenous; infusion technique, each additional 

hour (List separately in addition to C8954).
Y N 

Comment: Commenters requested that 
CMS provide various billing and coding 
instructions relating to the CY 2006 CPT 
drug administration codes, and that 
CMS include more specific definitions 
of CPT drug administration terminology 
in the final rule. 

Response: We appreciate the 
commenters’ request for clarity on 
aspects of the proposed CY 2006 drug 
administration CPT codes. As we have 
done in the past, we will release 
instructions separately from this final 
rule with comment period that include 
drug administration billing and coding 
guidance for hospitals for CY 2006. In 
addition, as is our longstanding 
practice, we defer questions about CPT 
code definitions to the AMA CPT 
Editorial Panel members who are the 
creators and maintainers of CPT codes. 

Comment: Several commenters 
requested that CMS provide explicit 
billing and coding instructions 
regarding the administration of specific 
drugs and agents. 

Response: As stated above, we do not 
provide billing guidance to hospitals in 

the final rule. Information for hospitals 
that discusses billing and coding 
specifics will be distributed separately 
via CMS transmittal following the 
publication of this final rule with 
comment period. In addition, we expect 
that all drug administration codes used 
in the CY 2006 OPPS, including the new 
C-codes, will conform to CPT guidance 
regarding under what clinical 
circumstances they may be 
appropriately billed, including 
instructions related to appropriate 
coding for the administration of certain 
complex biologics. 

Comment: Commenters requested that 
a section within the AMA CPT Manual 
be created to identify and provide 
hospital-specific definitions for CPT 
codes that are used by the OPPS. 

Response: The OPPS does not issue or 
maintain CPT codes. Comments 
regarding the AMA CPT Manual or CPT 
codes should be directed to the AMA. 

Comment: Commenters requested that 
CMS create non-chemotherapy HCPCS 
codes similar to the CPT codes for 
initiation of a prolonged chemotherapy 

infusion requiring a pump and pump 
maintenance and refilling codes so 
hospitals can bill for these services 
when provided to patients who require 
extended infusions of non- 
chemotherapy medications, including 
drugs for pain. They argued that the CY 
2006 CPT codes for drug administration 
do not include appropriate codes to bill 
for these services, which require 
specific and significant hospital 
resources. 

Response: We agree that codes for 
these services were needed, and we 
have created HCPCS codes C8956 
(Refilling and maintenance of portable 
or implantable pump or reservoir for 
drug delivery for therapy/diagnosis, 
systemic (eg. intravenous, intra-arterial)) 
and C8957 (Intravenous infusion for 
therapy/diagnosis; initiation of 
prolonged infusion (more than 8 hours), 
requiring use of portable or implantable 
pump) for this purpose (Table 31). 

TABLE 31.—NONCHEMOTHERAPY PROLONGED INFUSION CODES THAT REQUIRE A PUMP 

Code Description Add-On SI APC 

C8956 .................... Refilling and maintenance of portable or implantable pump or reservoir for drug de-
livery for therapy/diagnosis, systemic (eg. intravenous, intra-arterial).

................ T 0125 

C8957 .................... Intravenous infusion for therapy/diagnosis; initiation of prolonged infusion (more 
than 8 hours), requiring use of portable or implantable pump.

................ S 0120 

Comment: One commenter requested 
that the OPPS use the information 
present on the claim, specifically the 

pharmacy revenue code (636), to 
identify which payment would be best 

suited for administration of that type of 
drug. 
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Response: We support minimizing the 
administrative burden that hospitals 
incur when billing for drug 
administration services in the outpatient 
department. However, we do not believe 
that this suggestion would yield more 
accurate claims data or reduce the 
administrative burden on hospitals to 
code for drug administration services. 
Hospitals are responsible for identifying 
which drug administration services are 
provided and establishing appropriate 
charges for those services, and 
implementing a system such as that 
conceived by the commenter that 
removes the determination from 
hospitals would be unproductive. 

Comment: Commenters noted that CY 
2006 drug administration APC payment 
rates are derived from CY 2004 claims 
data and expressed concern that these 
data are outdated and inaccurate. 

Response: While we acknowledge the 
concern presented by commenters, we 
do not believe that our reliance on the 
most recent claims data available 
provides inaccurate payments for drug 
administration services provided in 
hospital outpatient departments. It has 
been the OPPS policy to set payments 
for drug administration services, as well 
as almost all other OPPS services, based 
on the most recent claims year data 
available, and we are continuing that 
methodology in CY 2006. 

Comment: Several commenters 
requested that CMS implement a 
chemotherapy demonstration program 
similar to the Quality of Care 
Demonstration program that was 
instituted in the physician office setting 
throughout CY 2005. 

Response: While we recognize the 
desire of the commenters to ensure 
beneficiary access to drug 
administration services by providing 
additional payments to hospitals for 
drug administration-related services, we 
believe that the drug administration 
payment methodology we are finalizing 
in this final rule with comment period 
provides accurate payments for hospital 
drug administration services. Further, 
we do not believe that there is a 
beneficiary access issue directly 
attributable to the OPPS payment 
policies for drug administration 
services. 

Comment: Many commenters 
requested that the OPPS provide 
payment for additional hours of 
infusion, instead of packaging 
subsequent hours of infusion into the 
payment for the initial hour of infusion 
therapy. 

Response: As discussed in the 
proposed rule, CY 2006 OPPS payment 
rates rely upon CY 2004 claims data that 
only has information on the three Q- 

codes mapped to APCs 0116, 0117 and 
0120. For CY 2006, while the codes for 
initial hour of infusion and subsequent 
hour(s) of infusion were available for 
hospitals to report in CY 2005, 
appropriate CY 2005 claims data are not 
available to use for ratesetting purposes 
for the CY 2006 OPPS. As the most 
recent and complete year of data 
available from CY 2004 reflects per-visit 
payment rates for drug administration 
services, we must continue to use both 
our crosswalk methodology and the 
OCE claims logic during CY 2006 which 
allows us to collect more specific drug 
administration cost data while 
continuing to make appropriate drug 
administration payments. Because of the 
descriptors of the previous drug 
administration Q-codes upon which CY 
2006 drug administration payment rates 
are based, each payment for a drug 
administration APC in CY 2006 is 
necessarily a payment that reflects an 
‘‘average’’ infusion service in CY 2004, 
constituting one or more hours. We 
appreciate hospitals’ continued 
diligence in accurately billing for the 
additional hours of infusion for 
chemotherapy and nonchemotherapy 
treatments that will once again be 
packaged for CY 2006, as we gather 
additional hospital claims data to 
support our move to more specific 
payments for individual drug 
administration services in the future. 

Comment: One commenter noted that 
in Addendum B, Payment Status by 
HCPCS Code and Related Information 
Calendar Year 2006, HCPCS code G0258 
(IV infusion during obs stay) was 
incorrectly listed as payable with a 
status indicator of ‘‘X.’’ 

Response: We agree that HCPCS code 
G0258 was incorrectly listed in 
Addendum B of the proposed rule as 
having status indicator ‘‘X’’ rather than 
‘‘B.’’ However, HCPCS code G0258 is 
deleted for CY 2006; therefore, it will 
have no payment status in the CY 2006 
OPPS. 

Comment: One commenter requested 
that CMS not reassign CPT codes 95144 
through 95165 (Antigen therapy 
services) to the injection APCs as listed 
in Addendum B of the proposed rule. 
Instead, the commenter suggested 
keeping these services within APC 0371 
because of their similarity in resource 
use and for reasons of clinical 
coherence. 

Response: We agree with the 
commenter that the median cost data 
available for these codes do not 
correspond to the expected levels of 
service based on the CPT code 
descriptors. For example, in the 
proposed rule, HCPCS code 95149 
(Professional services for the 

supervision of preparation and 
provision of antigens for allergen 
immunotherapy; five single stinging 
insect venoms) was mapped to APC 
0352 (Level I Injections) based on a 
median cost of $11.43 from 9 single 
claims, while HCPCS code 95146 
(Professional services for the 
supervision of preparation and 
provision of antigens for allergen 
immunotherapy; two single stinging 
venoms) was mapped to APC 0359 
(Level III Injections) based on a median 
cost of $70.64 from 43 single claims. 
These unexpected median cost results 
may have arisen from miscoding or from 
the inherently high volatility in costs 
that may occur due to small numbers of 
claims. While we are unable to retain 
these codes in APC 0371 as 
recommended by the commenter due to 
the restructuring of the injection codes 
into three levels of injection APCs, we 
have decided to place CPT codes 95144 
through 95165 in APC 0353 (Level II 
Injections) because we believe that the 
services provided by these HCPCS codes 
are similar to other HCPCS codes within 
this APC and the CY 2006 median cost 
for APC 0353 most closely matches the 
CY 2005 median cost these codes 
experienced in APC 0371. 

C. 2006 Vaccine Administration Policy 
Changes 

Hospitals currently use three HCPCS 
G-codes to indicate the administration 
of the following vaccines that have 
specific statutory coverage: 

• G0008—Administration of 
Influenza Virus Vaccine. 

• G0009—Administration of 
Pneumococcal Vaccine. 

• G0010—Administration of Hepatitis 
B Vaccine. 

HCPCS codes G0008 and G0009 are 
exempt from beneficiary coinsurance 
and deductible applications and, as 
such, payment has been made outside of 
the OPPS since CY 2003 based on 
reasonable cost. We have made payment 
for HCPCS code G0010 through a 
clinical APC (that is, APC 0355) that 
included vaccines along with this 
vaccine administration code. Additional 
vaccine administration codes have been 
packaged or not paid under the OPPS. 

As stated in the CY 2006 OPPS 
proposed rule, we believe that HCPCS 
codes G0008, G0009 and G0010 are 
clinically similar and comparable in 
resource use to one another and to the 
administration of other immunizations 
and other therapeutic, prophylactic, or 
diagnostic injections. To that end, we 
concluded that the appropriate APC 
assignment for these vaccine 
administration services was newly 
reconfigured APC 0353 (Injection, Level 
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II). However, because of their statutory 
exemption regarding beneficiary 
deductible and coinsurance, for 
operational reasons we were unable to 
include HCPCS codes G0008 and G0009 
in an APC with codes that did not share 
this exemption. 

Instead of including these codes 
within the same APC, we proposed to 
map HCPCS codes G0008 and G0009 to 
APC 0350 (Administration of flu and 
PPV vaccines). As dictated by statute, 
HCPCS codes G0008 and G0009 would 
continue to be exempt from beneficiary 
coinsurance and deductible. 

We also proposed to change the status 
indicator for HCPCS code G0010 from 
‘‘K’’ (Separate APC Payment) to ‘‘B’’ 
(Not paid under OPPS; Alternate code 
may be available), and to change the 
status indicators for vaccine 
administration codes 90471 and 90472 
from ‘‘N’’ (Packaged) to ‘‘X’’ (Separate 
APC Payment), in agreement with the 
recommendation of the APC Panel to 
unpackage these services. Hospitals 
would code for hepatitis B vaccine 
administration using codes 90471 or 
90472 (as appropriate), and payment 
would be mapped to reconfigured APC 
0353 (Injection, Level II) that would 
include other injection services that 
were clinically similar and comparable 
in resource use. 

In order to pay appropriately for 
services that we believed were clinically 
similar and comparable in resource use 
and, barring technical restrictions, 
would otherwise be assigned to the 
same APC, we proposed to calculate a 
combined median cost for all services 
assigned to APC 0350 and APC 0353 
that would then serve as the median 
cost for both APCs. This combined 
median would be calculated using 
charges converted to costs from claims 
for services in both APCs and would 
have the effect of making the OPPS 
payment rates for APC 0350 and APC 
0353 identical, although beneficiary 

copayment and deductible would not be 
applied to services in APC 0350. 

Our vaccine administration proposed 
policy also included proposed changes 
to the status indicators for vaccine 
administration codes 90473 and 90474 
from ‘‘E’’ (Not paid under OPPS) to ‘‘S’’ 
(Paid under OPPS) and proposed to 
make payments for these services when 
they were covered through proposed 
APC 1491 (New Technology—Level IA 
($0–$10)). 

Finally, we proposed to change the 
status indicators for the four remaining 
vaccine administration codes involving 
physician counseling (90465, 90466, 
90467 and 90468) from ‘‘N’’ (Packaged) 
to ‘‘B’’ (Not paid under OPPS; Alternate 
code may be available). We proposed 
that hospitals providing immunization 
services with physician counseling 
would use the vaccine administration 
codes 90471, 90472, 90473, and 90474 
to report such services, as we did not 
believe the provision of physician 
counseling would significantly affect 
the hospital resources required for 
administration of immunizations. 

During its August 2005 meeting, the 
APC Panel made a recommendation to 
CMS to pay for the administration of flu 
vaccines similarly under the OPPS 
regardless of their method of 
administration. We agree that hospitals 
should always use the most specific 
HCPCS codes available, whose 
descriptors are consistent with the 
method of administration and type of 
vaccine, to bill for all vaccine 
administration services but, in 
particular, to bill for vaccine services 
that are congressionally exempt from 
deductible and coinsurance. However, 
we note that vaccine administration 
codes other than G0008 for 
administration of influenza virus 
vaccine and G0009 for administration of 
pneumococcal vaccine are not exempted 
in the OCE from charging beneficiary 
deductible and coinsurance and should 

not be used to report these services 
which are exempt from copayment. 

Comment: Similar to the APC Panel 
recommendation discussed above, 
commenters requested that CMS 
provide payment for the administration 
of intranasal influenza vaccine similar 
to payments for other methods of 
administration of the influenza vaccine. 

Response: As stated above, vaccine 
administration codes other than G0008 
for administration of influenza virus 
vaccine are not exempted in the OCE 
from charging beneficiary deductible 
and coinsurance and they should not be 
used to report these services which are 
exempt from copayment. 

Comment: Numerous commenters 
supported our proposal to pay 
separately for vaccine administration 
services. 

Response: We appreciate the 
commenters’ support of our proposed 
policy and are adopting it as final in this 
rule. 

Comment: Several commenters noted 
a typographical error in the CY 2006 
OPPS proposed rule preamble that 
incorrectly listed two codes to be used 
for the administration of hepatitis B 
vaccine as codes 96471 and 96472 
instead of codes 90741 and 90742. 

Response: We appreciate the 
commenters’ note, and we have 
corrected the error in this final rule with 
comment period. 

After consideration of the public 
comments received, in this final rule 
with comment period, we are finalizing 
our proposed CY 2006 methodology to 
pay separately for vaccine 
administration services as discussed 
above. Table 32 below specifies the CY 
2006 vaccine administration codes, their 
APC median costs, the status indicator 
assigned to each code, and the APC 
payment amount. 
BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

IX. Hospital Coding for Evaluation and 
Management (E/M) Services 

In the CY 2006 proposed rule (70 FR 
42740), we again stated our concerns 
and directions for developing a set of 
national facility coding guidelines for 
emergency department and clinic visits. 
We noted that we intend to make 
available for public comment the 
proposed coding guidelines that we are 

considering through the CMS OPPS 
Web site as soon as we have completed 
them. We also stated that we will notify 
the public through our listserve when 
these proposed guidelines become 
available, and instructed interested 
parties to subscribe to this listserve by 
going to the following CMS Web site: 
http://www.cms.hhs.gov/medlearn/ 
listserv.asp and following the directions 
to the OPPS listserve. 

We received a number of public 
comments on our proposal. 

Comment: Several commenters 
expressed disappointment that CMS has 
not yet proposed national E/M 
guidelines for facilities. While the 
majority of commenters were pleased 
that CMS is continuing to develop and 
test draft codes and guidelines, they 
were concerned that the ongoing lack of 
uniformity places hospitals at risk for 
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multiple interpretations of the level of 
service that should be coded, and 
hampers CMS’ ability to gather 
consistent, meaningful data on services 
provided in the emergency department 
and hospital clinics. One commenter 
emphasized that the implementation of 
a uniform set of national guidelines for 
E/M services is especially important 
because CMS uses the mid-level clinic 
visit (APC 0601) to scale the relative 
payment weights for all other services 
paid under the OPPS. A few 
commenters recommended that CMS 
implement the E/M guidelines drafted 
by the independent panel of experts 
from the AHA and the AHIMA. Two 
other commenters provided their own 
model guidelines for CMS to consider. 

Several commenters reminded CMS 
that adoption of a new set of guidelines 
for E/M services will involve an 
enormous undertaking by large medical 
centers and that CMS had committed to 
providing a minimum of between 6 and 
12 months’ notice prior to 
implementation to allow providers 
adequate time to make necessary 
systems changes and educate their staff. 
The commenters also urged CMS to 
ensure adequate opportunity for the 
public to review and comment on the 
proposed guidelines before they are 
finalized. 

Response: Over the past year, we have 
engaged a contractor to assist us with 
testing the validity and reliability of a 
slightly modified draft of the guidelines 
recommended by the independent 
Hospital Evaluation and Management 
Coding Panel of the AHA and AHIMA. 
We have contracted a study of these 
guidelines using a sample of hospital 
outpatient claims to analyze the 
potential financial impact of the 
proposed guidelines on classes of 
hospitals and on the OPPS, as well as 
the potential burden that adoption of 
such guidelines might impose on 
hospitals. Although we have made 
much progress in our efforts to develop 
a set of national facility guidelines for 
emergency department and clinic visits, 
we believe additional testing is 
necessary and essential to providing 
hospitals with the least burdensome 
standard for achieving uniformity and to 
yielding more accurate, meaningful 
information related to hospital resources 
upon which to set the OPPS payments 
for emergency department and clinic 
services. We are committed to the goal 
of paying appropriately under the OPPS 
for the costs of hospital E/M services 
across the levels of care. Therefore, we 
will continue to develop and test the 
draft codes and guidelines. However, we 
have not yet set a date for their 
implementation. 

As stated in the CY 2006 OPPS 
proposed rule, we intend to make 
available for public comment the 
proposed coding guidelines that we are 
considering through the CMS OPPS 
Web site once we are satisfied with the 
results of the testing and have made 
appropriate modifications in light of 
these testing results. Furthermore, we 
will provide ample opportunity for the 
public to comment on such a major 
proposal. We will continue to be 
considerate of the time necessary to 
educate clinicians and coders on the use 
of the new codes and guidelines and for 
hospitals to modify their systems. We 
still anticipate providing a minimum 
notice of between 6 and 12 months prior 
to implementation of the new 
evaluation and management codes and 
guidelines. 

Comment: One commenter expressed 
a number of concerns that the 
commenter believed were related to 
proposals on the manner in which the 
Medicare program uses CPT code 
definitions that have been adopted by 
the AMA as a basis to classify patients 
who receive emergency department 
services for payment purposes under the 
Medicare OPPS. 

Response: In the CY 2006 OPPS 
proposed rule, we did not propose to 
make any changes related to the manner 
in which we use CPT code definitions 
as a basis to classify patients. We are not 
making any changes to our use of the 
CPT code definitions in this final rule 
with comment period. However, we 
remind the public that regulations 
implementing the HIPAA (42 CFR Parts 
160 and 162) require that the HCPCS be 
used to report health care services, 
including outpatient services paid 
under the OPPS. The OPPS regulations 
at 42 CFR 419.2(a) establish HCPCS 
codes as the means for identifying 
services paid under the OPPS. The 
HIPAA regulations require that these 
codes be used in the manner described 
by the maintainer’s guidelines. In 
accordance with our policy that was 
established in the April 7, 2000 final 
rule with comment period that 
implemented the OPPS, hospitals use 
internal guidelines only to distinguish 
among varying levels of resource 
intensity when determining an 
appropriate CPT code to bill for 
outpatient E/M services. 

X. Payment for Blood and Blood 
Products 

A. Background 

Since the implementation of the OPPS 
in August 2000, separate payments have 
been made for blood and blood products 
through APCs rather than packaging 

them into payments for the procedures 
with which they were administered. 
Hospital payments for the costs of blood 
and blood products, as well as the costs 
of collecting, processing, and storing 
blood and blood products, are made 
through the OPPS payments for specific 
blood product APCs. On April 12, 2001, 
CMS issued the original billing 
guidance for blood products to hospitals 
(Program Transmittal A–01–50). In 
response to requests for clarification of 
these instructions, CMS issued 
Transmittal 496 on March 4, 2005. The 
comprehensive billing guidelines in the 
Transmittal also addressed specific 
concerns and issues related to billing for 
blood-related services, which the public 
had brought to our attention. 

In CY 2000, payments for blood and 
blood products were established based 
on external data provided by 
commenters due to limited Medicare 
claims data. From CY 2000 to CY 2002, 
payment rates for blood and blood 
products were updated for inflation. For 
CY 2003, as described in the November 
1, 2002 final rule with comment period 
(67 FR 66773), we applied a special 
dampening methodology to blood and 
blood products that had significant 
reductions in payment rates from CY 
2002 to CY 2003, when median costs 
were first calculated from hospital 
claims. Using the dampening 
methodology, we limited the decrease in 
payment rates for blood and blood 
products to approximately 15 percent. 
For CY 2004, as recommended by the 
APC Panel, we froze payment rates for 
blood and blood products at CY 2003 
levels as we studied concerns raised by 
commenters and presenters at the 
August 2003 and February 2004 APC 
Panel meetings. 

For CY 2005, we established new 
APCs that allowed each blood product 
to be assigned to its own separate APC, 
as several of the previous blood product 
APCs contained multiple blood 
products with no clinical homogeneity 
or whose product-specific median costs 
may not have been similar. Some of the 
blood product HCPCS codes were 
reassigned to the new APCs (Table 34 of 
the November 15, 2004 final rule with 
comment period (69 FR 65819)). 

We also noted in the November 15, 
2004 final rule with comment period 
that public comments on previous OPPS 
rules had stated that the CCRs that were 
used to adjust charges to costs for blood 
products in past years were too low. 
Past commenters indicated that this 
approach resulted in an 
underestimation of the true hospital 
costs for blood and blood products. In 
response to these comments and APC 
Panel recommendations from its 
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February 2004 and September 2004 
meetings, we conducted a thorough 
analysis of the OPPS CY 2003 claims 
(used to calculate the CY 2005 APC 
payment rates) to compare CCRs 
between those hospitals reporting a 
blood-specific cost center and those 
hospitals defaulting to the overall 
hospital CCR in the conversion of their 
blood product charges to costs. As a 
result of this analysis, we observed a 
significant difference in CCRs utilized 
for conversion of blood product charges 
to costs for those hospitals with and 
without blood-specific cost centers. The 
median hospital blood-specific CCRs 
were almost two times the median 
overall hospital CCR. As discussed in 
the November 15, 2004 final rule with 
comment period, we applied a 
methodology for hospitals not reporting 
a blood-specific cost center, which 
simulated a blood-specific CCR for each 
hospital that we then used to convert 
charges to costs for blood products. 
Thus, we developed simulated medians 
for all blood and blood products based 
on CY 2003 hospital claims data (69 FR 
65816). 

For CY 2005, we also identified a 
subset of blood products that had less 
than 1,000 units billed in CY 2003. For 
these low-volume blood products, we 
based the CY 2005 payment rate on a 
50/50 blend of CY 2004 product-specific 
OPPS median costs and the CY 2005 
simulated medians based on the 
application of blood-specific CCRs to all 
claims. We were concerned that, given 
the low frequency in which these 
products were billed, a few occurrences 
of coding or billing errors may have led 
to significant variability in the median 
calculation. The claims data may not 
have captured the complete costs of 
these products to hospitals as fully as 
possible. This low-volume adjustment 
methodology also allowed us to further 
study the issues raised by commenters 
and by presenters at the September 2004 
APC Panel meeting, without putting 
beneficiary access to these low-volume 
blood products at risk. 

B. Proposed and Final Policy Changes 
for CY 2006 

For CY 2006, we proposed to continue 
to make separate payments for blood 
and blood products under the OPPS 
through individual APCs for each 
product. We also proposed to establish 
payment rates for these blood and blood 
products by using the same simulation 
methodology described in the November 
15, 2004 final rule with comment period 
(69 FR 65816), which utilized hospital- 
specific actual or simulated CCRs for 
blood cost centers to convert hospital 
charges to costs, with an adjustment 

applied to some products. We continue 
to believe that using blood-specific 
CCRs applied to hospital claims data 
will result in reasonably accurate 
payments that more fully reflect 
hospitals’ true costs of providing blood 
and blood products than our general 
methodology of defaulting to the overall 
hospital CCR when more specific CCRs 
are unavailable. 

For blood and blood products whose 
CY 2006 simulated medians 
experienced a decrease of more than 10 
percent in comparison to their CY 2005 
payment medians, we proposed to limit 
the decrease in medians to 10 percent. 
Therefore, overall we proposed to base 
median costs for blood and blood 
products in CY 2006 on the greater of: 
(1) Simulated medians calculated using 
CY 2004 claims data; or (2) 90 percent 
of the APC payment median for CY 2005 
for such products. We recognize that 
possible errors in hospital billing or 
coding for blood products in CY 2004 
may have contributed to these decreases 
in medians. In particular, hospitals may 
have been uncertain about which of 
their many different costs for providing 
blood and blood products should be 
captured in their charges for the 
products, based on variations in the 
specific circumstances of the services 
they provided. In addition, the six 
products affected by the proposed CY 
2006 adjustment policy all were 
relatively low volume with fewer than 
7,000 units billed in CY 2004. Three of 
these products were affected by the low- 
volume payment adjustment for CY 
2005 because there were less than 1,000 
units billed, and their CY 2005 payment 
medians would have decreased without 
the adjustment. In the interim, as 
hospitals become more familiar with the 
comprehensive billing guidelines for 
blood and blood products that are 
described in Program Transmittal 496 
(Change Request 3681 dated March 4, 
2005), we acknowledge the need to 
protect beneficiaries’ access to a safe 
blood supply and proposed to do so by 
limiting significant decreases in 
payment rates for blood and blood 
products from CY 2005 to CY 2006. We 
expect that our billing guidance will 
assist hospitals in more fully including 
all appropriate costs for providing blood 
and blood products in their charges for 
those products, so that our data for CY 
2005, which will be used to set median 
costs for blood and blood products in 
the CY 2007 OPPS update, should more 
accurately capture the hospital costs 
associated with each different blood 
product. 

Therefore, for CY 2006, we proposed 
to establish payment rates for blood and 
blood products under the OPPS using 

the same simulation methodology 
described in the November 15, 2004 
final rule with comment period (69 FR 
65816). For blood and blood products 
whose CY 2006 medians would have 
otherwise experienced a decrease of 
more than 10 percent in comparison 
with their CY 2005 payment rates, we 
proposed to adjust the simulated 
medians by limiting their decrease to 10 
percent. 

At the August 2005 APC Panel 
meeting, the Panel recommended that 
CMS use its CY 2005 payment rates as 
the floor for its CY 2006 payment rates 
for all blood and blood products. 
Specifically, the Panel recommended 
that CMS should pay the greater of: (1) 
The simulated median costs calculated 
from the CY 2004 hospitals claims data; 
or (2) the CY 2005 APC payment 
medians for these products. For reasons 
discussed in detail below, we are not 
adopting the Panel’s recommendation 
for setting the CY 2006 payment rates 
for blood and blood products. Instead, 
for CY 2006, we are setting the final 
median costs for blood and blood 
products at the greater of: (1) The 
simulated median costs calculated from 
the CY 2004 hospital claims data; or (2) 
95 percent of the CY 2005 adjusted 
median costs for these products. 

We received numerous public 
comments concerning our proposed 
payment for blood and blood products. 

Comment: Numerous commenters 
applauded our March 2005 issuance of 
comprehensive billing guidelines 
(Program Transmittal 496) for blood and 
blood products, stating that the 
guidelines clarified many areas of 
confusion for providers and should 
result in improved hospital coding of 
blood and blood products. Other 
commenters recommended that CMS 
release guidance on blood and blood 
products on an annual basis. 

Response: We appreciate the 
comment and expect that the billing 
guidance that we issued in March 2005 
will result in improved hospital coding 
of blood and blood products. We will 
continue to support educational efforts 
by interested organizations to clarify 
areas of confusion and improve 
accuracy of billing for hospitals related 
to the billing of blood and blood 
products. In addition, we will continue 
to issue guidance on billing for blood 
and blood products to provide 
clarification or additional explanation 
as needed, based on additional 
questions and issues that are brought to 
our attention. 

Comment: Numerous commenters 
expressed concern that the proposed 
payment rates for several blood 
products had decreased from their CY 
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2005 payment rates. Commenters stated 
that such payment declines would 
likely jeopardize beneficiary access to 
these products. Most notably, according 
to several organizations providing blood 
and blood products to hospitals, the 
proposed CY 2006 payment rate for 
leukocyte-reduced red blood cells 
(HCPCS code P9016), the most 
commonly billed blood product in the 
hospital outpatient setting, is 
significantly below hospitals’ actual 
acquisition costs. Commenters urged 
CMS to set the CY 2006 payment rates 
for blood and blood products at the 
greater of: (1) The simulated medians 
calculated using the CY 2004 claims 
data; or (2) the CY 2005 APC payment 
medians for these products. 

Response: We are displaying in Table 
33 of this final rule with comment 
period the list of blood product HCPCS 
codes with their final CY 2006 adjusted 
median costs. Overall, median costs 
from CY 2005 and CY 2006 were 
relatively stable, with significant 
increases and adjusted decreases for 
some specific blood products. In 
addition, we expect that as hospitals 
improve their billing and coding 
practices, medians based on historical 
hospital claims data should continue to 
become more consistent and reflective 
of all hospital costs associated with 
providing blood products to hospital 

outpatients. We agree with commenters 
that beneficiary access to the safest and 
most immediately available blood 
supply is critical to saving lives. In 
addition, we understand that, in most 
cases, the hospital costs related to 
providing blood and blood products 
stem mainly from the costs of 
processing and storing the blood. We 
also acknowledge that new blood testing 
due to technological advances and 
challenges associated with donor 
recruitment and retention may 
contribute to rising costs of blood and 
blood products. However, there may be 
other environmental forces, including 
improved efficiencies through new 
technologies and changes in the clinical 
circumstances surrounding outpatient 
hospital transfusions, that may reduce 
the costs of providing blood products. 
While the above-mentioned issues must 
all be carefully considered, we also 
remind commenters that the payment 
rates for services paid under the OPPS 
will naturally experience fluctuations 
from year to year. Such variation is 
inherent in any budget-neutral 
prospective payment system such as the 
OPPS, where payment rates are 
developed based on historical hospital 
claims data. However, when such 
fluctuations become large enough to 
potentially jeopardize access to services 
paid under the OPPS, we may 

acknowledge the need to balance these 
payment fluctuations with protecting 
beneficiary access to such services by 
moderating abrupt payment declines 
that occur over a 1-year period. We were 
concerned that our proposed allowance 
of a 10 percent decrease in median costs 
from the CY 2005 adjusted final medial 
costs might affect beneficiary access to 
these services. Therefore, for CY 2006, 
for blood and blood products whose CY 
2006 simulated median costs would 
have otherwise experienced a decrease 
of more than 5 percent in comparison 
with their CY 2005 adjusted final 
median costs, we are adjusting the 
simulated medians by limiting their 
decrease to 5 percent. We applied this 
adjustment to 11 blood and blood 
product APCs for CY 2006. Table 33 of 
this final rule with comment period 
contains the adjusted payment medians 
for CY 2006. Those CY 2006 final 
median costs that we adjusted by 
moderating their decrease to 5 percent 
are indicated by an asterisk in the table. 
In summary, for the CY 2006 OPPS, the 
final median costs for blood and blood 
products are set at the greater of: (1) the 
simulated median costs calculated from 
the CY 2004 claims data; or (2) 95 
percent of the CY 2005 adjusted median 
costs for these products. 

BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

Comment: While one commenter 
thanked CMS for providing hospitals 
with detailed billing guidance for blood 
and blood products when furnished 
under the hospital outpatient setting, 
the commenter requested additional 
clarification on whether hospitals 
should charge inpatients, as they do 
outpatients, for blood administration 
services. The commenter explained that 
some hospitals do not charge inpatients 
separately for blood administration 
services; rather they consider such 

services to be included in the room and 
board rate. The commenter urged CMS 
to instruct hospitals to establish a 
charge structure for blood transfusion 
and administration services that applies 
uniformly to both inpatients and 
outpatients. 

Response: We appreciate the 
comment’s recommendation. However, 
we do not consider the OPPS final rule, 
which addresses hospital outpatient 
payment policies, to be an appropriate 
forum for addressing detailed billing 
guidance for inpatient services. Rather, 

we encourage hospitals to consult their 
fiscal intermediaries with any concerns 
related to the billing of blood 
transfusion and administration services 
to inpatients. 

Comment: One commenter supported 
our proposal to set CY 2006 OPPS 
payments for blood and blood products 
based on hospital claims data rather 
than blood industry data. This 
commenter recommended that if CMS 
does consider using external data in 
some fashion for setting the payment 
rates for blood and blood products, that 
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CMS proceed very cautiously in 
considering whether to utilize blood 
industry data. The commenter stated 
that it is crucial that the external data 
be valid, reliable, publicly available, 
reflective of geographic variations in 
costs, and subject to audit. 

Response: Although we are not using 
external data for setting the CY 2006 
payment rates for blood and blood 
products, we thank the commenter for 
the recommended and considered 
caution toward using such external data 
in this case. 

After carefully considering all 
comments received on our proposed CY 
2006 OPPS methodology for 
establishing APC payment for blood and 
blood products, we are adopting as final 
our proposal with modification. To 
ensure beneficiaries’ access to a safe 
blood supply, we are adopting a 
payment adjustment policy that will 
limit significant decreases in APC 
payment rates for blood and blood 
products from CY 2005 to CY 2006 by 
not more than 5 percent rather than 10 
percent as proposed. Therefore, for the 
CY 2006 OPPS, the final median costs 
for blood and blood products are set at 
the greater of: (1) The simulated median 
costs calculated from the CY 2004 
claims data; or (2) 95 percent of the CY 
2005 adjusted median costs for these 
products, as reflected in Table 34 above. 

For CY 2006, we also proposed to 
change the status indicator for CPT code 
85060 (Blood smear, peripheral, 
interpretation by physician with written 
report) from ‘‘X’’ (separately paid under 
the OPPS) to ‘‘B’’ (not paid under the 
OPPS). When a hospital provides a 
physician interpretation of an abnormal 
peripheral blood smear interpretation 
for a hospital outpatient, the charge for 
the facility resources associated with the 
interpretation should be bundled into 
the charge reported for the ordered 
hematology lab service, such as CPT 
code 85007 (Blood count; blood smear, 
microscopic examination with manual 
differential WBC count) or CPT code 
85008 (Blood count; blood smear, 
microscopic examination without 
manual differential WBC count), that are 
paid under the Clinical Laboratory Fee 
Schedule (CLFS). A physician 
interpretation of an abnormal peripheral 
blood smear is considered a routine part 
of the ordered hematology lab service, 
such as CPT codes 85007 and 85008 
paid under the CLFS, so hospitals will 
receive duplicate payment for the 
facility resources associated with a 
physician’s blood smear interpretation if 
we were to continue to pay separately 
for CPT code 85060 under the OPPS for 
hospital outpatients. Therefore, for CY 
2006, we proposed to discontinue 

payment under the OPPS for CPT code 
85060 by changing its status indicator 
from ‘‘X’’ to ‘‘B.’’ 

We did not receive any public 
comments on this proposal. 
Accordingly, we are finalizing our 
proposal to discontinue payment under 
the OPPS effective for services 
furnished on or after January 1, 2006, for 
CPT code 85060 by changing its status 
indicator from ‘‘X’’ to ‘‘B.’’ 

XI. Payment for Observation Services 

A. Background 

Observation care is a well-defined set 
of specific, clinically appropriate 
services, which include ongoing short- 
term treatment, assessment, and 
reassessment, before a decision can be 
made regarding whether patients will 
require further treatment as hospital 
inpatients or if they are able to be 
discharged from the hospital. 
Observation status is commonly 
assigned to patients with unexpectedly 
prolonged recovery after surgery and to 
patients who present to the emergency 
department and who then require a 
significant period of treatment or 
monitoring before a decision is made 
concerning their next placement. For a 
detailed discussion of the clinical and 
payment history of observation services 
under the OPPS, we refer readers to the 
November 1, 2002 final rule with 
comment period (67 FR 66794). 

For a detailed discussion of our 
proposed changes to payments for 
observation services for CY 2006, we 
refer readers to the CY 2006 OPPS 
proposed rule at 70 FR 42742 through 
42745. A summary of the proposed 
changes is included below, followed by 
our responses to the public comments, 
and our final policies for CY 2006. 

B. Proposed and Final CY 2006 Coding 
Changes for Observation Services and 
Direct Admission to Observation 

In response to comments received 
regarding the continuing administrative 
burden on hospitals when attempting to 
differentiate between packaged and 
separately payable observation services 
for purposes of billing correctly, and 
recommendations made by the APC 
Panel and participants at the February 
2005 APC Panel meeting, in the CY 
2006 OPPS proposed rule, we proposed 
two changes in observation coding and 
implementation of the OPPS payment 
policies for observation services in CY 
2006. As we stated in the CY 2006 
proposed rule (70 FR 42743), these 
administrative changes were prompted 
by the fact that CY 2004 hospital data 
do not reflect the CY 2005 policy 
changes implemented for separately 

payable observation services. We 
continued to receive incomplete and 
unreliable data as a result of 
inconsistent hospital reporting, with 
some hospitals reporting observation 
services per day, and others reporting 
each hour of observation as one unit. 
The CY 2006 proposed changes were an 
effort to ensure more consistent hospital 
billing for both separately payable and 
packaged observation services in order 
to guide our future analyses of 
observation care and to shift the 
administrative burden for determining 
separately payable observation services 
from hospitals to the OCE. We do not 
expect to see an increase in the number 
of separately payable observations 
services as a result of these changes. 

First, we proposed to discontinue 
HCPCS codes G0244 (Observation care 
by facility to patient), G0263 (Direct 
admission with CHF, CP, asthma), and 
G0264 (Assessment other than CHF, CP, 
asthma) and to create two new HCPCS 
codes to be used by hospitals to report 
all observation services, whether 
separately payable or packaged, and 
direct admission for observation care, 
whether separately payable or packaged: 

• G0378—Hospital observation 
services, per hour (cited in the proposed 
rule as ‘‘GXXXX’’). 

• G0379—Direct admission of patient 
for hospital observation care (cited in 
the proposed rule as ‘‘GYYYY’’). 

Second, we proposed to shift 
determination of whether or not 
observation services are separately 
payable under APC 0339 (Observation) 
from the hospital billing department to 
the OPPS claims processing logic. That 
is, hospitals would bill HCPCS code 
G0378 when observation services are 
provided to any patient admitted to 
‘‘observation status,’’ regardless of the 
patient’s condition. In addition to the 
HCPCS code G0378, hospitals would 
bill HCPCS code G0379 when 
observation services are the result of a 
direct admission to ‘‘observation status’’ 
without an associated emergency room 
visit, hospital outpatient clinic visit, or 
critical care service on the day of or day 
before the observation services. 

We proposed to assign both of these 
proposed new HCPCS codes a new 
status indicator ‘‘Q’’ (packaged service 
subject to separate payment based on 
criteria) that would trigger the OCE logic 
during the processing of the claim to 
determine if the observation service or 
direct admission service is packaged 
with the other separately payable 
hospital services provided, or if a 
separate APC payment for observation 
services or direct admission to 
observation is appropriate in accordance 
with the criteria discussed in section 
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XI.C. or XI.D. of this preamble. In 
addition, we proposed to change the 
status indicator for CPT codes 99217 
through 99220 and 99234 through 99236 
from ‘‘N’’ (packaged) to ‘‘B’’ (code not 
recognized by the OPPS). We noted we 
would expect hospitals to use HCPCS 
code G0378 to accurately report all 
observation services provided to 
beneficiaries, whether the observation 
would be packaged or separately 
payable, to assist us in developing 
consistent and complete hospital claims 
data regarding the utilization and costs 
of observation services. The units of 
service reported with HCPCS code 
G0378 would equal the number of hours 
the patient is in observation status. 

Comment: Several commenters 
expressed support for the proposed 
changes and CMS’ and the APC Panel’s 
efforts to streamline the billing process 
for observation services in hospitals. 
Nine commenters stated that they 
appreciated our proposal to shift the 
burden of determining if observation is 
separately payable from the hospitals to 
the OCE logic. 

While most of these commenters 
approved the proposal to use the new 
HCPCS code G0378 to bill for hospital 
observation services, two commenters 
believed that HCPCS code G0378 is 
unnecessary. They recommended that 
providers should use CPT evaluation 
and management codes for observation 
care, specifically CPT codes 99218, 
99219, and 99220. The commenters also 
suggested that CMS should require 
hospitals to provide the hour 
information in the unit field and 
develop edits for these codes to edit for 
the qualifying conditions. A third 
commenter requested clarification on 
why G-codes are needed at all. 

Response: We disagree with the 
commenters that HCPCS code G0378 is 
unnecessary and disagree that the 
requirement of reporting the code per 
hour could be handled in the unit field 
for CPT observation codes. The CPT 
observation codes are per day codes by 
CPT definition. We believe that to 
instruct hospitals to bill multiple units 
of a per day code to report the hours of 
observation care provided would create 
confusion and many variances in claims 
reporting resulting in poor hospital 
claims data. Generally, we follow CPT 
instructions for coding, and in this case 
we believe that it would be most 
prudent to establish a per hour G-code 
for observation services to facilitate ease 
of coding observation services and to 
ensure that we will be able to obtain 
useful and consistent data from future 
claims. 

Comment: Five commenters sought 
clarification of the language in section 

XI.B. of the CY 2006 proposed rule on 
page 70 FR 42743 where we stated that 
hospitals would bill HCPCS code G0378 
when observation services are provided 
to any patient admitted to ‘‘observation 
status,’’ regardless of the patient’s status 
as inpatient or outpatient. 

Response: We mistakenly included 
the word ‘‘inpatient’’ in this statement. 
The statement should instead read, 
‘‘Hospitals would bill HCPCS code 
G0378 when observation services are 
provided to any patient admitted to 
‘observation status’ regardless of the 
patient’s condition.’’ 

Comment: One commenter notified 
CMS of an omission on page 70 FR 
42745, under section XI.C.3.a of the CY 
2006 proposed rule. The commenter 
pointed out that we had omitted direct 
admission from the bulleted list of 
additional hospital services. 

Response: We appreciate the 
commenter bringing this error to our 
attention. The omission was 
inadvertent. In this final rule with 
comment period, we have made the 
appropriate change to make the policy 
consistent with the CY 2005 OPPS 
payment policy. The corrected policy 
reads as follows for the billing of 
hospital observation services: 

‘‘Additional Hospital Services: 
a. The hospital must provide on the 

same day or the day before and report 
on the same claim: 

• An emergency department visit 
(APC 0610 or 0612); or 

• A clinic visit (APC 0600, 0601, or 
0602); or 

• Critical care (APC 0620); or 
• Direct admission to observation 

using HCPCS code G0379.’’ 
Comment: Many commenters 

expressed overall approval for our 
proposed policy changes concerning the 
new G-codes for observation services 
and, specifically, approval of the new 
HCPCS code G0379 to report direct 
admission to observation when a 
Medicare beneficiary is directly 
admitted into a hospital outpatient 
department for observation care after 
being seen by a physician in the 
community. 

However, seven commenters believed 
that HCPCS code G0379 would be 
unnecessary if CMS would alter the 
OCE logic to look for revenue codes 45X 
(Emergency Department) and 516 
(urgent care) on claims for observation 
services coded with HCPCS code G0378. 
They reasoned that if one of these 
revenue codes is not on the claim, the 
OCE logic should determine that the 
observation services billed were as a 
result of a direct admission to 
observation care. 

Response: While we appreciate this 
suggestion and we agree that the OCE 
logic could recognize these revenue 
codes, we will implement HCPCS code 
G0379 as proposed. The OCE logic has 
no method of identifying if the direct 
admission to observation care service 
was actually provided. For example, the 
observation care billed with HCPCS 
code G0378 may have been an error in 
coding by a hospital, or the hospital 
may have failed to bill for an emergency 
room or clinic visit on the same day on 
the same claim as the observation 
services. Because we plan to pay 
separately for HCPCS code G0379 in 
some circumstances and the OPPS pays 
for services that were provided and 
billed with HCPCS codes on claims, the 
HCPCS code G0379 is necessary for 
billing and possible separate payment. 
In addition, if hospitals did not 
appropriately bill HCPCS code G0379 
with its associated charges in cases of 
direct admission to observation, we 
would have no direct way of calculating 
the median cost of the direct admission 
to observation to facilitate analysis of its 
median cost in comparison with the 
OPPS payment rate for that service. If 
the observation care itself was not 
separately payable, and there were no 
other separately payable services on the 
claim, there would be no billed direct 
admission service with which to 
package the observation care and other 
packaged costs on the claim. Thus, in 
the absence of a code on a claim 
reporting a direct admission to 
observation services billed as HCPCS 
code G0379, Medicare will not use the 
OCE logic to infer that the patient was 
previously seen by a physician outside 
of the hospital who ordered the direct 
admission of the patient for observation 
services. 

In summary, while a few commenters 
questioned the necessity of creating new 
G-codes for reporting observation 
services and direct admission to 
observation, we agree with the many 
commenters who encouraged us to 
implement the new codes and to use the 
OCE logic to determine when 
observation services are separately 
payable for the CY 2006 OPPS. Like 
those commenters, we believe that this 
change will both reduce the 
administrative burden on hospitals and 
will improve CMS claims data which 
will allow us to continue to evaluate our 
payment policies for observation 
services under the OPPS. 

C. Proposed and Final Criteria for 
Separate Payment for Direct Admission 
to Observation 

Through claims processing logic, we 
proposed to continue paying for direct 
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admission to observation at a rate equal 
to that of a Low Level Clinic Visit (APC 
0600) when a Medicare beneficiary seen 
by a physician in the community and 
then is directly admitted into a hospital 
outpatient department for observation 
care that does not qualify for separate 
payment under APC 0339. In order to 
receive separate payment for a direct 
admission into observation (APC 0600), 
the claim must show: 

1. Both HCPCS codes G0378 (Hourly 
Observation) and G0379 (Direct Admit 
to Observation) with the same date of 
service. 

2. That no services with a status 
indicator ‘‘T’’ or ‘‘V’’ or Critical care 
(APC 0620) were provided on the same 
day of service as HCPCS code G0379. 

3. The observation care does not 
qualify for separate payment under APC 
0339. 

Comment: One commenter disagreed 
with our proposal that no service with 
a status indicator of ‘‘V’’ (clinic or 
emergency department visit) can be on 
the claim when provided on the same 
day of service as HCPCS code G0379. 
The commenter stated that because 
OPPS services performed on the same 
date of service must be reported on the 
same claim, the hospital would not 
receive any payment for observation 
services for patients who receive a 
service in a provider-based clinic in the 
morning and later in the day are directly 
admitted to observation by their primary 
care practitioner for an unrelated 
reason. The commenter recommended 
that CMS eliminate the requirement that 
a hospital must combine separate 
outpatient encounters on a single claim. 

Response: We appreciate the 
commenter’s suggestion, but at this time 
we are not removing the requirement 
that services with status indicator ‘‘V’’ 
cannot be billed on the same claim with 
the same date of service as HCPCS code 
G0379 for direct admission to 
observation care for separate payment 
for HCPCS code G0379 to be made. We 
believe that the circumstances under 
which a patient would have a hospital 
visit (clinic or emergency room), sees a 
physician outside the hospital for an 
unrelated reason later in the same day, 
and then be directed on that same day 
to the same hospital where he or she 
had the first hospital visit for direct 
admission to observation for observation 
services that would be packaged (that is, 
not for chest pain, congestive heart 
failure, or asthma) but for which we 
would make separate payment for the 
direct admission to observation would 
be very rare. The OCE editing cannot 
deal with the complexity of this unusual 
sequence of events. Thus, if the 
observation services were not separately 

payable in such a scenario, payment for 
the direct admission to observation and 
the accompanying observation services 
would be packaged with payments for 
the other separately payable services on 
the claim, including the day’s earlier 
hospital visit if all of these services were 
billed on the claim. 

As discussed in the data section 
(section II.A.) of this final rule with 
comment period and in Change Request 
4047, issued on October 14, 2005, some 
nonrepetitive OPPS services provided 
on the same day by a hospital may be 
billed on different claims, provided that 
all charges associated with each 
procedure or service being reported are 
billed on the same claim with the 
HCPCS code which describes that 
service. We reiterate that it is vitally 
important that all of the charges that 
pertain to a nonrepetitive, separately 
paid procedure or service be reported on 
the same claim with that procedure or 
service. Only thus can we develop 
complete and accurate median costs for 
ratesetting purposes. We also emphasize 
that this relaxation of same day billing 
requirements for some nonrepetitive 
services does not apply to nonrepetitive 
services provided on the same day as 
either direct admission to observation 
care or observation services because the 
OCE claim-by-claim logic cannot 
function properly unless all services 
related to the episode of observation 
care, including hospital clinic visits, 
emergency department visits, critical 
care services, and ‘‘T’’ status 
procedures, are reported on the same 
claim. Further instruction on billing 
repetitive and nonrepetitive hospital 
services can be found in Change Request 
4047 cited above. 

Specifically with respect to the billing 
of HCPCS code G0379 for direct 
admission to observation care, we 
expect that hospitals will only bill this 
service if a patient is admitted directly 
to observation care after being seen by 
a physician in the community. Although 
our OCE logic is performed on a claim- 
by-claim basis, hospitals should not bill 
HCPCS code G0379 for direct admission 
to observation care on the same day as 
hospital clinic visits, emergency room 
visits, critical care services, and ‘‘T’’ 
status procedures that are related to the 
subsequent admission to observation 
care. Instead, hospitals should bill all of 
the services associated with the 
observation care, including hospital 
clinic visits, emergency room visits, 
critical care services, and ‘‘T’’ status 
procedures, on the same claim so that 
the OCE logic may appropriately 
determine the separately payable or 
packaged payment status of HCPCS 
codes G0378 and G0379. 

In summary, we are implementing as 
final our proposed CY 2006 payment 
policies for observation services under 
the OPPS. We are also implementing the 
policy related to the new HCPCS code 
G0379 as proposed in order to continue 
paying for direct admission to 
observation at a rate equal to that of a 
Low Level Clinic Visit when a Medicare 
beneficiary is directly admitted into a 
hospital outpatient department for 
observation care that does not qualify 
for separate payment under APC 0339. 

D. Proposed and Final Criteria for 
Separately Payable Observation Services 
(APC 0339) 

For CY 2006, we proposed to continue 
applying the existing CY 2005 criteria 
(69 FR 65830), which determine if 
hospitals may receive separate payment 
for medically necessary observation care 
provided to a patient with congestive 
heart failure, chest pain, or asthma. In 
addition, we proposed to continue our 
policy of packaging payment for all 
other observation services into the 
payments for the separately payable 
services with which the observation 
service is reported. As explained 
previously in section XI.B. of this 
preamble, the only changes we 
proposed are related to the code 
hospitals will use to report observation 
services, and the point at which a 
payment determination is made. Rather 
than requiring the hospital to determine 
prior to claims submission whether 
patient condition and the services 
furnished meet the criteria for payment 
of APC 0339, that determination would 
shift to the claims processing modules 
installed by the fiscal intermediaries to 
process all OPPS bills, thereby reducing 
the administrative burden on hospitals. 

Criteria for separate observation 
service payments include 
documentation of specific ICD–9–CM 
diagnostic codes; the length of time a 
patient is in observation status; hospital 
services provided before, during, and 
after the patient receives observation 
care; and ongoing physician evaluation 
of the patient’s status. 

As we stated in Program Transmittal 
A–02–129 released in January 2003, we 
will continue to update any changes in 
the list of ICD–9–CM codes required for 
payment of HCPCS code G0378 
resulting from the October 1 annual 
update of ICD–9–CM in the October 
quarterly update of the OPPS. The ICD– 
9–CM codes for CY 2006 through 
October 2006 are listed in Table 35. As 
we proposed, below are the criteria that 
we will continue using in CY 2006 to 
determine if hospitals may receive 
separate OPPS payment for medically 
necessary observation care provided to 
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a patient with congestive heart failure, 
chest pain, or asthma. 

1. Diagnosis Requirements 

a. The beneficiary must have one of 
three medical conditions: congestive 
heart failure, chest pain, or asthma. 

b. The hospital bill must report as the 
reason for visit or principal diagnosis an 

appropriate ICD–9–CM code (as shown 
in Table 30 below) to reflect the 
condition. 

c. The qualifying ICD–9–CM diagnosis 
code must be reported in Form Locator 
(FL) 76, Patient Reason for Visit, or FL 
67, principal diagnosis, or both, in order 
for the hospital to receive separate 
payment for APC 0339. If a qualifying 

ICD–9–CM diagnosis code(s) is reported 
in the secondary diagnosis field but is 
not reported in either the Patient Reason 
for Visit field (FL 76) or in the principal 
diagnosis field (FL 67), separate 
payment for APC 0339 will not be 
allowed. 

BILLING CODE 4120–01–P 
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BILLING CODE 4120–01–C 

2. Observation Time 

a. Observation time must be 
documented in the medical record. 

b. A beneficiary’s time in observation 
(and hospital billing) begins with the 
beneficiary’s admission to an 
observation bed. 

c. A beneficiary’s time in observation 
(and hospital billing) ends when all 
clinical or medical interventions have 
been completed, including followup 
care furnished by hospital staff and 
physicians that may take place after a 
physician has ordered the patient be 
released or admitted as an inpatient. 

d. The number of units reported with 
HCPCS code G0378 must equal or 
exceed 8 hours. 

3. Additional Hospital Services 

a. The hospital must provide on the 
same day or the day before and report 
on the same claim: 

• An emergency department visit 
(APC 0610, 0611, or 0612) or 

• A clinic visit (APC 0600, 0601, or 
0602); or 

• Critical care (APC 0620); or 
• Direct admission to observation 

services using HCPCS code G0379 (APC 
0600). 

b. No procedure with a ‘‘T’’ status 
indicator can be reported on the same 
day or day before observation care is 
provided. 

4. Physician Evaluation 

a. The beneficiary must be in the care 
of a physician during the period of 
observation, as documented in the 
medical record by admission, discharge, 
and other appropriate progress notes 
that are timed, written, and signed by 
the physician. 

b. The medical record must include 
documentation that the physician 
explicitly assessed patient risk to 
determine that the beneficiary would 
benefit from observation care. 

The APC Panel met in August 2005 
and made several recommendations for 
clarification of the observation policy, 
including that CMS offer further 
guidance regarding the definition of 
end-time of observation services, billing 
the new HCPCS G-codes in relation to 
the currently required evaluation and 
management visit codes, the typical 
length of observation time, and if the 
hospital has the ability to issue an 
Advance Beneficiary Notice (ABN) and 
under what circumstances. 

We appreciate the consideration of 
the issues by the APC Panel and will 
continue to evaluate its 
recommendations as we gather claims 
data based on the new G-codes. We also 

appreciate the APC Panel’s concern for 
clear coding and billing guidance. We 
will provide detailed guidance 
regarding billing for observation 
services in an upcoming Internet-only 
manual update and ‘‘Medlearn Matters’’ 
article. For further clarification, this 
guidance will also include a restatement 
of when observation hours begin and 
end, and a discussion of appropriate 
billing of the G-codes for observation 
services in relationship to other services 
also billed by hospitals. As we have 
stated before in reference to the 
appropriate duration of observation 
services, we believe that in the 
overwhelming majority of cases, 
decisions can be and are routinely made 
in less than 48 hours, and generally in 
less than 24 hours, regarding whether to 
release a beneficiary from the hospital 
following resolution of the reason for 
the outpatient visit or whether to admit 
the beneficiary as an inpatient (69 FR 
65830, November 15, 2004). 

In response to the APC Panel’s 
recommendation for clarification 
concerning if and when a hospital may 
issue an ABN, all hospital observation 
services, regardless of the duration of 
the observation care, that are medically 
reasonable and necessary are covered by 
Medicare, and hospitals receive OPPS 
payments for such observation services. 
We make separate payment for 
observation care only for the three 
conditions previously defined that also 
meet our specific criteria, and payments 
for all other reasonable and necessary 
observation services are packaged into 
the payments for other separately 
payable services provided to the patient 
on the same day. An ABN should not be 
issued in the context of reasonable and 
necessary observation services, whether 
packaged or not. 

The APC Panel also recommended 
that CMS reevaluate expanding the list 
of diagnoses eligible for separate 
payment for observation. 

We appreciate this recommendation 
by the APC Panel. While we believe that 
it is premature to expand the conditions 
for which we would separately pay for 
observation services, we believe that the 
coding changes we are finalizing for CY 
2006 will result in more consistent and 
accurate hospital claims. The data 
gathered from these claims will allow 
further analysis of the appropriateness 
of expanding the number of separately 
payable conditions. 

In addition, the APC Panel 
recommended that CMS establish a 
mechanism to reimburse separately for 
observation services when specific 
HCPCS codes with status indicator ‘‘T’’ 
are also on the claim with observation 
services on the day of or the day 

preceding observation care. The APC 
Panel believed that sometimes 
observation services could be provided 
on the same day as ‘‘T’’ status 
procedures, but be unassociated with 
those procedures, as the observation 
care could be related to treatment of 
chest pain, asthma, or congestive heart 
failure for which we might otherwise 
make separate payment. 

Although we appreciate the 
discussion of the APC Panel and this 
recommendation, we believe that in 
most cases, where observation care is 
billed on a claim on the same date as a 
‘‘T’’ status procedure, the observation 
services are most likely related to post- 
procedural observation for which we do 
not make separate payment. As we take 
on the administrative responsibility for 
determining which observation services 
we will pay separately for, we have 
limited ability to determine the 
temporal order of ‘‘T’’ status procedures 
in relationship to the observation 
services. In addition, considering that 
there are over 13,000 ‘‘T’’ status codes 
paid under the OPPS, it would be an 
extremely large administrative burden 
for us to individually evaluate each ‘‘T’’ 
status code to determine if there may be 
an exception to the rule in some clinical 
circumstances, where observation care 
would precede or be unassociated with 
the ‘‘T’’ status procedure. We will 
discuss this issue again with the APC 
Panel in future APC Panel meetings and 
will examine the utilization patterns 
and costs of procedure-related 
observation services in our claims data 
based on the new G-code reporting of 
observation care. 

We note, as described earlier in the 
context of billing HCPCS code G0379 for 
direct admission to observation, that 
through Change Request 4047 issued on 
October 14, 2005, we have recently 
relaxed our previous requirement to bill 
all OPPS services provided on the same 
day on the same claim. In the case of 
observation care, because of the OCE 
claim-by-claim logic, in order for us to 
make proper determinations regarding 
packaging or separate payment for 
observation services consistent with our 
payment policy to make separate 
observation payment only for the three 
specified medical conditions, all 
services associated with the observation 
care, including hospital clinic visits, 
emergency room visits, critical care 
services, and ‘‘T’’ status procedures that 
may have resulted in the need for 
observation care, must be reported on 
the same claim. 

Comment: Several commenters 
requested clarification of the billing 
process, such as how to bill observation 
services when the patient is seen over 
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the midnight hour. Three commenters 
requested that CMS issue further billing 
guidance in the form of prompt issuance 
of program transmittals and manual 
changes, as well as a possible training 
package for hospitals to use when 
training physicians so that physicians 
can receive the same instructions from 
all facilities to which they admit 
patients. 

Response: We appreciate these 
suggestions and, as stated earlier, we 
will provide detailed guidance 
regarding billing for observation 
services in an upcoming Internet-only 
manual update and ‘‘Medlearn Matters’’ 
article. 

Comment: Several commenters 
recommended that CMS reevaluate 
expanding the list of diagnoses eligible 
for separate payment for observation. 
One commenter requested that CMS 
consider adding the following 
diagnoses: 466.0—Acute bronchitis; 
466.11 (Acute bronchitis due to RSV); 
466.19 (Acute bronchitis due to oth 
infects organism); 491.21 (Chr 
obstructive bronchitis, w acute 
exacerbation); 491.22 (Chr obstructive 
bronchitis, w acute bronchitis); and 496 
(Chr obstructive pulmonary disease). 
The commenter stated that the current 
asthma diagnoses that receive separate 
payment include some patients with 
chronic obstructive pulmonary disease 
(COPD), but not all patients with COPD, 
and that physicians are frequently 
nonspecific when stating a diagnosis, 
which then leads to a wide variety of 
assignments of asthma and COPD codes. 
In addition, the commenter reasoned 
that the care of a patient with asthma, 
bronchitis, or COPD is very similar as 
far as the diagnostic tests performed, 
medications ordered, and clinical care 
provided. 

Response: Our separately payable 
observation policy includes only 
diagnoses directly related to asthma. 
While we acknowledge that some of 
these conditions may have similar 
symptoms or a similar clinical course to 
asthma, we do not consider these 
diagnoses codes to represent asthma. In 
addition, there may be significant 
differences in responses to treatment for 
patients with these other diagnoses. 
Therefore, we are not adding the 
suggested diagnoses at this time. 

Comment: One commenter requested 
that CMS and the APC Panel study the 
possible expansion of the conditions for 
which separate payment would be 
provided to include the diagnoses of 
febrile neutropenia, chemotherapy 
hypersensitivity reaction, and 
hypovolemia, electrolyte imbalance. 
Another commenter requested that CMS 
consider adding the diagnosis codes for 

coronary artery disease as valid 
conditions for separate payment of 
observation. 

Response: We appreciate the 
comments that we received from these 
commenters regarding possible 
additions to the list of diagnoses eligible 
for separate payment for observation 
services. Although we are not 
implementing in the CY 2006 OPPS the 
recommendations made by commenters 
and the APC Panel to expand separate 
payment for observation to include 
conditions in addition to congestive 
heart failure, asthma, and chest pain, we 
will continue to analyze our data based 
on the new G-codes and will study the 
feasibility and impact of such changes 
in eligible diagnoses as we consider 
future updates of the OPPS. We believe 
that the use of the new G-code for 
reporting hourly observation services 
should yield much more robust and 
reliable claims data upon which to base 
such further analyses. 

Comment: One commenter 
recommended that CMS establish a 
mechanism to reimburse separately for 
observation services when specific 
HCPCS codes with status indicator ‘‘T’’ 
are also on the claim with observation 
services on the day of or the day 
preceding observation care. The 
commenter stated that the intensity and 
types of service for these types of 
procedures can be similar and that 
procedural complications or physician 
planned overnight observation can 
apply to status ‘‘T’’ procedures such as 
breast procedures and interventional 
radiology procedures. The commenter 
also expressed concern that patients 
initially in observation for chest pain 
may proceed to cardiac catheterization 
evaluations, and the current rule would 
seem to limit separate payment for 
observation services in this situation, 
even though the observation was for 
chest pain and it preceded the cardiac 
catheterization. The commenter 
requested that CMS either allow both 
‘‘S’’ and ‘‘T’’ status services to be on the 
claim or discontinue this edit. 

Response: Our changes in coding and 
OCE logic for CY 2006 do not affect the 
criteria for separately payable 
observation services. We do not intend 
to make separate payment for 
observation services following surgical 
or interventional procedures, and, in 
general, these services may be most 
readily identified by their ‘‘T’’ status 
under the OPPS. As we stated 
previously in response to a similar 
recommendation by the APC Panel, we 
believe that in most cases, where 
observation care is billed on a claim on 
the same date as a ‘‘T’’ status procedure, 
the observation services are most likely 

related to post-procedural observation 
for which we do not make separate 
payment. We refer the readers to the 
previous response for further 
explanation. 

Comment: One commenter 
recommended that CMS reconsider 
requiring hospitals to report one of the 
ICD–9–CM diagnosis codes designated 
for payment of APC 0339 as the 
admitting or primary diagnosis on the 
hospital claim. The commenter was 
concerned that if we restrict the position 
of the diagnosis code to the admitting or 
principal field, many claims that 
otherwise meet the criteria for separate 
payment of observation services will not 
be payable because coding rules and the 
frequency by which Medicare 
beneficiaries with asthma, congestive 
heart failure, or chest pains have other 
presenting signs, symptoms, and 
clinical conditions will result in 
inappropriate placement of the requisite 
diagnosis code. The commenter 
recommended that CMS accept the 
required diagnosis in any diagnosis 
field. 

Response: As we stated in the CY 
2005 OPPS final rule with comment 
period, we do not agree that this 
requirement will result in many claims 
for APC 0339 not being paid. Rather, we 
believe that requiring hospitals to report 
the signs, symptoms, and conditions 
that are the reason for the patient’s visit 
will enhance coding accuracy and 
ensure that Medicare is paying 
appropriately for APC 0339 by limiting 
separate payment to those observation 
services furnished to monitor asthma, 
chest pain, and congestive heart failure. 
If we were to accept the required ICD– 
9–CM diagnosis code as a secondary 
diagnosis, we would remain concerned 
that we may be making separate 
payment for observation for conditions 
other than asthma, congestive heart 
failure, or chest pain because these 
conditions are reported in the secondary 
diagnosis field even though they are not 
the clinical reason that the patient is 
receiving observation services. 

In summary, after careful 
consideration of the comments we 
received related to the criteria required 
for separate payment of observation 
services (APC 0339), we have decided to 
continue using the criteria as proposed 
for CY 2006. We will analyze the data 
that will be gathered through the 
reporting of the new HCPCS codes 
G0378 and G0379 to further study the 
implications of expanding the list of 
conditions eligible for separate payment 
for observation services. In addition, we 
will be issuing additional guidance for 
reporting and billing observation 
services in the form of a change request 
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updating the Internet-only manual and 
a ‘‘Medlearn Matters’’ article. 

XII. Procedures That Will Be Paid Only 
as Inpatient Procedures 

A. Background 

Section 1833(t)(B)(i) of the Act gives 
the Secretary broad authority to 
determine the services to be covered 
and paid for under the OPPS. Before 
implementation of the OPPS in August 
2000, Medicare paid reasonable costs for 
services provided in the outpatient 
department. The claims submitted were 
subject to medical review by the fiscal 
intermediaries to determine the 
appropriateness of providing certain 
services in the outpatient setting. We 
did not specify in regulations those 
services that were appropriate to 
provide only in the inpatient setting and 
that, therefore, should be payable only 
when provided in that setting. 

In the April 7, 2000 final rule with 
comment period, we identified 
procedures that are typically provided 
only in an inpatient setting and, 
therefore, would not be paid by 
Medicare under the OPPS (65 FR 
18455). These procedures comprise 
what is referred to as the ‘‘inpatient 
list.’’ The inpatient list specifies those 
services that are only paid when 
provided in an inpatient setting because 
of the nature of the procedure, the need 
for at least 24 hours of postoperative 
recovery time or monitoring before the 
patient can be safely discharged, or the 
underlying physical condition of the 
patient. As we discussed in the April 7, 
2000 final rule with comment period (65 
FR 18455) and the November 30, 2001 
final rule (66 FR 59856), we use the 
following criteria when reviewing 
procedures to determine whether or not 
they should be moved from the 
inpatient list and assigned to an APC 
group for payment under the OPPS: 

• Most outpatient departments are 
equipped to provide the services to the 
Medicare population. 

• The simplest procedure described 
by the code may be performed in most 
outpatient departments. 

• The procedure is related to codes 
that we have already removed from the 
inpatient list. 

In the November 1, 2002 final rule 
with comment period (67 FR 66792), we 
removed 43 procedures from the 
inpatient list for payment under OPPS. 
We also added the following criteria for 
use in reviewing procedures to 
determine whether they should be 
removed from the inpatient list and 
assigned to an APC group for payment 
under the OPPS: 

• We have determined that the 
procedure is being performed in 
multiple hospitals on an outpatient 
basis; or 

• We have determined that the 
procedure can be appropriately and 
safely performed in an ambulatory 
surgical center (ASC) and is on the list 
of approved ASC procedures or 
proposed by us for addition to the ASC 
list. 

We believe that these additional 
criteria help us to identify procedures 
that are appropriate for removal from 
the inpatient list. 

In the November 7, 2003 final rule 
with comment period (68 FR 63465), no 
significant changes were made to the 
inpatient list. In the November 15, 2004 
final rule with comment period (69 FR 
65834), we removed 22 procedures from 
the inpatient list, effective for services 
furnished on or after January 1, 2005. 

B. Proposed and Final Changes to the 
Inpatient List 

For CY 2006 OPPS, we used the same 
methodology as described in the 
November 15, 2004 final rule with 
comment period (69 FR 65837) to 
identify a subset of procedures currently 
on the inpatient list that were being 
widely performed on an outpatient 
basis. These procedures were then 
clinically reviewed for possible removal 
from the inpatient list. We solicited 
input from the APC Panel on the 
appropriateness of the removal of 26 
procedures from the inpatient list at the 
February 2005 APC Panel meeting. The 
APC Panel recommended that these 26 
procedures be removed from the list and 
further recommended that CMS 
consider CPT code 37183 (Remove 
hepatic shunt (TIPS)) for removal. We 
agreed with the APC Panel’s 
recommendation that CPT code 37183 
be removed from the inpatient list for 
CY 2006 and we proposed to remove it 
from the inpatient list. In addition, the 
APC Panel recommended that CMS 
review site of service data on 
laminectomy services, which currently 
have status indicator C and are on the 
inpatient list, to determine whether the 
procedures are being performed in the 
hospital outpatient setting with enough 
frequency to be assigned to APCs for 
payment under the OPPS. 

However, subsequent to the APC 
Panel’s February 2005 meeting, we 
conducted further clinical evaluations 
of three procedures (CPT codes 33420, 
65273, and 59856) included among the 
26 procedures that the APC Panel 
recommended for removal from the 
inpatient list. Upon further clinical 
evaluation of CPT code 33420 
(Valvotomy, mitral valve; closed heart), 

we found that the utilization data 
suggesting that this procedure is an 
office-based procedure were errant. 
Additional sources of utilization data 
suggested that this procedure is 
predominately performed on an 
inpatient basis. Concomitant with not 
meeting our criteria of being performed 
on an outpatient basis in multiple 
hospitals and not appearing on the ASC 
list of approved procedures, we were 
not compelled to support the removal of 
this procedure from the inpatient list. 
For this reason, we proposed to retain 
CPT code 33420 on the inpatient list for 
CY 2006. 

CPT codes 65273 and 59856 were 
similarly reevaluated because of our 
concern with the HCPCS long 
descriptors for these two codes. The 
long descriptors for these codes are as 
follows: CPT code 65273 (Repair of 
laceration; conjunctiva, by mobilization 
and rearrangement, with 
hospitalization) and CPT code 59856 
(Induced abortion, by one or more 
vaginal suppositories (eg, prostaglandin) 
with or without cervical dilation (eg, 
laminaria), including hospital 
admission and visits, delivery of fetus 
and secundines; with dilation and 
curettage and/or evacuation). The long 
descriptors indicate that hospital 
admission or hospitalization is included 
in the codes for these two procedures, 
which leads us to believe that these two 
procedures do not meet the established 
criteria for removal from the inpatient 
list. The same code descriptor for CPT 
code 65273, but without hospitalization, 
is assigned to CPT code 65272, which is 
already separately payable under the 
OPPS. Therefore, we proposed to retain 
CPT codes 65273 and 59856 on the 
inpatient list for CY 2006. 

In addition, we proposed to remove 
CPT code 62160 (Neuroendoscopy) from 
the inpatient list. Questions about this 
service have been raised to us by the 
hospital community because CPT code 
62160 is an add-on CPT code (that is, a 
code that is commonly performed as an 
‘‘additional or supplemental’’ procedure 
to the primary procedure). Two of the 
separately coded services that CPT 
indicates are to be used with the add- 
on code are currently payable under the 
OPPS. Further clinical evaluation of this 
add-on procedure and its use in various 
sites of service leads us to believe it is 
appropriate for removal from the 
inpatient list. 

Therefore, for CY 2006, we proposed 
to remove 25 procedures from the 
inpatient list and to assign 23 of these 
procedures to clinically appropriate 
APCs. We did not propose to assign two 
of these procedures to APC groups, that 
is, CPT codes 00634 (Anesthesia for 
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procedures in lumbar region; 
chemonucleoysis) and 01190 
(Anesthesia for obturator neurectomy; 
intrapelvic) because they are anesthesia 
procedures for which no separate 
payment is made under the OPPS. 
Payment for these two procedures will 
be packaged into the procedures with 
which they are billed. We proposed that 
the changes to the inpatient list would 
be effective for services furnished on or 
after January 1, 2006. 

We received numerous public 
comments on our proposed assignment 
of procedures to the inpatient list for the 
CY 2006 OPPS. 

Comment: No commenter objected to 
the removal of the 25 procedures from 
the inpatient list. However, commenters 
requested that CMS eliminate the 
inpatient list. Among the reasons cited 
in the comments is that physicians are 
not bound by the list for payment for 
their professional services but are the 
decisionmakers regarding where a 
procedure is performed. The 
commenters stated that physicians often 
are unaware of the payment restrictions 
placed on the hospital by the inpatient 
list or, because their payment is 
unaffected by the list’s constraints, may 
not be concerned with the hospital’s 
payment. They pointed out that these 
factors make implementation and 
administration of the inpatient list very 
difficult for hospitals. 

The commenters requested that if 
CMS does retain the list, that CMS make 
a strong effort to educate physicians 
about the hospital issues related to the 
inpatient list by, at a minimum, posting 
the inpatient list and an explanation of 
it on CMS’ physician Web sites and on 
carrier Web sites. 

Commenters also stated that teaching 
hospitals, where many of the procedures 
that are on the inpatient list are 
performed on an outpatient basis for the 
first time, are affected by the policy 
more than are nonteaching hospitals, 
because there is usually a significant 
time gap between when the services are 
performed safely in teaching hospital 
outpatient departments and ‘‘most’’ 
hospital outpatient departments. They 
asserted that criteria should be revised 
to allow a procedure to be removed from 
the list when it can be performed safely 
in a hospital outpatient department 
rather than based on the number of 
outpatient departments in which it may 
be safely performed. 

The commenters also urged CMS to 
establish an appeal process in the event 
that the list is not eliminated. They 
believe that a process that would allow 
for case-by-case review of the 
documentation for inpatient procedures 
that were performed in the outpatient 

department may serve to alleviate some 
hospital losses and provide information 
to CMS regarding procedures that may 
be good candidates for removal from the 
list. 

Finally, the commenters once again 
stated that they strongly supported the 
February, 2004 APC Panel’s 
recommendation that CMS eliminate the 
inpatient list. 

Response: We are not eliminating the 
inpatient list at this time. We continue 
to believe that there are services that 
cannot be safely and effectively 
delivered to Medicare beneficiaries in 
the hospital outpatient setting. We are 
concerned that elimination of the 
inpatient list could result in unsafe or 
uncomfortable care for Medicare 
beneficiaries. Among the potential 
results of eliminating the list are long 
observation stays after some procedures 
and imposition of OPPS copayments, 
which could differ significantly from a 
beneficiary’s inpatient cost-sharing 
responsibilities. 

We believe that it is important for 
hospitals to educate physicians on 
Medicare services provided under the 
OPPS to avoid inadvertently providing 
services in a hospital outpatient setting 
that are more appropriately performed 
in an inpatient setting. However, we 
will follow up on the commenters’ 
recommendations regarding what CMS 
may be able to do to supplement 
hospitals’ physician education efforts. 

Comment: Several commenters 
requested that CMS issue billing 
instructions for instances where 
hospitals have charges for an inpatient 
procedure performed in the outpatient 
department in addition to other services 
on the bill. Commenters were concerned 
that some fiscal intermediaries allow 
payment for the services other than the 
inpatient procedure, while other fiscal 
intermediaries do not. They also 
requested that CMS include in the 
proposed rule explanations for any new 
Category III CPT codes that CMS assigns 
to the inpatient list. 

Response: Billing instructions are 
outside of the scope of the final rule, but 
we will look into the billing issues as 
suggested by the commenters. With 
regard to new Category III CPT codes 
released by the AMA on January 1 for 
implementation on July 1 of a given 
year, we refer the readers to section 
III.E. of this final rule for a description 
of our process for recognizing these 
codes and receiving public comments 
on their status under the OPPS. We will 
respond to those comments in the final 
rule, here for CY 2007. With regard to 
new Category III CPT codes released by 
the AMA on July 1 for implementation 
in January and new Category I CPT 

codes released in the fall for 
implementation in January, because of 
the timing of the release of these codes 
we are unable to provide discussions of 
those assignments in any proposed rule. 
Instead, consistent with current 
practice, we will continue to designate 
these codes with comment indicator 
‘‘NI’’ in the final rule to indicate that we 
are assigning them an interim payment 
status which is subject to public 
comment following publication of the 
final rule that implements the annual 
OPPS update. We believe that these 
processes provide ample opportunity for 
the public to comment regarding the 
assignments of new CPT codes to the 
inpatient list prior to our finalizing such 
assignments. 

Comment: One commenter requested 
that CMS clarify that just because 
services are not on the inpatient list that 
does not mean they can only be 
provided in the outpatient setting. 

Response: Many services payable 
under the OPPS may also be payable by 
Medicare when they are provided in 
other outpatient settings, including 
ASCs and physician offices, and in 
inpatient settings, depending on the 
clinical circumstances and health care 
delivery practices surrounding the care 
of specific Medicare beneficiaries. As 
we have stated previously, the OPPS 
inpatient list is a list of procedures that 
are only paid by Medicare when they 
are provided in an inpatient setting, and 
the absence of procedures from the 
inpatient list should not be interpreted 
as identifying those procedures as 
appropriately performed only in the 
outpatient setting. 

Comment: Several commenters 
requested that CMS remove additional 
procedures from the inpatient list. In 
addition, the APC Panel recommended 
that CMS review site of service data on 
certain laminectomy services, which 
currently have status indicator C and are 
on the inpatient list, to determine 
whether the procedures are being 
performed in the hospital outpatient 
setting with enough frequency to be 
assigned to APCs for payment under the 
OPPS. None of the commenters 
provided us with specific evidence to 
support statements that the procedures 
were being performed on an outpatient 
basis in a safe and effective manner, nor 
did they suggest appropriate APC 
assignments for the procedures. 

The commenters requested that the 
CPT codes for procedures shown in 
Table 35 below be removed from the 
inpatient list. 

BILLING CODE 4210–01–P 
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BILLING CODE 4210–01–C 

Response: We carefully evaluated 
each of the 17 procedures the 
commenters requested for deletion from 
the inpatient list. With the exception of 
one of the procedures, we found that 16 
of the procedures are performed on 
Medicare beneficiaries more than 90 
percent of the time in the inpatient 
setting and are associated with more 
than 23 hour recovery times. Some of 
the procedures are associated with an 
expectation of 4 to 5 day hospital stays. 
Two of the codes (63043 and 63044) are 
for ‘‘add-ons’’ to procedures that are not 
included on the inpatient list (63040, 

Laminotomy (hemilaminectomy), with 
decompression of nerve root(s), 
including parital facetectomy, 
foraminotomy and/or excision of 
herniated intervertebral disk, 
reexploration, single interspace; cervical 
and 63042, Laminotomy 
(hemilaminectomy), with 
decompression of nerve root(s), 
including parital facetectomy, 
foraminotomy and/or excision of 
herniated intervertebral disk, 
reexploration, single interspace; 
lumbar). We are retaining codes 63043 
and 63044 on the inpatient list because 
when these ‘‘add-on’’ services are 

performed in addition to the base 
procedures, the resulting complete 
surgical sessions involve more extensive 
surgery, longer intraoperative times, 
longer recovery periods, and a higher 
frequency of performance in the 
inpatient setting, than do the base 
procedures alone that are not included 
on the inpatient list. 

We will take this opportunity to 
remind the public that the 
determinations for inclusion on the 
inpatient list are made for the Medicare 
population. Thus, although some 
procedures may be routinely performed 
on an outpatient basis for younger 
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patients, their safe performance in the 
outpatient hospital setting may be much 
rarer for older individuals who are 
likely to have a number of comorbidities 
and slower recovery times. For 
procedures that are not included on the 
inpatient list, we rely on the 
practitioners’ judgment to determine on 

a patient-by-patient basis whether or not 
a particular procedure would be most 
appropriately performed in the inpatient 
setting. We believe that these 16 
procedures should remain on the 
inpatient list for the CY 2006 OPPS. 

The one procedure that we believe is 
appropriate for deletion from the 
inpatient list is code 63075. We found 

evidence that this procedure is being 
performed safely in some outpatient 
settings with increasing frequency. We 
are deleting the procedure from the 
inpatient list and assigning it to APC 
0208 (Laminotomies and 
Laminectomies) for CY 2006. 

BILLING CODE 4210–01–P 
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BILLING CODE 4210–01–C 

C. Ancillary Outpatient Services When 
Patient Expires (-CA Modifier) 

In the November 1, 2002 final rule 
with comment period (67 FR 66798), we 
discussed the creation of a new HCPCS 
modifier -CA to address situations 
where a procedure on the OPPS 
inpatient list must be performed to 
resuscitate or stabilize a patient (whose 
status is that of an outpatient) with an 
emergent, life-threatening condition, 
and the patient dies before being 
admitted as an inpatient. In Transmittal 
A–02–129, issued on January 3, 2003, 
we instructed hospitals on the use of 
this modifier when submitting a claim 
on bill type 13x for a procedure that is 
on the inpatient list and assigned the 
payment status indicator (SI) ‘‘C.’’ 
Conditions to be met for hospital 
payment for a claim reporting a service 
billed with modifier -CA include a 
patient with an emergent, life- 
threatening condition on whom a 
procedure on the inpatient list is 
performed on an emergency basis to 
resuscitate or stabilize the patient. For 
CY 2003, a single payment for otherwise 
payable outpatient services billed on a 
claim with a procedure appended with 
this new -CA modifier was made under 
APC 0977 (New Technology Level VIII, 
$1,000–$1,250), due to the lack of 
available claims data to establish a 
payment rate based on historical 
hospital costs. 

As discussed in the November 7, 2003 
final rule with comment period, we 
created APC 0375 to pay for services 
furnished on the same date as a 
procedure with SI ‘‘C’’ and billed with 
the modifier -CA (68 FR 63467) because 
we were concerned that payment under 
a New Technology APC would not 
result in an appropriate payment. 
Payment under a New Technology APC 
is a fixed amount that does not have a 
relative payment weight and, therefore, 
is not subject to recalibration based on 
hospital costs. In the absence of hospital 
claims data to determine costs, the 
clinical APC 0375 payment rate for CY 
2004 was set at of $1,150, which was the 
payment amount for the newly 
structured New Technology APC that 
replaced APC 0977. 

For CY 2005, payment for otherwise 
payable outpatient services furnished on 
the same date of service that a 
procedure with SI ‘‘C’’ was performed 
on an emergent basis on an outpatient 
who died before inpatient admission 
and where modifier -CA was appended 
to the inpatient procedure continued to 
be made under APC 0375 (Ancillary 
Outpatient Services When Patient 
Expires) at a payment rate of $3,217.47. 

As discussed in the November 15, 2004 
final rule with comment period (69 FR 
65841), the payment median was set in 
accordance with the same methodology 
we followed to set payment rates for the 
other procedural APCs in CY 2005, 
based on the relative payment weight 
calculated for APC 0375. A review of 
the 18 hospital claims utilized for 
ratesetting revealed a reasonable mix of 
outpatient services that a hospital could 
be expected to furnish during an 
encounter with a patient with an 
emergency condition requiring 
immediate medical intervention, as well 
as a wide range of costs. 

For CY 2006, we did not propose any 
changes to our payment policy for 
services billed on the same date as a ‘‘C’’ 
status procedure appended with 
modifier -CA. We proposed to continue 
to make one payment under APC 0375 
for the services that meet the specific 
conditions discussed in previous rules 
for using modifier -CA, based on 
calculation of the relative payment 
weight for APC 0375, using charge data 
from CY 2004 claims for line items with 
a HCPCS code and status indicator ‘‘V,’’ 
‘‘S,’’ ‘‘T,’’ ‘‘X,’’ ‘‘N,’’ ‘‘K,’’ ‘‘G,’’ and ‘‘H,’’ 
in addition to charges for revenue codes 
without a HCPCS code. 

In accordance with this methodology, 
for the CY 2006 proposed rule, we 
calculated a median cost of $2,528.61 
for APC 0375 for the aggregated 
otherwise payable outpatient hospital 
services based on 300 CY 2004 hospital 
claims reporting modifier -CA with an 
inpatient procedure. These 300 claims 
were billed by 218 different hospital 
providers, each submitting between 1 
and 10 claims with modifier -CA 
appended to a ‘‘C’’ status procedure. 
This median cost for APC 0375 is 
relatively consistent with the median 
calculated for the CY 2005 OPPS 
update, and, as expected, the hospital 
claims once again show a wide range of 
costs. Nevertheless, we are concerned 
with the very large increase in the 
volume of hospital claims billed with 
the -CA modifier from CY 2003 to CY 
2004, growing from 18 to 300 claims 
over that 1-year time period. We 
acknowledge that modifier -CA was first 
introduced in CY 2003, and in CY 2003 
and CY 2004 hospitals may have been 
experiencing a learning curve with 
respect to its appropriate use on claims 
for services payable under the OPPS. 

However, our clinical review for the 
proposed rule of the 300 claims 
reporting modifier -CA lends some 
support to our early concerns regarding 
the increased CY 2004 modifier volume 
and hospitals’ possible incorrect use of 
the modifier for services that do not 
meet the payment conditions we 

established. Hospitals should be using 
this modifier only under circumstances 
described in section VI of Transmittal 
A–02–129, which provided specific 
billing guidance for the use of modifier 
-CA. In addition to expected use of the 
-CA modifier for exploratory 
laparotomies and insertions of intra- 
aortic balloon assist devices, other 
unanticipated examples of ‘‘C’’ status 
procedures reported with the -CA 
modifier by hospitals in CY 2004 
include knee arthroplasty, 
thyroidectomy, repair of nonunion or 
malunion of the femur, and 
thromboendarterectomy of the carotid, 
vertebral, or subclavian arteries. 
Moreover, few of the claims also include 
a clinic or emergency room visit on the 
same date of service as the procedure 
appended with modifier -CA, as might 
be expected for some patients 
presenting to a hospital with serious 
medical conditions which require 
urgent interventions with inpatient 
procedures. We are concerned that some 
procedures reported by hospitals with 
the -CA modifier in CY 2004 may not 
have been provided to patients with 
emergent, life-threatening conditions, 
where the inpatient procedure was 
performed on an emergency basis to 
resuscitate or stabilize the patient. 
Instead, those procedures may have 
been provided to hospital outpatients as 
scheduled inpatient procedures that 
were not emergency interventions for 
patients in critical or unstable condition 
and such circumstances would have 
been inconsistent with our billing and 
payment rules regarding correct use of 
the -CA modifier to receive payment for 
APC 0375. In light of these claims 
findings and our current analysis, we 
will continue to closely monitor 
hospital use of modifier -CA, following 
changes in the claims volume, noting 
inpatient procedures to which the -CA 
modifier is appended, examining other 
services billed on the same date as the 
inpatient procedure, and analyzing 
specific hospital patterns of billing for 
services with modifier -CA appended, to 
assess whether a proposal to change our 
policies regarding payment for APC 
0375 would be warranted in the future 
or whether hospitals require further 
education regarding correct use of the 
modifier -CA. 

We received several public comments 
concerning our proposed payment for 
APC 0375. 

Comment: A few commenters 
indicated that the -CA modifier policy 
supports an important function for 
hospitals and should be retained. 
Commenters suggested that the 
increased use of the modifier noted by 
CMS may be due to hospitals only 
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recently becoming aware of the 
relatively new modifier. 

In response to CMS’ question about 
why few of the claims with a -CA 
modifier included a clinic or emergency 
department visit on the same date of 
service, the commenters speculated that 
perhaps the beneficiary came in for a 
scheduled procedure but due to 
complications, the physician finds it 
necessary to provide a service that they 
had not otherwise intended to perform 
in an outpatient setting and the patient 
then died prior to inpatient admission. 

Response: Despite the comments we 
received, we remain concerned that, 
while our billing and payment rules 
indicate that the inpatient procedure on 
the claim should be performed on an 
emergency basis to stabilize the patient 
if the modifier -CA is to be reported, on 
many of our claims, the -CA modifier 
was appended to inpatient list 
procedures that would likely not have 
been emergency resuscitative 
procedures. We remind hospitals to 
review our billing and payment rules for 
using the -CA modifier described in 
section VI. Of Transmittal A–02–129. 
Hospitals should limit their use of the 
-CA modifier to only those claims where 
all of the conditions outlined are met. 

After careful consideration of the 
public comments received, we have 
decided that we will make no change to 
our -CA modifier policy at this time. We 
will continue to monitor the use of the 
modifier and will continue to encourage 
educational efforts by interested parties 
regarding appropriate use of the -CA 
modifier on OPPS claims. 

XIII. Indicator Assignments 

A. Status Indicator Assignments 

The payment status indicators (SIs) 
that we assign to HCPCS codes and 
APCs under the OPPS play an important 
role in determining payment for services 
under the OPPS because they indicate 
whether a service represented by a 
HCPCS code is payable under the OPPS 
or another payment system and also 
whether particular OPPS policies apply 
to the code. In the CY 2006 OPPS 
proposed rule, we provided for CY 2006 
our proposed status indicator 
assignments for APCs in Addendum A, 
for the HCPCS codes in Addendum B, 
and the definitions of the status 
indicators in Addendum D1. 

Specifically, for CY 2006, we 
proposed to use the following status 
indicators in the specified manner: 

• ‘‘A’’ to indicate services that are 
billable to fiscal intermediaries but are 
paid under some payment method other 
than OPPS, such as under the durable 
medical equipment, prosthetics, 

orthotics, and supplies (DMEPOS) fee 
schedule or the Medicare Physician Fee 
Schedule. Some, but not all, of these 
other payment systems are identified in 
Addendum D1. 

• ‘‘B’’ to indicate the services that are 
billable to fiscal intermediaries but are 
not payable under the OPPS when 
submitted on an outpatient hospital Part 
B bill type, but that may be payable by 
fiscal intermediaries to other provider 
types when submitted on an appropriate 
bill type. 

• ‘‘C’’ to indicate inpatient services 
that are not payable under the OPPS. 

• ‘‘D’’ to indicate a code that is 
discontinued, effective January 1, 2006. 

• ‘‘E’’ to indicate items or services 
that are not covered by Medicare or 
codes that are not recognized by 
Medicare. 

• ‘‘F’’ to indicate acquisition of 
corneal tissue which is paid on a 
reasonable cost basis, certain CRNA 
services, and hepatitis B vaccines that 
are paid on a reasonable cost basis. 

• ‘‘G’’ to indicate drugs and 
biologicals that are paid under the OPPS 
transitional pass-through rules. 

• ‘‘H’’ to indicate pass-through 
devices, brachytherapy sources, and 
separately payable 
radiopharmaceuticals that are paid on a 
cost basis. 

• ‘‘K’’ to indicate drugs and 
biologicals (including blood and blood 
products) that are paid in separate APCs 
under the OPPS, but that are not paid 
under the OPPS transitional pass- 
through rules. 

• ‘‘L’’ to indicate flu and 
pneumococcal immunizations that are 
paid at reasonable cost but to which no 
coinsurance or copayment apply. 

• ‘‘M’’ to indicate services that are 
only billable to carriers and not to fiscal 
intermediaries and that are not payable 
under the OPPS. 

• ‘‘N’’ to indicate services that are 
paid under the OPPS, but for which 
payment is packaged into another 
service or APC group. 

• ‘‘P’’ to indicate services that are 
paid under the OPPS, but only in partial 
hospitalization programs. 

• ‘‘Q’’ to indicate packaged services 
subject to separate payment under OPPS 
payment criteria. 

• ‘‘S’’ to indicate significant 
procedures that are not discounted 
when multiple and that are subject to 
separate APC payment under the OPPS. 

• ‘‘T’’ to indicate significant services 
that are paid under the OPPS and to 
which the multiple procedure payment 
discount under the OPPS applies. 

• ‘‘V’’ to indicate medical visits 
(including emergency department or 
clinic visits) that are paid under the 
OPPS. 

• ‘‘X’’ to indicate ancillary services 
that are paid under the OPPS. 

• ‘‘Y’’ to indicate nonimplantable 
durable medical equipment that must be 
billed directly to the durable medical 
equipment regional carrier rather than 
to the fiscal intermediary. 

We proposed the payment status 
indicators identified above, of which 
indicators ‘‘M’’ and ‘‘Q’’ are new for CY 
2006, for each HCPCS code and each 
APC listed in Addenda A and B and we 
requested comments on the 
appropriateness of the indicators that 
we proposed to assign. 

We received numerous comments 
regarding the appropriateness of the 
status indicator assignment for specific 
HCPCS codes which we discuss in other 
related sections of this final rule with 
comment period. In addition, we 
received several general comments 
regarding the payment status indicators 
and their proposed uses, which are 
discussed below. 

Comment: Several commenters 
recommended that CMS revise the 
definition of status indicator ‘‘H’’ which 
had been initially used only for pass- 
through device categories paid on a cost 
basis that were not subject to 
coinsurance. The commenters argued 
that the proposed expansion of ‘‘H’’ to 
include brachytherapy sources that are 
paid on a cost basis and 
radiopharmaceuticals that we proposed 
to pay on a cost basis for CY 2006 is 
inconsistent in classification because 
coinsurance applies to these items. 

One commenter made 
recommendations regarding other status 
indicators. For indicator ‘‘A,’’ the 
commenter requested that CMS identify 
what fee schedule each HCPCS code is 
paid under. For indicator ‘‘B,’’ the 
commenter recommended that if the 
HCPCS code was paid to physicians, the 
same code should be paid to hospitals. 
The commenter also requested that CMS 
revise the definition of status indicator 
‘‘E’’ to separately identify services that 
were not covered by Medicare according 
to statute from those not covered for 
other reasons. Lastly, the commenter 
asked whether hospitals could 
automatically follow the language in the 
‘‘C’’ status indicator descriptor, which 
states, ‘‘Not paid under the OPPS. 
Admit patient. Bill as inpatient.’’ 

Response: We have established 
specific status indicators in the OPPS 
for the principal purpose of making 
appropriate payment for services under 
the OPPS because we must signal the 
claims processing system through the 
OCE software as to HCPCS codes that 
are paid under the OPPS and those 
codes to which particular OPPS 
payment policies apply. 
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With respect to those HCPCS codes 
proposed for CY 2006 with the status 
indicator ‘‘H,’’ all of those codes have 
individual APC assignments that are 
unique. Because the APCs for these 
items each contain only one HCPCS 
code, we have chosen to associate the 
application of coinsurance or the lack 
thereof within each of these APCs in our 
claims processing system. Therefore, in 
CY 2005, the APCs for pass-through 
device categories do not have associated 
coinsurance, whereas the APCs for 
brachytherapy sources are subject to a 
20-percent coinsurance. Similarly, for 
separately payable 
radiopharmaceuticals in CY 2006, their 
APCs will be subject to a 20-percent 
coinsurance. Therefore, we have no 
operational need to establish a new 
status indicator to separately identify 
the coinsurance status of HCPCS codes 
paid on a cost basis under the OPPS. 
However, we will indicate that pass- 
through device categories receive 

separate cost-based pass-through 
payments that are not subject to 
coinsurance in the OPPS payment status 
description of status indicator ‘‘H’’ in 
Addendum D. We are finalizing for CY 
2006 our proposed expansion of the 
definition of status indicator ‘‘H’’ to 
include radiopharmaceutical agents. 

With respect to the comments 
concerning status indicators ‘‘A’’ and 
‘‘E,’’ the OPPS has no administrative 
need to make the distinctions suggested 
by the commenter. Regarding HCPCS 
codes assigned status indicator ‘‘B,’’ in 
some cases such services may be paid to 
physicians and not to hospitals because 
the services are professional services 
only, not requiring hospital resources. 
In other cases, there may be alternate 
HCPCS codes that are recognized for the 
services under the OPPS. Therefore, we 
do not believe that status indicator ‘‘B’’ 
needs to be modified. 

Lastly, status indicator ‘‘C’’ identifies 
services that are only paid in an 

inpatient setting because of the nature of 
the procedures, their associated 
recovery times, or the physical 
conditions of the patients. Therefore, 
these services are not paid by Medicare 
under the OPPS. While the OPPS 
payment status explanation suggests 
what a hospital might do regarding 
admission and billing for such services, 
hospitals must follow all of their own 
and Medicare’s policies and procedures 
regarding inpatient hospital admissions 
and inpatient billing. 

We are finalizing the definitions of 
status indicators ‘‘H’’ and ‘‘K’’ as noted 
in Table 37 below. Consequently, all 
pass-through device categories active in 
CY 2006 are assigned status indicator 
‘‘H’’ and are not subject to coinsurance, 
while brachytherapy sources and 
radiopharmaceuticals assigned status 
indicator ‘‘H’’ will be subject to 
coinsurance. 

TABLE 37.—CY 2006 DEFINITIONS OF STATUS INDICATORS ‘‘H’’ AND ‘‘K’’ 

Status indicator Item/code/service OPPS payment status 

H .............................. (1) Pass-Through Device Categories .................................... (1) Separate cost-based pass-through payment; Not sub-
ject to coinsurance. 

(2) Brachytherapy Sources .................................................... (2) Separate cost-based nonpass-through payment. 
(3) Radiopharmaceutical Agents ........................................... (3) Separate cost-based nonpass-through payment. 

K .............................. Non-Pass-Through Drugs and Biologicals ............................ Paid under OPPS; Separate APC payment. 

We are also finalizing our policy 
regarding status indicator ‘‘Q.’’ HCPCS 
codes with status indicator ‘‘Q’’ are 
either separately payable or packaged, 
depending on the specific 
circumstances of their billing. 
Addendum B displays the APC 
assignments of those codes with ‘‘Q’’ 
status when they are separately payable. 
OCE claims processing logic will be 
applied to codes assigned status 
indicator ‘‘Q’’ in order to determine if 
the service will be packaged or 
separately payable. In the event that a 
code is separately payable, the HCPCS 
code will receive an APC payment that 
corresponds to the APC listed in 
Addendum B, and would be subject to 
any discounting policies applied to that 
APC (identified by the APC status 
indicator). For CY 2006, hospital 
observation G-codes are assigned ‘‘Q’’ 
status; specific discussion of the 
payment policy applying to these 
services can be found in section IX. of 
this final rule with comment period. 

B. Comment Indicators for the CY 2006 
OPPS Final Rule 

In the CY 2006 proposed rule, we 
proposed to continue to use the two 
comment indicators finalized in the 

November 15, 2004 final rule with 
comment period (69 FR 65827 and 
65828) to identify in this CY 2006 final 
rule the assignment status of a specific 
HCPCS code to an APC and the 
timeframe when comments on the 
HCPCS APC assignment will be 
accepted. The two comment indicators 
are listed below and in Addendum D2. 

• ’’NF’’—New code, final APC 
assignment; Comments were accepted 
on a proposed APC assignment in the 
Proposed Rule; APC assignment is no 
longer open to comment. 

• ’’NI’’—New code, interim APC 
assignment; Comments will be accepted 
on the interim APC assignment for the 
new code. 

Comment: Several commenters 
expressed concern regarding changes in 
the proposed APC assignments for 
several codes (for example, CPT codes 
63655 and 78700) that were not 
specifically addressed in the proposed 
rule. The commenters believed that the 
proposed new APC assignments for 
these codes were made in error. 

Response: In general, changes in 
proposed APC assignments that were 
not discussed in detail in the proposed 
rule were made to improve clinical and 
resource homogeneity of the APC 

groups. We noted in the proposed rule 
that the payment status indicators for 
each APC and HCPCS code in Addenda 
A and B are subject to comment (70 FR 
42748), and included the APC 
assignment of all individual HCPCS 
codes. 

Specific changes based on APC Panel 
recommendations are noted in the 
related topic sections of this final rule 
with comment period under section I.D. 
We discuss other changes throughout 
the final rule to address particular 
interests or concerns of the public. 
Addendum B of this final rule with 
comment period provides the status 
indicator and, where applicable, the 
APC assignment for those HCPCS codes 
that are payable under the OPPS, as well 
as those HCPCS codes that are being 
discontinued in CY 2006. To facilitate 
review of these changes, we are 
establishing new comment indicator 
‘‘CH’’ in this final rule with comment 
period to designate HCPCS codes in 
Addendum B whose status indicator or 
APC assignment, or both, for the 
upcoming year will change from what 
they are in the current year: 

• ‘‘CH’’—Active HCPCS codes in 
current year and next calendar year; 
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status indicator and/or APC assignment 
have changed. 

For example, in Addendum B of this 
final rule with comment period, the 
APC assignment and/or status indicator 
assignment for HCPCS codes flagged 
with comment indicator ‘‘CH’’ will be 
different for services furnished on or 
after January 1, 2006, than they were for 
services furnished on December 31, 
2005. A HCPCS code showing comment 
indicator ‘‘CH’’ in Addendum B is not 
open to comment as they are so 
indicated only for the ease of the public 
to review the changes made from FY 
2005 to CY 2006. Rather, in Addendum 
B of this final rule with comment 
period, only HCPCS codes flagged with 
comment indicator ‘‘NI’’ are subject to 
public comment. 

XIV. Nonrecurring Policy Changes 

A. Payments for Multiple Diagnostic 
Imaging Procedures 

Currently, under the OPPS, hospitals 
billing for diagnostic imaging 
procedures receive full APC payments 
for each service on a claim, regardless 
of how many procedures are performed 
using a single imaging modality and 
whether or not contiguous areas of the 
body are studied in the same session. In 
its March 2005 Report to Congress, 
MedPAC recommended that the 

Secretary should improve Medicare 
coding edits that detect unbundled 
diagnostic imaging services and reduce 
the technical component payment for 
multiple imaging services when they are 
performed on contiguous areas of the 
body (Recommendation 3–B). MedPAC 
pointed out that Medicare’s payment 
rates are based on each service being 
provided independently and that the 
rates do not account for efficiencies that 
may be gained when multiple studies 
using the same imaging modality are 
performed in the same session. Further, 
MedPAC stated that those efficiencies 
are especially likely when contiguous 
body areas are the focus of the imaging 
because the patient and equipment have 
already been prepared for the second 
and subsequent procedures, potentially 
yielding resource savings in areas such 
as clerical time, technical preparation, 
and supplies, elements of hospital costs 
for imaging procedures that are reflected 
in APC payment rates under the OPPS. 

Under the OPPS, we have a 
longstanding policy of reducing 
payment for multiple surgical 
procedures performed on the same 
patient in the same operative session 
(§ 419.44(a) of the regulations). In such 
cases, full payment is made for the 
procedure with the highest APC 
payment rate, and each subsequent 

procedure is paid at 50 percent of its 
respective APC payment rate. In the 
proposed rule, we indicated that we 
believed that a similar policy for 
payment of diagnostic imaging services 
would be more appropriate than our 
current policy because it would lead to 
more appropriate payment for multiple 
imaging procedures of contiguous body 
areas that are performed during the 
same session. 

In our efforts to determine whether or 
not such a policy would improve the 
accuracy of OPPS payments, in the CY 
2006 OPPS proposed rule, we identified 
11 ‘‘families’’ of imaging procedures by 
imaging modality (ultrasound, 
computerized tomography (CT) and 
computerized tomography angiography 
(CTA), magnetic resonance imaging 
(MRI) and magnetic resonance 
angiography (MRA)) and contiguous 
body area (for example, CT and CTA of 
Chest/Thorax/Abdomen/Pelvis), as 
displayed in Table 38. Using those 
families of procedures, we examined 
OPPS bills for CY 2004 and found that 
there were numerous claims reporting 
more than one imaging procedure 
within the same family provided to a 
beneficiary by a hospital on the same 
day. 

BILLING CODE 4210–01–P 
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(Computed tomography, pelvis; without 
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tomography, abdomen; without contrast 
material) are for studies of two adjacent 
body regions. Appropriate diagnostic 
evaluation of many constellations of 
patients’ signs and symptoms and 
potentially affected organ systems may 
involve assessment of pathology in both 
the abdomen and pelvis, body areas that 
are anatomically and functionally 
closely related. Therefore, both studies 
are frequently performed in the same 
session to provide the necessary clinical 
information to diagnose and treat a 
patient. Although each procedure, by 
itself, entails the use of hospital 
resources, including certain staff, 
equipment, and supplies, some of those 
resource costs are not incurred twice 
when the procedures are performed in 
the same session and, thus we believed, 
should not be paid as if they were. 
Beginning with the beneficiary’s arrival 
in the outpatient department, costs are 
incurred only once for registering the 
patient, taking the patient to the 
procedure room, positioning the patient 
on the table for the CT scan, among 
others. We proposed a reduction 
because we believed that reducing the 
payment for the second and subsequent 
procedures within the identified 
families might result in more accurate 
payments with respect to the hospital 
resources utilized for multiple imaging 
procedures performed in the same 
session. 

OPPS bills do not contain detailed 
information on the hospitals’ costs that 
are incurred in furnishing imaging 
procedures. Much of the cost is 
packaged and included in the overall 
charges for the procedures. Even if 
bundled costs are reported with charges 
on separate lines either with HCPCS 
codes or with revenue codes, when 
there are multiple procedures on the 
claims, it is impossible for us to 
accurately attribute bundled costs to 
each procedure. However, at the time of 
issuance of the proposed rule, our 
analysis of CY 2004 hospital claims 
convinced us that some discounting of 
multiple imaging procedures is 
warranted. In order to determine the 
level of adjustment that would be 
appropriate for the second and 
subsequent procedures performed 
within a family in the same session, we 
used the MPFS methodology and data. 

Under the resource-based practice 
expense methodology used for Medicare 
payments to physicians, specific 
practice expense inputs of clinical labor, 
supplies and equipment are used to 
calculate ‘‘relative value units’’ on 
which physician payments are based. 
When multiple images are acquired in a 
single session, most of the clinical labor 
activities are not performed twice and 

many of the supplies are not furnished 
twice. Specifically, we consider that the 
following clinical labor activities 
included in the ‘‘technical component’’ 
(TC) of the MPFS are not duplicated for 
subsequent procedures: Greeting, 
positioning and escorting the patient; 
providing education and obtaining 
consent; retrieving prior exams; setting 
up the IV; and preparing and cleaning 
the room. In addition, we consider that 
supplies, with the exception of film, are 
not duplicated for subsequent 
procedures. Equipment time and 
indirect costs are allocated based on 
clinical labor time in the physician 
payment methodology and therefore, we 
believe, these inputs should be reduced 
accordingly. 

We performed analyses and found 
that excluding those practice expense 
inputs, along with the corresponding 
portion of equipment time and indirect 
costs, supported a 50-percent reduction 
in the payment for the TC portion of 
subsequent procedures. The items and 
services that make up hospitals’ facility 
costs are generally very similar to those 
that are counted in the TC portion of the 
MPFS for diagnostic imaging 
procedures. We believed that the 
analytic justification for a 50-percent 
reduction of the TC for the second and 
subsequent imaging procedures using 
the MPFS input data also provided a 
basis for a similar relative reduction to 
payments for multiple imaging 
procedures performed in the hospital 
outpatient department. Therefore, we 
proposed to make a 50-percent 
reduction in the OPPS payments for 
some second and subsequent imaging 
procedures performed in the same 
session, similar to our policy of 
reducing payments for some second and 
subsequent surgical procedures. 

We proposed to apply the multiple 
imaging procedure reduction only to 
individual services described by codes 
within one family, not across families. 
Reductions would apply when more 
than one procedure within the family is 
performed in the same session. For 
example, no reduction would apply to 
an MRI of the brain (CPT code 70552) 
in code Family 5, when performed in 
the same session as an MRI of the spinal 
canal and contents (CPT code 72142) in 
code Family 6. We proposed to make 
full payment for the procedure with the 
highest APC payment rate, and payment 
at 50 percent of the applicable APC 
payment rate for every additional 
procedure in the same family, when 
performed in the same session. 

At its August 2005 meeting, the APC 
Panel heard testimony that provided 
evidence against proceeding with the 
proposal to discount for multiple 

diagnostic imaging procedures at this 
time based on logic that efficiencies 
related to multiple imaging procedures 
were already captured in the OPPS 
claims data. The Panel made its 
recommendation that CMS should 
postpone implementation of the policy 
for a year so that we may gather more 
data on the implications of those 
changes. The Panel also recommended 
that CMS work with the American 
College of Radiology and other 
stakeholders in that process. 

Comment: Many commenters on the 
proposed rule requested that we 
postpone implementation of the 
proposed discounting policy until we 
perform further analyses and are able to 
find more substantial, supporting 
hospital-based data. The commenters 
stated that our use of the MPFS data was 
an inappropriate basis for estimating 
costs and cost efficiencies in the 
hospital outpatient department and that 
a 50-percent reduction for second and 
subsequent services provided in the 
same imaging session was unwarranted. 
Commenters stated that the hospital cost 
data used by CMS to set payment rates 
already reflect savings due to the 
efficiencies of performing multiple 
procedures during the same session, and 
that the proposed policy to discount 
second and subsequent procedures is 
actually tantamount to discounting 
those procedures twice. 

In addition, other commenters 
suggested that a lower percentage 
reduction may be more accurate. Some 
commenters also provided specific 
recommendations for modifications to 
the procedures included in the families 
eligible for discounting. One commenter 
indicated that CMS had failed to 
consider differences in patient 
preparation requirements for some 
imaging procedures that would 
necessitate significant additional time 
between the two tests, even though they 
are being performed during the same 
session. The commenters asserted that 
any discounting payment policy would 
systematically disadvantage hospitals 
relative to other settings for imaging 
services and that the negative effect on 
rural hospitals, who commonly lease 
expensive capital equipment such as 
MRI machines, would result in 
discontinuation of essential diagnostic 
radiology services in many areas. 
Finally, the commenters identified 
implementation issues that we had not 
addressed in the proposed rule, such as 
defining what we meant as ‘‘the same 
session.’’ 

Response: After careful consideration 
of the public comments received, the 
results of additional analyses of CY 
2004 OPPS claims data, and the APC 
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Panel recommendation, we have 
decided not to finalize our proposal to 
discount for multiple diagnostic 
imaging procedures at this time. In 
calculating median costs for outpatient 
imaging procedures in the radiology 
families we proposed for discounting, 
for most hospitals’ claims, we used a 
hospital-specific diagnostic radiology 
CCR for the conversion of charges to 
costs. Some hospitals reported costs and 
charges in nonstandard cost centers for 
ultrasound, CT, or MRI services, and, in 
general, those modality-specific CCRs 
were lower than their CCRs for 
diagnostic radiology. Those lower CCRs 
were not inconsistent with hospitals’ 
experiences of particular efficiencies in 
providing multiple ultrasound, CT, or 
MRI services in a single setting, without 
reductions in charges for those multiple 
procedure sessions. 

For the majority of hospitals for 
which we used diagnostic radiology 
CCRs to convert charges to costs for 
ultrasound, CT, and MRI procedures, we 
were concerned about whether these 
CCRs were too general and broad to 
reflect the efficiencies of providing 
multiple imaging procedures on 
contiguous body parts. We found that 
the imaging procedures we identified as 
eligible for the proposed payment 
reductions accounted for approximately 
half of the total OPPS charges attributed 
by the OPPS to hospitals’ diagnostic 
radiology cost centers. This result 
suggests that costs and charges related 
to ultrasound, CT, and MRI services in 
the 11 proposed families are significant 
contributors from the OPPS to hospitals’ 
diagnostic radiology cost centers; we 
also recognize that costs and charges are 
incurred in diagnostic radiology cost 
centers for inpatients and patients not 
insured by Medicare. We have no way 
of knowing how patterns of costs and 
charges for those patients contribute to 
hospitals’ diagnostic radiology CCRs, 
but we have no specific reason to 
believe that their patterns of services 
would be very different than those for 
Medicare beneficiaries in the hospital 
outpatient setting. Thus, it may be 
correct that our median costs for 
imaging services in the 11 families 
proposed for the reduction policy reflect 
a reduced median based, in part, on 
hospitals’ provision of multiple scans in 
one session. 

Although our analyses provided no 
definite answer regarding whether, and 
by how much, the OPPS median costs 
for single imaging services in the 11 
proposed families are reduced due to 
existing hospital efficiencies related to 
multiple services as compared with the 
hypothetical median costs for actual 
single services, our analyses do not 

disprove the commenters’ contentions 
that there are efficiencies already 
reflected in their hospital costs, and 
therefore, their CCRs and the median 
costs for the procedures. Further, the 
results of our initial analyses do support 
the recommendation that we should 
defer implementation of the proposed 
multiple imaging procedure reduction 
policy to perform additional analyses. 
Depending upon the results of our 
analyses, in a future rule we may 
propose revisions to the structure of our 
rates in order to ensure that these rates 
properly reflect the relative costs of 
initial and subsequent imaging 
procedures. 

Comment: MedPAC expressed 
support of our multiple imaging 
discounting proposal and suggested that 
it would be preferable for CMS to be 
able to make the proposed reductions 
without the requirement for budget 
neutrality so that budget savings and 
lower cost sharing for beneficiaries 
would result. MedPAC realized that 
CMS is statutorily required to maintain 
budget neutrality in all changes made to 
the OPPS and, therefore, suggested that 
the Secretary offer a legislative proposal 
to Congress to allow us to capture 
potential savings. 

Response: We appreciate MedPAC’s 
support for our proposed policy. We are 
also appreciative of the preliminary 
work that MedPAC has provided in this 
area. We have carefully considered its 
suggestions, as well as those of other 
commenters, in determining whether to 
finalize our proposed multiple 
diagnostic imaging policy and will 
consider their suggestions regarding 
budget neutrality issues in our ongoing 
work on this issue. 

Given the evidence presented by the 
commenters, the recommendation of the 
APC Panel, and our further analysis of 
this issue, we are convinced that 
additional analyses are in order. 
Therefore, during the coming year, we 
will perform analyses of relevant data to 
determine what, if any, changes in our 
median cost calculations for imaging 
services or discounting policies, or both, 
could be appropriate to enable us to 
make more accurate payments for 
diagnostic imaging services. To the 
extent feasible, as recommended by the 
APC Panel, we will look to the 
stakeholders in this policy for 
additional information and input 
concerning further development. As we 
have stated, in a future rule we may 
propose revisions to the structure of our 
rates in order to ensure that these rates 
properly reflect the relative costs of 
initial and subsequent imaging 
procedures. 

B. Interrupted Procedure Payment 
Policies (Modifiers –52, –73, and –74) 

1. Modifier –52 
Since implementation of the OPPS in 

2000, we have required hospitals to 
report modifiers –52, –73, and –74 to 
indicate procedures that were 
terminated before their completion. 
Modifier –52 indicates partial reduction 
or discontinuation of services that do 
not require anesthesia, while modifiers 
–73 and –74 are used for procedures 
requiring anesthesia, where the patient 
was taken to the treatment room and the 
procedure was discontinued before 
anesthesia administration or after 
anesthesia administration/procedure 
initiation, respectively. The elective 
cancellation of procedures is not 
reported. Hospitals are paid 50 percent 
of the APC payment for services with 
modifier –73 appended and 100 percent 
for procedures with modifier –52 or –74 
reported, in accordance with § 419.44(b) 
of the regulations. In January 2005, we 
clarified, in Program Transmittal 442, 
the definition of anesthesia for purposes 
of billing for services furnished in the 
hospital outpatient department in the 
context of reporting modifiers –73 and 
–74. The APC Panel considered the 
current OPPS payment policies for 
interrupted procedures at its February 
2005 meeting and made a number of 
recommendations that are addressed in 
the following discussion. 

Current OPPS policy requires 
providers to use modifier –52 to 
indicate that a service that did not 
require anesthesia was partially reduced 
or discontinued at the physician’s 
discretion. The physician may 
discontinue or cancel a procedure that 
is not completed in its entirety due to 
a number of circumstances, such as 
adverse patient reaction or medical 
judgment that completion of the full 
study is unnecessary. The modifier is 
reported most often to identify 
interrupted or reduced radiological and 
imaging procedures, and our current 
policy is to make full payment for 
procedures with a –52 modifier. 

We have reconsidered our payment 
policy for interrupted or reduced 
services not requiring anesthesia and 
reported with a –52 modifier. At its 
February 2005 meeting, the APC Panel 
recommended continuing current OPPS 
payment policy at 100 percent of the 
APC payment for reduced services 
reported with modifier –52, although 
the APC Panel members acknowledged 
their limited familiarity with the 
specific outpatient hospital services and 
their clinical circumstances that would 
warrant the reporting of modifier –52. 
We examined our data to determine the 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00194 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68709 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

appropriateness of our current policy 
regarding payment for services that are 
reduced, and although some hospital 
resources are used to provide even an 
incomplete service, such as a radiology 
service, we are skeptical that it is 
accurate to pay the full rate for a 
discontinued or reduced radiological 
service. Compared to surgical 
procedures that require anesthesia, a 
number of general and procedure- 
specific supplies, and reserved 
procedure rooms that must be cleaned 
and prepared prior to performance of 
each specific procedure, the costs to the 
hospital outpatient department for the 
rooms and supplies typically associated 
with procedures not requiring 
anesthesia are much more limited. For 
example, the scheduling maintained for 
radiological services not requiring 
anesthesia generally exhibits greater 
flexibility than that for surgical 
procedures, and the procedure rooms 
are used for many unscheduled services 
that are fit in, when possible, between 
those that are scheduled. Consequently, 
we believe that the loss of revenue that 
may result from a surgical procedure 
being discontinued prior to its initiation 
in the procedure room is usually more 
substantial than that lost as the result of 
a discontinued service not requiring 
anesthesia, such as a radiology 
procedure. Nonetheless, under our 
current policy, Medicare makes the full 
APC payment for discontinued or 
reduced radiological procedures and 
only 50 percent of the APC payment for 
surgical procedures that are 
discontinued prior to initiation of the 
procedure or the administration of 
anesthesia. 

Therefore, we proposed to pay 50 
percent of the APC payment amount for 
a discontinued procedure that does not 
require anesthesia where modifier –52 is 
reported. We believed that this 
proposed payment would appropriately 
recognize the hospital’s costs involved 
with the delivery of a typical reduced 
service, similar to our payment policies 
for interrupted procedures that require 
anesthesia. 

We received many comments on our 
proposal to reduce by 50 percent the 
OPPS payment for claims for 
discontinued procedures reported with 
modifier –52. 

Comment: All of the commenters 
requested that CMS continue to make 
full payment for those procedures. One 
argument presented by commenters was 
that the modifier cannot be used for 
elective cancellations, and that 
discontinuations are often associated 
with some unanticipated incident 
related to the beneficiary’s clinical 
condition. They asserted that, in those 

cases, the provider must address the 
beneficiary’s clinical needs and because 
of the costs incurred as a result of those 
interventions, no fewer resources are 
used during the attempt to complete the 
procedure than there would have been 
if it had been completed without 
complications. 

In fact, many commenters asserted 
that failed attempts to complete 
procedures often result in much higher 
resource use than completed, 
uncomplicated procedures because the 
procedure’s discontinuation may come 
after many supplies and much time 
were expended. Further, they stated that 
a reduction in the OPPS payment is 
unfair because there are many times that 
no other procedures can be performed 
during the period that was scheduled 
for the incomplete procedure. 

Commenters also stated that CMS 
does not fully understand hospital 
operations and urged CMS to learn more 
before we implement such a payment 
reduction policy. They stated that there 
was no indication in the proposed rule 
that CMS conducted any analysis to 
support the proposed reduction. They 
believed that CMS must perform cost 
analyses regarding the procedures to 
which the modifier is applied in order 
to evaluate the types of other services 
delivered when procedures are 
interrupted and the resources expended 
in their delivery. 

Further, the commenters believed 
there is still confusion among providers 
regarding how to use the –52 modifier, 
and suggested that CMS review the data 
to evaluate the potential financial 
impact of the proposed policy because 
it may be applied disproportionately to 
those providers who use the modifier 
appropriately. 

Response: We have conducted 
analyses of our hospital claims data to 
examine the usage of the –52 modifier 
in CY 2004. Those analyses are the basis 
for our determination that a reduction in 
the OPPS payments for interrupted 
procedures reported with a –52 modifier 
is warranted. We discovered 120,000 
procedures in the CY 2004 hospital 
claims data with a –52 modifier 
appended. That level of use seemed 
high, and more in-depth analysis 
revealed that, although most of the 
usage was for imaging procedures, some 
of the services reported with the –52 
modifier were unexpected and 
inappropriate (that is, office visit and 
diagnostic colonoscopy). 

The results of our data analysis 
appear, to some degree, to conflict with 
much of the anecdotal information 
presented by the commenters. Although 
the commenters asserted that many 
times, discontinuation of procedures is 

associated with emergency 
interventions and use of additional 
resources, the data did not indicate that 
this was likely to have been the primary 
reason for the procedures to which the 
–52 modifier was appended in CY 2004. 
The highest frequency use of the –52 
modifier was among diagnostic imaging 
procedures that are typically not 
associated with adverse reactions (the 
top three procedures are imaging 
services without contrast), and we 
believe that there are some cost savings 
that result from not performing the 
entire procedure (for example, less film, 
less computer time, and less room time). 
As the claims for many of these 
procedures included little packaging 
and we found the line item charges for 
the services were not reduced when the 
–52 modifier was reported, we could 
generally not detect significant 
differences in costs for the same 
procedure, with and without the –52 
modifier reported. However, because the 
line item charges for the services were 
typically similar for completed and 
interrupted procedures, we do not 
believe that our claims analysis had the 
potential to reflect any true hospital cost 
savings when procedures were 
discontinued. In general, we did not 
observe increased costs for claims for 
services reported with the –52 modifier. 
Further, some of the services that had 
the –52 modifier appended do not 
require significant supplies or 
procedure rooms, but, rather, are 
provided in examination rooms or other 
nonspecific areas of the outpatient 
department. Therefore, only minimal 
costs would be incurred by the hospital 
for an incomplete procedure. 

Our data also indicated that the –52 
modifier was often used 
inappropriately. For example, 
diagnostic colonoscopies ordinarily 
require anesthesia and, therefore, when 
discontinued, are to be reported using 
the –73 or –74 modifiers, rather than 
modifier –52. However, what we found 
in the hospital claims data was that 
diagnostic colonoscopy was the fifth 
most frequently reported procedure 
with the –52 modifier. We expect that 
the frequency of –52 modifier use with 
procedures in which anesthesia was 
administered will have decreased for CY 
2005 as a result of our clarification 
regarding the use of modifiers –52, –73 
and –74 published in Transmittal 442 
issued in January 2005. 

We have examined our data and given 
careful consideration to the public 
comments and the APC Panel’s 
discussion and recommendations 
regarding OPPS payment policies for 
interrupted procedures. Given the 
nature of the procedures that were likely 
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reported appropriately with the –52 
modifier in CY 2004, we continue to 
believe that there are considerable 
savings associated with their incomplete 
performance. We think that in the 
hospital outpatient setting, there are 
generally many opportunities to utilize 
the rooms and equipment that would 
otherwise be left unused as a result of 
discontinued procedures. We also 
believe that, although there may be 
occasional instances in which a 
discontinued procedure appropriately 
reported with the –52 modifier 
consumes more resources than one that 
is completed without interruption, those 
are unusual events and the vast majority 
of discontinued cases are significantly 
less costly than completed procedures. 
Therefore, we are finalizing our 
proposed policy to apply a 50 percent 
reduction to the APC payments for 
interrupted procedures reported with 
the –52 modifier in CY 2006. 

Comment: One commenter requested 
that CMS give special consideration to 
capsule endoscopy of the esophagus if 
CMS makes final its proposal to reduce 
payment for procedures with the –52 
modifier. The commenter indicated that 
the procedure is correctly coded using 
CPT 91110 (Gastrointestinal tract 
imaging, intraluminal (e.g., capsule 
endoscopy), esophagus through ileum, 
with physician interpretation and 
report), with –52 appended to indicate 
that the ileum was not visualized, even 
in cases where visualization of the 
ileum was not intended. The commenter 
stated that, although the professional 
component costs are reduced if the 
ileum is not included in the test, the 
technical costs of the procedure are the 
same whether or not the ileum is 
visualized. 

The commenter suggested several 
options for accommodating the capsule 
endoscopy of the esophagus procedure 
in case CMS goes forward with the 
proposed –52 modifier policy. These 
included exempting hospitals from 
reporting the modifier with CPT 91110, 
establishing an administrative exception 
so that intermediaries would not reduce 
payment under the OPPS for the 
procedure, and establishing a different 
code for the procedure that would 
obviate the need for the –52 modifier. 

Response: We are finalizing our 
proposal to reduce payments for 
procedures to which the –52 modifier is 
appended. We do not believe that 
exempting the capsule endoscopy 
procedure from the reduction policy is 
practical or warranted, given our 
consideration of specific information 
available to use concerning the capsule 
endoscopy of the esophagus procedure 
and hospital cost and clinical 

information regarding other separately 
payable services under the OPPS. 
Moreover, even if we believed that it 
was appropriate, it is not feasible for us 
to selectively exempt individual 
procedures from the requirements of our 
OPPS payment policy for the –52 
modifier, nor should providers 
knowingly misuse a CPT code in 
contradiction to CPT instructions. 

While we do not establish HCPCS 
codes for new technology procedures 
that are described by existing HCPCS 
codes or combinations of HCPCS codes, 
we acknowledge that the commenter is 
concerned about the current CPT coding 
structure and its applicability to capsule 
endoscopy of the esophagus, along with 
the implications of the CY 2006 OPPS 
payment policy for services reported 
with the –52 modifier. As the AMA, 
through the CPT Editorial Panel, 
develops new CPT codes, provides 
coding instructions, and makes editorial 
changes to existing CPT codes, we 
encourage the commenter to bring its 
concerns about appropriate CPT coding 
for capsule endoscopy of the esophagus 
to the attention of the CPT Editorial 
Panel. 

2. Modifiers –73 and –74 
When a procedure requiring 

anesthesia is discontinued after the 
beneficiary was prepared for the 
procedure and taken to the room where 
it was to be performed but before the 
administration of anesthesia, hospitals 
currently report modifier –73 and 
receive 50 percent of the APC payment 
for the planned service. The APC Panel 
recommended that we make full APC 
payment for services with modifier –73 
reported, because significant hospital 
resources were expended to prepare the 
patient and the treatment room or 
operating room for the procedure. 
Although the circumstances that require 
use of modifier –73 occur infrequently, 
we continue to believe that hospitals 
realize significant savings when 
procedures are discontinued prior to 
initiation but after the beneficiary is 
taken to the procedure room. We believe 
savings are recognized for treatment/ 
operating room time, single use devices, 
drugs, equipment, supplies, and 
recovery room time. Thus, we believe 
our policy of paying 50 percent of the 
procedure’s APC payment when 
modifier –73 is reported remains 
appropriate. 

Further, in the CY 2006 proposed 
rule, we explored the possibility of 
applying a payment reduction for 
interrupted procedures in which 
anesthesia was to be used (and may 
have been administered) and the 
procedure was initiated. Currently, 

those cases are reported using modifier 
–74, and we make the full APC payment 
for the planned service. 

The payment policy for interrupted 
procedures reported with modifier –74 
was originally adopted because we 
believed that the facility costs incurred 
for discontinued procedures that were 
initiated to some degree were as 
significant to the hospital provider as 
for a completed procedure, including 
resources for patient preparation, 
operating room use, and recovery room 
care. However, we had come to question 
that underlying assumption, especially 
as many surgical procedures have come 
to require specialized and costly devices 
and equipment, and our APC payments 
include the costs for those devices and 
equipment. At the time of the CY 2006 
proposed rule, we expressed our belief 
that there may be costs that are not 
incurred in the event of a procedure’s 
discontinuation, if a hospital is 
managing its use of devices, supplies, 
and equipment efficiently and 
conservatively. For example, the 
patient’s recovery time may be less than 
the recovery time would have been for 
the planned procedure, because less 
extensive surgery was performed or 
costly devices planned for the 
procedure may not be used. 

The APC Panel recommended that we 
continue to pay 100 percent of the 
procedural APC payment when modifier 
–74 is appended to the surgical service 
because, in its opinion, procedures may 
frequently be terminated prior to 
completion because the patient is 
experiencing adverse effects from the 
surgical service or the anesthesia. The 
APC Panel speculated that, in fact, 
significant additional resources could be 
expended in such a situation to stabilize 
and treat the patient if a procedure were 
discontinued because of patient 
complications. However, we believed 
that many of such additional services, 
including critical care, drugs, blood and 
blood products, and x-rays that may be 
necessary to manage and treat such 
patients, are separately payable under 
the OPPS and thus the hospital’s costs 
need not be paid through the APC 
payment for the planned procedure. 
Because the OPPS is paying for the time 
in the operating room, recovery room, 
outpatient department staff, and 
supplies related to the typical 
procedure, it seemed that those costs 
might be lower in those infrequent cases 
when the procedure is initiated but not 
completed. We acknowledged that the 
costs on claims reporting a service with 
modifier –74 might be particularly 
diverse, depending upon the point in 
the procedure when the service was 
interrupted. Thus, in the proposed rule, 
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we specifically invited comment on the 
clinical circumstances in which 
modifier –74 is used in the hospital 
outpatient department, and the degree 
to which hospitals may experience cost 
savings in such situations where 
procedures are not completed. We were 
specifically interested in comments 
regarding the disposition of devices and 
specialized equipment that are not used 
because a procedure is discontinued 
after its initiation. In particular, we were 
interested in obtaining information 
about when during the procedure the 
decision to discontinue is typically 
made. 

We received numerous public 
comments on the use of modifiers–73 
and –74 and the associated costs of 
procedures billed with one of those 
modifiers. 

Comment: A number of commenters 
encouraged CMS to continue to make 
full OPPS payments for interrupted 
services requiring anesthesia that were 
coded with the –74 modifier to indicate 
that the procedures were interrupted 
after their initiation or after the 
administration of anesthesia. In 
response to the proposed rule in which 
we discussed our concerns about the 
appropriateness of our current policy of 
making full payment for those 
discontinued procedures, the 
commenters provided extensive detail 
about the variable clinical 
circumstances where the –74 modifier is 
correctly reported and provided 
examples of the hospital resources 
required in such circumstances. They 
believed that the resources were 
definitely not reduced because, in most 
cases, all supplies would have been 
opened, the patient would continue to 
require recovery time, and the operative 
session might actually be longer than 
usual because of patient complications 
or multiple unsuccessful attempts to 
complete a complicated procedure. 

In addition, numerous commenters 
recommended that CMS make full APC 
payments for services reported with a 
–73 modifier because of significant 
hospital resources required to prepare 
patients for those procedures. The 
commenters pointed out that the current 
OPPS payment policy indicates that 
CMS makes 50 percent of the APC 
payment when a –73 modifier is 
appended to a procedure that requires 
anesthesia and was interrupted after the 
patient was taken into the treatment 
room but prior to the administration of 
anesthesia. The commenters provided 
multiple examples of the types of costs 
incurred by hospitals in such 
circumstances, noting that the 
procedure might have been interrupted 
because a patient required treatment for 

an evolving medical condition, 
requiring significant hospital resources. 
They added that sterile supplies may 
have been opened and other resources, 
including staff time and allocated 
procedure room time, used. The 
commenters recommended that CMS 
make 100 percent of the APC payment 
when a –73 modifier is reported with a 
procedure. In addition, several 
commenters requested that CMS modify 
the definition of when the –73 modifier 
is to be used. They indicated a 
preference that the modifier be used 
earlier, when a procedure is cancelled 
while a patient is still in a holding room 
or preoperative suite where the patient 
has been prepared for surgery, rather 
than being applicable only after the 
patient has been taken into the 
treatment room. 

Response: We made no proposals to 
change our payment policies for 
procedures reported with modifiers –73 
and –74 for CY 2006. We appreciate the 
detailed comments we received on 
hospitals’ experiences with their use. 
We continue to believe that payment at 
50 percent of the APC rate is 
appropriate for procedures reported 
with modifier –73, as we believe, in 
particular, that there are significant 
savings associated with decreased 
procedure or operating room times and 
markedly reduced recovery times. We 
do not believe it is appropriate to make 
procedural APC payments for services 
cancelled prior to a patient’s entering 
the treatment or operating room. While 
specific hospital resources used in 
individual circumstances to prepare 
patients for surgery differ, in general, 
costs incurred in preoperative 
preparation are similar across surgical 
procedures (for example, establishment 
of intravenous access, pre-operative 
medication) and are unlikely to be 
closely related to the APC payments for 
the planned procedures. We expect that 
hospitals will continue to be cautious in 
expending resources preoperatively for 
procedures that may be cancelled prior 
to the patient entering the treatment 
room. Therefore, we will continue our 
current policy of a 50-percent reduction 
in the APC payment for services 
reported with the –73 modifier for the 
CY 2006 OPPS. 

We also will maintain our current 
policy of paying 100 percent of the APC 
payment for procedures reported with 
the –74 modifier for CY 2006. We agree 
with the commenters that, in general, 
the clinical circumstances where the 
–74 modifier is reported may be 
particularly diverse and unpredictable. 
While we understand that any 
reductions in APC payments under such 
circumstances could pose some risk of 

the OPPS making inappropriate 
payments for hospital resources utilized 
for such discontinued procedures, we 
remain concerned that making the full 
APC payment could also be 
inappropriate if a discontinued 
procedure with the –74 modifier 
appended was a high cost service 
requiring an expensive device that was 
not actually utilized. In the future, we 
may further examine our hospital claims 
data to analyze cost information for 
procedures reported with and without 
the –74 modifier. 

We will provide billing guidance for 
CY 2006 regarding modifiers –52, –73, 
and –74 to offer hospitals additional 
instructions regarding the appropriate 
use of the three modifiers in the OPPS. 
Our goal is to assure that hospitals 
understand and report these modifiers 
correctly so that they receive 
appropriate payments for the services 
they provide. 

XV. OPPS Policy and Payment 
Recommendations 

A. MedPAC Recommendations 

1. Report to the Congress: Medicare 
Payment Policy (March 2005) 

The Medicare Payment Advisory 
Commission (MedPAC) submits reports 
to Congress in March and June that 
summarize payment policy 
recommendations. The March 2005 
MedPAC report included the following 
two recommendations relating 
specifically to the hospital OPPS: 

a. Recommendation 1: The Congress 
should increase payment rates for the 
outpatient prospective payment system 
by the projected increase in the hospital 
market basket index less 0.4 percent for 
calendar year 2006. A discussion 
regarding hospital update payments, 
and the effect of the market basket 
update in relation to other factors 
influencing OPPS payment rates, is 
included in section II.C. (‘‘Conversion 
Factor Update for CY 2006’’) of this 
preamble. 

b. Recommendation 2: The Congress 
should extend hold-harmless payments 
under the outpatient prospective 
payment system for rural sole 
community hospitals and other rural 
hospitals with 100 or fewer beds 
through calendar year 2006. A 
discussion of the expiration of the hold- 
harmless provision is included in 
section II.F. of this preamble. See also 
section II.G. (‘‘Adjustment for Rural 
Hospitals’’) of this preamble for a 
discussion of section 411 of Pub. L. 
108–173. 
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2. Report to the Congress: Issues in a 
modernized Medicare Program— 
Payment for Pharmacy Handling Costs 
in Hospital Outpatient Departments 
(June 2005) 

A discussion of the MedPAC 
recommendations relating to pharmacy 
overhead payments in the hospital 
outpatient department can be found in 
section V. of the preamble of this final 
rule with comment period. 

B. APC Panel Recommendations 

Recommendations made by the APC 
Panel are discussed in sections of this 
preamble that correspond to topics 
addressed by the APC Panel. Minutes of 
the APC Panel’s February 2005 and 
August 2005 meeting are available 
online at http://www.cms.hhs.gov/faca/ 
apc/default.asp. 

C. GAO Hospital Outpatient Drug 
Acquisition Cost Survey 

A discussion of the June 30, 2005 
GAO report entitled ‘‘Medicare: Drug 
Purchase Prices for CMS Consideration 
in Hospital Outpatient Rate-Setting’’ 
and section 621(a)(1) of the MMA is 
included in section V. of the preamble 
of this final rule with comment period. 

XVI. Physician Oversight of 
Nonphysician Practitioners in Critical 
Access Hospitals 

A. Background 

Section 1820 of the Act, as amended 
by section 4201 of the Balanced Budget 
Act of 1997, Pub. L. 105–33, provides 
for the establishment of Medicare Rural 
Hospital Flexibility Programs 
(MRHFPs), under which individual 
States may designate certain facilities as 
critical access hospitals (CAHs). 
Facilities that are so designated and 
meet the CAH conditions of 
participations (COPs) under 42 CFR part 
485, subpart F, will be certified as CAHs 
by CMS. The MRHFP replaced the 
Essential Access Community Hospital 
(EACH)/ Rural Primary Care Hospital 
(RPCH) program. 

B. Proposed Policy Change in the 
Proposed Rule 

Under the former EACH/RPCH 
program, physician oversight was 
required for services provided by 
nonphysician practitioners such as 
physician assistants (PAs), nurse 
practitioners (NPs), and clinical nurse 
specialists (CNSs) in a CAH. Under the 
MRHFP, the statute likewise requires 
physician oversight for nonphysician 
practitioners. 

We note that under the EACH/RPCH 
program, we allowed for situations 
when the RPCH had an unusually high 

volume of outpatients (100 or more 
during a 2-week period) that were 
treated by nonphysician practitioners. 
We stated that it would be sufficient for 
a physician to review and sign a 25- 
percent sample of medical records for 
patients cared for by a nonphysician 
practitioner unless State practice and 
laws require higher standards for 
physician oversight for nonphysician 
practitioners. 

However, the current regulation does 
not distinguish between inpatient and 
outpatient physician oversight. 
Although the CAH CoPs at 
§ 485.631(b)(iv) provide that a doctor of 
medicine or osteopathy periodically 
reviews and signs the records of patients 
cared for by NPs, CNSs, or PAs, section 
1820(c)(2)(B)(iv)(III) of the Act states 
that CAH inpatient care provided by a 
PA or NP is subject to the oversight of 
a physician. The review of outpatient 
records is not addressed in the statute. 
Presently, for patients cared for by 
nonphysician practitioners, the 
interpretative guidelines set forth in 
Appendix W of the State Operations 
Manual (CMS Publication 7) set 
parameters for inpatient and outpatient 
physician reviews. To maintain 
consistency from the EACH/RPCH 
program to the CAH program, we 
indicated in the Interpretative 
Guidelines that CAHs with a high 
volume of outpatients need to have a 
physician review and sign a random 
sample of 25 percent of outpatient 
medical records. Therefore, the 
interpretative guidelines allow a 
physician to review and sign a 25- 
percent sample of outpatient records for 
patients under the care of a 
nonphysician practitioner. 

Nonphysician practitioners recently 
brought to our attention their concerns 
regarding their ability to practice under 
their State laws governing scope of 
practice. Particularly, the nonphysician 
practitioners believe the current 
regulations and guidelines impede their 
ability to practice in CAHs. Certified 
nurse midwives, NPs, and CNSs 
disagree with the need for a physician 
to review records of patients that have 
been in their care when State law 
permits them to practice independently. 

MedPAC, in its June 2002 Report to 
Congress, stated that certified nurse 
midwives, NPs, CNSs, and PAs are 
health care practitioners who furnish 
many of the same health care services 
traditionally provided by physicians, 
such as diagnosing illnesses, performing 
physical examinations, ordering and 
interpreting laboratory tests, and 
providing preventive health services. In 
many States, advance practice nurses 
are permitted to practice independently 

or in collaboration with a physician. 
MedPAC reported that NPs have 
independent practice authority in 21 
States, and CNSs have independent 
practice authority in 20 States. PAs, by 
law, must work under the supervision of 
a physician. Based on the American 
Medical Association’s guidelines for 
PAs, the definition of supervision varies 
by State. Generally, the physician 
assistant is a representative of the 
physician, treating the patient in the 
style and manner developed and 
directed by the supervising physician. 

MedPAC further reported that several 
studies have shown comparable patient 
outcomes for the services provided by 
physician and nonphysician 
practitioners. MedPAC reported that 
research conducted by Mundinger et al.2 
in 2000, Brown and Grimes 3 in 1993, 
Ryan in 1993,4 and the Office of 
Technology Assessment 5 in 1986 has 
shown that nonphysician practitioners 
can perform about 80 percent of the 
services provided by primary care 
physicians with comparable quality. A 
randomized trial of physicians and NPs 
providing care in ambulatory care 
settings who had the same authority, 
responsibilities, productivity, and 
administrative requirements were 
shown to have comparable patient 
outcomes (see pages 5 and 11 of the 
June 2002 MedPAC report). 
Nonphysician practitioners are trained 
with the expectation that they will 
exercise a certain degree of autonomy 
when providing patient care. About 90 
percent of NPs and 50 percent of PAs 
provide primary care. 

We believe sufficient control and 
oversight of these nonphysician 
practitioners is generated by State laws 
which allow independent practice 
authority. However, we remain 
concerned that, in those States without 
independent practice laws, we have a 
responsibility to continue to ensure the 
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safety and quality of services provided 
to Medicare beneficiaries. 

Therefore, in the CY 2006 OPPS 
proposed rule (70 FR 42753), we 
proposed to revise the regulation at 
§ 485.631(b)(1)(iv) and to add new 
paragraphs (b)(1)(v) and (b)(1)(vi) to 
§ 485.631 to defer to State law regarding 
the review of records for outpatients 
cared for by nonphysician practitioners. 
We proposed that if State law allows 
these practitioners to practice 
independently, we would not require 
physicians to review and sign medical 
records of outpatients cared for by these 
nonphysician practitioners in CAHs. 
However, for those States that do not 
allow independent practice of 
nonphysician practitioners, we 
proposed to continue to maintain the 
requirement that periodic review is 
performed by the physician on 
outpatient records under the care of a 
nonphysician practitioner in a CAH. We 
believe a review at least every 2 weeks 
provides a sufficient time period 
without unduly imposing an 
administrative burden on the physician 
or the CAH. In addition, we proposed to 
allow the CAH to determine the sample 
size of the reviewed records in 
accordance with current standards of 
practice to allow the CAH flexibility in 
adapting the review to its particular 
circumstances. Specifically, we 
proposed that the physician periodically 
(that is, at least once every 2 weeks) 
reviews and signs a sample of the 
outpatient records of nonphysician 
practitioners according to the facility 
policy and current standards of practice. 
We proposed to still require periodic 
review and oversight of all inpatient 
records by physicians. 

C. Public Comments Received on the 
Proposed Rule and Our Responses 

We received 11 public comments 
concerning our proposed revision of 
§ 485.631(b)(1)(iv) and the addition of 
§§ 485.631(b)(1)(v) and (b)(1)(vi). 

Comment: The majority of 
commenters supported our proposal to 
defer to State law regarding the need for 
physicians to review and sign the 
medical records for outpatients cared for 
by nonphysician practitioners in CAHs. 
The commenters also stated that CMS 
should extend the application of this 
policy to physician review of inpatient 
records for patients cared for by 
nonphysician practitioners. 

Response: We appreciate the 
commenters’ support of our proposed 
policy change to defer to State law for 
physician oversight of outpatients cared 
for by nonphysician practitioners in 
CAHs. However, we believe the statute 
is very specific as to the oversight 

requirement for inpatients treated by a 
nonphysician practitioner in a CAH. As 
we stated in the proposed rule, section 
1820(c)(2)(B)(iv)(III) of the Act provides 
that CAH inpatient care provided by a 
PA, NP, or CNS is subject to the 
oversight of a physician. Therefore, we 
will still require physicians to 
periodically review and sign medical 
records of all inpatients cared for by a 
nonphysician practitioner. 

Comment: Two commenters stated 
that, given the growing clinical 
independence of NPs, they have 
concern with CMS adding additional 
Federal requirements for patient record 
reviews that go beyond existing State 
licensure laws. Some commenters stated 
that most States do not use the term 
‘‘independent practice,’’ but instead 
define independent practice as the 
practitioner functioning autonomously. 
Another commenter stated that some 
States do not address independent 
practice and, instead, describe their 
oversight agreement as a ‘‘collaborative’’ 
agreement between the physician and 
the nonphysician practitioner. 

Response: We share the commenters’ 
concern with imposing requirements 
that do not increase the safety and 
health outcomes of patients. We 
proposed the new policy to eliminate 
the requirement for a physician to 
review and sign all medical records of 
outpatients (or a random sample of 25 
percent for CAHs with a high volume of 
outpatients) cared for by a nonphysician 
practitioner to provide CAHs with the 
flexibility to comply with State laws for 
outpatient oversight. We believe that 
sufficient control and oversight of 
nonphysician practitioners are 
generated by State laws. 

We also believe that the proposed 
policy on physician oversight of 
outpatient care provided by 
nonphysician practitioners allows for 
collaborative arrangements. 
Nonphysician practitioners who are 
required by State law to have a 
collaborative agreement with a 
physician would be expected to follow 
any State law, current standards of 
practice, and the CAH’s policies 
concerning physicians collaborating 
with nonphysician practitioners who 
provide care for outpatients. We further 
understand that, in many instances, the 
terms ‘‘autonomous’’ and 
‘‘independent’’ are synonymous. 
Although PAs are not considered 
independent practitioners because they 
always work under physician 
supervision, PAs perform their duties 
with a high degree of autonomy in 
providing patient care and making 
medical decisions. Based on these 
comments, and to provide clarity, we 

are removing the word ‘‘independently’’ 
from the final regulation at 
§ 485.63(b)(1)(v) and (vi) and further 
revising the regulation to state that, 
where State law requires record reviews 
or co-signatures, or both, by a 
collaborating physician, physicians 
must periodically, but not less than 
every 2 weeks, review and sign a sample 
of outpatient records of patients who 
were cared for by nonphysician 
practitioners in accordance with the 
policies of the CAH and current 
standards of practice. In addition, where 
State law does not require record 
reviews or co-signatures, or both, by a 
collaborating physician, physician are 
not required to review and sign 
outpatient records of patients who were 
cared for by nonphysician practitioners. 

D. Final Policy 
After carefully considering the public 

comments received, we are adopting the 
proposed policy changes as final with 
the following modifications: We are 
revising the regulation at 
§ 485.63(b)(1)(v) and (vi) by removing 
references to independent practice. We 
are further providing that physicians 
must review and sign a sample of 
outpatient records periodically, but not 
less than every 2 weeks, only if State 
law requires such record reviews or co- 
signatures, or both, by a collaborating 
physician. 

XVII. Files Available to the Public Via 
the Internet 

Addenda A and B to this final rule 
with comment period provide various 
data pertaining to CY 2006 payment for 
services under the OPPS. In previous 
years, we have listed in Addendum B 
hundreds of HCPCS codes describing 
services that are not paid under the 
hospital OPPS. To conserve resources 
and to make Addendum B more relevant 
to the OPPS, in this final rule with 
comment period that updates the OPPS 
for CY 2006, we are including in 
Addendum B only the HCPCS codes for 
services that are paid under the OPPS, 
as well as HCPCS codes that will be 
discontinued in CY 2006. The HCPCS 
codes published in Addendum B to this 
final rule with comment period, as well 
as HCPCS codes for items or services 
furnished in a hospital outpatient 
setting that are paid under a fee 
schedule or payment methodology other 
than the OPPS, and HCPCS codes for 
items or services not recognized or 
covered by Medicare, are available to 
the public on the CMS Web site at: 
http://www.cms.hhs.gov/providers/ 
hopps. 

For the convenience of the public, we 
are also including on this same CMS 
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Web site, in a format that can be readily 
downloaded and manipulated, a table 
that displays the HCPCS data in 
Addendum B sorted by APC 
assignment, which is identified on the 
Web site as Addendum C. In addition, 
we are including on the CMS Web site, 
in a format that can be easily 
downloaded and manipulated, 
Addendum A. 

We note that in the CY 2006 OPPS 
proposed rule, we included, as Addenda 
H, I, J, K, L, M, N, and O, reprints of 
wage index related tables from the IPPS 
that would be used for the OPPS for CY 
2006. In this final rule with comment 
period, we are not reprinting these 
tables as they were issued in the final 
FY 2006 IPPS rule, and corrected. 
Rather, we are providing a link on the 
CMS Web site at: http:// 
www.cms.hhs.gov/providers/hopps to 
all of the FY 2006 IPPS wage index 
related tables, except for the table 
containing the out-migration wage 
adjustment data referenced in section 
II.D. of this preamble. The out-migration 
table is presented as Addendum L in 
this final rule with comment period. For 
additional assistance, contact Rebecca 
Kane, (410) 786–0378. 

XVIII. Collection of Information 
Requirements 

In the CY 2006 OPPS proposed rule, 
we solicited public comments on the 
following information collection 
requirement and the associated burden 
that is subject to the Paperwork 
Reduction Act of 1995 (PRA): 

Section 485.631(b)(1)(iv), (b)(1)(v), and 
(b)(1)(vi)—Condition of Participation: 
Staffing and Staff Responsibilities 

In the proposed rule, we proposed to 
revise § 485.631(b)(1)(iv) and add new 
§§ 485.631(b)(v) and (vi) of the 
regulations to require, as a condition of 
participation for a CAH, that a doctor of 
medicine or osteopathy (1) periodically 
review and sign the records of all 
inpatients cared for by nurse 
practitioners, clinical nurse specialists, 
certified nurse midwives, or physician 
assistants; and (2) periodically, but not 
less than every 2 weeks, review and sign 
a sample of outpatient records of 
patients cared for by nurse practitioners, 
clinical nurse specialists, certified nurse 
midwives, or physician assistants 
according to the policy and standard 
practice of the CAH when State law 
does not allow these nonphysician 
practitioners to practice independently. 
In addition, we proposed to provide that 
a doctor of medicine or osteopathy is 
not required to review and sign 
outpatient records of patients cared for 
by nurse practitioners, clinical nurse 

specialists, certified nurse midwives, or 
physician assistants when State law 
allows these nonphysician practitioners 
to practice independently. 

Based on public comments received 
on the proposed policy changes in 
§ 485.631(b)(1), in this final rule with 
comment period, we have revised the 
proposed section to remove the term 
‘‘independently’’ and to specify that 
where State law requires record review 
or co-signatures, or both, by a 
collaborating physician, physicians 
must review and sign a sample of 
outpatient records of patients who were 
cared for by nonphysician practitioners 
in accordance with the policies of the 
CAH and current standards of practice. 
We refer the readers to section XVI.C. of 
this preamble for a fuller discussion of 
these final changes. 

The information collection 
requirements associated with these 
provisions are subject to the PRA. 
However, the collection requirement is 
currently approved under OMB control 
number 0938–0328 with an expiration 
date of January 31, 2008. 

XIX. Regulatory Impact Analysis 

A. OPPS: General 

We have examined the impacts of this 
final rule with comment period as 
required by Executive Order 12866 
(September 1993, Regulatory Planning 
and Review), the Regulatory Flexibility 
Act (RFA) (September 19, 1980, Pub. L. 
96–354), section 1102(b) of the Social 
Security Act, the Unfunded Mandates 
Reform Act of 1995 (Pub. L. 104–4), and 
Executive Order 13132. 

1. Executive Order 12866 

Executive Order 12866 (as amended 
by Executive Order 13258, which 
merely reassigns responsibility of 
duties) directs agencies to assess all 
costs and benefits of available regulatory 
alternatives and, if regulation is 
necessary, to select regulatory 
approaches that maximize net benefits 
(including potential economic, 
environmental, public health and safety 
effects, distributive impacts, and 
equity). A regulatory impact analysis 
(RIA) must be prepared for major rules 
with economically significant effects 
($100 million or more in any 1 year). 

We estimate that the effects of the 
provisions that will be implemented by 
this final rule with comment period will 
result in expenditures exceeding $100 
million in any 1 year. We estimate the 
total increase (from changes in this final 
rule with comment period as well as 
enrollment, utilization, and case-mix 
changes) in expenditures under the 
OPPS for CY 2006 compared to CY 2005 

to be approximately $1.4 billion. 
Therefore, this final rule with comment 
period is an economically significant 
rule under Executive Order 12866, and 
a major rule under 5 U.S.C. 804(2). 

2. Regulatory Flexibility Act (RFA) 
The RFA requires agencies to 

determine whether a rule would have a 
significant economic impact on a 
substantial number of small entities. For 
purposes of the RFA, small entities 
include small businesses, nonprofit 
organizations, and government agencies. 
Most hospitals and most other providers 
and suppliers are small entities, either 
by nonprofit status or by having 
revenues of $6 million to $29 million in 
any 1 year (65 FR 69432). 

For purposes of the RFA, we have 
determined that approximately 37 
percent of hospitals would be 
considered small entities according to 
the Small Business Administration 
(SBA) size standards. We do not have 
data available to calculate the 
percentages of entities in the 
pharmaceutical preparation 
manufacturing, biological products, or 
medical instrument industries that 
would be considered to be small entities 
according to the SBA size standards. For 
the pharmaceutical preparation 
manufacturing industry (NAICS 
325412), the size standard is 750 or 
fewer employees and $67.6 billion in 
annual sales (1997 business census). For 
biological products (except diagnostic) 
(NAICS 325414), with $5.7 billion in 
annual sales, and medical instruments 
(NAICS 339112), with $18.5 billion in 
annual sales, the standard is 50 or fewer 
employees (see the standards Web site 
at http://www.sba.gov/regulations/ 
siccodes/). Individuals and States are 
not included in the definition of a small 
entity. 

3. Small Rural Hospitals 
In addition, section 1102(b) of the Act 

requires us to prepare a regulatory 
impact analysis if a rule may have a 
significant impact on the operations of 
a substantial number of small rural 
hospitals. This analysis must conform to 
the provisions of section 604 of the 
RFA. With the exception of hospitals 
located in certain New England 
counties, for purposes of section 1102(b) 
of the Act, we previously defined a 
small rural hospital as a hospital with 
fewer than 100 beds that is located 
outside of a Metropolitan Statistical 
Area (MSA) (or New England County 
Metropolitan Area (NECMA)). However, 
under the new labor market definitions 
that we adopted in the November 15, 
2004 final rule with comment period, 
for CY 2005 (consistent with the FY 
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2005 IPPS final rule), we no longer 
employ NECMAs to define urban areas 
in New England. Therefore, we now 
define a small rural hospital as a 
hospital with fewer than 100 beds that 
is located outside of an MSA. Section 
601(g) of the Social Security 
Amendments of 1983 (Pub. L. 98–21) 
designated hospitals in certain New 
England counties as belonging to the 
adjacent NECMA. Thus, for purposes of 
the OPPS, we classify these hospitals as 
urban hospitals. We believe that the 
changes in this final rule with comment 
period will affect both a substantial 
number of rural hospitals as well as 
other classes of hospitals and that the 
effects on some may be significant. 
Therefore, we conclude that this final 
rule with comment period will have a 
significant impact on a substantial 
number of small entities. 

4. Unfunded Mandates 
Section 202 of the Unfunded 

Mandates Reform Act of 1995 (Pub. L. 
104–4) also requires that agencies assess 
anticipated costs and benefits before 
issuing any rule that may result in a 
single expenditure in any 1 year by 
State, local, or tribal governments, in the 
aggregate, or by the private sector, of 
$120 million. This final rule with 
comment period does not mandate any 
requirements for State, local, or tribal 
governments. This final rule with 
comment period also does not impose 
unfunded mandates on the private 
sector of more than $120 million 
dollars. 

5. Federalism 
Executive Order 13132 establishes 

certain requirements that an agency 
must meet when it publishes any rule 
(proposed or final rule) that imposes 
substantial direct costs on State and 
local governments, preempts State law, 
or otherwise has Federalism 
implications. 

We have examined this final rule with 
comment period in accordance with 
Executive Order 13132, Federalism, and 
have determined that it will not have an 
impact on the rights, roles, and 
responsibilities of State, local or tribal 
governments. As reflected in Table 39, 
the impact analysis shows that 
payments to governmental hospitals 
(including State, local, and tribal 
governmental hospitals) will increase by 
1.9 percent under this final rule with 
comment period. 

Comment: Several commenters noted 
that OPPS is the only major Medicare 
payment system that does not include a 
teaching adjustment and urged CMS to 
compare the unit costs of teaching 
hospitals with other types of hospitals 

in order to support a teaching 
adjustment to the OPPS. One 
commenter suggested that such a study 
was necessary in light of the lower 
average payment increase estimated for 
major teaching hospitals in the 
proposed rule, 0.6 percent. The 
commenter hypothesized that teaching 
hospitals are more dependent on pass- 
through, outlier, and device-dependent 
APC payments, for which payments are 
less stable than for other hospitals, and 
that this is one reason for an adjustment. 
Finally, the commenter cited the 
statement in the April 7, 2000 final rule, 
where CMS indicated that it would 
study cost and payment differentials 
among hospitals, including teaching 
facilities, once there was reliable claims 
data under the OPPS. 

Response: We do not believe that a 
study of the unit costs of teaching 
hospitals relative to other classes of 
hospitals is necessary at this time. As 
we stated in our April 7, 2000 final rule, 
we believe it is important to monitor 
ongoing trends for specific classes of 
hospitals. However, we also believe that 
such studies are especially warranted 
when hospitals experience a negative 
increase in payments. In this specific 
instance, major teaching hospitals are 
projected to experience an overall 
increase in payments of 1.0 percent. 
This increase is lower than the market 
basket update to the conversion factor 
because it reflects extra payments for 
drugs authorized by Pub. L. 108–173 for 
2 years that expire in CY 2006. For the 
past 2 years, teaching hospitals have 
been receiving more payment for drugs 
than budget neutrality would allow. The 
increase in total payments for teaching 
hospitals is less this year because the 
provision allowing extra drug payments 
expires. Without considering these 
expiring payments for drugs, major 
teaching hospitals are projected to 
receive a 3.5 percent increase in total 
payments and minor teaching hospitals 
are projected to experience an increase 
of 4.1 percent. In light of such large 
increases, we do not believe that a study 
of unit costs for teaching hospitals is 
necessary. In addition, we are not 
convinced that a reliance on pass- 
through, outlier, or device-dependent 
APCs is a reason to propose an 
adjustment. We believe that the source 
of payments is less important than total 
payments for each hospital. 

B. Impact of Changes in This Final Rule 
With Comment Period 

We are adopting as final several 
proposed changes to the OPPS that are 
required by the statute. We are required 
under section 1833(t)(3)(C)(ii) of the Act 
to update annually the conversion factor 

used to determine the APC payment 
rates. We are also required under 
section 1833(t)(9)(A) of the Act to revise, 
not less often than annually, the wage 
index and other adjustments. In 
addition, we must review the clinical 
integrity of payment groups and weights 
at least annually. Accordingly, in this 
final rule with comment period, we are 
updating the conversion factor and the 
wage index adjustment for hospital 
outpatient services furnished beginning 
January 1, 2006, as we discuss in 
sections II.C. and II.D., respectively, of 
this preamble. We also are revising the 
relative APC payment weights using 
claims data from January 1, 2004, 
through December 31, 2004 and updated 
cost report information. In response to 
a provision in Pub. L. 108–173 that we 
analyze the cost of outpatient services in 
rural hospitals relative to urban 
hospitals, we are increasing payments to 
rural SCHs. Section II.G. of this 
preamble provides greater detail on this 
rural adjustment. Finally, we are 
removing three device categories from 
pass-through payment status. In 
particular, section IV.C.1. of this 
preamble discusses the expiration of 
pass-through status for devices. 

Under this final rule with comment 
period, the update change to the 
conversion factor as provided by statute 
will increase total OPPS payments by 
3.7 percent in CY 2006. The inclusion 
in CY 2006 of payment for specific 
covered outpatient drugs within budget 
neutrality, and the expiration of 
additional drug payment outside budget 
neutrality, result in a net increase of 2.2 
percent. The changes to the APC 
weights, changes to the wage indices, 
and the introduction of a payment 
adjustment for rural SCHs will not 
increase OPPS payments because these 
changes to the OPPS are budget neutral. 
However, these updates do change the 
distribution of payments within the 
budget neutral system as shown in 
Table 39 and described in more detail 
in this section. 

C. Alternatives Considered 
Alternatives to the changes we are 

making and the reasons that we have 
chosen the options that we have are 
discussed throughout this final rule 
with comment period. Some of the 
major issues discussed in this final rule 
with comment period and the options 
considered are discussed below. 

1. Option Considered for Payment 
Policy for Separately Payable Drugs and 
Biologicals 

As discussed in detail in section V.B.3 
of this preamble, section 
1833(t)(14)(A)(iii) of the Act requires 
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that payment for specified covered 
outpatient drugs in CY 2006, as adjusted 
for pharmacy overhead costs, be equal 
to the average acquisition cost for the 
drug for that year as determined by the 
Secretary and taking into account the 
hospital acquisition cost survey data 
collected by the GAO in CY 2004 and 
CY 2005. If hospital acquisition cost 
data are not available, the law requires 
that payment be equal to payment rates 
established under the methodology 
described in section 1842(o), section 
1847A, or section 1847B of the Act, as 
calculated and adjusted by the Secretary 
as necessary. 

The payment policy that we are 
adopting for CY 2006 is to pay for the 
acquisition and pharmacy overhead 
costs of all separately payable drugs and 
biologicals at the payment rates effective 
in the physician office setting as 
determined using the manufacturer’s 
average sales price (ASP) methodology. 
(The payment rate in the physician 
office setting is ASP+6 percent.) These 
payment rates listed in this final rule 
with comment period are based on ASP 
data from the second quarter of 2005, 
which were used to set payment rates 
for drugs and biologicals in the 
physician office setting effective 
October 1, 2005, as these are the most 
recent numbers available to us during 
the development of this final rule with 
comment period. For the few drugs and 
biologicals, other than 
radiopharmaceuticals as discussed 
earlier, where ASP data are unavailable, 
we used the mean costs from the CY 
2004 hospital claims data to determine 
their packaging status and for 
ratesetting. We believe that the ASP- 
based payment rates serve as the best 
proxy for the average acquisition and 
pharmacy overhead costs for the drug or 
biological because the rates calculated 
using the ASP methodology are based 
on the manufacturers’ sales prices from 
the second quarter of CY 2005 and take 
into consideration information on sales 
prices to hospitals. Furthermore, 
payments for drugs and biologicals 
using the ASP methodology will allow 
for consistency of drug pricing between 
the physician offices and hospital 
outpatient departments. 

In the CY 2006 proposed rule, we 
proposed paying for acquisition costs of 
drugs alone at the rate of ASP+6 
percent, with an additional 2 percent of 
ASP for the pharmacy overhead costs of 
drugs. At that time, we also considered 
paying for separately payable drugs and 
biologicals (before payment for 
pharmacy overhead) at ASP+3 percent, 
based on the average relationship 
between the GAO mean purchase prices 
and ASP. We also considered ASP+8 

percent (again before payment for 
pharmacy overhead) based on the 
average relationship between the mean 
costs from hospital claims data and 
ASP. 

In the proposed rule, we did not set 
payment rates for separately payable 
drugs and biologicals at ASP+3 percent 
because the GAO data reflect hospital 
acquisition costs from a less recent 
period of time, as the midpoint of the 
time period when the survey was 
conducted is January 1, 2004, and it will 
be difficult to update the GAO mean 
purchase prices during CY 2006 and in 
future years. Because the changes in 
drug payments are required to be budget 
neutral by law, we note that paying for 
separately payable drugs and biologicals 
at ASP+3 percent relative to ASP+6 
percent would have made available 
approximately an additional $60 million 
for other items and services paid under 
the OPPS. 

In the proposed rule, we also did not 
use ASP+8 percent to set payment rates 
for drugs and biologicals in CY 2006. 
The statute specifies that CY 2006 
payments for specified covered 
outpatient drugs are required to be equal 
to the ‘‘average’’ acquisition cost for the 
drug. Payment at ASP+8 percent for 
drugs or biologicals, which represented 
the average relationship between the 
mean cost from hospital claims data and 
ASP at the time of the proposed rule, 
would reflect the product’s acquisition 
cost plus pharmacy overhead cost, 
instead of acquisition cost only. 
Therefore, we believed at that time that 
it would not be appropriate for us to use 
ASP+8 percent to set the payment rates 
for drugs and biologicals in CY 2006. 

In this final rule with comment 
period, we have updated data on drug 
costs, and we have reviewed the 
available alternatives in the light of 
those data. Based on our updated data, 
the average relationship between the 
mean costs from hospital claims data 
and ASP is now ASP+6 percent, rather 
than ASP+8 percent as in the proposed 
rule. Therefore, in this final rule with 
comment period, we are adopting the 
policy of paying both for the acquisition 
and pharmacy overhead costs of 
separately payable drugs at a combined 
rate of ASP+6 percent. As in the 
proposed rule, we considered several 
alternatives. We again considered 
paying for separately payable drugs and 
biologicals at ASP+3 percent, reflecting 
the GAO survey data on drug costs. 
However, payment at this level would 
reflect only the acquisition costs of 
drugs and, therefore, would not be 
sufficient to pay for acquisition and 
overhead costs. We also considered 
paying for the acquisition costs of drugs 

alone at the proposed rate of ASP+6 
percent. A commenter from MedPAC 
noted that, given that ASP values have 
declined in recent quarters and that the 
GAO’s data did not fully reflect rebates, 
the proposed drug payment rates of 
ASP+6 percent could be too high. In 
addition, our more recent claims data 
indicate that this rate would represent 
excessive payment for acquisition costs 
of drugs alone. Instead, the hospital 
claims data suggest that ASP+6 percent 
is an appropriate rate for the acquisition 
and pharmacy overhead costs of drugs 
because pharmacy overhead costs are 
already built into hospital charges for 
drugs. Therefore, we are adopting that 
policy in this final rule with comment 
period. 

Payment for drugs and biologicals 
under this methodology adds 
approximately $500 million to the 
amount of drug costs that was included 
in our budget neutrality calculation for 
the CY 2005 OPPS. The effect of the 
addition of this amount is offset by 
reductions in weights for other services 
that are largely a function of updated, 
reduced CCRs. 

2. Payment Adjustment for Rural SCHs 
In section II.G. of this preamble, we 

are finalizing a 7.1 percent payment 
adjustment increase for rural SCHs. 
Section 1833(t)(13)(A) of the Act 
instructs the Secretary to conduct a 
study to determine if rural hospital 
outpatient costs exceed urban hospital 
outpatient costs. In addition, under 
section 1833(t)(13)(B) of the Act, the 
Secretary is given authorization to 
provide an appropriate adjustment to 
rural hospitals, by January 1, 2006, if 
rural hospital costs are determined to be 
greater than urban hospital costs. 

For this final rule with comment 
period, we conducted the same analyses 
that we conducted for the proposed rule 
with updated data, and in addition, we 
examined the relative costliness of 
several classes of hospitals identified in 
public comments. We used regression 
analysis to analyze the differences in the 
outpatient cost per unit between rural 
and urban hospitals in order to compare 
costs after accounting for other factors 
that influence unit cost, including local 
labor supply, and complexity and 
volume of services. 

As in the proposed rule, our initial 
regression analysis found that all rural 
hospitals give some indication of having 
higher cost per unit, after controlling for 
labor input prices, service-mix 
complexity, volume, facility size, and 
type of hospital. In order to assess 
whether the small difference in costs 
was uniform across rural hospitals or 
whether all of the variation was 
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attributable to a specific class of rural 
hospitals, we included more specific 
categories of rural hospitals in our 
explanatory regression analysis. We 
divided rural hospitals into categories 
indicated by their eligibility for the 
expiring hold harmless provision: rural 
SCHs, small rural hospitals with 100 or 
fewer beds, and all other rural hospitals. 
Further analysis revealed that only rural 
SCHs are more costly than urban 
hospitals holding all other variables 
constant. We also examined the relative 
costliness of other types of hospitals 
suggested by public comments, 
including urban SCHs and MDHs. We 
observed no significant difference in the 
unit costs of small rural hospitals with 
100 or fewer beds, all other rural 
hospitals, MDHs, urban SCHs, and all 
other urban hospitals. Therefore, we are 
adopting a 7.1 percent payment increase 
for rural SCHs on all services except 
drugs, biologicals, and those paid under 
pass-through for CY 2006. 

3. Change in the Percentage of Total 
OPPS Payments Dedicated to Outlier 
Payments 

In section II.H. of this preamble, we 
are changing the percentage of total 
OPPS payments dedicated to outlier 
payments to 1.0 percent in CY 2006 
from the current policy of 2.0 percent. 
We also will continue using a fixed- 
dollar threshold in addition to the 
threshold based on a multiple of the 
APC amount, which we have applied 
since the beginning of the OPPS. In 
response to findings reported by the 
MedPAC in its March 2004 Report to 
Congress that the OPPS outlier policy 
based on a multiple threshold only 
targeted outlier payments to simple and 
low cost procedures. In the same report, 
MedPAC recommended eliminating the 
entire outlier policy from the OPPS 
because the OPPS pays by service rather 
than by case and, therefore, hospitals 
are already paid for every increased 
service associated with a costly case. In 
addition, cost variability is lower for 
expensive, complex procedures than 
less expensive and simpler procedures. 
We implemented the fixed-dollar 
threshold in the CY 2005 OPPS that 
targets outlier payments to complex and 
expensive procedures that ultimately 
could impact beneficiary access to 
services. Our decision to reduce the 
percentage of total payments dedicated 
to outlier payments continues to refine 
our outlier policy to improve its 
appropriateness for the OPPS. A 
reduction in the percentage of total 
payment set aside for outlier payments 
with the fixed-dollar threshold 
continues to target outlier payments to 
those services where one costly 

occurrence could pose a financial risk 
for hospitals, but limits these payments 
to the most complex and costly services. 
At 1.0 percent, the OPPS outlier policy 
becomes catastrophic insurance against 
an occurrence of a very costly service. 
At the same time, reducing the 
percentage of total payments dedicated 
to outlier payments increases the 
conversion factor, redistributing 1.0 
percent of total payments to almost all 
services. 

Alternatives to this policy are either 
to remain at 2.0 percent or to increase 
the percentage of payments dedicated to 
outliers to the statutory limit of 3.0 
percent. Increasing the percentage of 
payments dedicated to outliers could 
target more payment to outliers, but is 
at odds with OPPS payment by service 
rather than case. It is not possible to 
eliminate outlier payments entirely 
without a statutory change. 

D. Limitations of Our Analysis 
The distributional impacts presented 

here are the projected effects of the final 
policy changes, as well as the statutory 
changes that will be effective for CY 
2006, on various hospital groups. We 
estimate the effects of individual policy 
changes by estimating payments per 
service while holding all other payment 
policies constant. We use the best data 
available but do not attempt to predict 
behavioral responses to our policy 
changes. In addition, we do not make 
adjustments for future changes in 
variables such as service volume, 
service-mix, or number of encounters. 

E. Estimated Impacts of This Final Rule 
With Comment Period on Hospitals 

The estimated increase in the total 
payments made under OPPS is limited 
by the increase to the conversion factor 
set under the methodology in the 
statute. The distributional impacts 
presented do not include assumptions 
about changes in volume and service- 
mix. The enactment of Pub. L. 108–173 
on December 8, 2003, provided for the 
payment of additional dollars in CY 
2004 and CY 2005 to providers of OPPS 
services outside of the budget neutrality 
requirement for specified covered 
outpatient drugs. These provisions 
expire in CY 2006. Pub. L. 108–173 also 
provided for additional payment outside 
of the budget neutrality requirement for 
wage indices for specific hospitals 
reclassified under section 508 through 
CY 2007. Table 39 shows the estimated 
redistribution of hospital payments 
among providers as a result of a new 
APC structure, wage indices, and 
adjustment for rural SCHs, which are 
budget neutral; the estimated 
distribution of increased payments in 

CY 2006 resulting from the combined 
impact of APC recalibration, wage 
effects, the rural SCH adjustment, and 
the market basket update to the 
conversion factor; and, finally, 
estimated payments considering all 
payments for CY 2006 relative to all 
payments for CY 2005, including the 
expiration of extra payment for 
specified covered outpatient drugs 
outside budget neutrality and the 
change in the percentage of total 
payments dedicated to outlier 
payments. Because the expiring 
payments for drugs were not budget 
neutral, most classes of hospitals will 
experience a positive update for CY 
2006 that is lower than the market 
basket update. In essence, the presence 
of extra payment in previous years 
makes the increase for CY 2006 look 
artificially low. We also estimate that a 
few classes of hospitals may receive less 
payment in CY 2006. Because updates 
to the conversion factor, including the 
update of the market basket, the removal 
of additional money for pass-through 
payments, and a change in the 
percentage of total payments dedicated 
to outlier payments are applied 
uniformly, observed redistributions of 
payments in the impact table largely 
depends on the mix of services 
furnished by a hospital (for example, 
how the APCs for the hospital’s most 
frequently furnished services would 
change), the impact of the wage index 
changes on the hospital, and the impact 
of the payment adjustment for rural 
SCHs. However, total payments made 
under this system and the extent to 
which this final rule with comment 
period redistributes money during 
implementation would also depend on 
changes in volume, practice patterns, 
and the mix of services billed between 
CY 2005 and CY 2006, which CMS 
cannot forecast. Overall, the final OPPS 
rates for CY 2006 will have a positive 
effect for all hospitals paid under the 
OPPS. Adopted changes will result in a 
2.2 percent increase in Medicare 
payments to all hospitals, exclusive of 
transitional pass-through payments. 
Removing cancer and children’s 
hospitals because their payments are 
held harmless to the pre-BBA ratio 
between payment and cost, suggests that 
adopted changes will result in a 2.3 
percent increase in Medicare payments 
to all other hospitals. 

To illustrate the impact of the CY 
2006 changes adopted in this final rule 
with comment period, our analysis 
begins with a baseline simulation model 
that uses the final CY 2005 weights, the 
FY 2005 final post-reclassification IPPS 
wage indices, as subsequently corrected 
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and without additional increases 
resulting from section 508 
reclassifications, and the final CY 2005 
conversion factor. Columns 2, 3, and 4 
in Table 39 reflect the independent 
effects of the APC reclassification and 
recalibration changes, updated wage 
indices, and the new adjustment for 
rural SCHs, respectively. These effects 
are budget neutral, which is apparent in 
the overall zero impact in payment for 
all hospitals in the top row. Column 2 
shows the independent effect of changes 
resulting from the reclassification of 
services codes among APC groups and 
the recalibration of APC weights based 
on a complete year of CY 2004 hospital 
OPPS claims data and more recent cost 
report data. This column also shows the 
impact of incorporating drug payment at 
106 percent of ASP and, for 
radiopharmaceuticals, payment at cost, 
within budget neutrality. We modeled 
the independent effect of APC 
recalibration by varying only the 
weights, the final CY 2005 weights 
versus the final CY 2006 weights, in our 
baseline model, and calculating the 
percent difference in payments. Column 
3 shows the impact of updating the 
wage index used to calculate payment 
by applying the final FY 2006 IPPS 
wage index, as subsequently corrected. 
The OPPS wage index used in Column 
3 does not include changes to the wage 
index for hospitals reclassified under 
section 508 of Pub. L. 108–173. We 
modeled the independent effect of 
updating the wage index by varying 
only the wage index, using the final CY 
2006 scaled weights, and a CY 2005 
conversion factor that included a budget 
neutrality adjustment for changes in 
wage effects between CY 2005 and CY 
2006. Column 4 shows the budget 
neutral impact of adding a 7.1 percent 
adjustment to payment for services 
other than drugs, biologicals, and those 
receiving pass-through payments to 
rural SCHs. We modeled the 
independent effect of the payment 
adjustment for rural SCHs by varying 
only the presence of the rural 
adjustment, using CY 2006 scaled 
weights, the FY 2006 wage indices, and 
a CY 2005 conversion factor with budget 
neutrality adjustments for the new wage 
index and the adjustment for rural 
SCHs. 

Column 5 demonstrates the combined 
‘‘budget neutral’’ impact of APC 
recalibration, the wage index update, 
and the new adjustment for rural SCHs 
on various classes of hospitals, as well 
as the impact of updating the 
conversion factor with the market basket 
update. We modeled the independent 
effect of budget neutrality adjustments 

and the market basket update by using 
the weights and wage indices for each 
year to model CY 2006 requirements, 
and using a CY 2005 conversion factor 
that included the market basket update 
and budget neutrality adjustments for 
differences in wages and the adjustment 
for rural SCHs. 

Finally, Column 6 depicts the full 
impact of the CY 2006 policy on each 
hospital group by including the effect of 
all the changes for CY 2006 and 
comparing them to all payments in CY 
2005, including those required by Pub. 
L. 108–173. Column 6 shows the 
combined budget neutral effects of 
Columns 2 through 5, plus the impact 
of changing the percentage of total 
payments dedicated to outlier payments 
to 1.0 percent, the impact of changing 
the percentage of total payments 
dedicated to transitional pass-through 
payments to 0.17 percent, the impact of 
expiring payments for drugs added on 
top of OPPS payments in CY 2005 as a 
result of Pub. L. 108–173, and the 
continued presence of payment for wage 
index increases for hospitals reclassified 
under section 508 of Pub. L. 108–173. 

We modeled the independent effect of 
all changes in Column 6 using the final 
weights for CY 2005 with additional 
money for drugs authorized by Pub. L. 
108–173 and the final weights for CY 
2006. The wage indices in each year 
include wage index increases for 
hospitals eligible for reclassification 
under section 508 of Pub. L. 108–173. 
We used the final conversion factor for 
CY 2005 of $56.983 and the final CY 
2006 conversion factor of $59.511. 
Column 6 also contains simulated 
outlier payments for each year. We used 
the charge inflation factor used in the 
final FY 2006 IPPS rule of 7.21 percent 
to increase individual costs on the CY 
2004 claims to reflect CY 2005 dollars, 
and we used the most recent overall 
CCR for each hospital as calculated for 
the APC median setting process. Using 
the CY 2004 claims and a 7.21 percent 
charge inflation factor, we currently 
estimate that actual outlier payments for 
CY 2005, using a multiple threshold of 
1.75 and a fixed-dollar threshold of 
$1,175 will be 1.15 percent of total 
payments, which is .85 percent lower 
than the 2.0 percent that we projected 
in setting outlier policies for CY 2005. 
Outlier payments of only 1.15 percent 
appear in the CY 2005 comparison in 
Column 6. We used the same set of 
claims and a charge inflation factor of 
14.94 percent to model the CY 2006 
outliers at 1.0 percent of total payments 
using a multiple threshold of 1.75 and 
a fixed-dollar threshold of $1,250. 

Column 1: Total Number of Hospitals 

Column 1 in Table 39 shows the total 
number of hospital providers (4,222) for 
which we were able to use CY 2004 
hospital outpatient claims to model CY 
2005 and CY 2006 payments by classes 
of hospitals. We excluded all hospitals 
for which we could not accurately 
estimate CY 2005 or CY 2006 payment 
and entities that are not paid under the 
OPPS. The latter entities include CAHs, 
all-inclusive hospitals, and hospitals 
located in Guam, the U.S. Virgin 
Islands, and the State of Maryland. This 
process is discussed in greater detail in 
section II.A. of this preamble. At this 
time, we are unable to calculate a 
disproportionate share (DSH) variable 
for hospitals not participating in the 
IPPS. Hospitals for which we do not 
have a DSH variable are grouped 
separately and generally include 
psychiatric hospitals, rehabilitation 
hospitals, and long-term care hospitals. 
Finally, section 1833(t)(7)(D) of the Act 
permanently holds harmless cancer 
hospitals and children’s hospitals to the 
proportion of their pre-BBA payment 
relative to their costs. Because this final 
rule with comment period will not 
impact these hospitals negatively, we 
removed them from our impact 
analyses. We show the total number 
(4,162) of OPPS hospitals, excluding the 
hold-harmless cancer hospitals and 
children’s hospitals, on the second line 
of the table. 

Column 2: APC Recalibration 

The combined effect of APC 
reclassification and recalibration, 
including the payment for drugs and 
biologicals at 106 percent of ASP for 
acquisition and pharmacy overhead 
costs, resulted in larger changes in 
Column 2 than are typically observed 
for APC recalibration. Overall, these 
changes have no impact on all urban 
hospitals, which show no projected 
change in payments, although some 
classes of urban hospitals experience 
decreases in payments. However, 
changes to the APC structure for CY 
2006 tend to favor, slightly, urban 
hospitals that are not located in large 
urban areas. We estimate that large 
urban hospitals will experience a 
decline of 0.7 percent, while ‘‘other’’ 
urban hospitals experience an increase 
of 0.9 percent. Urban hospitals with 
between 0 and 99 beds and between 100 
and 199 beds experience decreases, 
while the largest urban hospitals, those 
with beds greater than 500 experience 
increases of 0.7 percent. With regard to 
volume, all urban hospitals except those 
with the highest volume, experience 
decreases in payments. The lowest 
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volume hospitals experience the largest 
decrease of 5.4 percent. Urban hospitals 
providing the highest volume of services 
demonstrate a projected increase of 0.2 
percent as a result of APC recalibration. 
Estimated decreases in payment for 
urban hospitals are also concentrated in 
some regions, specifically, New 
England, Pacific, South Atlantic, and 
Mountain, with the first two 
experiencing the largest decreases of 1.0 
each. On the other hand, a few regions 
experience moderate increases. Urban 
hospitals in the East South Central and 
West North Central regions experience 
increases of 1.6 and 2.3 percent, 
respectively. 

Overall, rural hospitals show a 
modest 0.2 percent decrease as a result 
of changes to the APC structure, and 
this 0.2 percent decrease appears to be 
concentrated in rural hospitals that are 
not rural SCHs, which experience a 0.6 
percent increase. Notwithstanding a 
modest overall decline in payments, 
there is substantial variation among 
classes of rural hospitals. Specifically, 
rural hospitals with less than 100 beds 
and between 150 and 199 beds 
experience decreases, with hospitals 
having less than 50 beds experiencing 
the largest decrease of 1.6 percent. Rural 
hospitals with greater than 200 beds 
experience the largest increase of 1.6 
percent. With regard to volume, all rural 
hospitals, except those with the highest 
volume, experience decreases in 
payments. The lowest volume hospitals 
experience the largest decrease of 5.7 
percent. Rural hospitals providing the 
highest volume of services demonstrate 
a projected increase of 0.8 percent as a 
result of APC recalibration. Decreases 
for rural hospitals occur in every region 
except West North Central and the 
Middle Atlantic. The largest decreases 
are observed in the Pacific (¥1.8 
percent), New England (¥1.4 percent), 
and West South Central (¥1.4 percent) 
regions. On the other hand, rural 
hospitals in the Middle Atlantic and 
West North Central regions experience 
increases of 1.8 and 3.5 percent, 
respectively. 

Among other classes of hospitals, the 
largest observed impacts resulting from 
APC recalibration include declines of 
0.6 percent for nonteaching hospitals 
and increases of 0.4 percent for major 
teaching hospitals. Hospitals treating 
the most low-income patients (high DSH 
percentage) and the least low-income 
patients demonstrate declines of 0.2 
percent. Urban hospitals that are 
treating DSH patients and are also 
teaching hospitals experience increases 
of 0.5 percent. We project that hospitals 
for which a DSH percentage is not 
available, including psychiatric 

hospitals, rehabilitation hospitals, and 
long-term care hospitals will experience 
decreases in payments of 4.5 percent, 
and for the urban subset, 5.9 percent. 
Classifying hospitals by type of 
ownership suggests that proprietary and 
government hospitals will lose 1.1 and 
0.1 percent, respectively, while 
voluntary hospitals will gain 0.2 
percent. 

Column 3: New Wage Indices 
Changes introduced by the final FY 

2006 IPPS wage indices will have a 
modest impact in CY 2006, increasing 
payments to rural hospitals slightly and 
having no effect overall on urban 
hospitals. We estimate that rural SCHs 
will experience an increase in payments 
of 0.1 percent, while all other rural 
hospitals experience an increase of 0.2 
percent. With respect to volume, rural 
hospitals with the least volume and 
rural hospitals with moderate volume 
experience decreases of 0.1 and 0.2 
percent, respectively. For both facility 
size and volume, no category of rural 
hospitals experiences an increase 
greater than 0.3 percent. Examining 
hospitals by region reveals slightly 
greater variability. We estimate that 
rural hospitals in several regions will 
experience decreases in payment up to 
0.3 percent due to wage changes, 
including the Middle Atlantic, South 
Atlantic, West North Central, and West 
South Central regions. However, rural 
hospitals in the remaining regions 
experience increases. We estimate that 
the New England region will see the 
largest increase of 2.2 percent. 

Overall, urban hospitals experience 
no change in payments as a result of the 
new wage indices. With respect to 
facility size, we estimate that urban 
hospitals with between 300 and 499 
beds will experience a decrease in 
payments of 0.2 percent. Urban 
hospitals with less than 99 beds 
experience the largest increase of 0.2 
percent. When categorized by volume, 
urban hospitals with the largest volumes 
experience no change in payment as a 
result of changes to the wage index, and 
urban hospitals with the lowest volume 
experience a 0.4 percent increase in 
payment. We estimate that urban 
hospitals in all but the Pacific, New 
England and the Middle Atlantic 
regions will experience modest 
decreases due to wage changes of no 
more than 0.5 percent (except for urban 
hospitals in Puerto Rico, with a decrease 
of 1 percent). Urban hospitals in the 
Pacific and New England regions will 
experience an increase of 1.2, and 0.2 
percent, respectively. Urban hospitals in 
the Middle Atlantic region will 
experience no change in payments. 

Looking across other categories of 
hospitals, we estimate that updating the 
wage index will lead major teaching 
hospitals to lose 0.2 percent and 
hospitals without graduate medical 
education programs are estimated to 
gain 0.1 percent. Hospitals serving 
between 0.0 and 0.10 percent of low- 
income patients lose up to 0.1 percent, 
whereas hospitals serving other 
percentages of low-income patients 
experience no change. Government, 
voluntary, and proprietary hospitals as 
classes will experience no change in 
payment due to wage changes. 

Column 4: New Adjustment for Rural 
SCHs 

As discussed in section II.G. of this 
preamble, we have increased payments 
for all services except drugs and 
biologicals to rural SCHs by 7.1 percent. 
This resulted in an adjustment to the 
conversion factor of 0.996. Targeting 
payments to these rural hospitals 
uniformly reduces payments to all other 
hospitals by 0.4 percent. The uniform 
reduction for all urban and other rural 
hospitals is evident in Column 4. The 
periodic appearance of a ¥0.3 among 
urban classes of hospitals is due to the 
difference between the definition of 
rural used for this impact table and the 
broader definition of rural employed for 
the adjustment for rural SCHs. SCHs 
located in urban areas that are 
reclassified as rural for wage index 
purposes are eligible for the adjustment. 
The observed increase of 5.6 percent for 
rural SCHs is lower than 7.1 percent 
because drugs and biologicals do not 
receive the payment adjustment. The 
remaining classes of rural hospitals 
show variable increases that reflect the 
distribution of rural SCHs. The largest 
increases are observed among rural 
hospitals with small numbers of beds, 
with moderate volume, and regions in 
the western half of the country. 

Column 5: All Budget Neutrality 
Changes and Market Basket Update 

The addition of the market basket 
update alleviates any negative impacts 
on payments for CY 2006 created by the 
budget neutrality adjustments made in 
Columns 2, 3, and 4, with the exception 
of hospitals with the lowest volume of 
services and hospitals not paid under 
IPPS, including psychiatric hospitals, 
rehabilitation hospitals, and long-term 
care hospitals. In many instances, the 
redistribution of payments created by 
APC recalibration offset those 
introduced by updating the wage 
indices. However, in a few instances, 
negative APC recalibration changes 
compound a reduction in payment from 
updating the wage index. In addition, 
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all urban and rural hospitals that are not 
SCHs experience a decrease in payment 
of 0.4 percent as a result of the payment 
adjustment for rural SCHs. 

We estimate that the cumulative 
impact of the budget neutrality 
adjustments and the addition of the 
market basket update will result in an 
increase in payments for urban hospitals 
of 3.3 percent, which is less than the 
market basket update of 3.7 percent. 
Large urban hospitals will experience an 
increase of 2.5 percent and other urban 
hospitals will experience an increase of 
4.2 percent. Most other classes of urban 
hospitals experience updates lower than 
the market basket update. Urban 
hospitals with the lowest volume 
experience a negative market basket 
update, which is largely a function of 
the 5.4 percent decrease in payments 
attributable to changes to the APC 
structure. Urban hospitals with 
moderate volume will also lose the bulk 
of the market basket update as a result 
of a 2.9 percent decrease resulting from 
the APC recalibration and the addition 
of the payment adjustment for rural 
SCHs. The same compounding effect 
holds true for urban hospitals in the 
New England and South Atlantic 
regions and Puerto Rico, which 
experience the lowest overall increases 
of 2.5, 2.3, and 1.4 percent, respectively. 
Urban hospitals in the East South 
Central and West North Central regions 
experience increases in payment for CY 
2006 above the market basket update. 

We estimate that the cumulative 
impact of budget neutrality adjustments 
and the market basket update will result 
in an overall increase for rural hospitals 
of 5.7 percent, with rural SCHs 
experiencing an update of 10.2 percent 
and other rural hospitals experiencing 
an update of 2.9 percent. In general, 
rural hospitals with more than 50 beds 
and the highest volume rural hospitals 
experience increases of more than 5.3 
percent, which generally results from 
the combined impact of increases in 
payment from APC recalibration, wage 
changes, and the new adjustment for 
rural SCHs. We estimate that low- 
volume rural hospitals will experience a 
decrease in payments of 1.1 percent, 
which results from the combined impact 
of decreased payments attributable to 
APC recalibration and wage index 
update that are larger than the estimated 
1.2 percent increase from the 
adjustment for rural SCHs. Rural 
hospitals also demonstrate large 
increases by region. We estimate that all 
regions except East South Central will 
experience increases larger than the 
market basket update. For these regions, 
in aggregate, the payment adjustment for 
rural SCHs compensates for observed 

decreases in payment due to APC 
recalibration or the update for the wage 
indices. 

The changes across columns for other 
classes of hospitals are fairly moderate 
and most show updates relatively close 
to the market basket update with the 
exception of hospitals not paid under 
the IPPS. These hospitals show negative 
payment updates as a result of negative 
payment changes for APC recalibration 
and the adjustment for rural SCHs. 
Proprietary hospitals also show an 
increase much less than the market 
basket as a result of negative payments 
under APC recalibration. 

Column 6: All Changes for CY 2006 

Column 6 compares all changes for 
CY 2006 to final payment for CY 2005 
and includes any additional dollars 
resulting from provisions in Pub. L. 
108–173 in both years, changes in 
outlier payment percentages and 
thresholds, and the difference in pass- 
through estimates. Overall, we estimate 
that hospitals will gain 2.2 percent 
under this final rule with comment 
period in CY 2006 relative to total 
spending in CY 2005, which included 
Pub. L. 108–173 dollars for drugs and 
wage indices. When we excluded cancer 
and children’s hospitals, which are held 
harmless, the gain is 2.3 percent. While 
hospitals receive the 3.7 percent 
increase due to the market basket 
update appearing in Column 5 and the 
additional 0.85 percent in outlier 
payments that we estimate as not being 
paid in CY 2005, we estimate that 
hospitals also experience an overall 2.25 
percent loss due to the expiration of 
additional payment for drugs in CY 
2005, as well as a 0.07 percent reduction 
due to the change in estimated pass- 
through payments for CY 2006. That is, 
without the net additional 0.78 (0.85– 
0.07) percent increase in outlier 
payments due to lower than expected 
payment for outliers in CY 2005, 
hospitals will receive a positive increase 
in payments of 1.5 percent. Paying the 
net additional 0.78 percent in CY 2006 
increases overall gains to 2.2 (rounded 
2.23) percent, which is lower than the 
market basket update. The change in the 
outlier thresholds has a small 
redistributive impact by class of 
hospital and the vast majority of 
redistributive impacts observed between 
Columns 5 and 6 can be attributed to the 
loss of additional payment for drugs 
outside budget neutrality required by 
Pub. L. 108–173. The redistributive 
impact of the change in the outlier target 
from 2 to 1 percent is discussed in 
greater detail under section XIX.F. of 
this preamble. 

In general, urban hospitals appear to 
experience the largest negative impacts 
from the combined effects of losing 
additional payments for drugs, the 
decreases in payment from the payment 
adjustment for rural SCHs, and, 
frequently, negative changes in 
payments due to APC recalibration. We 
estimate that hospitals in large urban 
areas will gain 1.2 percent in CY 2006 
and hospitals in other urban areas will 
gain 2.8 percent. We estimate that low- 
volume urban hospitals will experience 
a decrease in total payments of 1.0 
percent between CY 2005 and CY 2006. 
This negative update includes the 
cumulative effect of negative payments 
from APC recalibration, a negative 
impact of the payment adjustment for 
rural SCHs, a loss of payments outside 
budget neutrality for drugs and a loss of 
some outlier payments. All other classes 
of urban hospitals show increases 
between 0.4 and 3.8 percent. We note 
that urban hospitals in the East South 
Central and West North Central regions 
are estimated to receive slightly more 
than the market basket in spite of 
expiring drug payments, the largest 
increases for urban hospitals. 

Overall, rural hospitals experience 
larger increases than those observed for 
urban hospitals because the payment 
adjustment for rural SCHs tends to 
buffer the loss of payments for drugs 
from Pub. L. 108–173. However, this 
adjustment is only for rural SCHs. 
Overall, we estimate that rural hospitals 
will experience an increase in payments 
of 3.9 percent. However, we also 
estimate that rural SCHs will experience 
an increase of 7.6 percent, and that the 
other rural hospitals will only 
experience an increase of 1.5 percent. 
With the exception of low-volume rural 
hospitals, no category of rural hospitals 
experiences a decrease in payments 
between CY 2005 and CY 2006, and a 
few groups of rural hospitals show 
increases comparable to, or better than, 
the market basket. For example, rural 
hospitals with more than 100 beds 
experience increases of at least 4.1 
percent. Rural hospitals with moderate 
to high volume experience increases of 
no less than 2.8 percent. Across the 
regions, all rural hospitals except those 
in the New England and East North 
Central regions experience increases in 
payments greater than 3.2 percent. Rural 
hospitals in the West North Central 
region experience an increase of 6.1 
percent. We project that low-volume 
rural hospitals, like low-volume urban 
hospitals, will experience a decrease in 
payments of 2.2 percent (due to 
decreases in payments for mid-level and 
high-level emergency visits). 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00206 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2



68721 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

Among other classes of hospitals, we 
estimate that hospitals not paid under 
the IPPS (DSH Not Available) will 
experience decreases in payments 

between CY 2005 and CY 2006 of 1.5 
percent. Factoring in expiring payments 
for drugs through Pub. L. 108–173, we 
estimate that major teaching hospitals 

will experience an increase of 1.0 
percent. 
BILLING CODE 4210–01–P 
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BILLING CODE 4210–01–C 

F. Estimated Impact of the Change in 
Outlier Policy 

As stated in section II.H. of this 
preamble, we are changing the 
percentage of payments that we have set 
aside for outlier payments from 2.0 
percent to 1.0 percent. In order to 
accommodate this reduction in outlier 
payments, we increased the fixed-dollar 
threshold to $1,250. This threshold 
changed from the $1,575 in the 
proposed rule because we used updated 
claims, final rule APC payment rates, an 
updated charge inflation factor of 14.94 
percent, and each hospital’s overall CCR 
that we calculate as part of our APC 
median estimation process. 

Table 40 shows the impact of 
reducing the amount of total aggregate 
OPPS payments set aside for outlier 
payments to 1.0 percent of CY 2006 
payments. Column 2 compares 
estimated CY 2006 total payments with 
a 1.0 percent outlier policy and an 
additional 1.0 percent of total payments 
in the conversion factor with estimated 

CY 2006 total payment under a 2.0 
percent policy. Using updated claims 
data, a new charge inflation factor, new 
APC payment rates, and CCRs, we 
estimate that the fixed-dollar threshold 
associated with a 2.0 percent outlier 
policy would have been $550. We used 
this fixed-dollar threshold to model the 
2.0 percent outlier policy. All other 
components of the payment system are 
held constant, including the multiple 
threshold of 1.75 times the APC 
payment rate. This impact differs from 
any impact attributable to outlier 
payments in Table 40 because the 
comparison here is within estimates of 
CY 2006 and not across CY 2005 and CY 
2006. We expect that this policy change 
would slightly redistribute payments 
away from hospitals receiving a lot of 
outlier payments to hospitals generally 
not receiving outlier payments. We also 
would expect the losses to be 
concentrated in a few classes of 
hospitals and the benefits to be diffused 
across all other classes of hospitals. 

Table 40 depicts small changes in 
total payments across all classes of 

hospitals from reducing the amount of 
total payments set aside for outlier 
payments from 2.0 percent to 1.0 
percent. As expected, modest reductions 
in total payments are observed for 
hospitals that probably receive a larger 
percentage of their total payments as 
outlier payments, including major 
teaching hospitals and large urban 
hospitals. We estimate that major 
teaching hospitals will experience a 
decrease of 0.7 percent in total 
payments and that large urban hospitals 
will experience a decrease of 0.1 percent 
in total payments. These same hospitals 
are also responsible for the 0.4 percent 
decrease in total payments for urban 
hospitals with more than 500 beds, the 
0.1 percent decrease for teaching 
hospitals with a disproportionate share 
of low-income patients, and the 0.5 
percent decrease for hospitals serving a 
large percentage of low-income patients. 
Also evident are slight increases in total 
payments for most other hospitals 
arising from the increase in the 
conversion factor. For example, rural 
hospitals gain 0.2 percent overall. The 

VerDate Aug<31>2005 18:02 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00209 Fmt 4701 Sfmt 4700 C:\10NOR2.SGM 10NOR2 E
R

10
N

O
05

.0
33

<
/G

P
H

>



68724 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

decreases in total payments for low- 
volume rural and low-volume urban 
hospitals appear to be attributable to a 

concentrated loss of outlier payments 
for moderate cost and moderate 

complexity services that fail to meet the 
higher fixed-dollar threshold. 
BILLING CODE 4210–01–P 
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BILLING CODE 4210–01–C 

G. Accounting Statement 

As required by OMB Circular A–4 
(available at http://www.whitehousegov/ 
omb/circulars/a004/a–4.pdf, in Table 41 

below, we have prepared an accounting 
statement showing the classification of 
the expenditures associated with the 
provisions of this final rule with 
comment period. This table provides 
our best estimate of the increase in 

Medicare payments under the OPPS as 
a result of the changes presented in this 
final rule with comment period based 
on the data for 4,222 hospitals. All 
expenditures are classified as transfers 
to Medicare providers (that is, OPPS). 

TABLE 41.—ACCOUNTING STATEMENT: CLASSIFICATION OF ESTIMATED EXPENDITURES FROM CY 2005 TO CY 2006 

Category Transfers 

Annualized Monetized Transfers .............................................................. $660 Billion. 
From Whom to Whom .............................................................................. Federal Government to OPPS Medicare Providers. 
Category ................................................................................................... Reduction in Costs. 
Annualized Monetized Reduction ............................................................. $436 Million. 
From Whom to Whom .............................................................................. Reduction in Payments from Beneficiaries to Federal Government. 

Total ................................................................................................... $1.1 Billion. 

H. Estimated Impacts of This Final Rule 
With Comment Period on Beneficiaries 

For services for which the beneficiary 
pays a copayment of 20 percent of the 
payment rate, the beneficiary share of 
payment will increase for services for 

which OPPS payments will rise and will 
decrease for services for which OPPS 
payments will fall. For example, for a 
mid-level office visit (APC 0601), the 
minimum unadjusted copayment in CY 
2005 was $11.22. In this final rule with 

comment period, the minimum 
unadjusted copayment for APC 601 is 
$12.05 because the OPPS payment for 
the service will increase under this final 
rule with comment period, and there is 
no national unadjusted copayment. In 
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another example, for a Level IV Needle 
Biopsy (APC 0037), in the CY 2005 
OPPS, the national unadjusted 
copayment in CY 2005 was $234.20, and 
the minimum unadjusted copayment 
was $106.47. In this final rule with 
comment period, the national 
unadjusted copayment for APC 0037 is 
$228.76 because the national unadjusted 
copayment is limited to 40 percent of 
the APC payment rate for CY 2006, as 
discussed in section II. of the preamble 
to this final rule with comment period. 
The minimum unadjusted copayment 
for APC 0037 is $114.38. However, in all 
cases, the statute limits beneficiary 
liability for copayment for a service to 
the inpatient hospital deductible for the 
applicable year. For 2006, the inpatient 
deductible is $952. 

In order to better understand the 
impact of changes in copayment on 
beneficiaries we modeled the percent 
change in total copayment liability 
using CY 2004 claims. We estimate that 
total beneficiary liability for copayments 
will decline as an overall percentage of 
total payments from 33 percent in CY 
2005 to 29 percent in CY 2006. This 
represents a decline in beneficiary 
liability of more than $400 million from 
the CY 2005 OPPS to the CY 2006 
OPPS. 

Conclusion 
The changes in this final rule with 

comment period will affect all classes of 
hospitals. Some hospitals experience 
significant gains and others less 
significant gains, but almost all 
hospitals will experience positive 
updates in OPPS payments in CY 2006. 
Table 39 demonstrates the estimated 
distributional impact of the OPPS 
budget neutrality requirements and an 
additional 2.2 percent increase in 
payments for CY 2006, after considering 
the expiring provision for additional 
drug payment under Pub. L. 108–173 
and a change in the percentage of total 
payments dedicated to outliers and 
transitional pass-through payments, 
exclusive of transitional pass-through 
payments, across various classes of 
hospitals. The accompanying 
discussion, in combination with the rest 
of this final rule with comment period 
constitutes a regulatory impact analysis. 

In accordance with the provisions of 
Executive Order 12866, this final rule 
with comment period was reviewed by 
the Office of Management and Budget. 

XX. Waiver of Proposed Rulemaking 
We ordinarily publish a notice of 

proposed rulemaking in the Federal 
Register and invite public comment on 
the proposed rule. The notice of 
proposed rulemaking includes a 

reference to the legal authority under 
which the rule is proposed, and the 
terms and substances of the proposed 
rule or a description of the subjects and 
issues involved. This procedure can be 
waived, however, if an agency finds 
good cause that a notice-and-comment 
procedure is impracticable, 
unnecessary, or contrary to the public 
interest and incorporates a statement of 
the finding and its reasons in the rule 
issued. 

As established in regulations, HCPCS 
codes are used to identify services for 
which predetermined amounts are paid 
under the OPPS (42 CFR 419.2(a)). The 
HCPCS is a national coding system 
comprised of Level I (CPT) codes and 
Level II (HCPCS National Codes) that 
are intended to provide uniformity to 
coding procedures, services, and 
supplies across all types of medial 
providers and suppliers. Level I (CPT) 
codes are copyrighted by the AMA and 
consist of several categories, including 
Category I codes which are five-digit 
numeric codes, and Category II codes 
which are temporary codes to track 
emerging technology, services, and 
procedures, as we discuss elsewhere in 
this preamble. 

AMA issues an annual update of the 
CPT code set each fall, with January 1 
as the effective date for implementing 
the updated CPT codes. The HCPCS, 
including both Level I and Level II 
codes, is similarly updated annually on 
a calendar year basis. Annual coding 
changes are not available to the public 
until the fall immediately preceding the 
annual January update of the OPPS. 
Because of the timing of the release of 
these codes, it is impracticable for us to 
provide prior notice and solicit 
comment on these codes in advance of 
the publication of the annual final rule 
that implements the OPPS update. Yet 
it is imperative that these codes be 
accounted for and recognized timely 
under the OPPS for payment because 
services represented by these codes will 
be provided to Medicare beneficiaries 
by outpatient hospital departments once 
issued by the applicable group. 
Moreover, as we explain above, 
regulations implementing HIPAA (42 
CFR parts 160 and 162) require that the 
HCPCS be used to report health care 
services, including outpatient services 
paid under the OPPS. Therefore, we 
believe it would be contrary to the 
public interest to delay recognition of 
these codes as payment could not then 
be made for those services provided 
under these codes and public access to 
these services would be impeded. 

Therefore, for good cause, we waive 
notice and comment rulemaking 
procedures with respect to these codes 

noted in Addendum B with the status 
indicator ‘‘NI.’’ However, we are 
providing a 60-day public comment 
period on these codes. 

List of Subjects 

42 CFR Part 419 
Hospitals, Medicare, Reporting and 

recordkeeping requirements. 

42 CFR Part 485 
Grant program-health, Health 

facilities, Medicaid, Medicare, 
Reporting and recordkeeping 
requirements. 
� For the reasons stated in the preamble 
of this final rule with comment period, 
the Centers for Medicare & Medicaid 
Services is amending 42 CFR Chapter IV 
as set forth below: 

PART 419—PROSPECTIVE PAYMENT 
SYSTEM FOR HOSPITAL OUTPATIENT 
DEPARTMENT SERVICES 

� A. Part 419 is amended as follows: 
� 1. The authority citation for Part 419 
continues to read as follows: 

Authority: Secs. 1102, 1833(t), and 1871 of 
the Social Security Act (42 U.S.C. 1302, 
1395l(t), and 1395hh). 

� 2. Section 419.43 is amended by 
adding a new paragraph (g) to read as 
follows: 

§ 419.43 Adjustments to national program 
payment and beneficiary copayment 
amounts. 
* * * * * 

(g) Payment adjustment for certain 
rural hospitals. (1) General rule. CMS 
provides for additional payment for 
covered hospital outpatient services not 
excluded under paragraph (g)(4) of this 
section, furnished on or after January 1, 
2006, if the hospital— 

(i) Is a sole community hospital under 
§ 412.92 of this chapter; and 

(ii) Is located in a rural area as defined 
in § 412.64(b) of this chapter or is 
treated as being located in a rural area 
under § 412.103 of this chapter. 

(2) Amount of adjustment. The 
amount of the additional payment under 
paragraph (g)(1) of this section is 
determined by CMS and is based on the 
difference between costs incurred by 
hospitals that meet the criteria in 
paragraphs (g)(1)(i) and (g)(1)(ii) of this 
section and costs incurred by hospitals 
located in urban areas. 

(3) Budget neutrality. CMS establishes 
the payment adjustment under 
paragraph (g)(2) of this section in a 
budget neutral manner, excluding 
services and groups specified in 
paragraph (g)(4) of this section. 

(4) Excluded services and groups. 
Drugs and biologicals that are paid 
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under a separate APC and devices of 
brachytheraphy consisting of a seed or 
seeds (including a radioactive source) 
are excluded from qualification for the 
payment adjustment in paragraph (g)(2) 
of this section. 

(5) Copayment. The payment 
adjustment in paragraph (g)(2) of this 
section is applied before calculating 
copayment amounts. 

(6) Outliers. The payment adjustment 
in paragraph (g)(2) of this section is 
applied before calculating outlier 
payments. 

� 3. Section 419.66 is amended by 
revising paragraph (c)(1) to read as 
follows: 

§ 419.66 Transitional pass-through 
payments: Medical devices. 

* * * * * 
(c) Criteria for establishing device 

categories. * * * 
(1) CMS determines that a device to 

be included in the category is not 
appropriately described by any of the 
existing categories or by any category 
previously in effect, and was not being 
paid for as an outpatient service as of 
December 31, 1996. 
* * * * * 

PART 485—CONDITIONS OF 
PARTICIPATION: SPECIALIZED 
PROVIDERS 

� B. Part 485 is amended as follows: 
� 1. The authority citation for Part 485 
continues to read as follows: 

Authority: Secs. 1102 and 1871 of the 
Social Security Act (42 U.S.C. 1302 and 
1395hh). 

� 2. Section 485.631 is amended by— 
� a. Republishing paragraph (b)(1) 
introductory text. 
� b. Revising paragraph (b)(1)(iv). 
� c. Adding new paragraphs (b)(1)(v) 
and (b)(1)(vi). 

The revision and additions read as 
follows: 

§ 485.631 Condition of participation: 
Staffing and staff responsibilities. 
* * * * * 

(b) Standard: Responsibilities of the 
doctor of medicine or osteopathy. (1) 
The doctor of medicine or osteopathy— 
* * * * * 

(iv) Periodically reviews and signs the 
records of all inpatients cared for by 
nurse practitioners, clinical nurse 
specialists, certified nurse midwives, or 
physician assistants. 

(v) Periodically, but not less than 
every 2 weeks, reviews and signs a 
sample of outpatient records of patients 
cared for by nurse practitioners, clinical 

nurse specialists, certified nurse 
midwives, or physician assistants 
according to the policies of the CAH and 
according to current standards of 
practice where State law requires record 
reviews or co-signatures, or both, by a 
collaborating physician. 

(vi) Is not required to review and sign 
outpatient records of patients cared for 
by nurse practitioners, clinical nurse 
specialists, certified nurse midwives, or 
physician assistants where State law 
does not require record reviews or co- 
signatures, or both, by a collaborating 
physician. 
* * * * * 
(Catalog of Federal Domestic Assistance 
Program No. 93.773, Medicare—Hospital 
Insurance; and Program No. 93.774, 
Medicare—Supplementary Medical 
Insurance Program) 

Dated: October 26, 2005. 
Mark B. McClellan, 
Administrator, Centers for Medicare & 
Medicaid Services. 

Dated: November 1, 2005. 
Michael O. Leavitt, 
Secretary. 

Editorial Note: The following Addenda 
will not be published in the Code of Federal 
Regulations. 

BILLING CODE 4120–01–P 
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Astralagus brauntonii and Pentachaeta 
lyonii; Proposed Rule 

VerDate Aug<31>2005 18:09 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00001 Fmt 4717 Sfmt 4717 E:\FR\FM\10NOP2.SGM 10NOP2



68982 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Proposed Rules 

DEPARTMENT OF THE INTERIOR 

Fish and Wildlife Service 

50 CFR Part 17 

RIN 1018–AU51 

Endangered and Threatened Wildlife 
and Plants; Designation of Critical 
Habitat for Astralagus brauntonii and 
Pentachaeta lyonii 

AGENCY: Fish and Wildlife Service, 
Interior. 
ACTION: Proposed rule. 

SUMMARY: We, the U.S. Fish and 
Wildlife Service (Service), propose to 
designate critical habitat for Astralagus 
brauntonii (Braunton’s milk-vetch) and 
Pentachaeta lyonii (Lyon’s pentachaeta) 
pursuant to the Endangered Species Act 
of 1973, as amended (Act). For A. 
brauntonii, approximately 3,638 acres 
(ac) (1,471 hectares (ha)) fall within the 
boundaries of the proposed critical 
habitat designation. The proposed 
critical habitat for A. brauntonii is 
located in Ventura, Los Angeles, and 
Orange Counties, California. For P. 
lyonii, approximately 4,212 acres (ac) 
(1,703 hectares (ha)) fall within the 
boundaries of the proposed critical 
habitat designation. The proposed 
critical habitat for P. lyonii is located in 
Ventura and Los Angeles Counties, 
California. 

DATES: We will accept comments from 
all interested parties until January 9, 
2006. We must receive requests for 
public hearings, in writing, at the 
address shown in the ADDRESSES section 
by December 27, 2005. 
ADDRESSES: If you wish to comment, 
you may submit your comments and 
materials concerning this proposal by 
any one of several methods: 

1. You may submit written comments 
and information to Diane Noda, Field 
Supervisor, U.S. Fish and Wildlife 
Service, Ventura Fish and Wildlife 
Office (VFWO), 2493 Portola Road, 
Suite B, Ventura, CA 93003. 

2. You may hand-deliver written 
comments to our VFWO, at the above 
address. 

3. You may send comments by 
electronic mail (e-mail) to 
fw82plantsch@fws.gov. For directions 
on how to submit electronic filing of 
comments, please see the ‘‘Public 
Comments Solicited’’ section. 

4. You may fax your comments to 
805/644–3958. 

Comments and materials received, as 
well as supporting documentation used 
in the preparation of this proposed rule, 
will be available for public inspection, 

by appointment, during normal business 
hours at our VFWO at the above 
address. 
FOR FURTHER INFORMATION CONTACT: 
Diane Noda, Field Supervisor, VFWO, at 
the above address (telephone 805/644– 
1766; facsimile 805/644–3958). 
SUPPLEMENTARY INFORMATION: 

Public Comments Solicited 
We intend that any final action 

resulting from this proposal will be as 
accurate and as effective as possible. 
Therefore, comments or suggestions 
from the public, other concerned 
governmental agencies, the scientific 
community, industry, or any other 
interested party concerning this 
proposed rule are hereby solicited. 
Comments particularly are sought 
concerning: 

(1) The reasons any habitat should or 
should not be determined to be critical 
habitat as provided by section 4 of the 
Act, including whether the benefit of 
designation will outweigh any threats to 
the species due to designation; 

(2) Specific information on the 
amount and distribution of Astralagus 
brauntonii and Pentachaeta lyonii 
habitat, and what areas that were 
occupied at the time of listing and that 
contain the features that are essential to 
the conservation of the species, should 
be included in the designations and 
why and what areas that were not 
occupied at the time of listing are 
essential to the conservation of the 
species and why; 

(3) Land use designations and current 
or planned activities in the subject areas 
and their possible impacts on proposed 
critical habitat; 

(4) Any foreseeable economic, 
national security, or other potential 
impacts resulting from the proposed 
designation and, in particular, any 
impacts on small entities; 

(5) Additional information on areas in 
Orange County which could be 
excluded in the final designation; 

(6) Whether our approach to 
designating critical habitat could be 
improved or modified in any way to 
provide for greater public participation 
and understanding, or to assist us in 
accommodating public concerns and 
comments. 

(7) Whether the following should be 
included as a primary constituent 
element (PCE) for Astragalus brauntonii: 
Plant communities in areas that are 
≥600 m in diameter, which is the 
minimum size needed to support 
associated insect pollinators (e.g., bees 
and wasps), and seed dispersers (e.g., 
insects and small mammals), and 

(8) Whether the following should be 
included as a PCE for Pentachaeta 

lyonii: Plant communities in areas that 
are ≥600 m in diameter, which is the 
minimum size needed to support 
associated insect pollinators, 
specifically bees, wasps, and flies. 

If you wish to comment, you may 
submit your comments and materials 
concerning this proposal by any one of 
several methods (see ADDRESSES 
section). Please submit Internet 
comments to fw82plantsch@fws.gov in 
ASCII file format and avoid the use of 
special characters or any form of 
encryption. Please also include ‘‘Attn: 
Braunton’s milk-vetch and Lyon’s 
pentachaeta’’ in your e-mail subject 
header and your name and return 
address in the body of your message. If 
you do not receive a confirmation from 
the system that we have received your 
Internet message, contact us directly by 
calling our VFWO at phone number 
805/644–1766. Please note that the 
Internet address fw82plantsch@fws.gov 
will be closed out at the termination of 
the public comment period. 

Our practice is to make comments, 
including names and home addresses of 
respondents, available for public review 
during regular business hours. 
Individual respondents may request that 
we withhold their home addresses from 
the rulemaking record, which we will 
honor to the extent allowable by law. 
There also may be circumstances in 
which we would withhold from the 
rulemaking record a respondent’s 
identity, as allowable by law. If you 
wish us to withhold your name and/or 
address, you must state this 
prominently at the beginning of your 
comment. However, we will not 
consider anonymous comments. We 
will make all submissions from 
organizations or businesses, and from 
individuals identifying themselves as 
representatives or officials of 
organizations or businesses, available 
for public inspection in their entirety. 
Comments and materials received will 
be available for public inspection, by 
appointment, during normal business 
hours at the above address. 

Designation of Critical Habitat Provides 
Little Additional Protection to Species 

In 30 years of implementing the Act, 
the Service has found that the 
designation of statutory critical habitat 
provides little additional protection to 
most listed species, while consuming 
significant amounts of available 
conservation resources. The Service’s 
present system for designating critical 
habitat has evolved since its original 
statutory prescription into a process that 
provides little real conservation benefit, 
is driven by litigation and the courts 
rather than biology, limits our ability to 
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fully evaluate the science involved, 
consumes enormous agency resources, 
and imposes huge social and economic 
costs. The Service believes that 
additional agency discretion would 
allow our focus to return to those 
actions that provide the greatest benefit 
to the species most in need of 
protection. 

Role of Critical Habitat in Actual 
Practice of Administering and 
Implementing the Act 

While attention to and protection of 
habitat is paramount to successful 
conservation actions, we have 
consistently found that, in most 
circumstances, the designation of 
critical habitat is of little additional 
value for most listed species, yet it 
consumes large amounts of conservation 
resources. Sidle (1987) stated, ‘‘Because 
the Act can protect species with and 
without critical habitat designation, 
critical habitat designation may be 
redundant to the other consultation 
requirements of section 7.’’ Currently, 
only 470 species, or 37.5 percent of the 
1,253 listed species in the U.S. under 
the jurisdiction of the Service, have 
designated critical habitat. 

We address the habitat needs of all 
1,253 listed species through 
conservation mechanisms such as 
listing, section 7 consultations, the 
Section 4 recovery planning process, the 
Section 9 protective prohibitions of 
unauthorized take, Section 6 funding to 
the States, and the Section 10 incidental 
take permit process. The Service 
believes that it is these measures that 
may make the difference for the 
conservation of many species. 

We note, however, that the August 6, 
2004 Ninth Circuit judicial opinion, 
(Gifford Pinchot Task Force v. United 
States Fish and Wildlife Service) found 
our definition of adverse modification 
was invalid. In response to the decision, 
the Director has provided guidance to 
the Service based on the statutory 
language. In this rule, our analysis of the 
consequences and relative costs and 
benefits of the critical habitat 
designation is based on application of 
the statute consistent with the 9th 
Circuit’s ruling and the Director’s 
guidance. 

Procedural and Resource Difficulties in 
Designating Critical Habitat 

We have been inundated with 
lawsuits for our failure to designate 
critical habitat, and we face a growing 
number of lawsuits challenging critical 
habitat determinations once they are 
made. These lawsuits have subjected the 
Service to an ever-increasing series of 
court orders and court-approved 

settlement agreements, compliance with 
which now consumes nearly the entire 
listing program budget. This leaves the 
Service with little ability to prioritize its 
activities to direct scarce listing 
resources to the listing program actions 
with the most biologically urgent 
species conservation needs. 

The consequence of the critical 
habitat litigation activity is that limited 
listing funds are used to defend active 
lawsuits, to respond to Notices of Intent 
(NOIs) to sue relative to critical habitat, 
and to comply with the growing number 
of adverse court orders. As a result, 
listing petition responses, the Service’s 
own proposals to list critically 
imperiled species, and final listing 
determinations on existing proposals are 
all significantly delayed. 

The accelerated schedules of court 
ordered designations have left the 
Service with almost no ability to 
provide for adequate public 
participation or to ensure a defect-free 
rulemaking process before making 
decisions on listing and critical habitat 
proposals due to the risks associated 
with noncompliance with judicially- 
imposed deadlines. This in turn fosters 
a second round of litigation in which 
those who fear adverse impacts from 
critical habitat designations challenge 
those designations. The cycle of 
litigation appears endless, is very 
expensive, and in the final analysis 
provides relatively little additional 
protection to listed species. 

The costs resulting from the 
designation include legal costs, the cost 
of preparation and publication of the 
designation, the analysis of the 
economic effects and the cost of 
requesting and responding to public 
comment, and in some cases the costs 
of compliance with the National 
Environmental Policy Act (NEPA). None 
of these costs result in any benefit to the 
species that is not already afforded by 
the protections of the Act enumerated 
earlier, and they directly reduce the 
funds available for direct and tangible 
conservation actions. 

Background 

It is our intent to discuss only those 
topics directly relevant to the 
designation of critical habitat in this 
proposed rule. For more information on 
the taxonomic history and description 
of Astralagus brauntonii and 
Pentachaeta lyonii, refer to the final 
listing rule published in the Federal 
Register on January 29, 1997 (62 FR 
4172). It is our intent in this document 
to reiterate and discuss only those 
topics directly relevant to the 
development and designation of critical 

habitat or relevant information obtained 
since the final listing. 

Astragalus brauntonii is a short-lived 
perennial herb in the Fabaceae (Pea 
family); a thick taproot gives rise to 
stems that reach a height of 5 feet (ft) 
(1.5 meters (m)), making it one of the 
tallest species in the genus. It is 
associated with chaparral and coastal 
sage scrub plant communities and 
generally occurs along the tops of knolls 
ranging from 800 to 2,100 ft (244 to 640 
m) in elevation (Fotheringham and 
Keeley 1998; CNDDB 2003; B. Landis, in 
litt. 2005). Common species associated 
with chaparral communities in this 
region of California are Adenostoma 
fasciculatum (chamise), Ceanothus spp. 
(California lilac), Arctostaphylos 
spp.(manzanita), Salvia spp. (sage), 
Eriogonum fasciculatum (California 
buckwheat), Malosma laurina (laurel 
sumac), Rhus ovata (sugar bush), and 
Yucca whipplei (yucca) (Hanes 1988). 
Common species associated with coastal 
sage scrub are Artemisia californica 
(California sagebrush), sages, California 
buckwheat, Rhus integrifolia (lemonade 
berry), Encelia californica (encelia), and 
Isocoma menziesii (goldenbush) 
(Mooney 1988). Chaparral and coastal 
sage scrub communities interdigitate 
with each other, with coastal sage scrub 
occurring on sites with less seasonal 
moisture availability, such as on lower 
slopes of the mountains facing the ocean 
interrupted by chaparral on higher, 
more mesic slopes, and then a 
reoccurrence of coastal sage scrub on 
the rain shadow lower slopes of the 
mountain interior (Mooney 1988). Both 
of these communities occur within a 
Mediterranean-type climate that is 
characterized by mild, wet winters and 
hot, dry summers. The chaparral shrubs 
in particular have developed low tissue 
water content and are thus prone to 
wildfires, particularly during the 
extreme conditions of the hot, dry 
‘‘Santa Ana’’ winds (Beyers and 
Wakeman 2000). Under such 
conditions, fires may rapidly burn 
thousands of hectares of chaparral and 
coastal sage scrub. Patterns of fire 
occurrence for a period of 60 years in 
the Santa Monica Mountains reveal that, 
on average, most of the Santa Monica 
Mountains have burned three to 5 times 
in that period, with an average fire 
return interval ranging from 12.4 to 20.7 
years (Radtke et al. 1982). Many of the 
species that comprise the chaparral and 
coastal sage scrub communities are well 
adapted to regenerate after fire, either 
through the release of a dormant seed 
bank whose germination is stimulated 
by fire, or in other species, through 
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basal burl sprouting (Hanes 1971, 
Keeley and Zedler 1978). 

Like many other Astragalus species, 
A. brauntonii is self-fertile, and also 
produces seed through cross-pollination 
(Fotheringham and Keeley 1998). Insect 
visitors to A. brauntonii (i.e., likely 
pollinators) include megachilid bees 
(Family Megachilidae), and bumblebees 
(Family Apidae; Fotheringham and 
Keeley 1998). The resulting s eeds of A. 
brauntonii are enclosed in dense hairy 
pods, that may attach to the fur of 
mammals or automobile and bicycle 
tires, which may serve as a dispersal 
mechanism (B. Landis, pers. comm. 
2005). Insects, rodents, and other small 
mammals are known to eat seeds and 
other parts of the plant (B. Landis, in 
litt. 2005), and this may also disperse 
seeds. The seeds require heat or 
physical scarification (breaking, 
scratching, or mechanically altering the 
seed coat) to germinate, and 
disturbances such as fire, and rainfall or 
flooding, which ‘‘wash’’ the seeds 
downhill are known to stimulate 
germination (Fotheringham and Keeley 
1998). Human activities that disturb the 
soil such as mechanical scraping of soil 
(e.g., during road or trail maintenance) 
are also known to stimulate 
germination. The plants may produce a 
large number of seeds before dying back, 
depositing a seed ‘‘bank’’ in the soil that 
may remain dormant for many years 
until the next disturbance event. This 
aspect of their life history makes it 
difficult to determine the distribution 
and threats to the species. A portion of 
the habitat that is being proposed for 
designation in this rule was burned by 
wildfires during the month of October 
2005; the spring season of 2006 will 
offer an opportunity to survey some of 
these areas for post-fire germination of 
A. brauntonii. 

A. brauntonii occurs in very small 
populations in five disjunct geographic 
areas in Ventura, Los Angeles, and 
Orange Counties, California. These areas 
include: (1) Simi Hills in eastern 
Ventura and western Los Angeles 
Counties; (2) eastern Santa Monica 
Mountains in Los Angeles County; (3) 
western Santa Monica Mountains near 
Pacific Palisades, Los Angeles County; 
(4) San Gabriel Mountains in Monrovia, 
Los Angeles County; and (5) Santa Ana 
Mountains in Orange County. At the 
time of listing in 1997, there were 
approximately 13 known occurrences of 
A. brauntonii in four geographic areas 
(areas 1, 3, 4, and 5). Currently, there are 
20 known occurrences of A. brauntonii. 
Seven new occurrences were reported 
since the time of listing; six of these are 
in the Simi Hills (area 1), and one is in 
the eastern Santa Monica Mountains 

(area 2). The eastern Santa Monica 
Mountains occurrence, which 
represents a small range expansion for 
the species, was discovered along a 
ridgetop after a prescribed fire 
stimulated germination of dormant 
seeds, resulting in hundreds of plants. 
This population is approximately 8 
miles (mi) (13 kilometers (km)) from the 
nearest known occurrence, which only 
consisted of one plant last seen in 1984 
and is presumed to be extinct. 

The number of reported individual 
plants within each occurrence varies 
widely by year, with the largest number 
of individuals often reported soon after 
a disturbance and then declining until 
the next disturbance event. Land use 
activities that result in frequent 
disturbances, such as yearly road 
maintenance where plants occur, may 
contribute to the decline of populations 
by removing plants before they 
replenish the seed bank. Fire 
suppression may contribute to the 
decline of populations because they 
become crowded out by shrubs and 
nonnative plants. Other known threats 
to the species include cattle grazing and 
equestrian and foot traffic, which may 
result in trampling of plants. 

The most significant threat to the 
species, however, is direct loss of plants 
from urban development. Urban 
development also results in indirect 
effects to the species, including habitat 
fragmentation, which reduces gene flow 
between sites, reduction in insect 
pollinators, and increases in nonnative 
plants (Conservation Biology Institute 
2000). All known occurrences are in the 
direct vicinity of urban areas. Six of 
these occur on private lands, eight on 
local agency lands (city and regional 
parks), four on State lands (Topanga 
State Park, Chino Hills State Park, and 
Coal Canyon Ecological Reserve), and 
two on Federal lands (Santa Monica 
Mountains National Recreation Area). 

Pentachaeta lyonii is an annual herb 
in the Asteraceae (Sunflower family). Its 
yellow flower heads bloom in the late 
spring (April to June) on stems that 
grow up to 48 centimeters (cm) (18 
inches (in)) tall. It occurs in saddles 
between hills, on the tops of small 
knolls, or in flat areas at the base of 
slopes at elevations ranging from 280 to 
2,060 ft (85 to 628 m) (Fotheringham 
and Keeley 1998, CNDDB 2003). It 
occurs within pocket grasslands 
underlain by clay soils that mosaic with 
chaparral and coastal sage scrub 
communities that are fire-adapted, 
although seeds do not require fire- 
related cues (such as heat, smoke, and 
charates) to germinate (Keeley and Baer- 
Keeley 1992, Keeley 1995). The 
chaparral and coastal sage scrub 

communities are similar to those 
described above for Astragalus 
brauntonii. The pocket grasslands are 
comprised of native and nonnative 
grasses including Nassella pulchra 
(purple needlegrass), Avena spp. (wild 
oat), and Bromus spp. (bromes); and 
herbs such as Brassica spp. (mustard), 
Erodium spp. (filaree), Stylocline spp. 
(nest straw), and Plantago erecta 
(plantain). 

Pentachaeta lyonii is self- 
incompatible, meaning that it is 
dependent on cross-pollination for 
effective seed set (Fotheringham and 
Keeley 1998). Known pollinators of P. 
lyonii include digger bees (Family 
Apidae), andrenid bees (Andrena sp.), 
and megachilid bees (Ashmeadiella 
californica californica); (Fotheringham 
and Keeley 1998, Braker and Verhoeven 
1998). The resulting single-seeded fruits 
have deciduous pappus which would 
limit their dispersal by wind; however, 
the fruits most likely are attractive to 
small mammals which could disperse 
them through caching. 

P. lyonii only occurs in the Santa 
Monica Mountains in eastern Ventura 
and western Los Angeles Counties and 
in the western Simi Hills in Ventura 
County. Based on historical records, it 
once occurred on the Palos Verdes 
Peninsula and on Santa Catalina Island; 
the species has not been seen at these 
locations since 1910 and 1855, 
respectively, and is assumed to be 
extirpated. At the time of listing in 
1997, there were 29 known occurrences 
of P. lyonii (62 FR 4172). Four of these 
are reported to have been extirpated 
since the time of listing, although the 
habitat remains (CNDDB 2005). Five 
new occurrences were reported since 
the time of listing; four of these are in 
the Santa Monica Mountains and one is 
in the western Simi Hills along Montclef 
Ridge. Currently, there are 30 known 
occurrences of P. lyonii, 21 of these are 
on private lands, eight on local agency 
lands (i.e., city and regional parks and 
a water district), and one on Federal 
lands (Santa Monica Mountains 
National Recreation Area). 

Alteration and destruction of habitat 
and direct removal of plants resulting 
from urban development remain the 
greatest threats to P. lyonii. Indirect 
effects of urban development include 
habitat fragmentation, which reduces 
gene flow between sites, reduction in 
insect pollinators, and changes to the 
structure and composition of pocket 
grassland communities that displace P. 
lyonii (i.e., introduction of competitive 
weeds, changes in local hydrology, and 
increased gopher activity) (Conservation 
Biology Institute 2000). Most of the 
known occurrences are in the direct 
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vicinity of urban areas, and the majority 
of plants occur on private lands. 

Previous Federal Actions 
For more information on previous 

Federal actions concerning A. 
brauntonii and P. lyonii, refer to the 
final listing rule published in the 
Federal Register on January 29, 1997 
(62 FR 4172). At the time of listing, we 
found the designation of critical habitat 
for both species to be not prudent. In 
September 1999, we published a 
recovery plan for A. brauntonii and P. 
lyonii (USFWS 1999). On January 27, 
2003, our decision not to designate 
critical habitat for A. brauntonii and P. 
lyonii was challenged in Center for 
Biological Diversity v. Norton (Case No. 
03–CV–0198–IEG (S.D.Cal.). On July 28, 
2003, the Court entered a settlement 
agreement, in which the Service agreed 
to submit for publication a proposal to 
withdraw the existing ‘‘not prudent’’ 
determination together with a new 
proposed critical habitat determination 
for both species by November 1, 2005. 

Prudency Determination 
Section 4(a)(3) of the Act and its 

implementing regulations (50 CFR 
424.12) require that, to the maximum 
extent prudent and determinable, we 
designate critical habitat at the time a 
species is listed as endangered or 
threatened. Our regulations at 50 CFR 
424.12(a)(1) state that the designation of 
critical habitat is not prudent when one 
or both of the following situations exist: 
(1) the species is threatened by taking or 
other activity and the identification of 
critical habitat can be expected to 
increase the degree of threat to the 
species or (2) such designation of 
critical habitat would not be beneficial 
to the species. In our January 29, 1997, 
final rule (62 FR 4172), we determined 
that designation of critical habitat for A. 
brauntonii and P. lyonii was not 
prudent based on the first reason. 
Specifically, we stated that publication 
of precise maps and descriptions of 
critical habitat would make these plants 
more vulnerable to incidents of 
vandalism which could contribute to 
the decline of the species; therefore, 
such designation would provide little 
conservation benefit over that provided 
by listing. 

In addition, for A. brauntonii, we 
stated that designation of critical habitat 
could lead to overcollection by curiosity 
seekers as a result of increased 
publicity, especially because its striking 
appearance makes it vulnerable to 
casual collection. However, in the past 
few years, several of our determinations 
that the designation of critical habitat 
would not be prudent have been 

overturned by court decisions. For 
example, in Conservation Council for 
Hawaii v. Babbitt, the United States 
District Court for the District of Hawaii 
ruled that the Service could not rely on 
the ‘‘increased threat’’ rationale for a 
‘‘not prudent’’ determination without 
specific evidence of the threat to the 
species at issue (2 F. Supp. 2d 1280 [D. 
Hawaii 1998]). Additionally, in Natural 
Resources Defense Council v. U.S. 
Department of the Interior, the United 
States Court of Appeals for the Ninth 
Circuit ruled that the Service must 
balance, in order to invoke the 
‘‘increased threat rationale,’’ the threat 
against the benefit to the species of 
designating critical habitat (113 F. 3d 
1121, 1125 [9th Cir. 1997]). 

We have reconsidered our evaluation 
of the threats posed by vandalism and 
overcollection in the prudency 
determination. Since the time of listing 
in 1997, we have gathered information 
indicating that populations of A. 
brauntonii and P. lyonii continue to be 
directly and indirectly affected by 
destruction and alteration of habitat due 
to residential development. However, 
we have no credible information that 
these two species have been threatened 
from vandalism and overcollection. 
Accordingly, we withdraw our previous 
determination that the designation of 
critical habitat is not prudent for A. 
brauntonii and P. lyonii. We determine 
that the designation of critical habitat is 
prudent for A. brauntonii and P. lyonii. 
At this time, we have sufficient 
information necessary to identify 
specific areas which contain features 
essential to the conservation of the two 
species and are therefore proposing 
critical habitat (see ‘‘Methods’’ sections 
below for a discussion of information 
used in our reevaluation). 

Critical Habitat 
Critical habitat is defined in section 3 

of the Act as—(i) the specific areas 
within the geographical area occupied 
by a species, at the time it is listed in 
accordance with the Act, on which are 
found those physical or biological 
features (I) that are essential to the 
conservation of the species and (II) 
which may require special management 
considerations or protection; and (ii) 
specific areas outside the geographical 
area occupied by a species at the time 
it is listed, upon a determination that 
such areas have features that are 
essential for the conservation of the 
species. ‘‘Conservation’’ means the use 
of all methods and procedures that are 
necessary to bring an endangered or a 
threatened species to the point at which 
listing under the Act is no longer 
necessary. 

Critical habitat receives protection 
under section 7 of the Act through the 
prohibition against destruction or 
adverse modification of critical habitat 
with regard to actions carried out, 
funded, or authorized by a Federal 
agency. Section 7 requires consultation 
on Federal actions that are likely to 
result in the destruction or adverse 
modification of critical habitat. The 
designation of critical habitat does not 
affect land ownership or establish a 
refuge, wilderness, reserve, preserve, or 
other conservation area. Such 
designation does not allow government 
or public access to private lands. 

To be included in a critical habitat 
designation, the habitat within the area 
occupied by the species at the time of 
listing must first have features that are 
‘‘essential to the conservation of the 
species.’’ Critical habitat designations 
identify, to the extent known using the 
best scientific and commercial data 
available, habitat areas that provide 
necessary life cycle needs of the species 
(i.e., areas on which are found the PCEs, 
as defined at 50 CFR 424.12(b)). 

Habitat occupied at the time of listing 
may be included in critical habitat only 
if the essential features thereon may 
require special management or 
protection. Thus, we do not include 
areas where existing management is 
sufficient to conserve the species. (As 
discussed below, such areas may also be 
excluded from critical habitat pursuant 
to section 4(b)(2).) Accordingly, when 
the best available scientific and 
commercial data do not demonstrate 
that the conservation needs of the 
species so require, we will not designate 
critical habitat in areas outside the 
geographical area occupied by the 
species at the time of listing. An area 
currently occupied by the species but 
that was not known to be occupied at 
the time of listing will likely have 
features that are essential to the 
conservation of the species and, 
therefore, will be included in the critical 
habitat designation. 

The Service’s Policy on Information 
Standards Under the Endangered 
Species Act, published in the Federal 
Register on July 1, 1994 (59 FR 34271), 
and Section 515 of the Treasury and 
General Government Appropriations 
Act for Fiscal Year 2001 (Pub. L. 106– 
554; H.R. 5658) and the associated 
Information Quality Guidelines issued 
by the Service, provide criteria, 
establish procedures, and provide 
guidance to ensure that decisions made 
by the Service represent the best 
scientific and commercial data 
available. They require Service 
biologists, to the extent consistent with 
the Act and with the use of the best 
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scientific and commercial data 
available, to use primary and original 
sources of information as the basis for 
recommendations to designate critical 
habitat. When determining which areas 
are critical habitat, a primary source of 
information is generally the listing 
package for the species. Additional 
information sources include the 
recovery plan for the species, articles in 
peer-reviewed journals, conservation 
plans developed by States and counties, 
scientific status surveys and studies, 
biological assessments, or other 
unpublished materials and expert 
opinion or personal knowledge. All 
information is used in accordance with 
the provisions of Section 515 of the 
Treasury and General Government 
Appropriations Act for Fiscal Year 2001 
(Pub. L. 106–554; H.R. 5658) and the 
associated Information Quality 
Guidelines issued by the Service. 

Section 4 of the Act requires that we 
designate critical habitat on the basis of 
the best scientific data available. Habitat 
is often dynamic, and species may move 
from one area to another over time. 
Furthermore, we recognize that 
designation of critical habitat may not 
include all of the habitat areas that may 
eventually be determined to be 
necessary for the recovery of the 
species. For these reasons, critical 
habitat designations do not signal that 
habitat outside the designation is 
unimportant or may not be required for 
recovery. 

Areas that support populations, but 
are outside the critical habitat 
designation, will continue to be subject 
to conservation actions implemented 
under section 7(a)(1) of the Act and to 
the regulatory protections afforded by 
the section 7(a)(2) jeopardy standard, as 
determined on the basis of the best 
available information at the time of the 
action. Federally funded or permitted 
projects affecting listed species outside 
their designated critical habitat areas 
may still result in jeopardy findings in 
some cases. Similarly, critical habitat 
designations made on the basis of the 
best available information at the time of 
designation will not control the 
direction and substance of future 
recovery plans, habitat conservation 
plans, or other species conservation 
planning efforts if new information 
available to these planning efforts calls 
for a different outcome. 

Methods 
As required by section 4(b)(1)(A) of 

the Act, we used the best scientific and 
commercial data available in 
determining areas that contain the 
features that are essential to the 
conservation of A. brauntonii and P. 

lyonii. We have also reviewed available 
information that pertains to the habitat 
requirements of these species. This 
includes information from Service 
documents, including the final rule 
listing these taxa as endangered (62 FR 
4172; January 29, 1997) and the 
recovery plan (USFWS 1999); 
information from the California Natural 
Diversity Database (CNDDB 2003); data 
in reports submitted during section 7 
consultations and by biologists holding 
section 10(a)(1)(A) recovery permits; 
recent biological surveys; regional 
Geographic Information Systems (GIS) 
coverages; information from research 
published in peer-reviewed articles and 
presented in agency reports; aerial 
photos; and discussions with botanical 
experts. We designated no areas outside 
the geographic area presently occupied 
by the species. 

We used agency and academic reports 
to describe the ecology, habitat, and 
pollination biology of A. brauntonii and 
other related Astragalus species (Carroll 
1987; Karron 1987; Fotheringham and 
Keeley 1998; Gathmann and Tscharntke 
2002). We used agency and academic 
reports to describe the ecology, habitat, 
and pollination biology of P. lyonii 
(Belnap 1990; Keeley and Baer-Keeley 
1992; Keeley 1995; Braker and 
Verhoeven 1998; Fotheringham and 
Keeley 1998; Gathmann and Tscharntke 
2002). 

We also reviewed the criteria by 
which the Service identified in the final 
recovery plan that A. brauntonii and P. 
lyonii would be conserved to the point 
at which the protections of the Act are 
no longer necessary (Service 1999). The 
criteria for delisting A. brauntonii 
include: (1) full protection and 
management of all sites that were 
known at the time of listing with the 
primary intention of preserving the 
populations in perpetuity; (2) seed 
collected from all populations is stored 
at a certified Center for Plant 
conservation botanical garden; (3) 
reliable seed germination and 
propagation techniques for the species 
are understood; and (4) monitoring 
shows that populations are self- 
sustaining over a minimum of 15 years 
or longer. 

The criteria for delisting P. lyonii 
include: (1) Full protection and 
management of 20 populations of 10,000 
individuals or more with the primary 
intention of preserving the populations 
in perpetuity; (2) monitoring shows that 
populations are self-sustaining over a 
minimum of 15 years or longer; (3) seed 
collected from all populations is stored 
at a certified Center for Plant 
Conservation botanic garden; and (4) 
reliable seed germination and 

propagation techniques for the species 
are understood. 

Primary Constituent Elements 

The Service below identifies those 
essential physical and biological 
features necessary to bring A. brauntonii 
and P. lyonii to the point where the 
protections of the Act are no longer 
necessary. 

In accordance with section 3(5)(A)(i) 
of the Act and regulations at 50 CFR 
424.12, in determining which areas to 
propose as critical habitat, we are 
required to base critical habitat 
designations on the best scientific data 
available and to consider those physical 
and biological features (primary 
constituent elements (PCEs)) that are 
essential to the conservation of the 
species, and that may require special 
management considerations and 
protection. These include, but are not 
limited to: space for individual and 
population growth and for normal 
behavior; food, water, air, light, 
minerals, or other nutritional or 
physiological requirements; cover or 
shelter; sites for breeding, reproduction, 
and rearing (or development) of 
offspring; and habitats that are protected 
from disturbance or are representative of 
the historic geographical and ecological 
distribution of a species. 

The specific PCEs required for A. 
brauntonii and P. lyonii habitat are 
derived from the physical and biological 
features that are essential to the 
conservation of a species as described 
below. 

Astragalus brauntonii 

Space for Individual and Population 
Growth, Including Sites for 
Germination, Pollination, Reproduction, 
and Seed Bank 

Where a dormant seed bank is 
present, A. brauntonii establishes 
quickly after disturbance events that 
remove other plant competitors and 
stimulate dormant seeds to germinate 
(Fotheringham and Keeley 1998). 
Individual plants have a lifespan of two 
to three years, although some 
individuals may live up to five years, 
and then plants may not be visible again 
until the next disturbance event 
(Fotheringham and Keeley 1998). 

Insect pollinators of A. brauntonii are 
polylectic, meaning that they utilize 
several plant species within an area 
(Karron 1987), and may need a variety 
of plants to sustain populations of 
pollinators. Insect visitors include 
megachilid bees and bumblebees 
(Fotheringham and Keeley 1998). 
Gathmann and Tscharntke (2002) 
determined that maximum foraging 
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distance of several species of solitary 
bees was positively correlated with 
body length. The body length of 
megachilid bees ranges 6–12 millimeters 
(mm) (0.24–0.47 in). Based on the linear 
regression model calculated by 
Gathmann and Tscharntke (2002), the 
maximum foraging distance of 
megachilid bees is 150–600 m (492– 
1,968 ft). The body length of 
bumblebees (Bombus sp.) ranges 13–25 
mm (0.51–0.98 in), giving them a 
maximum foraging distance of 600– 
1,200 m (1,968–3,937 ft) (Gathmann and 
Tscharntke 2002). 

Areas That Provide the Basic 
Requirements for Growth (Such as 
Water, Light, and Minerals) 

A. brauntonii may be limited to 
carbonate limestone soils derived from 
marine substrates (Mistretta 1992, 
Fotheringham and Keeley 1998, Betsey 
Landis, California Native Plant Society, 
in litt. 2005). It occasionally occurs on 
non-carbonate soils at down-wash sites 
near other known occurrences, although 
survivorship of plants may be reduced 
on non-carbonate soils (Fotheringham 
and Keeley 1998; B. Landis, in litt. 
2005). 

Habitat of A. brauntonii has been 
described as scrub dominated by 
chaparral with a high overall percentage 
(<80%) of vegetative cover, however, 
the species does not tolerate shading 
and is associated with bare ground 
directly around the plant (Carroll 1987, 
Fotheringham and Keeley 1998). 
Common species associated with 
chaparral communities in this region of 
California are chamise (Adenostoma 
fasciculatum), California lilacs 
(Ceanothus spp.), manzanitas 
(Arctostaphylos spp.), sages (Salvia 
spp.), California buckwheat (Eriogonum 
fasciculatum), laurel sumac (Malosma 
laurina), sugar bush (Rhus ovata), and 
yucca (Yucca whipplei) (Hanes 1988). 
Common species associated with coastal 
sage scrub are California sagebrush 
(Artemisia californica), sages, California 
buckwheat, lemonade berry (Rhus 
integrifolia), encelia (Encelia 
californica), and goldenbush (Isocoma 
menziesii) (Mooney 1988). It may persist 
on sites where microsite conditions 
inhibit or are hostile to shrub growth, or 
it may be gradually crowded out by 
more robust and tough-woody chaparral 
plants until the next disturbance event 
that removes plant cover (Carroll 1987, 
Fotheringham and Keeley 1998). 

Based on our current knowledge of 
the life history, biology, and ecology of 
the species and the requirements of the 
habitat to sustain the essential life 
history functions of the species, we have 

determined that the PCEs of critical 
habitat for A. brauntonii are: 

(1) Carbonate limestone soils derived 
from marine sediment; 

(2) Low proportion (<10%) of shrub 
cover directly around the plant; and 

(3) Periodic disturbances that 
stimulate seed germination (e.g., fire, 
flooding) and reduce vegetative cover. 

Pentachaeta lyonii 

Space for Individual and Population 
Growth, Including Sites for 
Germination, Pollination, Reproduction, 
and Seed Bank 

P. lyonii is an annual plant that may 
exhibit large fluctuations in population 
size between years (Keeley and Baer- 
Keeley 1992). Population boundaries are 
also known to exhibit annual 
fluctuations, although the plants may 
generally remain within core areas that 
contain suitable microsite 
characteristics (Keeley and Baer-Keeley 
1992). The presence of deciduous 
pappus bristles on the seeds indicates 
that the plant does not exhibit long- 
distance dispersal by wind, as do many 
other species in this family, reducing 
the likelihood of colonization of new 
areas and contributing to the limited 
distribution (Keeley and Baer-Keeley 
1992; Fotheringham and Keeley 1998). 
P. lyonii seeds may persist in the soil 
during dry spells, although the species 
does not maintain a long-term seed bank 
(Fotheringham and Keeley 1998) 
because the seeds are small and do not 
contain large reserves of endosperm 
(energy source) to support the embryo 
until later germination. 

P. lyonii is not capable of self- 
pollination, but is dependent upon 
insect pollinators for successful seed 
production (Fotheringham and Keeley 
1998). Pollinators of P. lyonii include 
digger bees, andrenid bees, and 
megachilid bees (Braken and Verhoeven 
1998; Fotheringham and Keeley 1998). 
These insect pollinators are polylectic, 
meaning that they utilize several plant 
species within an area (Braken and 
Verhoeven 1998), and may need a 
variety of plants to sustain populations 
of pollinators. Based on the linear 
regression model calculated by 
Gathmann and Tscharntke (2002), the 
maximum foraging distance of digger 
bees (body length 13–19 mm; 0.51–0.75 
in) is approximately 600 m (1,968 ft), 
and the maximum foraging distance of 
megachilid bees (body length 6–12 mm; 
0.24–0.47 in) is 150–600 m (492–1,968 
ft). The maximum foraging distance of 
andrenid bees is 260–500 m (853–1,640 
ft) (Gathmann and Tscharntke 2002). 

Areas That Provide the Basic 
Requirements for Growth (Such as 
Water, Light, and Minerals) 

P. lyonii tends to occur on rocky clay 
soils of volcanic origin (Baier & 
Associates 1991; Impact Sciences 2003). 
It has been recorded in areas with a 
large percentage of bare ground (>60%), 
a low proportion of vegetative cover 
(<25%), and it does not compete well 
with dense annual grasses or shrubs 
(Keeley 1995, Fotheringham and Keeley 
1998). P. lyonii will persist in stable 
populations without disturbance if site 
conditions such as exposed soils that 
exhibit a microbiotic crust (Belnap 
1990) inhibit invasion by shrubs and 
annual grasses, or it may require 
periodic disturbances to remove plant 
competitors (Fotheringham and Keeley 
1998). The chaparral and coastal sage 
plant communities are described in the 
background section of this rule. The 
pocket grasslands within these shrub 
communities that support P. lyonii are 
comprised of native and nonnative 
grasses, including purple needlegrass 
(Nassella pulchra), wild oat (Avena 
spp.), and bromes (Bromus spp.); as well 
as a variety of herbs (see Background 
section). 

Based on our current knowledge of 
the life history, biology, and ecology of 
the species and the requirements of the 
habitat to sustain the essential life 
history functions of the species, we have 
determined that the PCEs of P. lyonii 
are: 

(1) Clay soils of volcanic origin; 
(2) Exposed soils that exhibit a 

microbiotic crust which may inhibit 
invasion by other plant competitors; and 

(3) Low proportion of total vegetative 
cover (<25%). 

Criteria Used To Identify Critical 
Habitat 

We are proposing to designate critical 
habitat on lands that were occupied at 
the time of listing and contain the PCEs 
that have features that are essential to 
the conservation of A. brauntonii and P. 
lyonii. In a few instances, we are also 
proposing to designate occupied areas 
that were identified after listing, but that 
we have determined to be essential to 
the conservation of A. brauntonii and P. 
lyonii. 

Astragalus brauntonii 
The long-term probability of the 

conservation of A. brauntonii is 
dependent upon the protection of 
existing population sites and 
surrounding areas that may contain a 
dormant seed bank, and the 
maintenance of ecologic functions 
within and between sites. Important 
ecologic functions include connectivity 

VerDate Aug<31>2005 18:09 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00007 Fmt 4701 Sfmt 4702 E:\FR\FM\10NOP2.SGM 10NOP2



68988 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Proposed Rules 

between populations within close 
geographic proximity to facilitate 
pollinator activity, habitat of sufficient 
size and quality to maintain pollinators 
and seed dispersers, and the ability to 
allow or manage for appropriate 
periodic ground disturbances in order to 
stimulate dormant seeds within the soil 
to germinate. 

All known occurrences of A. 
brauntonii were selected because they 
are essential to the conservation of the 
species. Plants only occur in very small 
populations in disjunct areas, making 
the species particularly vulnerable to 
extinction because a population that 
becomes extirpated is unlikely to 
reestablish from other areas. 

We used a multi-step process to map 
proposed critical habitat units. First, we 
mapped all CNDDB records of A. 
brauntonii in a GIS format. These data 
consist of polygons depicting the results 
of field surveys for A. brauntonii. 
Additional records from recent surveys 
that are not in the CNDDB database 
were also mapped in a GIS format. We 
then expanded the boundaries of these 
mapped locations outward from the 
edge of each population by a distance of 
300 m (984 ft) to provide for pollinator 
habitat and support associated 
pollinator species. Studies by Steffan- 
Dewenter and Tscharnthke (1999) have 
shown that if pollinator habitat within 
1,000 m (3,280 ft) of some host plants 
is eliminated, seed set of some plant 
species may be decreased by as much as 
50 percent. Additional studies have 
shown that degradation of pollinator 
habitat is likely to have a negative effect 
on pollinator species (Jennersten 1988; 
Rathcke and Jules 1993). Using a 
distance of 300 m (984 ft) around each 
population, the minimum distance from 
one edge of the proposed habitat to the 
other would be 600 m (1,968 ft). As 
discussed in the PCEs section, known 
pollinators of A. brauntonii include 
megachilid bees and bumblebees. Based 
on body length, foraging ranges are 
approximately 150–600 m (492–1,968 ft) 
for megachilid bees and 600–1,200 m 
(1,968–3,937 ft) for bumblebees 
(Gathmann and Tscharntke 2002). We 
chose 600 m (1,968 ft) as the minimum 
distance from one edge of the habitat to 
the other as necessary to support both 
megachilid bees and bumblebees 
because 600 m is the minimum foraging 
range for bumblebees, and megachilid 
bees also fall within this foraging range. 
Because A. brauntonii seeds can be 
dormant for long periods of time, this 
approach may also include areas where 
an unknown seed bank occurs. 

Then, we connected areas that were 
within 600 m (1,968 ft) of each other 
because it is the distance between 

populations that could be traversed by 
important insect pollinators. We did 
this to facilitate genetic exchange and 
connectivity between populations. Plant 
communities between these areas would 
also support insect pollinators and seed 
dispersers of A. brauntonii, and may 
also contain unknown A. brauntonii 
plants and/or a dormant seed bank. 

The proposed critical habitat is 
designed to provide sufficient habitat to 
maintain self-sustaining populations of 
A. brauntonii throughout its range and 
provide those habitat components that 
have features that are essential for the 
conservation of the species. These 
habitat components provide for: (1) 
individual and population growth, 
including sites for germination, 
pollination, reproduction, pollen and 
seed dispersal, and seed bank; (2) 
intervening areas that allow gene flow 
and provide connectivity between 
occupied areas; and (3) areas that 
provide basic requirements for growth, 
such as appropriate soil type and 
vegetative cover. 

Pentachaeta lyonii 
The long-term probability of the 

conservation of P. lyonii is dependent 
upon the protection of existing 
population sites and surrounding areas, 
and the maintenance of ecologic 
functions such as connectivity between 
populations within close geographic 
proximity to facilitate pollinator 
activity. Extant occurrences not known 
to be occupied at the time of listing of 
P. lyonii were selected as essential to the 
conservation of the species because the 
plant exhibits large annual fluctuations 
in population size, and there is no 
evidence that it maintains a dormant 
seed bank, making it particularly 
vulnerable to extinction. 

We used a multi-step process to map 
proposed critical habitat units. First, we 
mapped all CNDDB records of P. lyonii 
in a GIS format. These data consist of 
polygons depicting the results of field 
surveys for P. lyonii. Additional records 
from recent surveys that are not in the 
CNDDB database were also mapped in 
a GIS format. We then expanded the 
boundaries of these mapped locations 
outward from the edge of each 
population by a distance of 300 m (984 
ft) to provide for pollinator habitat and 
support associated pollinator species. 
Using a distance of 300 m (984 ft) 
around each population, the minimum 
distance from one edge of the proposed 
habitat to the other would be 600 m 
(1,968 ft). As discussed in the PCEs 
section, known pollinators of P. lyonii 
include digger bees, megachilid bees 
and andrenid bees. Based on body 
length, foraging ranges are 

approximately 600 m (1,968 ft) for 
digger bees, 150–600 m (492–1,968 ft) 
for megachilid bees and 260–500 m 
(853–1,640 ft) for andrenid bees 
(Gathmann and Tscharntke 2002). We 
chose 600 m (1,968 ft) as the minimum 
distance from one edge of the habitat to 
the other as necessary to support all of 
the associated insect pollinators because 
600 m is the foraging range for digger 
bees, and megachilid bees and andrenid 
bees also fall within this foraging range. 
Population boundaries are known to 
fluctuate, so this approach may also 
include areas into which populations 
could expand. 

Then, we connected areas that were 
within 600 m (1,968 ft) of each other 
because it is the distance between 
populations that could be traversed by 
important insect pollinators. We did 
this to facilitate genetic exchange and 
connectivity between populations. Plant 
communities between these areas would 
also support insect pollinators of P. 
lyonii, and may also contain unknown 
P. lyonii plants. 

The proposed critical habitat is 
designed to provide sufficient habitat to 
maintain self-sustaining populations of 
P. lyonii throughout its range and 
provide those habitat components that 
have features that are essential for the 
conservation of the species. These 
habitat components provide for: (1) 
Individual and population growth, 
including sites for germination, 
pollination, reproduction, pollen and 
seed dispersal, and seed bank; (2) 
intervening areas that allow gene flow 
and provide connectivity between 
occupied areas; and (3) areas that 
provide basic requirements for growth, 
such as appropriate soil type and 
vegetative cover. 

Section 10(a)(1)(B) of the Act 
authorizes us to issue permits for the 
take of listed species incidental to 
otherwise lawful activities. An 
incidental take permit application must 
be supported by a habitat conservation 
plan (HCP) that identifies conservation 
measures that the permittee agrees to 
implement for the species to minimize 
and mitigate the impacts of the 
requested incidental take. We often 
exclude non-Federal public lands and 
private lands that are covered by an 
existing operative HCP and executed 
implementation agreement (IA) under 
section 10(a)(1)(B) of the Act from 
designated critical habitat because the 
benefits of exclusion outweigh the 
benefits of inclusion as discussed in 
section 4(b)(2) of the Act. We are aware 
of some efforts to conserve habitat for 
these species. However, at this point in 
time, we are unaware of any completed 
HCPs that have been done within the 
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areas that we are proposing for critical 
habitat. Before completion of the final 
rule, however, we will evaluate any 
HCPs brought to our attention during 
the comment period. 

When determining proposed critical 
habitat boundaries, we made every 
effort to avoid proposing the designation 
of developed areas such as buildings, 
paved areas, boat ramps and other 
structures that lack PCEs for A. 
brauntonii and P. lyonii. Any such 
structures inadvertently left inside 
proposed critical habitat boundaries are 
not considered part of the proposed 
unit. This also applies to the land on 
which such structures sit directly. 
Therefore, Federal actions limited to 
these areas would not trigger section 7 
consultations unless they affect the 
species and/or PCEs in adjacent critical 
habitat. 

Special Management Considerations or 
Protections 

When designating critical habitat, we 
assess whether the areas determined to 
be occupied at the time of listing and 
which contain the PCEs may require 
special management considerations or 
protections. We have also considered 
how designation highlights habitat that 
needs special management 
consideration or protection. 

Many of the known occurrences of A. 
brauntonii and P. lyonii are threatened 
by direct and indirect effects from 
habitat fragmentation and loss resulting 
from urban development. Threats to A. 
brauntonii include road maintenance, 
weed control, and fire suppression, 
which could result in improper 
disturbance frequencies, competition 
from nonnative plant species, cattle 
grazing, and recreation activities such as 
off-road vehicle use and equestrian and 
foot traffic. Threats to P. lyonii include 

weed control, mowing, and discing 
associated with fire suppression 
activities, competition from nonnative 
plant species, cattle grazing, and 
recreation activities such as off-road 
vehicle use and equestrian and foot 
traffic. These threats may require special 
management. 

Proposed Critical Habitat Designation 

Astragalus brauntonii 

We are proposing six units as critical 
habitat for A. brauntonii. The critical 
habitat areas described below constitute 
our best assessment at this time of areas 
determined to be occupied at the time 
of listing, contain the PCEs and that may 
require special management, and those 
additional areas that were not occupied 
at the time of listing but were found to 
be essential to the conservation of A. 
brauntonii. The units proposed as 
critical habitat are listed in Table 1 
below: 

TABLE 1.—CRITICAL HABITAT UNITS PROPOSED FOR ASTRAGALUS BRAUNTONII 
[Area estimates reflect all land within critical habitat boundaries, acres (ac) (hectares (ha))] 

Critical habitat unit and subunit Federal State Local agency Private Total 

Unit 1: Northern Simi Hills (Ventura 
Co.) ..................................................... 0 ac (0 ha) 0 (0) 10 (4) 461 (187) 471 (191) 

Unit 1a ............................................ 0 (0) 0 (0) 10 (4) 186 (75) 196 (79) 
Unit 1b ............................................ 0 (0) 0 (0) 0 (0) 80 (32) 80 (32) 
Unit 1c ............................................. 0 (0) 0 (0) 0 (0) 118 (48) 118 (48) 
Unit 1d ............................................ 0 (0) 0 (0) 0 (0) 77 (32) 77 (32) 

Unit 2: Southern Simi Hills (Ventura and 
Los Angeles Co.) ............................... 211 (85) 0 (0) 386 (156.5) 531 (214) 1,128 (455.5) 

Unit 2a ............................................ 0 (0) 0 (0) 235 (95) 217 (88) 452 (183) 
Unit 2b ............................................ 0 (0) 0 (0) 1 (0.5) 0 (0) 1 (0.5) 
Unit 2c ............................................. 0 (0) 0 (0) 150 (61) 23 (9) 173 (70) 
Unit 2d ............................................ 121 (49) 0 (0) 0 (0) 0 (0) 121 (49) 
Unit 2e ............................................ 90 (36) 0 (0) 0 (0) 67 (27) 157 (63) 
Unit 2f ............................................. 0 (0) 0 (0) 0 (0) 224 (90) 224 (90) 

Unit 3: Santa Monica Mountains (Los 
Angeles Co.) ...................................... 183 (74) 0 (0) 0 (0) 60 (24) 243 (98) 

Unit 4: Pacific Palisades Unit (Los An-
geles Co.) ........................................... 0 (0) 485 (196) 0 (0) 92 (37) 577 (233) 

Unit 5: Monrovia (Los Angeles Co.) ...... 0 (0) 0 (0) 267 (108) 64 (26) 331 (134) 
Unit 6: Coal Canyon (Orange Co.) ........ 0 (0) 632 (256) 0 (0) 257 (104) 889 (360) 

Total ......................................... 394 (159) 1,117 (452) 663 (268.5) 1,465 (592) 3,639 (1,471.5) 

We present brief descriptions of all 
units, and reasons why they have the 
features that are essential for the 
conservation of A. brauntonii, below. 

Unit 1: Northern Simi Hills Unit 

This unit is located south of Simi 
Valley in the northern Simi Hills in 
Ventura County and consists of 10 ac (4 
ha) of local agency land (Rancho Simi 
Parks and Recreation Department) and 
460 ac (186 ha) of private lands. It is 
divided into four subunits mapped from 
occurrences, all of which were 
identified after the time of listing; they 
all occur within 1.5 mi (2.5 km) of each 

other. This unit, inclusive of the four 
subunits, is located within the same 
physiographic area (the Simi Hills) as 
Unit 2, which is comprised of sites that 
were known to support A. brauntonii at 
the time of listing. Unit 1 represents a 
slightly northward range expansion of 
the species (2.1 mi (3.3 km) to the 
north), which is essential because the 
entire range of the species should be 
included to prevent range collapse of 
the species. These subunits contain 
features that are essential to the 
conservation of the species, specifically 
habitat that provides the space for A. 
brauntonii to complete its life cycle, 

including germination, reproduction, 
and storage of a seed bank. All four 
subunits are now known to be occupied. 
Threats that may require special 
management in this unit include road 
maintenance, which could result in 
disturbances that are too frequent, 
preventing establishment or 
replenishment of the seed bank, or fire 
suppression, that could result in 
disturbances that are too infrequent and 
thereby does not allow the removal of 
the shrub cover that is preventing 
germination of new plants. Other threats 
which may require special management 
include invasion of nonnative plants 
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which could crowd out A. brauntonii, 
cattle grazing, and recreation activities 
such as equestrian and foot traffic, 
which could result in trampling of 
plants. 

Subunit 1a: This subunit consists of 
10 ac (4 ha) of local agency land in 
Challenger Park owned by Rancho Simi 
Parks and Recreation Department and 
186 ac (75 ha) of private land. It occurs 
along Bus Canyon. This subunit 
contains at least three of the PCEs (2, 3, 
and 4); it is unknown if it contains PCE 
1. This subunit is essential because A. 
brauntonii is extremely limited in 
distribution and has a very small overall 
population size, making it necessary to 
include every known occurrence. This 
subunit supports a population as 
evidenced by three plants that were 
observed in three separate locations in 
1998. 

Subunit 1b: This subunit consists of 
80 ac (32 ha) of private land that may 
be threatened by urban development. It 
occurs near the end of Peter Place Road 
in Simi Valley, which is north of Bus 
Canyon at the edge of an urban 
development. This subunit contains at 
least three of the PCEs (2, 3, and 4); it 
is unknown if it contains PCE 1. This 
subunit is essential because A. 
brauntonii is extremely limited in 
distribution and has a very small overall 
population size, making it necessary to 
include every known occurrence. This 
subunit supports a population of at least 
three plants that were observed in 2000. 

Subunit 1c: This subunit consists of 
118 ac (48 ha) of private land within 
dedicated open space managed by the 
Bridle Path Homeowner’s Association. It 
occurs along a ridge between Bus 
Canyon and Runkel Canyon above a fire 
road. This subunit contains all four of 
the PCEs. This subunit is essential 
because A. brauntonii is extremely 
limited in distribution and has a very 
small overall population size, making it 
necessary to include every known 
occurrence. This subunit supports a 
population of approximately 66 plants 
observed in 2004. 

Subunit 1d: This subunit consists of 
77 ac (32 ha) of private land owned by 
Rocketdyne. This subunits contains at 
least three of the PCEs (2, 3, and 4); it 
is unknown if it contains PCE 1. This 
subunit is essential because A. 
brauntonii is extremely limited in 
distribution and has a very small overall 
population size, making it necessary to 
include every known occurrence. This 
subunit supports a population of at least 
three plants found in a single location. 

Unit 2: Southern Simi Hills Unit 
This unit is located along the 

southern Simi Hills in Ventura and Los 

Angeles Counties and consists of 211 ac 
(85 ha) of Federal lands, 386 ac (156.5 
ha) of local agency lands (Conejo Open 
Space Conservation Authority (COSCA), 
City of Thousand Oaks, and Rancho 
Simi Parks and Recreation Department), 
and 531 ac (214 ha) of private land. This 
unit is divided into six subunits 
mapped from records known at the time 
of listing and occurrences identified 
after listing. These subunits are all 
within 3.2 mi (5.2 km) of each other and 
occur along the southern perimeter of 
the geologic Chatsworth Formation. 
Overall, these subunits provide 
connectivity between several 
occurrences known at the time of 
listing, and represent the southernmost 
portion of the species’ range within the 
Simi Hills. Threats that may require 
special management in this unit include 
road and trail maintenance that could 
result in disturbances that are too 
frequent, preventing establishment or 
replenishment of the seed bank, or fire 
suppression, which could result in 
disturbances that are too infrequent, 
preventing germination of new plants. 
Other threats which may require special 
management include invasion of shrubs 
and nonnative plants, which could 
crowd out A. brauntonii, edge effects 
from urban development, and recreation 
activities such as off-road vehicles and 
equestrian and foot traffic, which could 
result in trampling of plants. 

Subunit 2a: This subunit consists of 
235 ac (95 ha) of local agency lands 
designated as open space in Oak Brook 
Regional Park and owned and managed 
by COSCA, and 217 ac (88 ha) of private 
land. It includes small numbers of 
plants found in several locations along 
a ridge; we believe a seed bank exists 
within and between known occurrences 
because the locations are near to each 
other (e.g., 98–3,200 ft (30–970 m)) and 
the habitat is contiguous between them. 
This subunit contains all four of the 
PCEs. This subunit is mapped from 
occurrences known at the time of 
listing. Threats that may require special 
management in this unit include road 
and trail maintenance that could result 
in disturbances that are too frequent, 
preventing establishment or 
replenishment of the seed bank, or fire 
suppression, which could result in 
disturbances that are too infrequent, 
preventing germination of new plants. 
Other threats which may require special 
management include invasion of shrubs 
and nonnative plants, which could 
crowd out A. brauntonii, edge effects 
from urban development, and recreation 
activities such as foot traffic which 
could result in trampling of plants. 

Subunit 2b: This subunit consists of 1 
ac (0.5 ha) of local agency land owned 

by the City of Thousand Oaks. It is 
mapped from an occurrence identified 
after listing. This subunit occurs within 
a Southern California Edison easement 
and adjacent to a trail in Conejo Open 
Space District surrounded by a 
residential neighborhood. This subunit 
is essential because A. brauntonii is 
extremely limited in distribution and 
has a very small overall population size, 
making it necessary to include every 
known occurrence. This subunit 
contains all four of the PCEs. Despite 
the small size of the subunit, it contains 
a relatively large population of A. 
brauntonii; approximately 68 plants 
were observed at this location in 2003. 
The population is enclosed by 
permanent fencing, and the area 
receives periodic vegetation clearing for 
fire control. 

Subunit 2c: This subunit consists of 
150 ac (61 ha) of local agency land in 
Oak Park Community Park owned and 
managed by Rancho Simi Parks and 
Recreation Department, and 23 ac (9 ha) 
of private land. This subunit is mapped 
from an occurrence known at the time 
of listing. This subunit contains all four 
of the PCEs. It includes plants found in 
several locations along both sides of 
Medea Creek and contains a relatively 
large area; we believe it also contains a 
seed bank because the locations are near 
to each other (< 910 ft (280 m)) and 
some of the habitat is contiguous 
between them. Approximately 400 
plants were observed in this area in 
1993, although few plants have been 
observed since then. This subunit is 
threatened by additional park 
development, which may require 
special management. 

Subunit 2d: This subunit consists of 
121 ac (49 ha) of Federal land within the 
Santa Monica Mountains National 
Recreation Area. It includes plants that 
were found at two separate locations on 
both sides of Palo Comado Canyon, and 
is mapped from an occurrence known at 
the time of listing. Fewer than 30 plants 
were observed in this area in 1987, and 
fewer than 10 plants at a time have been 
observed since then. This subunit 
contains all four of the PCEs. Threats 
that may require special management in 
this unit include road and trail 
maintenance that could result in 
disturbances that are too frequent, 
preventing establishment or 
replenishment of the seed bank, or fire 
suppression, which could result in 
disturbances that are too infrequent, 
preventing germination of new plants. 
Other threats which may require special 
management include invasion of shrubs 
and nonnative plants, which could 
crowd out A. brauntonii, and recreation 
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activities such as foot traffic which 
could result in trampling of plants. 

Subunit 2e: This subunit consists of 
90 ac (36 ha) of Federal land within the 
Santa Monica Mountains National 
Recreation Area, and 67 ac (27 ha) of 
private land owned and managed as 
open space by Santa Monica Mountains 
Conservancy. This subunit is located on 
the east side of Cheseboro Canyon in an 
area that is relatively isolated from 
urban development. It is mapped from 
an occurrence identified after listing. 
This subunit is essential because A. 
brauntonii is extremely limited in 
distribution and has a very small overall 
population size, making it necessary to 
include every known occurrence. This 
subunit supports a population of 
approximately 30 plants that were 
observed at this location in 2000 and 
contains all four of the PCEs. 

Subunit 2f: This subunit consists of 
224 ac (90 ha) of private land located 
east of the City of Chatsworth along 
Dayton Canyon in the eastern Simi 
Hills. It includes plants that were found 
in two separate locations that are within 
0.5 mi (752 m) of each other, and is 
mapped from occurrences known at the 
time of listing and occurrences found 
since the time of listing. A portion of 
one of the populations was removed 
during development in 1999. This 
subunit is essential because A. 
brauntonii is extremely limited in 
distribution and has a very small overall 
population size, making it necessary to 
include every known occurrence. This 
subunit supports a population of 
approximately 14 plants that were 
observed in this area in 1999. This 
subunit contains all four of the PCEs. 

Unit 3: Santa Monica Mountains Unit 

This unit is located in the eastern 
Santa Monica Mountains in upper Zuma 
Canyon, north of Point Dume in Los 
Angeles County. It consists of 183 ac (74 
ha) of Federal land within the Santa 
Monica Mountains National Recreation 
Area, and 60 ac (24 ha) of private land. 
It includes an area where more than 300 
plants were found in 1999 after a 
prescribed burn, and is mapped from an 
occurrence identified after listing. This 
unit is essential to the conservation of 
the species because it contains all of the 
PCEs, is the only known location in the 
eastern Santa Monica Mountains, and 
represents the western edge of the 
species’ range. We also believe this area 
supports a large seed bank based on the 

observed post-fire germination that 
occurred here in 1999. Threats that may 
require special management in this unit 
include road maintenance that could 
result in disturbances that are too 
frequent, preventing establishment or 
replenishment of the seed bank, or fire 
suppression, which could result in 
disturbances that are too infrequent, 
preventing germination of new plants. 
Other threats which may require special 
management include growth of shrubs, 
which could crowd out A. brauntonii. 

Unit 4: Pacific Palisades Unit 

This unit is located in the Santa Ynez 
Canyon north of Pacific Palisades in Los 
Angeles County and consists of 485 ac 
(196 ha) of State lands within Topanga 
State Park, and 92 ac (37 ha) of private 
land. It includes plants found in three 
separate locations, and is mapped from 
occurrences known at the time of 
listing. This is the largest known 
population; over 1,000 plants were 
observed at one of these locations in 
1998. That site is cleared annually for a 
powerline and fuel break, a disturbance 
that likely causes large numbers of 
plants to germinate each year. This unit 
contains all of the PCEs, represents the 
western edge of the species’ range 
within the Santa Monica Mountains, 
provides connectivity between the three 
separate locations, is a relatively large 
good-quality site, and contains an area 
that likely contains a seed bank. Threats 
that may require special management in 
this unit include road maintenance that 
could result in disturbances that are too 
frequent, preventing establishment or 
replenishment of the seed bank, or fire 
suppression, which could result in 
disturbances that are too infrequent, 
preventing germination of new plants. 
Other threats which may require special 
management include growth of shrubs, 
which could crowd out A. brauntonii. 

Unit 5: Monrovia Unit 

This unit is located in the City of 
Monrovia in Los Angeles County and 
consists of 267 ac (108 ha) of local 
agency land owned by the City of 
Monrovia and managed as open space 
(Monrovia Wilderness Preserve), and 64 
ac (26 ha) of private land. It includes 
plants found in several locations, and is 
mapped from occurrences known at the 
time of listing. Approximately 700 
plants were observed in this area in 
2004. This unit contains all of the PCEs, 
represents a unique and disjunct piece 

of the species’ range, is a relatively 
large, good-quality site, and likely 
contains a seed bank. Threats that may 
require special management in this unit 
include maintenance of fire roads and 
fire suppression, which could result in 
improper disturbance frequencies, and 
the growth of shrubs and nonnative 
plants, which could crowd out A. 
brauntonii, and recreation activities 
such as foot and bicycle traffic, which 
could result in trampling of plants. 

Unit 6: Coal Canyon Unit 

This unit is located south of the City 
of Yorba Linda in Coal Canyon in 
Orange County and consists of 632 ac 
(256 ha) of State land (Chino Hills State 
Park and California Department of Fish 
and Game-Coal Canyon Ecological 
Reserve) and 257 ac (104 ha) of private 
land. This unit overlaps with final and 
re-proposed critical habitat for the 
coastal California gnatcatcher (Polioptila 
californica californica; 65 FR 63680, 
October 24, 2000; 68 FR 20227, April 
24, 2003). It includes plants found in 
several locations, and is mapped from 
an occurrence known at the time of 
listing. This population was very small 
and declining until a fire in 2003, after 
which more than 5,000 plants were 
reported. This unit contains all of the 
PCEs, represents a unique and disjunct 
portion of the species’ range, is a 
relatively large area isolated from urban 
development, and provides connectivity 
between plants found at several 
locations within the unit. We also 
believe the site supports a large seed 
bank, based on the post-fire germination 
that occurred here in 2003. Threats that 
may require special management in this 
unit include maintenance of fire roads 
and fire suppression, which could result 
in improper disturbance frequencies, 
and the growth of shrubs and nonnative 
plants, which could crowd out A. 
brauntonii. 

Pentachaeta lyonii 

We are proposing seven units as 
critical habitat for P. lyonii. The critical 
habitat areas described below constitute 
our best assessment at this time of areas 
determined to be occupied at the time 
of listing, contain the PCEs and that may 
require special management, and 
additional areas that were not occupied 
at the time of listing but were found to 
be essential to the conservation of P. 
lyonii. The units proposed as critical 
habitat are listed in Table 1 below: 
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TABLE 2.—PROPOSED CRITICAL HABITAT UNITS FOR PENTACHAETA LYONII 
[Area estimates reflect all land within critical habitat unit boundaries (acres (ac) (hectares (ha)).] 

Critical habitat unit and submit (county) Federal State Local agency Private Total 

Unit 1: Simi Valley (Ventura Co.) .......... 0 ac (0 ha) 0 (0) 50 (20) 408 (165) 458 (185) 
Unit 1a ............................................ 0 (0) 0 (0) 0 (0) 283 (114) 283 (114) 
Unit 1b ............................................ 0 (0) 0 (0) 0 (0) 19 (8) 19 (8) 
Unit 1c ............................................. 0 (0) 0 (0) 50 (20) 0 (0) 50 (20) 
Unit 1d ............................................ 0 (0) 0 (0) 0 (0) 106 (43) 106 (43) 

Unit 2: Montclef Ridge (Ventura Co.) .... 0 (0) 0 (0) 1,079 (437) 238 (96) 1,317 (533) 
Unit 2a ............................................ 0 (0) 0 (0) 1,037 (420) 159 (65) 1,196 (485) 
Unit 2b ............................................ 0 (0) 0 (0) 31 (13) 16 (6) 47 (19) 
Unit 2c ............................................. 0 (0) 0 (0) 11 (4) 63 (25) 74 (29) 
Unit 3 Thousand Oaks (Ventura 

and Los Angeles Co.) ................. 0 (0) 0 (0) 732 (296) 738 (298) 1,470 (594) 
Unit 3a ............................................ 0 (0) 0 (0) 150 (61) 86 (35) 236 (96) 
Unit 3b ............................................ 0 (0) 0 (0) 34 (14) 41 (16) 75 (30) 
Unit 3c ............................................. 0 (0) 0 (0) 548 (221) 611 (247) 1,159 (468) 
Unit 4 Triunfo Canyon (Los Ange-

les Co.) ........................................ 0 (0) 0 (0) 223 (90) 13 (5) 236 (95) 
Unit 5: Mulholland Drive (Los Angeles 

Co.) ..................................................... 116 (47) 0 (0) 0 (0) 280 (113) 396 (160) 
Unit 5a ............................................ 0 (0) 0 (0) 0 (0) 82 (33) 82 (33) 
Unit 5b ............................................ 116 (47) 0 (0) 0 (0) 47 (19) 163 (66) 
Unit 5c ............................................. 0 (0) 0 (0) 0 (0) 78 (31) 78 (31) 
Unit 5d ............................................ 0 (0) 0 (0) 0 (0) 73 (30) 73 (30) 

Unit 6: Cornell Road (Los Angeles Co.) 0 (0) 0 (0) 0 (0) 233 (94) 233 (94) 
Unit 7: Malibu Lake (Los Angeles Co.) 0 (0) 67 (27) 0 (0) 35 (14) 102 (41) 

Total ......................................... 116 (47) 67 (27) 2,084 (843) 1,945 (785) 4,212 (1,703) 

We present brief descriptions of all 
units, and reasons why they have the 
features that are essential for the 
conservation of P. lyonii, below. 

Unit 1: Simi Valley Unit 
This unit is located east of Moorpark 

and west of Simi Valley in Ventura 
County and consists of 50 ac (20 ha) of 
local agency lands and 408 ac (165 ha) 
of private land. This unit is divided into 
four subunits and mapped from 
occurrences known at the time of 
listing; they are all within 2.5 mi (4000 
m) of each other. These subunits contain 
habitat with features that are essential to 
the conservation of the species because 
they contain at least three of the PCEs 
(1, 3, and 4) and represent the 
northernmost edge of the species’ range. 
Soils have not been sampled for 
microbiotic crusts, so it is unknown if 
the subunits contain PCE 2. Threats that 
may require special management in this 
unit include the invasion of annual 
grasses and nonnative plants, which 
could crowd out P. lyonii, grazing, edge 
effects from urban development, road 
maintenance, and vehicle traffic, which 
could result in removal or trampling of 
plants. 

Subunit 1a: This subunit is located 
east of Moorpark in the Tierra Rejada 
Hills and consists of 283 ac (114 ha) of 
private land. This subunit includes 
plants found at several locations. This 
subunit contains at least three of the 
PCEs (1, 3, and 4); soils have not been 

sampled for microbiotic crusts, so it is 
unknown if it contains PCE 2. 

Subunit 1b: This subunit is located in 
eastern Moorpark and consists of 19 ac 
(8 ha) of private land within the Tierra 
Rejada Vernal Pool Preserve owned by 
Serenata Homeowners association and 
managed by Mountains Recreation and 
Conservation Authority. It includes one 
of the largest known populations of P. 
lyonii, and is fenced and monitored 
annually. This subunit contains at least 
three of the PCEs (1, 3, and 4); soils have 
not been sampled for microbiotic crusts, 
so it is unknown if it contains PCE 2. 

Subunit 1c: This subunit is located in 
western Simi Valley near Wood Ranch 
Reservoir and consists of 50 ac (20 ha) 
of local agency land owned and 
managed by Callegas Municipal Water 
District. It includes plants found in two 
separate locations. This subunit 
contains at least three of the PCEs (1, 3, 
and 4); soils have not been sampled for 
microbiotic crusts, so it is unknown if 
it contains PCE 2. 

Subunit 1d: This subunit is located in 
western Simi Valley directly adjacent to 
Ronald Reagan National Library. It 
consists of 106 ac (43 ha) of private land 
and includes plants found in two 
separate locations. This subunit 
contains at least three of the PCEs (1, 3, 
and 4); soils have not been sampled for 
microbiotic crusts, so it is unknown if 
it contains PCE 2. 

Unit 2: Montclef Ridge Unit 

This unit is located along Montclef 
Ridge, northwest of Newbury Park in 
Ventura County. It consists of 1,079 ac 
(437 ha) of local agency land (Lynmere, 
Wildwood Park, and Mount Clef Ridge) 
owned and managed by COSCA and 
Conejo Recreation and Parks District, 
and 238 ac (96 ha) of private land. This 
unit is divided into three subunits 
mapped from occurrences known at the 
time of listing and one occurrence 
identified after listing. All of these 
subunits, including the occurrence 
identified after listing, contain habitat 
that have features that are essential to 
the conservation of the species because 
they contain at least three of the PCEs 
(1, 3, and 4). Soils have not been 
sampled for microbiotic crusts, so it is 
unknown if they contain PCE 2. Threats 
that may require special management 
include invasion by annual grasses and 
nonnative plants, which could crowd 
out P. lyonii, recreation including 
equestrian activities, foot traffic, and off- 
road vehicles, which could result in 
trampling of plants, illegal dumping, 
urban development, which could result 
in removal of plants, and edge effects 
from existing urban development. 

Subunit 2a: This subunit includes 
plants from multiple locations and is 
mapped from several occurrences 
known at the time of listing and one 
occurrence identified after listing, and 
consists of 1,037 ac (420 ha) of local 
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agency land (Lynmere, Wildwood Park, 
and Mount Clef Ridge) designated as 
open space and owned by COSCA and 
Conejo Recreation and Parks District, 
and 159 ac (65 ha) of private land. The 
occurrence identified after listing is 
essential because it is known to be 
occupied, and provides connectivity 
between occurrences known at the time 
of listing because it is within 0.5 mi 
(785 m) of these occurrences. This 
subunit is also essential because P. 
lyonii is extremely limited in 
distribution and has a very small overall 
population size, making it necessary to 
include every known occurrence. This 
subunit consists of a relatively large 
contiguous area with multiple 
populations of P. lyonii. This subunit 
contains at least three of the PCEs (1, 3, 
and 4); soils have not been sampled for 
microbiotic crusts, so it is unknown if 
it contains PCE 2. 

Subunit 2b: This subunit includes 
plants from two populations and is 
mapped from an occurrence known at 
the time of listing. It consists of 31 ac 
(13 ha) of local agency land designated 
as open space and owned by COSCA, 
and 16 ac (6 ha) of private land owned 
by California Lutheran University. This 
subunit contains at least three of the 
PCEs (1, 3, and 4); soils have not been 
sampled for microbiotic crusts, so it is 
unknown if it contains PCE 2. 

Subunit 2c: This subunit includes 
plants from two populations and is 
mapped from an occurrence known at 
the time of listing. It consists of 11 ac 
(4 ha) of local agency land designated as 
open space and owned by COSCA, and 
63 ac (25 ha) of private land owned by 
California Lutheran University. This 
subunit contains at least three of the 
PCEs (1, 3, and 4); soils have not been 
sampled for microbiotic crusts, so it is 
unknown if it contains PCE 2. 

Unit 3: Thousand Oaks Unit 
This unit is located in Thousand Oaks 

near Lake Sherwood in Ventura and Los 
Angeles Counties. It consists of 732 ac 
(296 ha) of local agency land (COSCA, 
Las Virgenes Metropolitan Water 
District, and Mountain Resources 
Conservation Authority) and 738 ca (298 
ha) of private land. This unit is divided 
into three subunits mapped from 
occurrences known at the time of listing 
and one occurrence identified after 
listing. These subunits contain habitat 
with features that are essential to the 
conservation of the species because they 
contain at least three of the PCEs (1, 3, 
and 4) and represent a large proportion 
of the species’ range. Soils have not 
been sampled for microbiotic crusts, so 
it is unknown if the subunits contain 
PCE 2. Threats that may require special 

management include edge effects from 
urban development, removal of plants 
for urban development or fuel 
management, invasion by annual grasses 
and nonnative plants, which could 
crowd out P. lyonii, and equestrian and 
foot traffic, which could result in 
trampling of plants. 

Subunit 3a: This subunit is located 
north of Lake Sherwood and consists of 
150 ac (61 ha) of local agency land 
designated as open space owned by 
COSCA and Mountain Resources 
Conservation Authority, and 86 ac (35 
ha) of private land. It is mapped from a 
relatively large population (11,000 
plants in 1991) known at the time of 
listing. This subunit contains at least 
three of the PCEs (1, 3, and 4); soils have 
not been sampled for microbiotic crusts, 
so it is unknown if it contains PCE 2. 

Subunit 3b: This subunit is located on 
the north side of Lake Sherwood and 
consists of 34 ac (14 ha) of local agency 
land owned by COSCA, and 41 ac (16 
ha) of private land. It is mapped from an 
occurrence known at the time of listing. 
Two of the three subpopulations known 
at the time of listing were extirpated in 
1997 and only one remains. This 
subunit contains at least three of the 
PCEs (1, 3, and 4); soils have not been 
sampled for microbiotic crusts, so it is 
unknown if it contains PCE 2. 

Subunit 3c: This subunit is located 
south of Lake Sherwood and consists of 
548 ac (221 ha) of local agency land 
designated as open space owned by 
COSCA and Mountain Resources 
Conservation Authority, and 611 ac (247 
ha) of private land. It is mapped from 
occurrences known at the time of listing 
and two occurrences identified after 
listing and includes plants from 
numerous locations. The occurrences 
identified after listing are essential 
because they are currently occupied and 
they provide connectivity between 
occurrences known at the time of 
listing, because they are a short distance 
from the other populations in this unit 
(i.e., less than 785 m (0.5 mi)). This 
subunit is essential because P. lyonii is 
extremely limited in distribution and 
has a very small overall population size, 
making it necessary to include every 
known occurrence. Overall, this subunit 
contains at least 16 known populations 
of P. lyonii, all of which are less than 
1000 m (0.6 mi) from each other. This 
subunit contains at least three of the 
PCEs (1, 3, and 4); soils have not been 
sampled for microbiotic crusts, so it is 
unknown if it contains PCE 2. 

Unit 4: Triunfo Canyon Unit 
This unit is located in Thousand Oaks 

in Los Angeles County. It consists of 223 
ac (90 ha) of local agency land 

(Mountain Resources Conservation 
Authority and Las Virgenes 
Metropolitan Water District), and 13 ac 
(5 ha) of private land. It is mapped from 
an occurrence known at the time of 
listing and includes plants from 
multiple locations. This unit contains 
habitat that has features that are 
essential to the conservation of the 
species because it contains all of the 
PCEs and represents a relatively large 
population of P. lyonii (37,300 
individuals estimated in 2000). Threats 
that may require special management 
include invasion by annual grasses and 
nonnative plants, which could crowd 
out P. lyonii, fuel management, which 
could result in removal of plants, and 
foot traffic, which could result in 
trampling of plants. 

Unit 5: Mullholland Drive Unit 
This unit is located in the Santa 

Monica Mountains in Los Angeles 
County and consists of 116 ac (47 ha) of 
Federal land (Santa Monica Mountains 
National Recreation Area) and 280 ac 
(113 ha) of private land. It is mapped 
from occurrences known at the time of 
listing, and occurrences identified after 
listing, and is divided into 4 subunits. 
These subunits contain habitat that has 
features that are essential to the 
conservation of the species because they 
contain at least three of the PCEs (1, 3, 
and 4) and represent one of the 
southernmost locations within the 
species’ range. Soils have not been 
sampled for microbiotic crusts, so it is 
unknown if the subunits contain PCE 2. 
Threats that may require special 
management include the potential for 
development, which could result in 
removal of plants, and fuel 
management, which could result in 
removal of plants, and invasion by 
annual grasses and nonnative plants, 
which could crowd out P. lyonii. 

Unit 5a: This subunit consists of 82 ac 
(33 ha) of private land along the south 
side of Mulholland Drive. It is mapped 
from an occurrence known at the time 
of listing. This subunit contains at least 
three of the PCEs (1, 3, and 4); soils have 
not been sampled for microbiotic crusts, 
so it is unknown if it contains PCE 2. 

Unit 5b: This subunit consists of 116 
ac (47 ha) of Federal land (Santa Monica 
Mountains National Recreation Area) in 
Rocky Oaks Park and 47 ac (19 ha) of 
private land on the west side of Kanan 
Road. It is mapped from an occurrence 
known at the time of listing. This 
subunit contains at least three of the 
PCEs (1, 3, and 4); soils have not been 
sampled for microbiotic crusts, so it is 
unknown if it contains PCE 2. 

Unit 5c: This subunit consists of 78 ac 
(31 ha) of private land designated as 
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open space and managed by Santa 
Monica Mountains Conservancy on 
Mulholland Drive. It includes plants 
found in two separate locations and is 
mapped from an occurrence identified 
after listing. This subunit is essential 
because P. lyonii is extremely limited in 
distribution and has a very small overall 
population size, making it necessary to 
include every known occurrence. This 
subunit is occupied, and is in the same 
geographic area in the Santa Monica 
Mountains as Units 5b and 5d, 
occurring midway between and less 
than 1500 m (0.9 mi) from both 
subunits. Because of its close proximity 
to other populations, we consider it to 
be part of the same population complex. 
This subunit contains at least three of 
the PCEs (1, 3, and 4); soils have not 
been sampled for microbiotic crusts, so 
it is unknown if it contains PCE 2. 

Unit 5d: This subunit consists of 73 
ac (30 ha) of private land on Kanan 
Road. It is mapped from an occurrence 
identified after listing. This subunit is 
essential because P. lyonii is extremely 
limited in distribution and has a very 
small overall population size, making it 
necessary to include every known 
occurrence. This subunit is occupied, 
and is in the same geographic area in 
the Santa Monica Mountains as Unit 4 
and 5c, occurring midway between and 
less than 1650 m (1 mi) from both 
subunits. Because of its close proximity 
to other populations, we consider it to 
be part of the same population complex. 
This subunit contains at least three of 
the PCEs (1, 3, and 4); soils have not 
been sampled for microbiotic crusts, so 
it is unknown if it contains PCE 2. 

Unit 6: Cornell Road Unit 

This unit is located in the Santa 
Monica Mountains in Los Angeles 
County and consists of 233 ac (94 ha) of 
private land. It includes plants found in 
several locations and is mapped from an 
occurrence known at the time of listing. 
This unit contains habitat that has 
features that are essential to the 
conservation of the species because it 
contains all of the PCEs, represents one 
of the southernmost locations within the 
species’ range, contains numerous 
distinct patches and a very large 
population of individuals (> 3 million 
plants estimated in 1999), is genetically 
distinct from the other populations, and 
contains more genetic variability than 
the other populations (Arias et al., no 
date). Threats that may require special 
management include the potential for 
grading and development, which could 
result in removal of plants, edge effects 
from nearby developments, and 
invasion by annual grasses and 

nonnative plants, which could crowd 
out P. lyonii. 

Unit 7: Malibu Lake Unit 

This unit is located in the Santa 
Monica Mountains in Los Angeles 
County and consists of 67 ac (27 ha) of 
State land (Malibu Creek State Park) and 
35 ac (14 ha) of private land. It is 
mapped from an occurrence known at 
the time of listing. This unit contains 
habitat that has features that are 
essential to the conservation of the 
species because it contains at least three 
of the PCEs (PCE 1, 3, and 4), represents 
the easternmost known location within 
the species’ range, and contains a 
relatively large population (100,000– 
200,000 plants estimated in 1998). Soils 
have not been sampled for microbiotic 
crusts, so it is unknown if the subunits 
contain PCE 2. Threats that may require 
special management include recreation 
activities such as foot traffic, which may 
result in trampling of plants. 

Effects of Critical Habitat Designation 

Section 7 Consultation 

Section 7 of the Act requires Federal 
agencies, including the Service, to 
ensure that actions they fund, authorize, 
or carry out are not likely to destroy or 
adversely modify critical habitat. In our 
regulations at 50 CFR 402.2, we define 
destruction or adverse modification as 
‘‘a direct or indirect alteration that 
appreciably diminishes the value of 
critical habitat for both the survival and 
recovery of a listed species. Such 
alterations include, but are not limited 
to: Alterations adversely modifying any 
of those physical or biological features 
that were the basis for determining the 
habitat to be critical.’’ We are currently 
reviewing the regulatory definition of 
adverse modification in relation to the 
conservation of the species. 

Section 7(a) of the Act requires 
Federal agencies, including the Service, 
to evaluate their actions with respect to 
any species that is proposed or listed as 
endangered or threatened and with 
respect to its critical habitat, if any is 
proposed or designated. Regulations 
implementing this interagency 
cooperation provision of the Act are 
codified at 50 CFR part 402. 

Section 7(a)(4) of the Act requires 
Federal agencies to confer with us on 
any action that is likely to jeopardize 
the continued existence of a proposed 
species or result in destruction or 
adverse modification of proposed 
critical habitat. Conference reports 
provide conservation recommendations 
to assist the agency in eliminating 
conflicts that may be caused by the 
proposed action. We may issue a formal 

conference report if requested by a 
Federal agency. Formal conference 
reports on proposed critical habitat 
contain an opinion that is prepared 
according to 50 CFR 402.14, as if critical 
habitat were designated. We may adopt 
the formal conference report as the 
biological opinion when the critical 
habitat is designated, if no substantial 
new information or changes in the 
action alter the content of the opinion 
(see 50 CFR 402.10(d)). Until such time 
as a proposed designation is finalized, 
any reasonable and prudent alternatives 
or reasonable and prudent measures 
included in a conference report are 
advisory. 

If a species is listed or critical habitat 
is designated, section 7(a)(2) requires 
Federal agencies to ensure that activities 
they authorize, fund, or carry out are not 
likely to jeopardize the continued 
existence of such a species or to destroy 
or adversely modify its critical habitat. 
If a Federal action may affect a listed 
species or its critical habitat, the 
responsible Federal agency (action 
agency) must enter into consultation 
with us. Through this consultation, the 
action agency ensures that their actions 
do not destroy or adversely modify 
critical habitat. 

When we issue a biological opinion 
concluding that a project is likely to 
result in the destruction or adverse 
modification of critical habitat, we also 
provide reasonable and prudent 
alternatives to the project, if any are 
identifiable. ‘‘Reasonable and prudent 
alternatives’’ are defined at 50 CFR 
402.02 as alternative actions identified 
during consultation that can be 
implemented in a manner consistent 
with the intended purpose of the action, 
that are consistent with the scope of the 
Federal agency’s legal authority and 
jurisdiction, that are economically and 
technologically feasible, and that the 
Director believes would avoid 
destruction or adverse modification of 
critical habitat. Reasonable and prudent 
alternatives can vary from slight project 
modifications to extensive redesign or 
relocation of the project. Costs 
associated with implementing a 
reasonable and prudent alternative are 
similarly variable. 

Regulations at 50 CFR 402.16 require 
Federal agencies to reinitiate 
consultation on previously reviewed 
actions in instances where critical 
habitat is subsequently designated and 
the Federal agency has retained 
discretionary involvement or control 
over the action or such discretionary 
involvement or control is authorized by 
law. Consequently, some Federal 
agencies may request reinitiation of 
consultation or conference with us on 
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actions for which formal consultation 
has been completed, if those actions 
may affect designated critical habitat or 
adversely modify or destroy proposed 
critical habitat. 

Federal activities that may affect A. 
brauntonii or P. lyonii, or their critical 
habitat, will require section 7 
consultation. Activities on private or 
State lands requiring a permit from a 
Federal agency, such as a permit from 
the U.S. Army Corps of Engineers under 
section 404 of the Clean Water Act, a 
section 10(a)(1)(B) permit from the 
Service, or some other Federal action, 
including funding (e.g., Federal 
Highway Administration or Federal 
Emergency Management Agency 
funding), will also continue to be 
subject to the section 7 consultation 
process. Federal actions not affecting 
listed species or critical habitat and 
actions on non-Federal and private 
lands that are not federally funded, 
authorized, or permitted do not require 
section 7 consultation. 

Section 4(b)(8) of the Act requires us 
to briefly evaluate and describe in any 
proposed or final regulation that 
designates critical habitat those 
activities involving a Federal action that 
may destroy or adversely modify such 
habitat, or that may be affected by such 
designation. Activities that may destroy 
or adversely modify critical habitat may 
also jeopardize the continued existence 
of A. brauntonii or P. lyonii. 

Federal activities that, when carried 
out, may adversely affect critical habitat 
for A. brauntonii and P. lyonii include, 
but are not limited to: 

(1) Removing, thinning, or destroying 
A. brauntonii or P. lyonii plants. This 
may occur through burning, mechanical, 
chemical, or other means, including 
plowing, grading, woodcutting, 
livestock grazing, construction, road 
building, mechanical weed control, 
herbicide application, and firefighting 
activities; 

(2) Activities that appreciably degrade 
or destroy A. brauntonii or P. lyonii 
habitat (and its PCEs). Such activities 
include, but are not limited to: livestock 
grazing, clearing, discing, farming, 
residential or commercial development, 
introducing or encouraging the spread 
of nonnative species, off-road vehicle 
use; 

(3) Activities that appreciably 
diminish habitat value or quality 
through indirect effect (e.g., edge effects, 
invasion of exotic plants or animals, or 
fragmentation); 

(4) Any activity, including the 
regulation of activities by the Corps of 
Engineers under section 404 of the 
Clean Water Act or activities carried out 
by or licensed by the Environmental 

Protection Agency (EPA), that could 
alter watershed or soil characteristics in 
ways that would appreciably alter or 
reduce the quality or quantity of surface 
and subsurface flow of water needed to 
maintain A. brauntonii or P. lyonii. 
These activities include, but are not 
limited to: altering the natural fire 
regime either through fire suppression 
or by using prescribed fires that are too 
frequent or poorly-timed; development, 
including road building and other direct 
or indirect activities; agricultural 
activities; livestock grazing; and 
vegetation manipulation such as 
clearing or grubbing in the watershed 
upslope from A. brauntonii or P. lyonii. 

(5) Road construction and 
maintenance, right-of-way designation, 
and regulation of agricultural activities, 
or any activity funded or carried out by 
the Department of Transportation or 
Department of Agriculture that could 
result in excavation, or mechanized 
land clearing of A. brauntonii or P. 
lyonii habitat; and 

(6) Licensing of construction of 
communication sites by the Federal 
Communications Commission or 
funding of construction or development 
activities by the U.S. Department of 
Housing and Urban Development that 
could result in excavation, or 
mechanized land clearing, of A. 
brauntonii or P. lyonii habitat. 

All of the proposed critical habitat 
units for A. brauntonii and P. lyonii are 
within the geographical area that is 
occupied by the species. We consider 
four of the six units for A. brauntonii to 
be occupied by the species at the time 
of listing, although three subunits 
within Unit 2 contain current 
populations that were not known at the 
time of listing. Units 1 and 4 were not 
known to be occupied at the time of 
listing but are currently occupied. We 
consider all of these units included in 
this proposed designation to contain the 
features essential to the conservation of 
A. brauntonii, and, if unoccupied at the 
time of listing, are essential to the 
conservation of the species. We consider 
all of the seven units for P. lyonii to be 
occupied by the species at the time of 
listing, although four subunits within 
these units contain current populations 
that were not known at the time of 
listing. We consider all of these units 
included in this proposed designation to 
contain the features essential to the 
conservation of P. lyonii. 

Application of Section 3(5)(A) and 
4(a)(3) and Exclusions Under Section 
4(b)(2) of the Act 

Section 3(5)(A) of the Act defines 
critical habitat as the specific areas 
within the geographical area occupied 

by the species at the time of listing on 
which are found those physical and 
biological features (i) essential to the 
conservation of the species and (ii) 
which may require special management 
considerations or protection. Therefore, 
areas within the geographical area 
occupied by the species at the time of 
listing that do not contain the features 
that are essential for the conservation of 
the species are not, by definition, 
critical habitat. Similarly, areas within 
the geographical area occupied by the 
species at the time of listing that do not 
require special management or 
protection also are not, by definition, 
critical habitat. To determine whether 
an area requires special management, 
we first determine if the essential 
features located there generally require 
special management to address 
applicable threats. If those features do 
not require special management, or if 
they do in general but not for the 
particular area in question because of 
the existence of an adequate 
management plan or for some other 
reason, then the area does not require 
special management. 

We consider a current plan to provide 
adequate management or protection if it 
meets three criteria: (1) The plan is 
complete and provides a conservation 
benefit to the species (i.e., the plan must 
maintain or provide for an increase in 
the species’ population, or the 
enhancement or restoration of its habitat 
within the area covered by the plan); (2) 
the plan provides assurances that the 
conservation management strategies and 
actions will be implemented (i.e., those 
responsible for implementing the plan 
are capable of accomplishing the 
objectives, and have an implementation 
schedule or adequate funding for 
implementing the management plan); 
and (3) the plan provides assurances 
that the conservation strategies and 
measures will be effective (i.e., it 
identifies biological goals, has 
provisions for reporting progress, and is 
of a duration sufficient to implement the 
plan and achieve the plan’s goals and 
objectives). 

Further, section 4(b)(2) of the Act 
states that critical habitat shall be 
designated, and revised, on the basis of 
the best available scientific data after 
taking into consideration the economic 
impact, national security impact, and 
any other relevant impact of specifying 
any particular area as critical habitat. 
An area may be excluded from critical 
habitat if it is determined that the 
benefits of exclusion outweigh the 
benefits of specifying a particular area 
as critical habitat, unless the failure to 
designate such area as critical habitat 
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will result in the extinction of the 
species. 

In our critical habitat designations, we 
use both the provisions outlined in 
sections 3(5)(A) and 4(b)(2) of the Act to 
evaluate those specific areas that we are 
proposing for designation as critical 
habitat. Lands we have found do not 
meet the definition of critical habitat 
under section 3(5)(A) or have excluded 
pursuant to section 4(b)(2) include those 
covered by the following types of plans 
if they provide assurances that the 
conservation measures they outline will 
be implemented and effective: (1) 
Legally operative HCPs that cover the 
species, (2) draft HCPs that cover the 
species and have undergone public 
review and comment (i.e., pending 
HCPs), 3) Tribal conservation plans that 
cover the species, (4) State conservation 
plans that cover the species, and (5) 
National Wildlife Refuge System 
Comprehensive Conservation Plans. 

We have not excluded any lands from 
this proposal pursuant to 3(5)(A) and 
4(a)(3) of the Act. We are unaware of 
any current HCPs, or HCPs that are near 
completion, that include A. brauntonii 
or P. lyonii. We are unaware of any 
State, County, or local conservation 
plans that protect A. brauntonii or P. 
lyonii. Although Units 4 and 6 for A. 
brauntonii both occur partially within 
State Parks, and Unit 6 also partially 
occurs within a State Ecological 
Reserve, neither location has a written 
management plan that protects the 
species. Unit 7 for P. lyonii partially 
occurs within a State Park, although 
there is no written management plan 
that protects the species. Units 2d and 
2e for A. brauntonii, and Unit 5b for P. 
lyonii both occur within the Santa 
Monica Mountains National Recreation 
Area, although there is no written 
management plan that protects the 
species. We have determined that the 
lands within the proposed designation 
of critical habitat for A. brauntonii and 
P. lyonii are not owned or managed by 
the Department of Defense, and the 
designation does not include any Tribal 
lands or trust resources. 

Economic Analysis 

An analysis of the economic impacts 
of proposing critical habitat for A. 
brauntonii and P. lyonii is being 
prepared. We will announce the 
availability of the draft economic 
analysis as soon as it is completed, at 
which time we will seek public review 
and comment. At that time, copies of 
the draft economic analysis will be 
available for downloading from the 
Internet at http://ventura.fws.gov, or by 
contacting the Ventura Fish and 

Wildlife Office directly (see ADDRESSES 
section). 

Peer Review 
In accordance with our joint policy 

published in the Federal Register on 
July 1, 1994 (59 FR 34270), we will seek 
the expert opinions of at least three 
appropriate and independent specialists 
regarding this proposed rule. The 
purpose of such review is to ensure that 
our critical habitat designation is based 
on scientifically sound data, 
assumptions, and analyses. We will 
send these peer reviewers copies of this 
proposed rule immediately following 
publication in the Federal Register. We 
will invite these peer reviewers to 
comment, during the public comment 
period, on the specific assumptions and 
conclusions regarding the proposed 
designation of critical habitat. 

We will consider all comments and 
information received during the 
comment period on this proposed rule 
during preparation of a final 
rulemaking. Accordingly, the final 
decision may differ from this proposal. 

Public Hearings 
The Act provides for one or more 

public hearings on this proposal, if 
requested. Requests for public hearings 
must be made in writing at least 15 days 
prior to the close of the public comment 
period. We will schedule public 
hearings on this proposal, if any are 
requested, and announce the dates, 
times, and places of those hearings in 
the Federal Register and local 
newspapers at least 15 days prior to the 
first hearing. 

Clarity of the Rule 
Executive Order 12866 requires each 

agency to write regulations and notices 
that are easy to understand. We invite 
your comments on how to make this 
proposed rule easier to understand, 
including answers to questions such as 
the following: (1) Are the requirements 
in the proposed rule clearly stated? (2) 
Does the proposed rule contain 
technical jargon that interferes with the 
clarity? (3) Does the format of the 
proposed rule (grouping and order of 
the sections, use of headings, 
paragraphing, and so forth) aid or 
reduce its clarity? (4) Is the description 
of the notice in the SUPPLEMENTARY 
INFORMATION section of the preamble 
helpful in understanding the proposed 
rule? (5) What else could we do to make 
this proposed rule easier to understand? 

Send a copy of any comments on how 
we could make this proposed rule easier 
to understand to: Office of Regulatory 
Affairs, Department of the Interior, 
Room 7229, 1849 C Street, NW., 

Washington, DC 20240. You may e-mail 
your comments to this address: 
Exsec@ios.doi.gov. 

Required Determinations 

Regulatory Planning and Review 

In accordance with Executive Order 
12866, this document is a significant 
rule in that it may raise novel legal and 
policy issues, but it is not anticipated to 
have an annual effect on the economy 
of $100 million or more or affect the 
economy in a material way. Due to the 
tight timeline for publication in the 
Federal Register, the Office of 
Management and Budget (OMB) has not 
formally reviewed this rule. We are 
preparing a draft economic analysis of 
this proposed action, which will be 
available for public comment, to 
determine the economic consequences 
of designating the specific area as 
critical habitat. This economic analysis 
also will be used to determine 
compliance with Executive Order 
12866, Regulatory Flexibility Act, Small 
Business Regulatory Enforcement 
Fairness Act, and Executive Order 
12630. 

Within these areas, the types of 
Federal actions or authorized activities 
that we have identified as potential 
concerns are listed above in the section 
on Section 7 Consultation. The 
availability of the draft economic 
analysis will be announced in the 
Federal Register and in local 
newspapers so that it is available for 
public review and comments. The draft 
economic analysis can be obtained from 
the internet Web site at http:// 
ventura.fws.gov, or by contacting the 
Ventura Fish and Wildlife Office 
directly (see ADDRESSES section). 

Regulatory Flexibility Act (5 U.S.C. 601 
et seq.) 

Our assessment of economic effect 
will be completed prior to final 
rulemaking based upon review of the 
draft economic analysis prepared 
pursuant to section 4(b)(2) of the ESA 
and E.O. 12866. This analysis is for the 
purposes of compliance with the 
Regulatory Flexibility Act and does not 
reflect our position on the type of 
economic analysis required by New 
Mexico Cattle Growers Assn. v. U.S. 
Fish & Wildlife Service 248 F.3d 1277 
(10th Cir. 2001). 

Under the Regulatory Flexibility Act 
(5 U.S.C. 601 et seq., as amended by the 
Small Business Regulatory Enforcement 
Fairness Act (SBREFA) of 1996), 
whenever an agency is required to 
publish a notice of rulemaking for any 
proposed or final rule, it must prepare 
and make available for public comment 
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a regulatory flexibility analysis that 
describes the effects of the rule on small 
entities (i.e., small businesses, small 
organizations, and small government 
jurisdictions). However, no regulatory 
flexibility analysis is required if the 
head of the agency certifies the rule will 
not have a significant economic impact 
on a substantial number of small 
entities. The SBREFA amended the 
Regulatory Flexibility Act (RFA) to 
require Federal agencies to provide a 
statement of the factual basis for 
certifying that the rule will not have a 
significant economic impact on a 
substantial number of small entities. 

At this time, the Service lacks the 
available economic information 
necessary to provide an adequate factual 
basis for the required RFA finding. 
Therefore, the RFA finding is deferred 
until completion of the draft economic 
analysis prepared pursuant to section 
4(b)(2) of the ESA and E.O. 12866. This 
draft economic analysis will provide the 
required factual basis for the RFA 
finding. Upon completion of the draft 
economic analysis, the Service will 
publish a notice of availability of the 
draft economic analysis of the proposed 
designation and reopen the public 
comment period for the proposed 
designation for an additional 60 days. 
The Service will include with the notice 
of availability, as appropriate, an initial 
regulatory flexibility analysis or a 
certification that the rule will not have 
a significant economic impact on a 
substantial number of small entities 
accompanied by the factual basis for 
that determination. The Service has 
concluded that deferring the RFA 
finding until completion of the draft 
economic analysis is necessary to meet 
the purposes and requirements of the 
RFA. Deferring the RFA finding in this 
manner will ensure that the Service 
makes a sufficiently informed 
determination based on adequate 
economic information and provides the 
necessary opportunity for public 
comment. 

Executive Order 13211 

On May 18, 2001, the President issued 
an Executive Order (E.O.) 13211 on 
regulations that significantly affect 
energy supply, distribution, and use. 
E.O. 13211 requires agencies to prepare 
Statements of Energy Effects when 
undertaking certain actions. This 
proposed rule to designate critical 
habitat for A. brauntonii and P. lyonii is 
not a significant regulatory action under 
E.O. 12866, and it is not expected to 
significantly affect energy supplies, 
distribution, or use. Therefore, this 
action is not a significant energy action, 

and no Statement of Energy Effects is 
required. 

Unfunded Mandates Reform Act (2 
U.S.C. 1501 et seq.) 

In accordance with the Unfunded 
Mandates Reform Act (2 U.S.C. 1501), 
the Service makes the following 
findings: 

(a) This rule will not produce a 
Federal mandate. In general, a Federal 
mandate is a provision in legislation, 
statute or regulation that would impose 
an enforceable duty upon State, local, 
tribal governments, or the private sector 
and includes both ‘‘Federal 
intergovernmental mandates’’ and 
‘‘Federal private sector mandates.’’ 
These terms are defined in 2 U.S.C. 
658(5)–(7). ‘‘Federal intergovernmental 
mandate’’ includes a regulation that 
‘‘would impose an enforceable duty 
upon State, local, or tribal governments’’ 
with two exceptions. It excludes ‘‘a 
condition of Federal assistance.’’ It also 
excludes ‘‘a duty arising from 
participation in a voluntary Federal 
program,’’ unless the regulation ‘‘relates 
to a then-existing Federal program 
under which $500,000,000 or more is 
provided annually to State, local, and 
tribal governments under entitlement 
authority,’’ if the provision would 
‘‘increase the stringency of conditions of 
assistance’’ or ‘‘place caps upon, or 
otherwise decrease, the Federal 
Government’s responsibility to provide 
funding,’’ and the State, local, or tribal 
governments ‘‘lack authority’’ to adjust 
accordingly. At the time of enactment, 
these entitlement programs were: 
Medicaid; AFDC work programs; Child 
Nutrition; Food Stamps; Social Services 
Block Grants; Vocational Rehabilitation 
State Grants; Foster Care, Adoption 
Assistance, and Independent Living; 
Family Support Welfare Services; and 
Child Support Enforcement. ‘‘Federal 
private sector mandate’’ includes a 
regulation that ‘‘would impose an 
enforceable duty upon the private 
sector, except (i) a condition of Federal 
assistance or (ii) a duty arising from 
participation in a voluntary Federal 
program.’’ 

The designation of critical habitat 
does not impose a legally binding duty 
on non-Federal government entities or 
private parties. Under the Act, the only 
regulatory effect is that Federal agencies 
must ensure that their actions do not 
destroy or adversely modify critical 
habitat under section 7. While non- 
Federal entities that receive Federal 
funding, assistance, or permits, or that 
otherwise require approval or 
authorization from a Federal agency for 
an action, may be indirectly impacted 
by the designation of critical habitat, the 

legally binding duty to avoid 
destruction or adverse modification of 
critical habitat rests squarely on the 
Federal agency. urthermore, to the 
extent that non-Federal entities are 
indirectly impacted because they 
receive Federal assistance or participate 
in a voluntary Federal aid program, the 
Unfunded Mandates Reform Act would 
not apply; nor would critical habitat 
shift the costs of the large entitlement 
programs listed above on to State 
governments. 

We do not believe that this rule will 
significantly or uniquely affect small 
governments because critical habitat 
provides no incremental restrictions, we 
do not anticipate that this rule will 
significantly or uniquely affect small 
governments. Although 18% of the land 
within the A. brauntonii proposed 
critical habitat units and 50% of the 
land within the P. lyonii proposed units 
are owned by local agencies, the 
majority of those lands are within 
designated open space areas managed 
for conservation. As such, a Small 
Government Agency Plan is not 
required. We will, however, further 
evaluate this issue as we conduct our 
economic analysis and revise this 
assessment if appropriate. 

Federalism 
In accordance with Executive Order 

13132, the rule does not have significant 
Federalism effects. A Federalism 
assessment is not required. In keeping 
with DOI and Department of Commerce 
policy, we requested information from, 
and coordinated development of, this 
proposed critical habitat designation 
with appropriate State resource agencies 
in California. The designation of critical 
habitat in areas currently occupied by A. 
brauntonii and P. lyonii imposes no 
additional restrictions to those currently 
in place and, therefore, has little 
incremental impact on State and local 
governments and their activities. The 
designation may have some benefit to 
these governments in that the areas that 
contain the features that are essential to 
the conservation of the species are more 
clearly defined, and the PCEs of the 
habitat necessary to the conservation of 
the species are specifically identified. 
While making this definition and 
identification does not alter where and 
what federally sponsored activities may 
occur, it may assist these local 
governments in long-range planning 
(rather than waiting for case-by-case 
section 7 consultations to occur). 

Civil Justice Reform 
In accordance with Executive Order 

12988, the Office of the Solicitor has 
determined that the rule does not 
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unduly burden the judicial system and 
meets the requirements of sections 3(a) 
and 3(b)(2) of the Order. We have 
proposed designating critical habitat in 
accordance with the provisions of the 
Endangered Species Act. This proposed 
rule uses standard property descriptions 
and identifies the PCEs within the 
designated areas to assist the public in 
understanding the habitat needs of A. 
brauntonii and P. lyonii. 

Paperwork Reduction Act of 1995 (44 
U.S.C. 3501 et seq.) 

This rule does not contain any new 
collections of information that require 
approval by OMB under the Paperwork 
Reduction Act. This rule will not 
impose recordkeeping or reporting 
requirements on State or local 
governments, individuals, businesses, or 
organizations. An agency may not 
conduct or sponsor, and a person is not 
required to respond to, a collection of 
information unless it displays a 
currently valid OMB control number. 

National Environmental Policy Act 
It is our position that, outside the 

Tenth Circuit, we do not need to 
prepare environmental analyses as 
defined by the NEPA in connection with 
designating critical habitat under the 
Endangered Species Act of 1973, as 
amended. We published a notice 

outlining our reasons for this 
determination in the Federal Register 
on October 25, 1983 (48 FR 49244). This 
assertion was upheld in the courts of the 
Ninth Circuit (Douglas County v. 
Babbitt, 48 F.3d 1495 (9th Cir. Ore. 
1995), cert. denied 116 S. Ct. 698 (1996). 

Government-to-Government 
Relationship With Tribes 

In accordance with the President’s 
memorandum of April 29, 1994, 
‘‘Government-to-Government Relations 
with Native American Tribal 
Governments’’ (59 FR 22951), Executive 
Order 13175, and the Department of 
Interior’s manual at 512 DM 2, we 
readily acknowledge our responsibility 
to communicate meaningfully with 
recognized Federal Tribes on a 
government-to-government basis. We 
have determined that there are no tribal 
lands that have the features that are 
essential for the conservation of A. 
brauntonii or P. lyonii. Therefore, 
critical habitat for A. brauntonii or P. 
lyonii has not been proposed on Tribal 
lands. 

References Cited 
A complete list of all references cited 

in this rulemaking is available upon 
request from the Field Supervisor, 
Ventura Fish and Wildlife Office (see 
ADDRESSES section). 

Author(s) 

The primary author of this package is 
Christine Hamilton (see ADDRESSES 
section). 

List of Subjects in 50 CFR Part 17 

Endangered and threatened species, 
Exports, Imports, Reporting and 
recordkeeping requirements, 
Transportation. 

Proposed Regulation Promulgation 

Accordingly, we propose to amend 
part 17, subchapter B of chapter I, title 
50 of the Code of Federal Regulations, 
as set forth below: 

PART 17—[AMENDED] 

1. The authority citation for part 17 
continues to read as follows: 

Authority: 16 U.S.C. 1361–1407; 16 U.S.C. 
1531–1544; 16 U.S.C. 4201–4245; Pub. L. 99– 
625, 100 Stat. 3500; unless otherwise noted. 

2. In § 17.12(h), revise the entries for 
Astralagus brauntonii (Braunton’s milk- 
vetch) and Pentachaeta lyonii (Lyon’s 
pentachaeta) under AFLOWERING 
PLANTS,’’ to read as follows: 

§ 17.12 Endangered and threatened plants. 

* * * * * 
(h) * * * 

Species 
Historic range Family Status When listed Critical 

habitat 
Special 
rules Scientific name Common name 

FLOWERING PLANTS 

* * * * * * * 
Astragalus brauntonii Braunton’s milk- 

vetch.
U.S.A. (CA) ............. Fabaceae ................ E 606 17.96(a) NA 

* * * * * * * 
Pentachaeta lyonii ... Lyon’s pentachaeta U.S.A. (CA) ............. Asteraceae ............. E 606 17.96(a) NA 

* * * * * * * 

* * * * * 
3. Amend § 17.96(a) by adding an 

entry for Pentachaeta lyonii (Lyon’s 
pentachaeta) in alphabetical order under 
family Asteraceae and an entry for 
Astragalus brauntonii (Braunton’s milk- 
vetch) in alphabetical order under 
family Fabaceae to read as follows: 

§ 17.96 Critical habitat—plants. 

(a) Flowering plants. 
* * * * * 

Family Asteraceae: Pentachaeta lyonii 
(Lyon’s pentachaeta). 

(1) Critical habitat units are depicted 
for Ventura and Los Angeles Counties, 
California, on the maps below. 

(2) Critical habitat includes the plant 
communities within the range of 
Pentachaeta lyonii that are 
characterized by the following primary 
constituent elements: 

(i) Clay soils of volcanic origin; 
(ii) Exposed soils that exhibit a 

microbiotic crust, which may inhibit 
invasion by other plant competitors; and 

(iii) Low proportion of total vegetative 
cover (less than 25 percent). 

(3) Critical habitat does not include 
manmade structures existing on the 
effective date of this rule and not 
containing one or more of the primary 
constituent elements, such as buildings, 
aqueducts, airports, and roads, and the 

land on which such structures are 
located. 

(4) Data layers defining map units 
were created on base maps using the 
following aerial imagery: for eastern 
Ventura County, we used Air Photo 
USA Inc. aerial imagery captured 
October 2002; for westernmost Los 
Angeles county populations, we used 
Air Photo USA Inc. aerial imagery 
captured August 1999. Both were 
projected to Universal Transverse 
Mercator (UTM) zone 11, North 
American Datum (NAD) 1927. 

(5) Map 1 (Index map for Pentachaeta 
lyonii) follows: 
BILLING CODE 4310–55–P 
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(6) Unit 1 for Pentachaeta lyonii: Simi 
Valley Unit, Ventura County, California. 

(i) Subunit 1a: from USGS 1:24,000 
scale quadrangle Simi. Land bounded 
by the following UTM zone 11, NAD83 
coordinates (E, N): 329252, 3794756; 
329258, 3794815; 329318, 3794831; 
329332, 3794857; 329332, 3794893; 
329324, 3794956; 329362, 3794996; 
329393, 3795020; 329471, 3795063; 
329508, 3795076; 329540, 3795082; 
329609, 3795148; 329659, 3795179; 
329695, 3795194; 329753, 3795208; 
329828, 3795209; 329881, 3795202; 
329937, 3795185; 329972, 3795168; 
330000, 3795150; 330031, 3795126; 
330059, 3795098; 330093, 3795050; 
330123, 3794987; 330133, 3794949; 
330138, 3794910; 330136, 3794851; 
330123, 3794794; 330088, 3794720; 
330170, 3794503; 330268, 3794482; 
330327, 3794454; 330382, 3794466; 
330427, 3794470; 330467, 3794470; 
330506, 3794465; 330589, 3794445; 
330680, 3794409; 330716, 3794391; 
330748, 3794369; 330778, 3794343; 
330804, 3794314; 330825, 3794281; 
330848, 3794242; 330873, 3794182; 
330883, 3794144; 330889, 3794104; 
330651, 3793969; 330487, 3793935; 
330497, 3793889; 330511, 3793869; 
330501, 3793823; 330469, 3793835; 
330463, 3793853; 330435, 3793857; 
330413, 3793867; 330373, 3793873; 
330317, 3793863; 330297, 3793873; 
330265, 3793881; 330237, 3793881; 
330205, 3793873; 330177, 3793855; 
330137, 3793873; 330101, 3793871; 
330066, 3793857; 330058, 3793860; 
330015, 3793855; 329915, 3793840; 
329867, 3793869; 329823, 3793903; 
329803, 3793922; 329852, 3794025; 
329854, 3794035; 329850, 3794079; 
329790, 3794165; 329776, 3794191; 
329768, 3794233; 329774, 3794261; 
329764, 3794281; 329738, 3794291; 
329706, 3794287; 329674, 3794269; 
329660, 3794251; 329646, 3794209; 
329572, 3794321; 329592, 3794347; 
329596, 3794377; 329558, 3794507; 
329404, 3794472; 329373, 3794493; 
329330, 3794533; 329306, 3794564; 
329286, 3794598; 329271, 3794634; 
329259, 3794682; 329252, 3794756. 

(ii) Subunit 1b: from USGS 1:24,000 
scale quadrangle Simi. Land bounded 
by the following UTM zone 11, NAD83 
coordinates (E, N): 328955, 3793028; 
329079, 3793108; 329065, 3793154; 
329075, 3793194; 329151, 3793294; 
329199, 3793334; 329213, 3793342; 
329235, 3793310; 329375, 3793269; 
329391, 3793240; 329406, 3793205; 
329255, 3793079; 329165, 3793021; 
329111, 3793000; 329057, 3792995; 
328958, 3792998; 328955, 3793028. 

(iii) Subunit 1c: from USGS 1:24,000 
scale quadrangle Thousand Oaks. Land 
bounded by the following UTM zone 11, 

NAD83 coordinates (E, N): 331295, 
3791172; 331295, 3791210; 331311, 
3791244; 331330, 3791275; 331362, 
3791302; 331406, 3791325; 331444, 
3791341; 331497, 3791349; 331545, 
3791349; 331642, 3791342; 331712, 
3791342; 331794, 3791357; 331837, 
3791303; 331864, 3791257; 331885, 
3791208; 331897, 3791159; 331837, 
3791086; 331816, 3791020; 331814, 
3790838; 331751, 3790870; 331733, 
3790837; 331640, 3790828; 331593, 
3790956; 331617, 3790982; 331597, 
3791023; 331532, 3791008; 331450, 
3791001; 331380, 3791090; 331333, 
3791121; 331295, 3791172. 

(iv) Subunit 1d: from USGS 1:24,000 
scale quadrangle Simi. Land bounded 
by the following UTM zone 11, NAD83 
coordinates (E, N): 332386, 3791960; 
332571, 3792095; 332587, 3792136; 
332587, 3792165; 332569, 3792227; 
332623, 3792286; 332635, 3792347; 
332558, 3792379; 332536, 3792414; 
332533, 3792477; 332543, 3792540; 
332556, 3792577; 332594, 3792587; 
332653, 3792593; 332692, 3792591; 
332744, 3792579; 332796, 3792606; 
332883, 3792634; 332941, 3792640; 
333016, 3792633; 333073, 3792620; 
333109, 3792605; 333143, 3792585; 
333175, 3792561; 333202, 3792533; 
333234, 3792496; 333255, 3792463; 
333273, 3792428; 333290, 3792372; 
333296, 3792313; 333293, 3792274; 
333285, 3792236; 333265, 3792172; 
333237, 3792120; 333226, 3792104; 
333211, 3792092; 333196, 3792084; 
333178, 3792080; 333091, 3792116; 
333051, 3792116; 333025, 3792111; 
332985, 3792088; 332921, 3792041; 
332887, 3792026; 332846, 3792013; 
332827, 3792000; 332805, 3791981; 
332780, 3791913; 332725, 3791891; 
332652, 3791873; 332593, 3791871; 
332554, 3791876; 332516, 3791886; 
332440, 3791920; 332386, 3791960. 

(v) Note: Unit 1 for Pentachaeta lyonii 
is depicted on Map 2—Units 1 and 2— 
see paragraph (7)(iv). 

(7) Unit 2 for Pentachaeta lyonii: 
Montclef Ridge Unit, Ventura County, 
California. 

(i) Subunit 2a: from USGS 1:24,000 
scale quadrangle Newbury Park. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 320731, 
3786360; 320739, 3786432; 320754, 
3786483; 320784, 3786549; 321059, 
3787275; 321065, 3787315; 321044, 
3787385; 321036, 3787460; 321040, 
3787517; 321057, 3787592; 321081, 
3787646; 321112, 3787696; 321138, 
3787726; 321187, 3787768; 321237, 
3787799; 321292, 3787820; 321331, 
3787827; 321944, 3788119; 321978, 
3788152; 322018, 3788183; 322060, 
3788208; 322105, 3788226; 322145, 
3788237; 322191, 3788245; 322236, 

3788247; 322282, 3788243; 322921, 
3788413; 322965, 3788444; 323017, 
3788470; 323054, 3788482; 323092, 
3788490; 323142, 3788494; 323201, 
3788488; 323289, 3788461; 323342, 
3788433; 323378, 3788442; 323434, 
3788451; 323508, 3788448; 323550, 
3788487; 323614, 3788526; 323659, 
3788563; 323710, 3788591; 323739, 
3788620; 323787, 3788654; 323862, 
3788687; 323919, 3788700; 323978, 
3788702; 324017, 3788697; 324051, 
3788688; 324113, 3788665; 324147, 
3788645; 324178, 3788621; 324206, 
3788593; 324230, 3788562; 324250, 
3788528; 324267, 3788487; 324307, 
3788433; 324332, 3788379; 324342, 
3788341; 324388, 3788292; 324434, 
3788259; 324582, 3788238; 324667, 
3788223; 324708, 3788206; 324706, 
3788174; 324747, 3788150; 324770, 
3788180; 325020, 3788065; 324975, 
3787987; 324867, 3787835; 324850, 
3787825; 324780, 3787827; 324655, 
3787753; 324665, 3787694; 324711, 
3787604; 324733, 3787591; 324759, 
3787585; 324796, 3787589; 324836, 
3787609; 324865, 3787602; 324839, 
3787552; 324827, 3787509; 324826, 
3787454; 324842, 3787414; 324869, 
3787397; 324916, 3787403; 325155, 
3787495; 325377, 3787539; 325521, 
3787580; 325707, 3787606; 325774, 
3787587; 325860, 3787546; 325894, 
3787510; 325885, 3787482; 325790, 
3787526; 325534, 3787512; 325442, 
3787433; 325711, 3787228; 325982, 
3787128; 326200, 3787024; 326163, 
3786971; 326114, 3786919; 326083, 
3786895; 326031, 3786868; 325964, 
3786841; 325865, 3786817; 325733, 
3786811; 325684, 3786814; 325608, 
3786827; 325558, 3786839; 325521, 
3786852; 324963, 3786938; 324858, 
3787030; 324835, 3787064; 324813, 
3787069; 324732, 3787059; 324659, 
3787032; 324487, 3787250; 324123, 
3787284; 324107, 3787328; 324095, 
3787371; 324088, 3787418; 324086, 
3787460; 324088, 3787504; 324094, 
3787551; 324106, 3787597; 324120, 
3787637; 324139, 3787676; 324162, 
3787714; 324188, 3787750; 324220, 
3787785; 324253, 3787815; 324291, 
3787842; 324332, 3787866; 324373, 
3787884; 324346, 3787915; 324315, 
3787965; 324294, 3788020; 324283, 
3788079; 324243, 3788036; 324169, 
3787985; 324122, 3787960; 324045, 
3787931; 323953, 3787910; 323914, 
3787904; 323803, 3787901; 323731, 
3787906; 323681, 3787852; 323617, 
3787804; 323541, 3787769; 323481, 
3787755; 323438, 3787732; 323357, 
3787700; 323319, 3787692; 323260, 
3787690; 323215, 3787697; 323152, 
3787713; 322463, 3787568; 322410, 
3787533; 322351, 3787507; 322287, 

VerDate Aug<31>2005 18:09 Nov 09, 2005 Jkt 208001 PO 00000 Frm 00020 Fmt 4701 Sfmt 4702 E:\FR\FM\10NOP2.SGM 10NOP2



69001 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Proposed Rules 

3787491; 322224, 3787487; 321693, 
3787055; 321656, 3787009; 321627, 
3786983; 321587, 3786958; 321428, 
3786837; 321408, 3786808; 321398, 
3786777; 321407, 3786696; 321420, 
3786636; 321477, 3786455; 321488, 
3786403; 321490, 3786342; 321469, 
3786232; 321605, 3786154; 321658, 
3786057; 321725, 3785853; 321905, 
3785804; 321896, 3785756; 321883, 
3785719; 321856, 3785667; 321832, 
3785636; 321786, 3785590; 321734, 
3785553; 321709, 3785526; 321680, 
3785500; 321621, 3785464; 321523, 
3785626; 321467, 3785627; 321419, 
3785719; 321373, 3785722; 321377, 
3785628; 321385, 3785572; 321440, 
3785428; 321402, 3785428; 321383, 
3785431; 321345, 3785441; 321309, 
3785456; 321259, 3785487; 321202, 
3785539; 321176, 3785568; 321154, 
3785601; 321119, 3785672; 321106, 

3785709; 321092, 3785796; 321092, 
3785836; 321102, 3785920; 321093, 
3785975; 321034, 3785983; 320964, 
3786004; 320900, 3786039; 320844, 
3786085; 320797, 3786141; 320762, 
3786204; 320745, 3786254; 320737, 
3786287; 320731, 3786360. 

(ii) Subunit 2b: from USGS 1:24,000 
scale quadrangle Newbury Park. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 325989, 
3788043; 326019, 3788123; 326091, 
3788240; 326227, 3788353; 326250, 
3788403; 326324, 3788464; 326313, 
3788542; 326384, 3788583; 326386, 
3788484; 326514, 3788481; 326632, 
3788320; 326713, 3788298; 326696, 
3788204; 326577, 3788206; 326524, 
3788204; 326477, 3788163; 326370, 
3788097; 326277, 3788045; 326016, 
3787984; 325989, 3788043. 

(iii) Subunit 2c: from USGS 1:24,000 
scale quadrangles Newbury Park and 
Thousand Oaks. Land bounded by the 
following UTM zone 11, NAD83 
coordinates (E, N): 326421, 3789739; 
326407, 3789791; 326424, 3789826; 
326454, 3789875; 326477, 3789906; 
326520, 3789946; 326553, 3789968; 
326592, 3789987; 326793, 3789915; 
326991, 3789908; 327107, 3789924; 
327178, 3789966; 327212, 3789928; 
327234, 3789896; 327257, 3789847; 
327274, 3789788; 327248, 3789777; 
327236, 3789712; 327019, 3789561; 
326772, 3789480; 326771, 3789566; 
326524, 3789567; 326447, 3789579; 
326391, 3789612; 326386, 3789637; 
326421, 3789739. 

(iv) Note: Unit 2 for Pentachaeta 
lyonii is depicted on Map 2—Units 1 
and 2—which follows: 
BILLING CODE 4310–55–P 
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(8) Unit 3 for Pentachaeta lyonii: 
Thousand Oaks Unit, Ventura and Los 
Angeles Counties, California. 

(i) Subunit 3a: From USGS 1:24,000 
scale quadrangle Thousand Oaks. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 327710, 
3781345; 327716, 3781404; 327746, 
3781498; 327763, 3781534; 327785, 
3781566; 327825, 3781609; 327873, 
3781643; 327966, 3781694; 328116, 
3781754; 328204, 3781783; 328242, 
3781791; 328341, 3781796; 328412, 
3781806; 328588, 3781807; 328708, 
3781789; 328764, 3781772; 328800, 
3781754; 328847, 3781720; 328875, 
3781692; 328899, 3781661; 328919, 
3781627; 328944, 3781565; 328955, 
3781532; 328963, 3781494; 328965, 
3781435; 328954, 3781341; 328928, 
3781239; 328904, 3781186; 328857, 
3781111; 328833, 3781080; 328806, 
3781052; 328758, 3781014; 328725, 
3780992; 328657, 3780956; 328620, 
3780941; 328498, 3780915; 328426, 
3780905; 328345, 3780876; 328262, 
3780857; 328222, 3780854; 328183, 
3780857; 328024, 3780889; 327981, 
3780901; 327945, 3780916; 327911, 
3780936; 327880, 3780960; 327796, 
3781048; 327775, 3781081; 327758, 
3781115; 327736, 3781168; 327726, 
3781206; 327715, 3781267; 327710, 
3781345. 

(ii) Subunit 3b: From USGS 1:24,000 
scale quadrangle Thousand Oaks. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 327196, 
3780235; 327204, 3780286; 327215, 
3780292; 327250, 3780310; 327310, 
3780331; 327348, 3780339; 327388, 
3780342; 327450, 3780338; 327528, 
3780319; 327631, 3780271; 327686, 
3780238; 327735, 3780245; 327847, 
3780249; 327905, 3780240; 327960, 
3780219; 328019, 3780184; 328065, 
3780146; 328102, 3780101; 328121, 
3780067; 328136, 3780031; 328150, 
3779973; 328152, 3779914; 328140, 
3779841; 328119, 3779786; 328088, 
3779736; 328062, 3779706; 328033, 
3779680; 327960, 3779765; 327927, 
3779780; 327868, 3779751; 327812, 
3779778; 327795, 3779853; 327727, 
3779936; 327555, 3779999; 327434, 
3780068; 327338, 3780132; 327305, 
3780172; 327251, 3780205; 327196, 
3780235. 

(iii) Subunit 3c (western portion): 
From USGS 1:24,000 scale quadrangle 
Thousand Oaks. Land bounded by the 
following UTM zone 11, NAD83 
coordinates (E, N): 327371, 3778203; 
327373, 3778242; 327383, 3778293; 
327396, 3778330; 327423, 3778388; 
327437, 3778447; 327463, 3778514; 
327563, 3778623; 327629, 3778726; 
327691, 3778780; 327753, 3778799; 
327794, 3778817; 327910, 3778850; 

327928, 3778830; 327932, 3778806; 
327926, 3778765; 327916, 3778737; 
327892, 3778695; 327857, 3778658; 
327846, 3778629; 327845, 3778610; 
327850, 3778579; 327891, 3778516; 
327887, 3778462; 327881, 3778444; 
327864, 3778430; 327819, 3778410; 
327857, 3778350; 327891, 3778325; 
327970, 3778309; 328041, 3778408; 
327999, 3778444; 328011, 3778476; 
328011, 3778500; 327989, 3778556; 
327951, 3778613; 327954, 3778637; 
327986, 3778729; 327989, 3778748; 
327986, 3778795; 327989, 3778844; 
327980, 3778897; 327965, 3778927; 
327965, 3778965; 327970, 3779003; 
327958, 3779042; 328027, 3779006; 
328107, 3778941; 328133, 3778911; 
328155, 3778879; 328172, 3778844; 
328185, 3778806; 328192, 3778768; 
328195, 3778729; 328192, 3778690; 
328185, 3778651; 328172, 3778614; 
328143, 3778555; 328102, 3778500; 
328097, 3778488; 328106, 3778487; 
328157, 3778526; 328209, 3778554; 
328264, 3778572; 328302, 3778580; 
328361, 3778582; 328423, 3778575; 
328461, 3778565; 328507, 3778545; 
328540, 3778587; 328568, 3778615; 
328599, 3778639; 328651, 3778667; 
328688, 3778679; 328726, 3778687; 
328848, 3778693; 328990, 3778658; 
329080, 3778602; 329118, 3778549; 
329022, 3778458; 329113, 3778394; 
329152, 3778431; 329211, 3778463; 
329247, 3778487; 329263, 3778533; 
329287, 3778569; 329293, 3778635; 
329306, 3778708; 329296, 3778761; 
329301, 3778793; 329311, 3778820; 
329383, 3778893; 329400, 3778943; 
329408, 3779001; 329425, 3779026; 
329445, 3779076; 329501, 3779106; 
329506, 3779152; 329516, 3779190; 
329531, 3779227; 329553, 3779266; 
329586, 3779311; 329614, 3779339; 
329733, 3779423; 329767, 3779359; 
329802, 3779344; 329870, 3779235; 
329901, 3779225; 329964, 3779242; 
330013, 3779244; 330085, 3779237; 
330186, 3779218; 330199, 3779172; 
330196, 3779100; 330324, 3779030; 
330304, 3778967; 330298, 3778899; 
330291, 3778864; 330186, 3778781; 
330029, 3778696; 329967, 3778657; 
329918, 3778611; 329810, 3778487; 
329751, 3778436; 329689, 3778423; 
329592, 3778380; 329510, 3778323; 
329360, 3778114; 329217, 3778063; 
329172, 3778065; 329073, 3777994; 
329078, 3777947; 329065, 3777920; 
329063, 3777872; 329085, 3777817; 
329142, 3777731; 329190, 3777706; 
329174, 3777666; 329148, 3777617; 
329126, 3777608; 329085, 3777627; 
329047, 3777666; 329017, 3777707; 
329007, 3777729; 328967, 3777758; 
328963, 3777772; 328967, 3777788; 
328967, 3777811; 328945, 3777844; 

328891, 3777860; 328853, 3777860; 
328802, 3777844; 328740, 3777780; 
328688, 3777740; 328490, 3777648; 
328454, 3777704; 328427, 3777777; 
328418, 3777835; 328421, 3777901; 
328357, 3777880; 328318, 3777875; 
328286, 3777875; 328234, 3777835; 
328200, 3777816; 328164, 3777801; 
328109, 3777788; 328081, 3777750; 
328053, 3777722; 328016, 3777692; 
327983, 3777671; 327938, 3777649; 
327856, 3777635; 327565, 3777752; 
327531, 3777799; 327498, 3777867; 
327481, 3777923; 327475, 3777972; 
327453, 3777994; 327421, 3778036; 
327393, 3778088; 327376, 3778144; 
327371, 3778203. 

(iv) Subunit 3c (eastern portion): 
From USGS 1:24,000 scale quadrangles 
Thousand Oaks and Point Dume. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 327856, 
3775596; 327863, 3775682; 327880, 
3775738; 327898, 3775773; 327921, 
3775810; 327945, 3775841; 327973, 
3775869; 328018, 3775905; 328054, 
3775927; 328089, 3775944; 328127, 
3775957; 328180, 3775966; 328254, 
3775969; 328293, 3775964; 328348, 
3775948; 328381, 3775964; 328422, 
3775977; 328728, 3776393; 328736, 
3776451; 328749, 3776499; 328280, 
3776684; 328245, 3776704; 328214, 
3776729; 328186, 3776757; 328161, 
3776788; 328133, 3776841; 328117, 
3776892; 328110, 3776938; 328112, 
3776997; 328121, 3777041; 328141, 
3777093; 328167, 3777136; 328203, 
3777177; 328229, 3777200; 328265, 
3777223; 328305, 3777243; 328348, 
3777256; 328393, 3777262; 328435, 
3777262; 328474, 3777257; 328513, 
3777247; 328550, 3777231; 328577, 
3777216; 328588, 3777179; 328636, 
3777133; 329046, 3776893; 329073, 
3776998; 329098, 3777121; 329040, 
3777173; 329001, 3777203; 328970, 
3777214; 328950, 3777258; 328966, 
3777307; 328979, 3777304; 329012, 
3777270; 329028, 3777264; 329051, 
3777264; 329075, 3777250; 329090, 
3777233; 329108, 3777224; 329134, 
3777230; 329147, 3777229; 329161, 
3777223; 329179, 3777242; 329209, 
3777257; 329242, 3777260; 329251, 
3777269; 329215, 3777318; 329207, 
3777337; 329210, 3777400; 329174, 
3777436; 329174, 3777452; 329178, 
3777460; 329188, 3777469; 329225, 
3777477; 329260, 3777476; 329281, 
3777459; 329297, 3777459; 329316, 
3777461; 329342, 3777472; 329352, 
3777482; 329370, 3777521; 329372, 
3777541; 329434, 3777608; 329445, 
3777701; 329445, 3777773; 329480, 
3777797; 329607, 3777846; 329962, 
3777882; 330019, 3777911; 330048, 
3777935; 330049, 3777994; 330035, 
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3778082; 330037, 3778129; 330054, 
3778161; 330071, 3778180; 330092, 
3778181; 330120, 3778146; 330151, 
3778102; 330209, 3777994; 330321, 
3777987; 330346, 3778003; 330370, 
3778025; 330388, 3778069; 330417, 
3778116; 330443, 3778143; 330450, 
3778120; 330461, 3778107; 330491, 
3778107; 330508, 3778102; 330547, 
3778075; 330551, 3778059; 330540, 
3778019; 330536, 3777988; 330537, 
3777978; 330543, 3777968; 330554, 
3777961; 330574, 3777959; 330645, 
3777962; 330644, 3777957; 330632, 
3777873; 330618, 3777809; 330594, 
3777732; 330566, 3777680; 330542, 
3777649; 330514, 3777622; 330483, 
3777598; 330449, 3777578; 330402, 
3777559; 330365, 3777549; 330326, 
3777544; 330267, 3777546; 330210, 
3777559; 330168, 3777577; 329956, 
3777534; 329742, 3777462; 329645, 
3777396; 329623, 3777338; 329603, 
3777304; 329584, 3777278; 329527, 
3777215; 329457, 3777162; 329404, 
3777063; 329404, 3776935; 329422, 
3776797; 329442, 3776766; 329462, 
3776724; 329474, 3776684; 329480, 
3776641; 329478, 3776577; 329462, 
3776511; 329474, 3776475; 329484, 
3776422; 329487, 3776350; 329480, 
3776297; 329465, 3776246; 329434, 
3776180; 329391, 3776121; 329338, 
3776072; 329276, 3776034; 329261, 
3776058; 329193, 3776077; 329084, 
3776062; 329011, 3776090; 328976, 
3776046; 328757, 3776035; 328755, 
3775979; 328847, 3775874; 328685, 
3775801; 328675, 3775764; 328699, 
3775723; 328904, 3775607; 328893, 
3775544; 328873, 3775489; 328842, 
3775439; 328802, 3775396; 328755, 
3775360; 328721, 3775340; 328644, 
3775312; 328561, 3775297; 328522, 
3775297; 328457, 3775305; 328431, 
3775286; 328399, 3775267; 328365, 
3775251; 328327, 3775238; 328251, 
3775225; 328197, 3775226; 328158, 
3775231; 328102, 3775248; 328047, 
3775275; 327994, 3775310; 327951, 
3775350; 327917, 3775398; 327882, 
3775470; 327861, 3775538; 327856, 
3775596. 

(v) Note: Unit 3 for Pentachaeta lyonii 
is depicted on Map 3—Units 3, 4, 5, 6, 
and 7—see paragraph (12)(ii). 

(9) Unit 4 for Pentachaeta lyonii: 
Triunfo Canyon Unit, Los Angeles 
County, California. 

(i) Unit 4: From USGS 1:24,000 scale 
quadrangles Thousand Oaks and Point 
Dume. Land bounded by the following 
UTM zone 11, NAD83 coordinates (E, 
N): 331337, 3777876; 331355, 3777923; 
331375, 3777957; 331475, 3778087; 
331552, 3778178; 331597, 3778216; 
331638, 3778239; 331689, 3778260; 
331726, 3778270; 331785, 3778275; 
331843, 3778271; 331869, 3778239; 

331996, 3778182; 332097, 3778144; 
332192, 3778116; 332404, 3778078; 
332519, 3778051; 332592, 3778045; 
332671, 3778027; 332717, 3778041; 
332732, 3778075; 332724, 3778098; 
332686, 3778135; 332671, 3778195; 
332820, 3778237; 332918, 3778244; 
333045, 3778236; 333113, 3778251; 
333195, 3778288; 333206, 3778248; 
333211, 3778209; 333211, 3778170; 
333197, 3778090; 333185, 3778053; 
333165, 3778012; 333146, 3777979; 
333125, 3777952; 333123, 3777919; 
333115, 3777880; 333103, 3777843; 
333085, 3777808; 333051, 3777760; 
333023, 3777732; 332992, 3777708; 
332940, 3777681; 332868, 3777659; 
332809, 3777653; 332751, 3777659; 
332695, 3777676; 332659, 3777693; 
332625, 3777715; 332575, 3777706; 
332511, 3777704; 332453, 3777714; 
332408, 3777730; 332319, 3777692; 
332272, 3777681; 332229, 3777626; 
332166, 3777574; 332118, 3777544; 
332053, 3777515; 331996, 3777501; 
331937, 3777499; 331879, 3777509; 
331839, 3777523; 331779, 3777489; 
331724, 3777468; 331666, 3777458; 
331593, 3777461; 331555, 3777469; 
331500, 3777490; 331466, 3777509; 
331423, 3777544; 331506, 3777590; 
331538, 3777599; 331568, 3777604; 
331589, 3777614; 331599, 3777626; 
331601, 3777639; 331598, 3777666; 
331595, 3777674; 331552, 3777731; 
331538, 3777747; 331514, 3777752; 
331441, 3777754; 331425, 3777761; 
331398, 3777791; 331395, 3777808; 
331398, 3777855; 331392, 3777863; 
331379, 3777871; 331337, 3777876. 
Unit 5: Mulholland Drive Unit, Los 
Angeles County, California. 

(ii) Note: Unit 4 for Pentachaeta lyonii 
is depicted on Map 3—Units 3, 4, 5, 6, 
and 7—see paragraph (13)(ii). 

(10) Unit 5 for Pentachaeta lyonii: 
Mulholland Drive Unit, Los Angeles 
County, California. 

(i) Subunit 5a: From USGS 1:24,000 
scale quadrangle Point Dume. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 329661, 
3774511; 329664, 3774551; 329674, 
3774603; 329691, 3774653; 329704, 
3774681; 329725, 3774717; 329758, 
3774759; 329796, 3774796; 329827, 
3774820; 329933, 3774730; 330035, 
3774723; 330098, 3774711; 330117, 
3774666; 330130, 3774615; 330193, 
3774539; 330263, 3774514; 330333, 
3774476; 330411, 3774421; 330392, 
3774360; 330357, 3774296; 330311, 
3774240; 330256, 3774193; 330210, 
3774166; 330142, 3774140; 330070, 
3774128; 329997, 3774129; 329928, 
3774144; 329867, 3774169; 329831, 
3774190; 329800, 3774213; 329752, 
3774261; 329710, 3774321; 329681, 

3774387; 329664, 3774458; 329661, 
3774511. 

(ii) Subunit 5b: From USGS 1:24,000 
scale quadrangle Point Dume. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 332133, 
3774543; 332130, 3774581; 332133, 
3774645; 332143, 3774703; 332164, 
3774758; 332195, 3774808; 332220, 
3774838; 332323, 3774933; 332441, 
3775018; 332602, 3775186; 332630, 
3775210; 332663, 3775232; 332716, 
3775256; 332802, 3775280; 332841, 
3775288; 332900, 3775290; 332958, 
3775280; 333013, 3775260; 333063, 
3775229; 333092, 3775203; 333133, 
3775159; 333168, 3775111; 333185, 
3775076; 333198, 3775039; 333214, 
3774943; 333216, 3774904; 333211, 
3774845; 333190, 3774756; 333178, 
3774719; 333161, 3774685; 333016, 
3774766; 332911, 3774777; 332907, 
3774668; 332913, 3774512; 332868, 
3774439; 332757, 3774458; 332646, 
3774435; 332616, 3774406; 332439, 
3774439; 332340, 3774275; 332239, 
3774336; 332170, 3774431; 332138, 
3774514; 332133, 3774543. 

(iii) Subunit 5c: From USGS 1:24,000 
scale quadrangle Point Dume. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 334083, 
3775154; 334086, 3775194; 334094, 
3775234; 334112, 3775283; 334134, 
3775324; 334159, 3775355; 334187, 
3775384; 334219, 3775408; 334255, 
3775429; 334232, 3775474; 334219, 
3775511; 334211, 3775550; 334209, 
3775590; 334211, 3775630; 334219, 
3775669; 334232, 3775706; 334249, 
3775742; 334271, 3775775; 334298, 
3775805; 334338, 3775839; 334378, 
3775863; 334415, 3775878; 334453, 
3775888; 334493, 3775894; 334539, 
3775893; 334531, 3775843; 334529, 
3775752; 334504, 3775720; 334469, 
3775634; 334522, 3775574; 334518, 
3775475; 334475, 3775456; 334434, 
3775390; 334402, 3775327; 334420, 
3775266; 334413, 3775221; 334418, 
3775174; 334491, 3775098; 334533, 
3775067; 334589, 3775003; 334597, 
3774965; 334589, 3774925; 334557, 
3774901; 334517, 3774878; 334468, 
3774860; 334428, 3774852; 334388, 
3774849; 334348, 3774852; 334309, 
3774860; 334260, 3774878; 334219, 
3774901; 334187, 3774925; 334159, 
3774953; 334134, 3774985; 334112, 
3775026; 334094, 3775075; 334086, 
3775114; 334083, 3775154. 

(iv) Subunit 5d: From USGS 1:24,000 
scale quadrangle Point Dume. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 333938, 
3776910; 333946, 3776963; 333984, 
3776973; 334040, 3776976; 334090, 
3776995; 334158, 3777014; 334515, 
3777025; 334571, 3777082; 334614, 
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3777037; 334664, 3776991; 334726, 
3776954; 334838, 3776920; 334824, 
3776863; 334800, 3776809; 334778, 
3776776; 334752, 3776747; 334707, 
3776710; 334655, 3776682; 334471, 
3776619; 334415, 3776606; 334376, 
3776604; 334230, 3776611; 334191, 
3776616; 334135, 3776633; 334083, 
3776661; 334052, 3776685; 334015, 
3776723; 333982, 3776740; 333938, 
3776910. 

(v) Note: Unit 5 for Pentachaeta lyonii 
is depicted on Map 3—Units 3, 4, 5, 6, 
and 7—see paragraph (12)(ii). 

(11) Unit 6 for Pentachaeta lyonii: 
Cornell Road Canyon Unit, Los Angeles 
County, California. 

(i) Unit 6: From USGS 1:24,000 scale 
quadrangles Thousand Oaks and 
Calabasas. Land bounded by the 
following UTM zone 11, NAD83 
coordinates (E, N): 337290, 3778817; 
337296, 3778876; 337306, 3778914; 
337319, 3778948; 337347, 3779000; 
337384, 3779045; 337435, 3779091; 
337485, 3779123; 337540, 3779143; 
337608, 3779154; 337660, 3779155; 
337751, 3779144; 337789, 3779136; 
337872, 3779107; 337924, 3779080; 
337969, 3779042; 338019, 3778981; 
338039, 3778947; 338057, 3778900; 
338085, 3778865; 338113, 3778812; 
338139, 3778846; 338182, 3778886; 
338236, 3778921; 338289, 3778946; 

338327, 3778956; 338386, 3778961; 
338438, 3778957; 338514, 3778940; 
338600, 3778901; 338632, 3778879; 
338662, 3778854; 338688, 3778824; 
338710, 3778791; 338743, 3778719; 
338756, 3778682; 338764, 3778643; 
338767, 3778591; 338765, 3778544; 
338776, 3778504; 338781, 3778465; 
338778, 3778384; 338771, 3778338; 
338761, 3778301; 338737, 3778247; 
338682, 3778166; 338422, 3778195; 
338388, 3778238; 338378, 3778288; 
338422, 3778389; 338407, 3778432; 
338326, 3778401; 338289, 3778476; 
338203, 3778515; 338116, 3778480; 
338056, 3778428; 338023, 3778412; 
337978, 3778380; 337943, 3778363; 
337876, 3778339; 337779, 3778324; 
337729, 3778313; 337690, 3778311; 
337631, 3778316; 337570, 3778334; 
337516, 3778359; 337461, 3778398; 
337418, 3778438; 337384, 3778486; 
337358, 3778538; 337346, 3778575; 
337338, 3778613; 337336, 3778642; 
337315, 3778689; 337296, 3778759; 
337290, 3778817. 

(ii) Note: Unit 6 for Pentachaeta lyonii 
is depicted on Map 3—Units 3, 4, 5, 6, 
and 7—see paragraph (12)(ii). 

(12) Unit 7 for Pentachaeta lyonii: 
Malibu Lake Unit, Los Angeles County, 
California. 

(i) Unit 7: From USGS 1:24,000 scale 
quadrangles Point Dume and Malibu 

Beach. Land bounded by the following 
UTM zone 11, NAD83 coordinates (E, 
N): 338355, 3775059; 338440, 3775052; 
338535, 3775051; 338558, 3775046; 
338571, 3775034; 338597, 3775025; 
338651, 3775105; 338662, 3775115; 
338661, 3775158; 338692, 3775172; 
338711, 3775200; 338713, 3775218; 
338701, 3775240; 338650, 3775289; 
338626, 3775315; 338619, 3775330; 
338616, 3775391; 338599, 3775448; 
338619, 3775457; 338671, 3775474; 
338736, 3775484; 338795, 3775482; 
338842, 3775472; 338893, 3775476; 
338951, 3775471; 339024, 3775452; 
339078, 3775428; 339094, 3775417; 
339143, 3775364; 339164, 3775290; 
339178, 3775202; 339185, 3775114; 
339185, 3775015; 339148, 3774940; 
339110, 3774899; 339080, 3774873; 
339001, 3774825; 338955, 3774807; 
338904, 3774770; 338857, 3774747; 
338820, 3774735; 338782, 3774727; 
338742, 3774725; 338703, 3774727; 
338665, 3774735; 338582, 3774760; 
338513, 3774791; 338480, 3774813; 
338451, 3774839; 338425, 3774868; 
338403, 3774901; 338371, 3774968; 
338361, 3775006; 338355, 3775059. 

(ii) Note: Unit 7 for Pentachaeta lyonii 
is depicted on Map 3—Units 3, 4, 5, 6, 
and 7—which follows: 
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* * * * * 
Family Fabaceae: Astragalus 

brauntonii (Braunton’s milk-vetch). 
(1) Critical habitat units are depicted 

for Ventura, Los Angeles, and Orange 
Counties, California, on the maps below. 

(2) The primary constituent elements 
of critical habitat for Astragalus 
brauntonii are the habitat components 
that provide: 

(i) Carbonate limestone soils derived 
from marine sediment; 

(ii) Low proportion (less than 10 
percent) of shrub cover directly around 
the plant; and 

(iii) Periodic disturbances that 
stimulate seed germination (e.g., fire, 
flooding) and reduce vegetative cover, 

(3) Critical habitat does not include 
manmade structures existing on the 
effective date of this rule and not 
containing one or more of the primary 
constituent elements, such as buildings, 
aqueducts, airports, and roads, and the 
land on which such structures are 
located. 

(4) Critical habitat units are described 
below. Data layers defining map units 
were created on base maps using the 
following aerial imagery: For eastern 

Ventura County, we used AirPhotoUSA 
Inc. aerial imagery captured October, 
2002; for westernmost Los Angeles 
county populations, we used 
AirPhotoUSA Inc. aerial imagery 
captured August, 1999; for populations 
near the City of Monrovia, Los Angeles 
County and for the population in 
Orange County, we used USGS Digital 
Orthophoto Quarter Quadrangles 
captured in the mid-1990s. All were 
projected to UTM zone 11, NAD27. 

(5) Note: Map 1 (Index map for 
Astragalus brauntonii) follows: 
BILLING CODE 4310–55–P 
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(6) Unit 1 for Astragalus brauntonii, 
Northern Simi Hills Unit, Ventura 
County, California. 

(i) Subunit 1a: From USGS 1:24,000 
scale quadrangle Thousand Oaks. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 336361, 
3789405; 336369, 3789480; 336393, 
3789561; 336411, 3789596; 336432, 
3789629; 336480, 3789679; 336537, 
3789719; 336572, 3789737; 336609, 
3789749; 336687, 3789761; 336726, 
3789761; 336761, 3789758; 336802, 
3789811; 336845, 3789851; 336908, 
3789889; 336963, 3789910; 337037, 
3789923; 337095, 3789921; 337160, 
3789910; 337197, 3789897; 337231, 
3789881; 337260, 3789864; 337291, 
3789840; 337332, 3789797; 337369, 
3789735; 337389, 3789680; 337400, 
3789626; 337403, 3789587; 337397, 
3789528; 337383, 3789474; 337352, 
3789404; 337330, 3789371; 337305, 
3789342; 337275, 3789316; 337244, 
3789294; 337210, 3789275; 337173, 
3789258; 337182, 3789199; 337182, 
3789160; 337178, 3789120; 337164, 
3789059; 337142, 3789009; 337107, 
3788953; 337060, 3788904; 337030, 
3788882; 336996, 3788862; 336941, 
3788841; 336894, 3788832; 336855, 
3788829; 336793, 3788834; 336755, 
3788841; 336701, 3788859; 336666, 
3788877; 336634, 3788899; 336604, 
3788924; 336569, 3788964; 336538, 
3789014; 336517, 3789069; 336507, 
3789129; 336475, 3789154; 336438, 
3789191; 336414, 3789222; 336394, 
3789256; 336379, 3789292; 336369, 
3789330; 336361, 3789405. 

(ii) Subunit 1b: From USGS 1:24,000 
scale quadrangles Thousand Oaks and 
Calabasas. Land bounded by the 
following UTM zone 11, NAD83 
coordinates (E, N): 338156, 3790653; 
338162, 3790718; 338180, 3790777; 
338210, 3790834; 338249, 3790882; 
338299, 3790923; 338354, 3790952; 
338416, 3790970; 338477, 3790976; 
338539, 3790970; 338601, 3790952; 
338655, 3790923; 338705, 3790882; 
338745, 3790834; 338775, 3790777; 
338793, 3790718; 338799, 3790656; 
338793, 3790592; 338775, 3790533; 
338745, 3790475; 338705, 3790428; 
338655, 3790387; 338601, 3790358; 
338539, 3790339; 338477, 3790333; 
338416, 3790339; 338354, 3790358; 
338299, 3790387; 338249, 3790428; 
338210, 3790475; 338180, 3790533; 
338162, 3790592; 338156, 3790653. 

(iii) Subunit 1c: From USGS 1:24,000 
scale quadrangles Thousand Oaks and 
Calabasas. Land bounded by the 
following UTM zone 11, NAD83 
coordinates (E, N): 338500, 3788934; 
338508, 3789006; 338529, 3789076; 
338563, 3789140; 338595, 3789182; 
338625, 3789212; 338648, 3789232; 

338692, 3789261; 338759, 3789291; 
338830, 3789308; 338912, 3789313; 
338985, 3789306; 339054, 3789285; 
339119, 3789251; 339175, 3789205; 
339222, 3789149; 339240, 3789121; 
339263, 3789073; 339283, 3789003; 
339290, 3788931; 339282, 3788858; 
339261, 3788789; 339227, 3788724; 
339195, 3788682; 339165, 3788652; 
339142, 3788632; 339098, 3788603; 
339031, 3788573; 338960, 3788557; 
338878, 3788551; 338805, 3788559; 
338736, 3788580; 338672, 3788614; 
338615, 3788659; 338568, 3788715; 
338550, 3788743; 338527, 3788791; 
338507, 3788861; 338500, 3788934. 

(iv) Subunit 1d: From USGS 1:24,000 
scale quadrangle Calabasas. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 341687, 
3788511; 341693, 3788574; 341711, 
3788633; 341740, 3788687; 341779, 
3788734; 341828, 3788775; 341882, 
3788803; 341941, 3788821; 342002, 
3788827; 342063, 3788821; 342123, 
3788803; 342177, 3788774; 342225, 
3788735; 342264, 3788688; 342294, 
3788632; 342311, 3788573; 342317, 
3788512; 342311, 3788451; 342294, 
3788393; 342264, 3788337; 342225, 
3788289; 342177, 3788250; 342123, 
3788222; 342063, 3788203; 342002, 
3788197; 341941, 3788203; 341882, 
3788221; 341828, 3788250; 341779, 
3788290; 341740, 3788338; 341711, 
3788392; 341693, 3788450; 341687, 
3788511. 

(v) Note: Unit 1 for Astragalus 
brauntonii is depicted on Map 2—Units 
1 and 2—see paragraph (7)(vii). 

(7) Unit 2 for Astragalus brauntonii, 
Southern Simi Hills Unit, Ventura 
County and Los Angeles County, 
California. 

(i) Subunit 2a: From USGS 1:24,000 
scale quadrangle Thousand Oaks. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 331954, 
3786766; 332021, 3786816; 332027, 
3786840; 332099, 3786833; 332092, 
3786878; 332016, 3786906; 332053, 
3786977; 332105, 3787043; 332194, 
3787118; 332274, 3787160; 332410, 
3787127; 332550, 3787113; 332655, 
3787123; 332660, 3787106; 332813, 
3787081; 333141, 3787015; 333311, 
3786969; 333356, 3786967; 333409, 
3786956; 333477, 3786930; 333511, 
3786910; 333535, 3786892; 333573, 
3786892; 333612, 3786886; 333666, 
3786873; 333702, 3786859; 333771, 
3786872; 333824, 3786873; 333883, 
3786863; 333920, 3786851; 333967, 
3786827; 334015, 3786793; 334062, 
3786743; 334093, 3786693; 334113, 
3786638; 334124, 3786573; 334122, 
3786515; 334112, 3786466; 334162, 
3786442; 334215, 3786409; 334246, 
3786386; 334290, 3786343; 334435, 

3786178; 334454, 3786152; 334474, 
3786118; 334498, 3786067; 334511, 
3786030; 334524, 3785941; 334521, 
3785857; 334507, 3785791; 334494, 
3785754; 334467, 3785702; 334416, 
3785642; 334386, 3785616; 334354, 
3785594; 334300, 3785570; 334262, 
3785559; 334205, 3785551; 334147, 
3785549; 334089, 3785559; 334012, 
3785583; 333976, 3785600; 333944, 
3785622; 333882, 3785676; 333857, 
3785706; 333824, 3785753; 333777, 
3785813; 333735, 3785875; 333716, 
3785908; 333677, 3785997; 333659, 
3786071; 333653, 3786127; 333602, 
3786143; 333567, 3786160; 333525, 
3786189; 333495, 3786216; 333446, 
3786240; 333367, 3786290; 333326, 
3786287; 333287, 3786288; 333206, 
3786303; 333151, 3786324; 333117, 
3786343; 333086, 3786367; 332691, 
3786471; 332424, 3786528; 332323, 
3786540; 332277, 3786536; 332238, 
3786539; 332200, 3786546; 332163, 
3786559; 332081, 3786601; 332036, 
3786638; 331995, 3786689; 331966, 
3786737; 331954, 3786766. 

(ii) Subunit 2b: From USGS 1:24,000 
scale quadrangle Thousand Oaks. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 335546, 
3785093; 335554, 3785104; 335565, 
3785110; 335575, 3785109; 335590, 
3785102; 335569, 3784979; 335559, 
3784977; 335546, 3784977; 335538, 
3784979; 335530, 3784984; 335546, 
3785093. 

(iii) Subunit 2c: From USGS 1:24,000 
scale quadrangle Thousand Oaks. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 336264, 
3784505; 336266, 3784544; 336280, 
3784615; 336293, 3784653; 336323, 
3784712; 336368, 3784709; 336405, 
3784690; 336467, 3784653; 336486, 
3784616; 336541, 3784616; 336579, 
3784641; 336616, 3784672; 336659, 
3784728; 336697, 3784783; 336753, 
3784821; 336790, 3784827; 336839, 
3784821; 336904, 3784821; 336932, 
3784781; 336949, 3784745; 336966, 
3784689; 336971, 3784647; 336998, 
3784603; 337013, 3784566; 337028, 
3784505; 337034, 3784440; 337080, 
3784406; 337120, 3784363; 337152, 
3784313; 337170, 3784266; 337094, 
3784206; 337031, 3784210; 337045, 
3784086; 337153, 3784041; 337115, 
3784014; 337064, 3783816; 337012, 
3783819; 336983, 3783806; 336973, 
3783806; 336958, 3783843; 336954, 
3783873; 336895, 3783962; 336871, 
3784003; 336869, 3784037; 336879, 
3784082; 336883, 3784153; 336879, 
3784177; 336859, 3784238; 336838, 
3784256; 336820, 3784262; 336755, 
3784266; 336676, 3784283; 336658, 
3784311; 336640, 3784317; 336613, 
3784299; 336603, 3784281; 336603, 
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3784268; 336629, 3784222; 336635, 
3784187; 336635, 3784143; 336640, 
3784120; 336755, 3784049; 336844, 
3783987; 336848, 3783952; 336883, 
3783901; 336903, 3783853; 336873, 
3783853; 336849, 3783833; 336856, 
3783796; 336847, 3783768; 336850, 
3783748; 336832, 3783715; 336793, 
3783703; 336741, 3783721; 336686, 
3783722; 336628, 3783708; 336647, 
3783616; 336513, 3783551; 336490, 
3783578; 336336, 3783628; 336323, 
3783685; 336320, 3783724; 336331, 
3783837; 336338, 3783876; 336351, 
3783913; 336368, 3783948; 336391, 
3783985; 336397, 3784052; 336413, 
3784106; 336382, 3784137; 336358, 
3784168; 336339, 3784202; 336324, 
3784238; 336313, 3784276; 336306, 
3784326; 336285, 3784374; 336275, 
3784412; 336264, 3784505. 

(iv) Subunit 2d: From USGS 1:24,000 
scale quadrangle Calabasas. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 338692, 
3784551; 338695, 3784602; 338702, 
3784640; 338715, 3784677; 338732, 
3784712; 338772, 3784768; 338811, 
3784806; 338842, 3784830; 338876, 
3784849; 338912, 3784864; 338985, 
3784882; 339024, 3784885; 339063, 
3784882; 339134, 3784866; 339188, 
3784841; 339266, 3784784; 339318, 
3784764; 339368, 3784733; 339421, 
3784683; 339455, 3784635; 339473, 

3784600; 339485, 3784565; 339494, 
3784531; 339499, 3784492; 339500, 
3784400; 339492, 3784338; 339482, 
3784300; 339457, 3784247; 339415, 
3784188; 339372, 3784148; 339322, 
3784117; 339267, 3784096; 339194, 
3784083; 339135, 3784085; 339067, 
3784100; 339013, 3784125; 338972, 
3784151; 338929, 3784191; 338900, 
3784230; 338834, 3784273; 338804, 
3784299; 338782, 3784323; 338742, 
3784379; 338715, 3784437; 338698, 
3784493; 338692, 3784551. 

(v) Subunit 2e: From USGS 1:24,000 
scale quadrangle Calabasas. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 340525, 
3785443; 340534, 3785527; 340557, 
3785607; 340579, 3785653; 340602, 
3785692; 340655, 3785757; 340688, 
3785787; 340730, 3785818; 340804, 
3785857; 340884, 3785881; 340927, 
3785888; 340980, 3785891; 341024, 
3785888; 341068, 3785881; 341148, 
3785856; 341222, 3785817; 341256, 
3785792; 341297, 3785756; 341350, 
3785691; 341389, 3785617; 341407, 
3785567; 341417, 3785525; 341425, 
3785442; 341418, 3785358; 341406, 
3785308; 341390, 3785266; 341351, 
3785192; 341323, 3785155; 341289, 
3785118; 341224, 3785066; 341150, 
3785026; 341109, 3785011; 341058, 
3784998; 340975, 3784991; 340891, 
3784999; 340850, 3785009; 340799, 

3785027; 340726, 3785067; 340661, 
3785119; 340625, 3785159; 340599, 
3785194; 340560, 3785268; 340535, 
3785348; 340528, 3785399; 340525, 
3785443. 

(vi) Subunit 2f: From USGS 1:24,000 
scale quadrangle Calabasas. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 346203, 
3787499; 346224, 3787565; 346243, 
3787605; 346269, 3787645; 346304, 
3787686; 346344, 3787721; 346388, 
3787750; 346423, 3787767; 346474, 
3787785; 346545, 3787797; 347376, 
3787853; 347416, 3787858; 347475, 
3787856; 347533, 3787843; 347588, 
3787818; 347636, 3787783; 347677, 
3787740; 347709, 3787689; 347730, 
3787632; 347740, 3787573; 347739, 
3787527; 347730, 3787475; 347717, 
3787437; 347700, 3787401; 347665, 
3787353; 347619, 3787306; 347587, 
3787282; 347547, 3787259; 347516, 
3787247; 347477, 3787236; 346657, 
3787048; 346603, 3787040; 346530, 
3787041; 346478, 3787051; 346445, 
3787061; 346447, 3787169; 346445, 
3787293; 346426, 3787376; 346382, 
3787428; 346293, 3787460; 346203, 
3787499. 

(vii) Note: Unit 2 for Astragalus 
brauntonii is depicted on Map 2—Units 
1 and 2—which follows: 
BILLING CODE 4310–55–P 
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(8) Unit 3 for Astragalus brauntonii, 
Santa Monica Mountains Unit, Los 
Angeles County, California. 

(i) Unit 3: From USGS 1:24,000 scale 
quadrangle Point Dume. Land bounded 
by the following UTM zone 11, NAD83 
coordinates (E, N): 331168, 3768692; 
331170, 3768732; 331178, 3768771; 
331202, 3768832; 331233, 3768881; 
331272, 3768921; 331288, 3768960; 
331311, 3769000; 331332, 3769026; 
331360, 3769054; 331392, 3769079; 
331426, 3769098; 331482, 3769120; 
331521, 3769127; 331561, 3769130; 
331601, 3769127; 331640, 3769120; 

331689, 3769102; 331730, 3769079; 
331776, 3769041; 331804, 3769010; 
331919, 3768962; 332066, 3768881; 
332127, 3768839; 332167, 3768801; 
332211, 3768752; 332249, 3768696; 
332266, 3768661; 332287, 3768601; 
332295, 3768563; 332297, 3768524; 
332290, 3768450; 332283, 3768412; 
332270, 3768375; 332243, 3768323; 
332201, 3768268; 332173, 3768240; 
332125, 3768206; 332061, 3768174; 
332024, 3768161; 331973, 3768152; 
331959, 3768093; 331934, 3768038; 
331900, 3767990; 331854, 3767947; 
331823, 3767927; 331791, 3767911; 

331730, 3767892; 331663, 3767886; 
331631, 3767889; 331592, 3767896; 
331532, 3767919; 331501, 3767937; 
331469, 3767962; 331431, 3768002; 
331400, 3768050; 331354, 3768082; 
331323, 3768113; 331286, 3768165; 
331271, 3768197; 331258, 3768235; 
331250, 3768274; 331248, 3768314; 
331255, 3768382; 331268, 3768423; 
331282, 3768454; 331233, 3768502; 
331199, 3768557; 331184, 3768594; 
331175, 3768624; 331168, 3768692. 

(ii) Note: Unit 3 (Map 3 for Astragalus 
brauntonii) follows: 
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(9) Unit 4 for Astragalus brauntonii: 
Pacific Palisades Unit, Los Angeles 
County, California. 

(i) Unit 4: From USGS 1:24,000 scale 
quadrangle Topanga. Land bounded by 
the following UTM zone 11, NAD83 
coordinates (E, N): 355689, 3772332; 
355692, 3772371; 355699, 3772409; 
355712, 3772454; 355727, 3772490; 
355772, 3772569; 355811, 3772617; 
355858, 3772714; 355913, 3772798; 
355976, 3772866; 356021, 3772903; 
356119, 3772955; 356156, 3772968; 
356195, 3772975; 356234, 3772978; 
356338, 3772971; 356425, 3772950; 
356468, 3772931; 356516, 3772904; 
356623, 3772829; 356663, 3772786; 
356695, 3772734; 356801, 3772649; 
356922, 3772594; 357127, 3772555; 
357173, 3772568; 357211, 3772573; 
357374, 3772580; 357443, 3772577; 
357482, 3772572; 357520, 3772562; 
357587, 3772531; 357635, 3772497; 
357691, 3772438; 357722, 3772388; 
357742, 3772333; 357754, 3772270; 
357779, 3772064; 357777, 3772005; 
357768, 3771958; 357784, 3771933; 

357808, 3771884; 357825, 3771827; 
357846, 3771692; 357846, 3771653; 
357840, 3771605; 357897, 3771504; 
358105, 3771318; 358313, 3771166; 
358364, 3771149; 358428, 3771115; 
358485, 3771069; 358531, 3771013; 
358558, 3770967; 358578, 3770918; 
358591, 3770866; 358597, 3770816; 
358595, 3770755; 358585, 3770703; 
358568, 3770652; 358544, 3770605; 
358501, 3770546; 358448, 3770497; 
358386, 3770458; 358318, 3770432; 
358266, 3770422; 358193, 3770420; 
358121, 3770431; 358053, 3770456; 
358007, 3770483; 357951, 3770528; 
357904, 3770584; 357877, 3770630; 
357863, 3770664; 357732, 3770798; 
357639, 3770863; 357601, 3770984; 
357552, 3771121; 357410, 3771202; 
357332, 3771226; 357278, 3771255; 
357300, 3771301; 357333, 3771340; 
357360, 3771395; 357393, 3771449; 
357415, 3771526; 357409, 3771581; 
357401, 3771617; 357376, 3771641; 
357354, 3771668; 357346, 3771747; 
357360, 3771794; 357418, 3771889; 
357429, 3771916; 357430, 3771940; 

357421, 3771960; 357411, 3771975; 
357394, 3771986; 357361, 3771991; 
357331, 3771991; 357278, 3771981; 
357247, 3771996; 357218, 3772022; 
357197, 3772033; 357156, 3772046; 
357117, 3772046; 357039, 3772030; 
356980, 3772059; 356868, 3772150; 
356790, 3772191; 356615, 3772271; 
356538, 3772284; 356509, 3772273; 
356461, 3772259; 356470, 3772138; 
356465, 3772043; 356455, 3771985; 
356443, 3771947; 356415, 3771884; 
356384, 3771834; 356373, 3771821; 
356332, 3771825; 356267, 3771885; 
356202, 3771924; 356132, 3771955; 
356083, 3771989; 356049, 3772028; 
356029, 3772068; 356018, 3772112; 
356035, 3772161; 356040, 3772210; 
356019, 3772272; 356010, 3772288; 
355979, 3772303; 355961, 3772306; 
355929, 3772303; 355911, 3772295; 
355883, 3772262; 355849, 3772233; 
355792, 3772204; 355720, 3772183; 
355709, 3772213; 355698, 3772251; 
355689, 3772332. 

(ii) Note: Unit 4 (Map 4 for Astragalus 
brauntonii) follows: 
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(10) Unit 5 for Astragalus brauntonii: 
Monrovia Unit, Los Angeles County, 
California. 

(i) Unit 5: From USGS 1:24,000 scale 
quadrangle Azusa and Mount Wilson. 
Land bounded by the following UTM 
zone 11, NAD83 coordinates (E, N): 
405959, 3781594; 405961, 3781633; 
405975, 3781691; 405990, 3781727; 
406009, 3781761; 406052, 3781816; 
406080, 3781843; 406111, 3781867; 
406145, 3781887; 406200, 3781908; 
406873, 3782076; 406912, 3782084; 
406980, 3782087; 407020, 3782085; 
407058, 3782077; 407113, 3782057; 
407163, 3782025; 407233, 3781959; 
407277, 3781964; 407323, 3781964; 

407349, 3781978; 407385, 3781993; 
407459, 3782014; 407497, 3782019; 
407537, 3782019; 407576, 3782014; 
407613, 3782003; 407650, 3781988; 
407709, 3781953; 407740, 3781929; 
407768, 3781902; 407801, 3781856; 
407833, 3781828; 407870, 3781783; 
407898, 3781731; 407911, 3781694; 
407923, 3781633; 407926, 3781594; 
407923, 3781555; 407915, 3781516; 
407903, 3781479; 407880, 3781433; 
407859, 3781400; 407829, 3781367; 
407798, 3781325; 407759, 3781285; 
407727, 3781261; 407676, 3781233; 
407608, 3781213; 407569, 3781208; 
407532, 3781207; 407467, 3781215; 
407415, 3781201; 407356, 3781195; 

407298, 3781201; 407247, 3781215; 
407211, 3781230; 407169, 3781255; 
407112, 3781249; 407073, 3781252; 
407018, 3781263; 406980, 3781275; 
406945, 3781293; 406896, 3781327; 
406854, 3781367; 406830, 3781398; 
406785, 3781386; 406750, 3781351; 
406611, 3781322; 406377, 3781250; 
406339, 3781243; 406300, 3781240; 
406261, 3781243; 406222, 3781250; 
406145, 3781281; 406101, 3781305; 
406070, 3781329; 406029, 3781372; 
406008, 3781405; 405983, 3781458; 
405965, 3781536; 405959, 3781594. 

(ii) Note: Unit 5 (Map 5 for Astragalus 
brauntonii) follows: 
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(11) Unit 6 for Astragalus brauntonii, 
Coal Canyon Unit, Orange County, 
California. 

(i) Unit 6: From USGS 1:24,000 scale 
quadrangle Black Star Canyon. Land 
bounded by the following UTM zone 11, 
NAD83 coordinates (E, N): 435130, 
3745354; 435136, 3745413; 435156, 
3745482; 435193, 3745550; 435230, 
3745595; 435260, 3745621; 435292, 
3745643; 435356, 3745672; 435394, 
3745682; 435433, 3745688; 435504, 
3745686; 435522, 3745747; 435550, 
3745799; 435597, 3745858; 435627, 
3745884; 435660, 3745906; 435665, 
3746005; 435678, 3746062; 435703, 
3746115; 435727, 3746152; 435797, 
3746305; 435830, 3746399; 435835, 
3746517; 435804, 3746647; 435757, 
3746783; 435730, 3746811; 435706, 
3746842; 435687, 3746876; 435672, 
3746912; 435654, 3746983; 435651, 
3747037; 435654, 3747076; 435661, 
3747114; 435674, 3747152; 435702, 
3747204; 435739, 3747249; 435804, 
3747304; 435856, 3747331; 435942, 
3747359; 436000, 3747369; 436069, 

3747367; 436045, 3747421; 436032, 
3747478; 436029, 3747531; 436035, 
3747641; 436049, 3747698; 436073, 
3747752; 436107, 3747800; 436141, 
3747832; 436106, 3747873; 436083, 
3747913; 436067, 3747950; 436054, 
3748008; 436051, 3748048; 436057, 
3748107; 436067, 3748146; 436092, 
3748201; 436118, 3748238; 436428, 
3748073; 436657, 3747997; 436645, 
3747950; 436632, 3747919; 436610, 
3747879; 436586, 3747847; 436629, 
3747812; 436656, 3747784; 436691, 
3747736; 436716, 3747680; 436759, 
3747649; 436787, 3747621; 436822, 
3747579; 436841, 3747545; 436856, 
3747508; 436870, 3747451; 436875, 
3747396; 436872, 3747354; 436885, 
3747323; 436895, 3747285; 436900, 
3747246; 436900, 3747206; 436946, 
3747163; 436991, 3747102; 437008, 
3747067; 437021, 3747031; 437040, 
3746948; 437046, 3746876; 437043, 
3745654; 437038, 3745615; 437028, 
3745577; 436985, 3745483; 436963, 
3745451; 436937, 3745421; 436886, 
3745373; 436855, 3745349; 436794, 

3745317; 436743, 3745296; 436694, 
3745282; 436655, 3745277; 436616, 
3745277; 436577, 3745282; 436539, 
3745292; 436488, 3745315; 436444, 
3745309; 436383, 3745308; 436344, 
3745314; 436306, 3745324; 436253, 
3745348; 436212, 3745374; 436181, 
3745398; 436144, 3745437; 436123, 
3745451; 436098, 3745412; 436051, 
3745361; 436020, 3745337; 435973, 
3745312; 435981, 3745236; 435978, 
3745197; 435970, 3745150; 435961, 
3745118; 435945, 3745082; 435926, 
3745048; 435902, 3745017; 435851, 
3744970; 435801, 3744939; 435746, 
3744918; 435677, 3744908; 435605, 
3744909; 435558, 3744918; 435520, 
3744931; 435476, 3744953; 435444, 
3744974; 435414, 3745000; 435387, 
3745031; 435312, 3745058; 435278, 
3745078; 435250, 3745099; 435223, 
3745123; 435197, 3745153; 435166, 
3745203; 435151, 3745239; 435140, 
3745277; 435133, 3745315; 435130, 
3745354. 

(ii) Note: Unit 6 (Map 6 for Astragalus 
brauntonii) follows: 
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* * * * * Dated: November 1, 2005. 
Craig Manson, 
Assistant Secretary for Fish and Wildlife and 
Parks. 
[FR Doc. 05–22191 Filed 11–9–05; 8:45 am] 
BILLING CODE 4310–55–C 
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Thursday, 

November 10, 2005 

Part IV 

Department of 
Housing and Urban 
Development 
24 CFR Part 81 
Release in the Public Use Database of 
Certain Mortgage Data and Annual 
Housing Activities Report (AHAR) 
Information of the Federal National 
Mortgage Association (Fannie Mae) and 
the Federal Home Loan Mortgage 
Corporation (Freddie Mac); Final Rule 
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1 HUD defines the term ‘‘mortgage data’’ at 24 
CFR 81.2 to mean ‘‘data obtained by the Secretary 

from the GSEs under subsection 309(m) of the 
Fannie Mae Charter Act and subsection 307(e) of 
the Freddie Mac Charter Act.’’ 

2 HUD’s regulations at 24 CFR 81.2 define the 
term ‘‘proprietary information’’ to mean ‘‘all 
mortgage data and all AHAR information that the 
GSEs submit to the Secretary in the AHARs that 
contain trade secrets or privileged or confidential, 
commercial, or financial information that, if 
released, would be likely to cause substantial 
competitive harm.’’ 

3 In addition to FHEFSSA’s prohibition on the 
disclosure of GSE proprietary information, HUD’s 
regulations at 24 CFR 81.72(c)(1) prohibit the 
release of certain types of mortgage data and AHAR 
information, including mortgage data and AHAR 
information that would ‘‘constitute a clearly 
unwarranted invasion of personal privacy if such 
data or information were released to the public’’ 
(citing 24 CFR 81.72(b)(3)) or that are ‘‘required to 
be withheld or * * * [that are] not appropriate for 
public disclosure under other applicable laws and 
regulations, including the Trade Secrets Act * * * 
and Executive Order 12600’’ (citing 24 CFR 
81.72(b)(4)). 

4 The exception set forth in paragraph (2) of 
section 1323(b) of FHEFSSA states that the 
Secretary may not restrict access to GSE single- 
family mortgage data submitted to the Secretary 
under section 309(m)(1)(A) of the Fannie Mae 
Charter Act or section 307(e)(1)(A) of the Freddie 
Mac Act relating to ‘‘the income, census tract 
location, race, and gender of mortgagors under such 
mortgages.’’ 

DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

24 CFR Part 81 

[Docket No. FR–4947–F–02] 

RIN 2501–AD09 

Release in the Public Use Database of 
Certain Mortgage Data and Annual 
Housing Activities Report (AHAR) 
Information of the Federal National 
Mortgage Association (Fannie Mae) 
and the Federal Home Loan Mortgage 
Corporation (Freddie Mac) 

AGENCY: Office of the Assistant 
Secretary for Housing—Federal Housing 
Commissioner, HUD. 
ACTION: Final rule. 

SUMMARY: This final rule amends HUD’s 
regulations to permit the release to the 
public of certain data and information 
that have been, and will be, submitted 
to HUD by the Federal National 
Mortgage Association (Fannie Mae) and 
the Federal Home Loan Mortgage 
Corporation (Freddie Mac) (collectively, 
the government sponsored enterprises, 
or GSEs). These amendments allow for 
the release of GSE mortgage data that 
fall into three categories, as identified in 
HUD’s proposed rule. The first category 
involves HUD’s public release of GSE 
mortgage data that the Secretary, by 
regulation or order, reclassifies from 
proprietary to non-proprietary status. 
Following the Secretary’s determination 
to reclassify such data as non- 
proprietary, HUD will release the GSE 
mortgage data to the public both 
prospectively and for all preceding 
years’ public use databases. The second 
category involves HUD’s public release 
of certain GSE aggregated data derived 
from proprietary loan-level mortgage 
data that the Secretary determines are 
not proprietary when presented in 
aggregated form. Following the 
Secretary’s determination that such 
aggregations of GSE data are not 
proprietary, HUD will release the data to 
the public both prospectively and for all 
preceding years. The third category 
involves the release of certain GSE 
mortgage data that are at least five years 
old that the Secretary determines, by 
regulation or order, to re-classify from 
proprietary to non-proprietary status 
because of the passage of time. This 
final rule provides that such data may, 
as determined by the Secretary on a 
case-by-case basis, lose proprietary 
status once the data have aged a 
minimum of five years, with the time 
interval for particular data elements to 
be determined by the Secretary. The 
final rule also amends HUD’s 

regulations at 24 CFR 81.75 to 
incorporate the procedures the Secretary 
will use to make determinations under 
each of the above categories and makes 
certain technical and editorial changes 
to 24 CFR 81.74 and 81.75. 

This final rule follows publication of 
a January 10, 2005, proposed rule and 
takes into consideration the public 
comments received in response to the 
proposed rule. 
DATES: Effective Date: December 12, 
2005. 

FOR FURTHER INFORMATION CONTACT: 
Sandra Fostek, Director, Office of 
Government Sponsored Enterprises, 
Office of Housing, Room 3150, 
telephone (202) 708–2224. For questions 
on data, contact John L. Gardner, 
Director, Financial Institutions 
Regulation Division, Office of Policy 
Development and Research, Room 8212, 
telephone (202) 708–1464. For legal 
questions, contact Paul S. Ceja, 
Assistant General Counsel for 
Government Sponsored Enterprises/ 
RESPA, or Sharmeen Dosky, Senior 
GSE/RESPA Division Attorney, Office of 
the General Counsel, Room 9262, 
telephone (202) 708–3137. The address 
for all of these persons is the 
Department of Housing and Urban 
Development, 451 Seventh Street, SW., 
Washington, DC, 20410–0500. Persons 
with hearing and speech impairments 
may access the phone numbers via TTY 
by calling the Federal Information Relay 
Service at (800) 877–8399. 
SUPPLEMENTARY INFORMATION: 

I. Background 

The Federal Housing Enterprises 
Financial Safety and Soundness Act of 
1992 (FHEFSSA), Pub. L. 102–550, 
approved October 28, 1992, requires 
HUD to establish and monitor the 
performance of Fannie Mae and Freddie 
Mac in meeting annual goals for 
purchases of mortgages on housing for 
low- and moderate-income families, 
housing located in central cities, rural 
areas, and other underserved areas, and 
special affordable housing (i.e., housing 
meeting the needs of and affordable to 
low-income families in low-income 
areas and very low-income families). 

Fannie Mae submits mortgage data 
and AHAR information to HUD under 
sections 309(m) and (n), respectively, of 
the Fannie Mae Charter Act (12 U.S.C. 
1723a(m) and (n)). Freddie Mac makes 
these submissions to HUD under 
sections 307(e) and (f), respectively, of 
the Freddie Mac Act (12 U.S.C. 1456(e) 
and (f)).1 

Section 1323 of FHEFSSA requires 
HUD to make available to the public 
data submitted to HUD by the GSEs 
relating to the GSEs’ mortgage 
purchases. HUD makes much of this 
data available to the public via its GSE 
public use database, compendia, and 
other means. However, the law prohibits 
the Secretary from disclosing mortgage 
data that he or she determines to be 
proprietary.2 Specifically, section 1326 
of FHEFSSA states that the Secretary 
may, by regulation or order, ‘‘provide 
that certain information shall be treated 
as proprietary information and not 
subject to disclosure under section 1323 
of [title 12 of the United States Code], 
section 309(n)(3) of the [Fannie Mae 
Charter Act], or section 307(f)(3) of the 
[Freddie Mac Act].’’ 3 

This prohibition on the disclosure of 
proprietary information is repeated in 
section 1323(b)(1) of FHEFSSA, which 
states, in part, that ‘‘* * * the Secretary 
may not make available to the public 
data that the Secretary determines 
pursuant to section 1326 are proprietary 
information.’’ Thus, the Secretary is 
authorized by section 1326 of FHEFSSA 
to make determinations, by regulation or 
order, that certain GSE mortgage data 
are proprietary, except as expressly 
prohibited by section 1323(b)(2) of 
FHEFSSA.4 

Under HUD’s regulations at 24 CFR 
81.75, the Secretary issues a temporary 
order, final order, or regulation to 
withhold mortgage data or AHAR 
information from the public use 
database and from public disclosure and 
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5 See Appendix F to HUD’s 1995 final housing 
goals rule, which set forth an order identifying the 
list of data elements that HUD had determined 
under section 1326 of FHEFSSA to be proprietary 
and those data elements that it had determined to 
be non-proprietary, at 60 FR 62001–5. 

6 See HUD’s final order published on October 17, 
1996 (61 FR 54322). 

7 See HUD’s final order published on October 4, 
2004 (69 FR 59476). 

8 Id. at 69 FR 59482. 

may, by regulation or order, issue a list 
providing that certain mortgage data and 
AHAR information shall be treated as 
proprietary information. HUD first 
issued such a list by order in 1995,5 
modified it by order in 1996 6 and again 
in 2004.7 In these orders, the list took 
the form of tables that indicated the 
organization and contents of the public 
use databases that were subsequently 
issued by HUD covering the GSEs’ 
annual purchases since 1993. 

As noted, on October 4, 2004, HUD 
published in the Federal Register a 
notice of final order reclassifying as 
non-proprietary certain loan-level 
mortgage data elements contained in the 
GSEs’ annual loan-level data files that 
will be submitted by the GSEs to HUD 
pursuant to their charter acts (the 2004 
Final Order). The Department’s 
determinations with respect to the 
proprietary status of the mortgage data 
elements were discussed in the 2004 
Final Order. The resulting revised 
structure of the public use database was 
summarized in the revised tables 
attached to the 2004 Final Order as an 
appendix. The 2004 Final Order 
indicated that the Department would, 
beginning in 2005, release the 
reclassified data elements through the 
Department’s public use database 
covering the GSEs’ 2004 mortgage 
purchases and in all future public use 
databases.8 

On January 10, 2005, HUD published 
in the Federal Register a proposed rule 
(70 FR 1774) in which it proposed to 
release to the public certain mortgage 
data and aggregated data that have been, 
and will be, submitted to HUD by 
Fannie Mae and Freddie Mac (the 2005 
Proposed Rule). Following are the 
categories of data that HUD proposed to 
release to the public. The reader should 
note that these are the same categories 
that HUD described in the 2005 
Proposed Rule. However, for the sake of 
clarity, HUD is now describing each of 
these three categories separately, rather 
than combining into one category the 
prospective and prior years’ release of 
reclassified mortgage data and 
aggregated data. 

• Prospective and prior years’ release 
of reclassified data. Following a 
Secretarial determination to modify the 

list of proprietary determinations by 
reclassifying certain GSE mortgage data 
as non-proprietary, the Secretary would 
release to the public the reclassified, 
non-proprietary mortgage data both 
prospectively and for all years 
preceding the effective date of HUD’s 
determination, unless otherwise 
provided by the Secretary. This GSE 
mortgage data would be released to the 
public via HUD’s GSE public use 
database. (See 24 CFR 81.75(b)(2).) 

• Prospective and prior years’ release 
of non-proprietary aggregations of data. 
Following a Secretarial determination 
that certain aggregated data derived 
from proprietary loan-level mortgage 
data are not proprietary when presented 
in aggregated form, HUD proposed to 
release to the public the non-proprietary 
aggregations of data both prospectively 
and for all years preceding the effective 
date of the Secretary’s determination, 
unless otherwise provided by the 
Secretary. These aggregations of data 
would be released to the public in the 
form of a compendium, or by other 
means. (See 24 CFR 81.75(c).) 

• Release of non-proprietary aged 
data. Following a Secretarial 
determination to reclassify as non- 
proprietary certain GSE mortgage data 
included on the list of proprietary 
determinations that are at least five 
years old, HUD proposed to release to 
the public the reclassified aged data. 
Specifically, HUD proposed that data 
classified as proprietary that have aged 
a minimum of five years could be 
subject to reclassification as non- 
proprietary data for release to the public 
because of the passage of time. HUD 
noted that the time interval for 
particular data elements would be 
determined by the Secretary on a case- 
by-case basis. (See 24 CFR 81.75(b)(3).) 
HUD sought public comment, in 
particular, on whether five years 
represented a reasonable minimum 
period after which mortgage data might 
lose their proprietary character and, as 
a result, warrant a reconsideration of 
proprietary status under HUD’s 
regulations. Public comment also was 
solicited on whether a longer or shorter 
period should be adopted in the final 
rule, and the point at which the period 
should begin to run. 

II. Discussion of Public Comments 

A. Overview of Comments 

HUD received four public comments 
in connection with the 2005 Proposed 
Rule. Comments were received from the 
National Association of Home Builders 
(NAHB), America’s Community Bankers 
(ACB), Fannie Mae, and Freddie Mac. 

NAHB expressed support for the 2005 
Proposed Rule, stating that the rule 
appropriately balanced the need to 
protect the privacy of borrowers, 
lenders, and the proprietary needs of the 
GSEs, with Congress’ intent to increase 
the transparency and public 
accountability of the GSEs by providing 
the public with as much data as possible 
regarding the GSEs’ mortgage purchases. 
NAHB maintained that the 2005 
Proposed Rule contained valid 
safeguards and measures to protect the 
privacy of consumers and the GSEs’ 
business platforms. 

ACB expressed support for increased 
transparency and disclosure of GSE data 
to help the public measure the GSEs’ 
performance against their mission 
responsibilities and against the private 
market. However, ACB also indicated 
that HUD’s proposed reclassification 
and release of additional data might 
subject the GSEs and, as a result, the 
GSEs’ sellers/servicers, to financial and 
competitive harm. 

The GSEs objected to several aspects 
of the 2005 Proposed Rule claiming that 
the rule, if implemented, could result in 
an infringement on the GSEs’ property 
rights in their proprietary data with 
resulting significant competitive harm. 
The GSEs also expressed concerns that 
the rule would result in the release of 
data that could violate consumers’ 
privacy. 

Following is a more in-depth 
discussion of the public comments, and 
HUD’s determinations in response to the 
comments. 

B. Discussion of Public Comments 
Comment: Proposed regulatory 

procedures fail to provide GSEs with 
due process. Both GSEs asserted that 
HUD’s proposed procedures for 
reclassifying data are inadequate and 
fail to provide the GSEs with due 
process so that they can protect 
important property rights in their 
proprietary data. They maintained that 
the proposed adoption of the procedures 
in 24 CFR 81.74(f)(1) and (2) for 
reclassifications of mortgage data are 
inappropriate when HUD, rather than a 
GSE, is initiating the proprietary 
determination process. 

Fannie Mae also disputed HUD’s 
assertion in the 2005 Proposed Rule that 
the proposed adoption of the procedures 
in § 81.74(f) for use in connection with 
reclassifications of data under § 81.75 
‘‘represents a codification of existing 
practice * * *.’’ Fannie Mae contended 
that, in the past, whenever HUD has 
initiated a reclassification of data, it has 
provided the GSEs with significantly 
more opportunities to analyze, consider, 
and respond in writing to HUD’s 
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proposals than that afforded by 
§ 81.74(f). 

Fannie Mae urged HUD to include in 
the final rule a number of procedural 
protections, including the following: (1) 
HUD would be required, prior to making 
a determination, to notify the GSEs in 
writing of the actual data elements and/ 
or aggregated data that are under 
consideration for release to the public; 
(2) HUD’s written notice would contain 
the basis for the reclassification of the 
data elements and an assessment of the 
factors contained in § 81.74(b); (3) HUD 
would provide the GSEs with a 
minimum of 30 days in which to submit 
written comments; (4) after reviewing 
the GSEs’ written comments, HUD 
would provide each GSE with an 
opportunity to meet to discuss the effect 
of the proposed public release; (5) after 
the meeting, HUD may request 
additional information or make a 
determination; and (6) if HUD decides 
to make the data elements or aggregated 
data non-proprietary, it will provide 
notice to the GSEs of its determination 
and state that the Secretary will not 
release the data for 10 working days. 

HUD Determination. HUD has 
considered the GSEs’ comments and is 
persuaded by some of these comments 
and, as a result, has made several 
changes to § 81.75 at this final rule 
stage. However, HUD is not persuaded 
by other GSE comments and, as a result, 
has not incorporated these suggested 
changes in this final rule. A discussion 
of each of HUD’s determinations 
follows. 

In response to the GSEs’ expressed 
concerns that the procedures in existing 
§ 81.74(f)(1) and (2) are inappropriate 
when HUD, rather than a GSE, initiates 
the proprietary determination process, 
HUD has determined that it would be 
simpler and more straightforward to 
incorporate the applicable procedures 
into § 81.75. These are the procedures 
the Secretary will use whenever he or 
she proposes to issue an order 
authorizing the release of reclassified 
mortgage data or AHAR information, or 
aggregations of data derived from 
proprietary loan-level mortgage data. As 
a result of this change, HUD has 
eliminated its proposed cross-references 
in § 81.75(b)(1) and (c) to the regulatory 
procedures in § 81.74(f)(1) and (f)(2), 
and has instead established the 
applicable procedures in a new 
§ 81.75(d). 

A review of § 81.75(d) reveals that it 
largely incorporates the procedures that 
currently exist in § 81.74(f)(1) and (f)(2). 
However, HUD has made changes to 
some of those procedures as a result of 
its consideration of the GSEs’ comments 
on the proposed rule. 

Specifically, HUD has adopted in 
§ 81.75(d)(1) Fannie Mae’s 
recommendation to notify the GSEs in 
writing of the actual data element(s), 
AHAR information, and/or aggregated 
data that are under consideration for 
release to the public. 

HUD has not, however, adopted 
Fannie Mae’s suggestion that the written 
notice include the basis for HUD’s 
proposed reclassification of the data 
elements since any reclassification that 
HUD undertakes must be based upon 
the Secretary’s consideration of all of 
the regulatory factors in § 81.74(b). 

In addition, HUD has not adopted 
Fannie Mae’s suggestion that the written 
notice include HUD’s assessment of the 
data proposed to be reclassified under 
each of the regulatory factors in 
§ 81.74(b). HUD does not prepare this 
assessment until it has completed any 
fact-finding that it considers to be 
necessary in connection with a 
proposed reclassification of mortgage 
data. (For example, HUD would want to 
have the benefit of the GSEs’ 
perspectives and input with respect to 
any proposed release of its mortgage 
data or AHAR information before HUD 
develops its assessment of the relevant 
mortgage data elements or AHAR 
information under the regulatory factors 
in § 81.74(b).) 

HUD also has determined not to adopt 
Fannie Mae’s recommendation that the 
rule provide the GSEs with a minimum 
of 30 days in which to submit written 
comments. HUD believes that a 30-day 
minimum period may not be an 
appropriate period of time, in every 
instance, for the submission of written 
comments in connection with a 
proposed reclassification of mortgage 
data or AHAR information. As a result, 
HUD believes that it is appropriate for 
it to retain the discretion to determine, 
on a case-by-case basis, what constitutes 
a reasonable period of time by which 
the GSEs must submit their written 
comments. 

HUD’s current regulations at 24 CFR 
81.74(f)(1) state that the Secretary, in 
considering a GSE’s proprietary request, 
‘‘shall provide the GSE with an 
opportunity for a meeting with HUD to 
discuss the matter for the purpose of 
gaining additional information 
concerning the request.’’ Because HUD 
is providing the GSEs in § 81.75(d)(1) 
with the opportunity to submit written 
comments in connection with any 
proposed release of GSE mortgage data, 
AHAR information or aggregated data, 
HUD does not believe that it is 
necessary to require, in each instance, 
that HUD also offer to hold a meeting 
with the GSEs before making its 
determination. While such a meeting 

may be necessary when a GSE initiates 
the request for proprietary 
determination so that the Secretary can 
gain ‘‘additional information concerning 
the request,’’ HUD believes that it may 
not always be necessary where the 
Secretary has initiated a proposed 
release of mortgage data, AHAR 
information, or aggregated data. 

Accordingly, § 81.75(d)(1) provides 
that the ‘‘Secretary may also provide 
each GSE with an opportunity for a 
meeting with HUD to discuss the 
proposed release of mortgage data, 
AHAR information or aggregated data.’’ 
(Emphasis added.) HUD believes that 
this discretionary authority to hold a 
meeting strikes a necessary and careful 
balance between HUD’s obligation to 
provide the GSEs with an opportunity to 
object to any proposed release of their 
mortgage data, AHAR information, or 
aggregated data (in this final rule, by the 
submission of written comments), while 
also streamlining the administrative 
process sufficiently that non-proprietary 
mortgage data, AHAR information, or 
aggregated data can be made available to 
the public in an efficient manner. To the 
extent that the Secretary determines that 
it would be helpful, before making a 
determination, to meet with the GSEs 
individually to discuss the proposed 
release of mortgage data, AHAR 
information, or aggregated data, he or 
she will arrange to do so. 

Section 81.75(d)(2) of this final rule 
provides that the Secretary shall make a 
determination regarding the proposed 
release of the GSEs’ mortgage data, 
AHAR information, or aggregated data 
based on a consideration of the data or 
information under the standards set 
forth in § 81.74(b) and the GSEs’ written 
and oral objections, if any, to the 
proposed release of the mortgage data, 
AHAR information, or aggregated data. 
This language is consistent with the 
current requirements in §§ 81.74(b) and 
81.74(f)(2), except that HUD has now 
added a requirement that the Secretary 
must consider, in making his or her 
determination, the GSEs’ written 
comments objecting to the proposed 
release of the mortgage data, AHAR 
information, or aggregated data. If the 
Secretary, or his or her designee, has 
also met with the GSEs about the 
proposed release of mortgage data, 
AHAR information, or aggregated data, 
the Secretary also is required by 
§ 81.75(d)(2) to consider the GSEs’ oral 
objections, if any. 

New § 81.75(d)(3) states that the 
Secretary shall provide notice in writing 
to each GSE of the Secretary’s 
determination and the reasons under 
§ 81.74(b) for his or her determination. 
In addition, consistent with HUD’s 
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existing regulations at § 81.74(f)(2)(ii) 
and Fannie Mae’s own request, new 
§ 81.75(d)(3) states that whenever the 
Secretary determines that GSE mortgage 
data, AHAR information, or aggregated 
data may be released, the written notice 
must also provide that the Secretary will 
not release the mortgage data, AHAR 
information, or aggregated data to the 
public for 10 working days. 

New § 81.75(d)(4) states that the 
Secretary shall, no earlier than the end 
of the 10 working day period, publish 
an order in the Federal Register 
notifying the public of the Secretary’s 
determination to release the reclassified 
mortgage data or AHAR information 
and/or to release certain non-proprietary 
aggregations of data derived from 
proprietary loan-level mortgage data. 
The order will also modify the list of 
proprietary determinations to reflect the 
Secretary’s reclassification of the 
mortgage data or AHAR information. 
This procedure is consistent with 
existing § 81.75, which states that the 
Secretary ‘‘may modify the list [of HUD 
proprietary determinations] by 
regulation or order.’’ Section 81.75(d)(4) 
also states that the Secretary shall omit 
from the published order any 
information that would reveal 
proprietary information. This language 
is consistent with existing 
§ 81.74(e)(1)(ii), which requires that the 
Secretary exclude from public 
disclosure any portion of an order or 
regulation that would reveal proprietary 
information. 

HUD believes that the changes 
described above will go far in clarifying 
the procedures the Secretary will use in 
considering reclassifications of GSE 
mortgage data and AHAR information 
and the release of certain aggregated 
data derived from proprietary loan-level 
mortgage data. While these procedures 
largely incorporate existing 
requirements established by HUD in 
§ 81.74(f)(1) and (2), they also reflect 
changes that HUD believes to be 
appropriate in light of its dual statutory 
obligations to ensure that proprietary 
mortgage data or AHAR information are 
not released to the public, while also 
providing the public with the GSEs’ 
non-proprietary mortgage data or AHAR 
information. As discussed above, these 
changes were made by HUD either in 
response to the GSEs’ comments, or as 
an outgrowth of HUD’s consideration of 
the GSEs’ comments. 

Comment: Rule fails to provide third 
parties with due process. Fannie Mae 
noted that HUD, in promulgating this 
rule, must balance the public’s desire 
for data against important objectives of 
protecting property rights and consumer 
privacy. Fannie Mae asserted that even 

though HUD’s regulations require the 
Secretary to protect the confidentiality 
of information the release of which 
would ‘‘constitute a clearly unwarranted 
invasion of personal privacy,’’ they do 
not provide guidance on how HUD 
would represent the interests of third 
parties whose privacy might be affected 
by the determination. (See 24 CFR 
81.72(b)(3).) In particular, Fannie Mae 
expressed concern that the Secretary’s 
release of historical data for the years 
1993–2003 in connection with the 
mortgage data elements that were 
reclassified as non-proprietary in the 
2004 Final Order (‘‘1993–2003 
Historical Data’’) could allow the 
creation of borrower profiles with 
personally identifiable information that 
could be used irresponsibly by 
predatory lenders. 

Fannie Mae and Freddie Mac both 
asserted that the procedures in the 2005 
Proposed Rule were defective because 
they do not require HUD to provide 
notice to, and consider written 
comments from, ‘‘all affected parties’’ 
before the Secretary makes a 
reclassification determination. 

Freddie Mac asked HUD to consider 
whether the process for reclassifying 
information should generally be done by 
a rulemaking or, in the alternative, to 
identify the circumstances under which 
a rulemaking may be more appropriate 
for reclassifying information than 
through an order. ACB expressed 
similar views, urging HUD to proceed 
by public rulemaking whenever a 
pending determination could impact the 
availability of loan-level information 
about specific lenders’ business, either 
directly or through cross-reference to 
any available third-party data. ACB, 
Fannie Mae, and Freddie Mac each 
asked HUD to give all affected parties 
the right to comment on whether a 
rulemaking would be more appropriate 
in light of the public interest in the 
proposed disclosures. 

HUD Determination. HUD has 
considered the public comments and 
determined that no additional 
protections are required in this final 
rule to protect the privacy rights of third 
parties. As Fannie Mae has correctly 
noted, HUD’s existing regulations 
already require the Secretary to ensure 
that data or information submitted by, 
or relating to, the GSEs that would 
constitute a ‘‘clearly unwarranted 
invasion of personal privacy’’ are not 
disclosed to the public. (See 24 CFR 
81.71(e) and 81.72(b)(3).) HUD already 
has regulatory standards in place at 24 
CFR 81.74(b) that enable the Secretary 
to protect the privacy rights of third 
parties. (See, for example,§ 81.74(b)(4), 
which requires the Secretary to consider 

‘‘[t]he extent to which the mortgage data 
or AHAR information is publicly 
available including whether the data or 
information is available from other 
entities, from local government offices 
or records, including deeds, recorded 
mortgages, and similar documents, or 
from publicly available databases.’’) 
HUD believes that these existing 
standards are sufficient to permit the 
Secretary to guide its proprietary 
determinations and ensure that the 
privacy rights of third parties are not 
violated. 

For this same reason, HUD does not 
agree that the procedures described in 
the 2005 Proposed Rule are ‘‘defective’’ 
because they do not require HUD to 
provide notice to, and consider written 
comments from, ‘‘all affected parties’’ 
before the Secretary makes a 
reclassification determination. 

HUD also does not believe it is 
necessary or appropriate to restrict the 
circumstances under which HUD may 
undertake a reclassification 
determination by order rather than 
regulation. HUD is authorized by 
section 1326 of FHEFSSA to make 
proprietary determinations ‘‘by 
regulation or order,’’ and HUD’s existing 
regulations at 24 CFR 81.75 also 
authorize the Secretary to modify a prior 
proprietary determination by regulation 
or order. In light of HUD’s statutory 
obligation under FHEFSSA to ensure 
that the GSEs’ non-proprietary mortgage 
data and AHAR information are made 
available to the public, and the 
regulatory standards that already exist 
to protect the interests of third parties, 
HUD does not believe that the public 
interest would be served by curtailing 
its authority to undertake a 
reclassification determination by order. 

Comment: Rule should be amended to 
include additional regulatory factors. 
Fannie Mae urged HUD to amend its 
regulations to include a consideration of 
the following two factors in connection 
with proprietary determinations: (1) The 
extent to which data released by HUD 
can be used singularly, or in 
conjunction with other information in 
the public domain, to ascertain 
confidential, private, or personal 
information about consumers, the GSEs’ 
business partners, real estate assets, 
and/or residents of properties financed 
by mortgages purchased by the GSEs; 
and (2) the extent to which data may 
assist in the planning and perpetration 
of terrorist acts, fraud, and/or other 
malicious acts against real estate 
properties, individuals, business 
entities, or communities. 

With regard to its second proposed 
factor, Fannie Mae cited a Department 
of Homeland Security warning about 
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9 Citing remarks by former Secretary Tom Ridge, 
former Attorney General John Ashcroft, and 
Director Robert Mueller, U.S. Department of 
Homeland Security, Office of the Press Secretary, 
February 7, 2003. 

10 As discussed in Section I of this preamble, any 
such HUD reconsideration would be subject to the 
limitations of 24 CFR 81.72(c)(1), which prohibits 
the Secretary from publicly disclosing certain types 
of mortgage data and AHAR information, including 
mortgage data and AHAR information, the release 
of which would constitute a clearly unwarranted 
invasion of personal privacy, that are required to be 
withheld, or that the Secretary determines are not 
appropriate for public disclosure under other 
applicable laws and regulations. 

terrorist groups that might target 
‘‘apartment buildings, hotels and other 
soft or lightly secured targets in the 
United States.’’ 9 Fannie Mae contended 
that incorporating these factors into 
HUD’s regulations will help to ensure 
that any changes to proprietary 
treatment of loan-level or aggregated 
data involve a consideration of the 
interests of all parties, as well as other 
security interests that were not 
significant concerns at the time the 
original public use database regulations 
were developed. 

HUD Determination. After 
considering Fannie Mae’s 
recommendation, HUD has decided not 
to amend its regulations to add these 
two additional regulatory factors. With 
regard to Fannie Mae’s first 
recommendation, HUD believes that its 
existing regulations at § 81.74(b) already 
require the Secretary to consider the 
extent to which mortgage data or AHAR 
information are publicly available, 
including whether the data or 
information are available from other 
entities, from local government offices 
or records, or from publicly available 
databases (e.g., through the Home 
Mortgage Disclosure Act (HMDA) 
database or other public and/or private 
vendors). (See § 81.74(b)(4).) 

HUD considers Fannie Mae’s second 
recommendation to be unnecessary 
since anyone seeking information on 
properties from the HUD public use 
database would not be able to obtain 
information at the same level of detail 
that is already available in the public 
domain. For example, property street 
addresses are not available in the HUD 
public use database. 

In light of the Secretary’s clear 
statutory duty under FHEFSSA to 
release to the public GSE mortgage data 
and AHAR information that are not 
proprietary, and the comprehensive 
nature of the Secretary’s current 
assessment under HUD’s regulations at 
§ 81.74(b), HUD does not believe that 
the addition of these two new regulatory 
factors is necessary or warranted. 

Comment. Five-year aging period. 
Fannie Mae and Freddie Mac both 
objected strongly to the proposed five- 
year time period after which mortgage 
data might lose their proprietary 
character and, as a result, warrant a 
reconsideration of proprietary status 
under HUD’s regulations. Fannie Mae 
maintained that aged data continue to 
provide it with value, and that certain 
aged data are more valuable to 

competitors after several years than at 
the time of origination. Fannie Mae 
expressed particular concern about the 
five-year time period in connection with 
its multifamily business where loans 
typically have maturities ranging from 
nine to ten years. 

Freddie Mac affirmed that five years 
is a short period of time when 
considering long-term obligations like 
mortgages, and asserted that the release 
of five-year-old proprietary data still 
presents privacy concerns to consumers 
and potentially could still cause harm to 
Freddie Mac and its customers. 

In particular, Freddie Mac disputed 
HUD’s assertion in the 2005 Proposed 
Rule that significant portions of the GSE 
mortgage data that it had previously 
determined to be proprietary are now 
‘‘available publicly through private 
vendors.’’ Freddie Mac maintained that 
its data are different from other data that 
can be purchased from a data broker 
over the Internet because ‘‘borrowers 
provided this information to a mortgage 
lender under penalty of federal law’’ 
and, as a result, may be subject to civil 
liability or criminal penalties for 
intentional or negligent 
misrepresentation of application 
information. 

Freddie Mac also asserted that the 
Federal government’s decision to enact 
the Gramm-Leach-Bliley Act (15 U.S.C. 
6801, et seq., enacted November 12, 
1999) to regulate the use and disclosure 
of information provided to financial 
institutions, while choosing not to 
regulate other types of entities that may 
collect some of the same information, 
recognizes that financial institution 
information is ‘‘significantly more 
sensitive’’ than information available 
through other public sources. 

Both GSEs asserted that HUD’s 2005 
Proposed Rule establishes a 
‘‘presumption’’ that data lose their 
proprietary character after only five 
years, and each vigorously disputed the 
validity of such a presumption. Freddie 
Mac urged HUD to abolish such a 
‘‘presumption’’ and to review all six of 
the regulatory factors in 24 CFR 81.74(b) 
before deciding whether to proceed with 
a reclassification of proprietary 
information. 

Freddie Mac also asserted that other 
proprietary data collected by the 
government have no ‘‘time-release 
provisions’’ or have much lengthier 
‘‘time release provisions.’’ Freddie Mac 
stated that HMDA has no ‘‘time-release 
provision’’ or ‘‘presumption,’’ and that 
the U.S. Census of Population and 
Housing does not publicly release 
individual-level data for 72 years. In 
addition, Freddie Mac noted that, under 
the Freedom of Information Act (FOIA), 

5 U.S.C. 552(b)(3), the ‘‘time release’’ or 
‘‘default presumption’’ under which 
information can become public after a 
submitter has requested confidentiality 
is 10 years. 

However, NAHB commented that the 
‘‘five year aging requirement’’ in 
proposed § 81.75(b)(3) establishes a 
satisfactory method of respecting the 
privacy expectations associated with 
relevant mortgage data elements, and 
noted specifically that five years is ‘‘a 
significant amount of time.’’ 

HUD Determination. HUD has 
decided to retain the minimum five-year 
aging period for reclassifications of 
mortgage data because of the passage of 
time, but has decided to make three 
clarifying changes to its regulations in 
response to the public comments it 
received. 

HUD believes that the five-year period 
is a reasonable minimum period of time 
after which mortgage data might lose 
their proprietary character and, as a 
result, warrant a reconsideration of 
proprietary status under HUD’s 
regulations. However, as stated in the 
2005 Proposed Rule, the five-year 
period is a minimum aging requirement 
that applies to reclassifications based on 
the age of the mortgage data. The 
Secretary will determine the actual time 
intervals for reconsideration of the 
proprietary status of particular mortgage 
data elements on a case-by-case basis.10 
(See HUD’s discussion of this issue at 70 
FR 1775 of the 2005 Proposed Rule.) 

This case-by-case assessment of 
particular mortgage data elements 
contradicts the GSEs’ contentions that 
the five-year minimum period 
establishes a ‘‘presumption’’ that data 
lose their proprietary character after 
only five years. Nevertheless, HUD has 
decided to clarify this point by revising 
the first sentence of § 81.75(b)(3) to 
state, ‘‘[t]he Secretary may determine, 
through case-by-case consideration of 
individual data elements under 
paragraph (b)(1) of this section, that 
certain mortgage data previously 
determined to be proprietary may lose 
their proprietary status if they are at 
least five years old * * *’’ (Emphasis 
added.) 

With regard to Freddie Mac’s 
assertion that HUD should abolish the 
five-year ‘‘presumption’’ and review all 
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six of the regulatory factors in 24 CFR 
81.74(b) before deciding whether to 
proceed with a reclassification of 
proprietary information, HUD reiterates 
that this is precisely what HUD intends 
to do. HUD attempted to make this point 
when it stated in the 2005 Proposed 
Rule that the ‘‘Secretary would make his 
or her determination [regarding the re- 
classification of aged data] based upon 
a consideration of the regulatory factors 
in § 81.74(b).’’ (Emphasis added.) (See 
70 FR 1777.) In this final rule, HUD has 
made two changes to further clarify this 
point. 

First, HUD has included a sentence in 
§ 81.75(b)(3) which states, ‘‘[t]he 
Secretary will evaluate the age of the 
data as one of the relevant factors that 
may be considered under 24 CFR 
81.74(b)(6).’’ (Emphasis added.) 

Second, HUD has amended the 
regulatory factors that the Secretary 
considers when determining the 
proprietary status of mortgage data 
under § 81.74(b)(6) to specifically 
include a reference to the age of the 
mortgage data. This second amendment 
is intended to further clarify that the 
Secretary’s consideration of the age of 
mortgage data under § 81.75(b)(3) is just 
one of the regulatory factors that must 
be evaluated. 

While Freddie Mac may contend that 
its data are qualitatively superior to 
mortgage data that can be purchased 
from a data broker over the Internet 
because ‘‘borrowers provided this 
information to a mortgage lender under 
penalty of federal law,’’ this reasoning 
would presumably support treating all 
GSE mortgage data as proprietary and 
preclude HUD from releasing any such 
data to the public. Such an outcome 
would be clearly untenable and 
inconsistent with HUD’s statutory 
obligation under FHEFSSA to disclose 
the GSEs’ non-proprietary mortgage data 
to the public. 

With regard to Freddie Mac’s 
assertion that the Gramm-Leach-Bliley 
Act constitutes implicit federal 
recognition that financial institution 
information is ‘‘significantly more 
sensitive’’ than information available 
through other public sources, HUD 
notes that Congress has enacted a very 
specific statutory regime in section 1323 
of FHEFSSA that requires the Secretary 
to disclose to the public the GSEs’ non- 
proprietary mortgage data. Since the 
GSEs derive their mortgage data from 
the financial institutions/mortgage 
sellers from whom they purchase the 
mortgages, the enactment of section 
1323 of FHEFSSA reflects the clear 
intent of Congress to ensure and 
regulate the public disclosure of non- 
proprietary financial institution 

information provided by mortgage 
sellers to the GSEs. 

With regard to Freddie Mac’s 
comment that other proprietary data 
collected by the government have no 
‘‘time-release provisions,’’ or have much 
lengthier ‘‘time release provisions,’’ 
HUD is uncertain as to the meaning that 
Freddie Mac is imputing to the term 
‘‘time-release provision.’’ If Freddie Mac 
means that GSE mortgage data 
previously determined by HUD to be 
proprietary will be reclassified as non- 
proprietary automatically after five 
years under § 81.75(b)(3), then this 
interpretation is mistaken and neither 
the 2005 Proposed Rule nor this final 
rule contain a ‘‘time release provision.’’ 
While HUD’s consideration of the 
regulatory factors in § 81.74(b) could 
potentially result in the release of 
certain GSE mortgage data after five 
years, the Secretary may well determine 
that other mortgage data should be kept 
confidential for 10, 20, or even 50 years. 

Moreover, regardless of HUD’s 
determination under § 81.75(b)(3) with 
respect to any particular mortgage data 
element, HUD will not implement its 
determination until it has completed an 
analysis of the mortgage data under the 
six regulatory factors in § 81.74(b) and 
fully complied with the due process 
procedures described in this final rule. 
HUD believes that its re-evaluation of 
GSE proprietary mortgage data to ensure 
that these data continue to qualify as 
proprietary is fully consistent with the 
Secretary’s affirmative duty and 
obligation under section 1323 of 
FHEFSSA to ‘‘make available to the 
public * * *’’ the data submitted by 
[the GSEs under their charter acts],’’ 
except for mortgage data that are 
proprietary. 

HUD reiterates, as it previously noted 
in the 2005 Proposed Rule, that the 
addition of § 81.75(b)(3) to govern the 
release of certain mortgage data that 
have aged a minimum of five years does 
not limit HUD’s current ability under 
§ 81.75 to seek, at any time, to reclassify 
GSE mortgage data from proprietary to 
non-proprietary status. This is because 
§ 81.75(b)(3), as added by this final rule, 
deals only with the reclassification and 
release of aged GSE mortgage data. This 
provision is independent of, and does 
not remove or limit, HUD’s existing 
authority under § 81.75 (§ 81.75(b)(1) of 
this final rule) to modify a prior 
proprietary determination by 
reclassifying GSE mortgage data as non- 
proprietary. (See HUD’s prior discussion 
of this matter in the 2005 Proposed Rule 
at 70 FR 1774, 1778.) 

(For a discussion of how HUD’s 
release of GSE mortgage data under 
§ 81.75(b)(3) compares with the release 

of GSE mortgage data under HUD’s 
regulations implementing Exemption 4 
of FOIA at 24 CFR 15.108(b)(1), see the 
2005 Proposed Rule at 70 FR 1777.) 

Comment. Release of historical data 
constitutes retroactive rulemaking. 
Fannie Mae claimed that the proposed 
rule constitutes a ‘‘retroactive 
rulemaking’’ with respect to each of the 
three circumstances in which it would 
allow for the public release of the GSEs’ 
historical data that has previously been 
determined by HUD to be proprietary. 
Fannie Mae described these three 
categories as: (1) The release of GSE data 
that have already been determined to be 
proprietary, upon HUD’s determination 
that the data field in question will no 
longer be afforded proprietary status; (2) 
proprietary data that are at least five 
years old; and (3) aggregated data 
derived from historical proprietary loan- 
level data that would be released upon 
HUD’s determination that the data is not 
proprietary in aggregated form. 

Fannie Mae stated further that, absent 
explicit authorization by Congress, no 
government agency has statutory 
authority to issue regulations that have 
a ‘‘retroactive effect’’ and that Congress 
did not grant HUD explicit authority to 
promulgate such rules when it enacted 
FHEFSSA. In addition, Fannie Mae 
claimed that the courts, in determining 
whether a measure has retroactive 
effect, consider ‘‘whether it would 
impair rights a party possessed when he 
acted, increase a party’s liability for past 
conduct, or impose new duties with 
respect to transactions already 
completed.’’ (Citing Georgetown 
Hospital v. DirectTV, Inc. v. Federal 
Communications Commission, 110 F.3d 
816, 825–826 (D.C. Cir. 1997).) Fannie 
Mae maintained that, based upon a 
consideration of these factors, the 2005 
Proposed Rule would, when 
implemented, have a retroactive effect 
because the GSEs submit their 
proprietary data to HUD with the 
‘‘reasonable expectation that the data 
will remain proprietary indefinitely,’’ 
and that HUD’s release of this data will 
place the GSEs at a competitive 
disadvantage in the market and impair 
their property rights in their historical 
mortgage data. 

HUD Determination. HUD has 
considered Fannie Mae’s comments 
and, for the reasons discussed below, 
disagrees that the current rulemaking 
has a ‘‘retroactive effect.’’ 

Initially, HUD notes that the GSEs, as 
federally chartered corporations, submit 
their mortgage data to HUD because of 
a statutory obligation imposed upon 
them by their charter acts. (See section 
309(m) of the Fannie Mae Charter Act, 
12 U.S.C. 1723a(m), and section 307(e) 
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11 See S. Rep. No. 102–282, 102nd Cong., 2d Sess. 
40 (1992). 

12 See S. Rep. No. 102–282, 102nd Cong., 2d Sess. 
40 (1992). 

of the Freddie Mac Act, 12 U.S.C. 
1456(e).) HUD, as the GSEs’ housing 
mission regulator, has a statutory 
obligation under section 1323 of 
FHEFSSA to release the GSEs’ non- 
proprietary mortgage data and AHAR 
information to the public. The 
legislative history of FHEFSSA 
expressly provides that ‘‘* * * every 
effort should be made to provide public 
disclosure of the information required to 
be collected and/or reported to the 
regulator [HUD] consistent with the 
exemption for proprietary data.’’ 11 The 
GSEs have been aware of these parallel 
statutory obligations as they have 
continued to submit their mortgage data 
to HUD over the years. 

Moreover, since 1995 when HUD first 
promulgated regulations establishing 
requirements governing the GSEs (60 FR 
61888, December 1, 1995), HUD’s public 
use database regulations at 24 CFR 81.75 
have expressly stated that ‘‘[t]he 
Secretary may modify the list [of HUD 
proprietary determinations] by 
regulation or order.’’ HUD has also 
stated, in each of the proprietary 
determination orders that it has issued 
since 1995, that the order will remain 
effective until such time as it is 
determined necessary or appropriate to 
withdraw or modify it. 

In light of the above express statutory 
and regulatory framework, and the 
notice provided to the GSEs in each of 
HUD’s prior orders that the proprietary 
determinations could be withdrawn or 
modified ‘‘as * * *’’ determined 
necessary or appropriate,’’ HUD cannot 
agree with Fannie Mae that the GSEs 
have submitted their mortgage data to 
HUD with a ‘‘reasonable expectation’’ 
that the data previously determined by 
HUD to be proprietary will remain 
proprietary indefinitely. 

There is no question that the GSEs 
have a legitimate property right in 
mortgage data that qualify, in fact, as 
proprietary information, and that HUD 
is statutorily required by section 1326 of 
FHEFSSA to ensure that such data are 
not released to the public. However, the 
GSEs do not have a permanent and 
incontrovertible property right in 
mortgage data simply because HUD, at 
a prior point in time, made a 
determination that such data are 
proprietary. 

As previously noted, the GSEs submit 
their mortgage data to HUD because 
they are statutorily obligated to do so 
and they, in turn, have received 
numerous benefits as a result of their 
federally chartered status as GSEs. The 
GSEs have also been on notice—by 

virtue of HUD’s statutory obligations in 
section 1323 of FHEFSSA, HUD’s 
regulatory authority in 24 CFR 81.75 to 
amend prior proprietary determinations, 
and the conditional nature of HUD’s 
prior orders—that HUD’s proprietary 
determinations are conditional in nature 
and may be modified and superseded. 

The GSEs are entitled to due process 
before HUD can modify any prior 
proprietary determination, and this final 
rule ensures that the GSEs are provided 
with both notice and an opportunity to 
comment on any proposed 
reclassification of mortgage data or 
AHAR information. In addition, the 
GSEs have the right to receive HUD’s 
written analysis of any proposed 
reclassification of mortgage data 
element(s) or AHAR information under 
the regulatory factors in 24 CFR 
81.74(b), and to seek judicial recourse 
during a ten-working-day period before 
HUD will release the mortgage data or 
AHAR information to the public. (See 
the discussion of procedural safeguards 
governing the release of GSE historical 
mortgage data later in this preamble.) 
HUD believes that these procedural 
safeguards provide a reasoned and 
balanced approach that will enable it to 
carry out its twin statutory 
responsibilities of making ‘‘* * * every 
effort * * * to provide public 
disclosure of the information required to 
be collected and/or reported to [HUD] 
consistent with the exemption for 
proprietary data.’’ 12 

Comment: GSE historical data 
continue to be legally protected from 
disclosure; Discussion of applicable 
procedures. Fannie Mae objected to 
HUD’s statement in the proposed rule 
that it intended to release historical 
‘‘GSE mortgage data that HUD has 
determined to be non-proprietary for the 
years 1993 through 2003, including GSE 
mortgage data that HUD has determined 
in the 2004 Final Order to be non- 
proprietary.’’ (See 70 FR 1777.) In 
addition to Fannie Mae’s assertion that 
HUD’s release of this historical data 
constitutes ‘‘retroactive rulemaking’’ 
(see HUD’s determination in response to 
this comment, above), Fannie Mae 
raised a number of other arguments in 
support of why it believes HUD’s release 
of this historical data would be 
unlawful. 

Initially, Fannie Mae asserted that 
FHEFSSA, HUD’s regulations, FOIA, 
and the Trade Secrets Act, 18 U.S.C. 
1905, all compel HUD to continue to 
protect data subject to an order 
determining such data to be proprietary. 

More specifically, Fannie Mae noted 
that section 1323(b)(1) of FHEFSSA 
prohibits the Secretary from releasing to 
the public data that the Secretary has 
determined to be proprietary. Since all 
of the historical data that HUD advised, 
in the 2005 Proposed Rule, would be 
released following the effective date of 
this final rule has already been 
determined by the Secretary to be 
proprietary, Fannie Mae asserted that 
HUD’s release of this historical data 
would violate FHEFSSA. 

Fannie Mae also maintained that 
HUD’s release of this historical data 
would violate HUD’s regulations. The 
GSE noted that 24 CFR 81.74(b) requires 
HUD to apply six factors when making 
a determination of whether to accord 
proprietary treatment to mortgage data 
or AHAR information, ‘‘[e]xcept as 
provided in paragraph [81.74](c) 
* * *.’’ (Emphasis added.) Fannie Mae 
asserted that the exception carved out in 
§ 81.74(c) means that the Secretary must 
grant a request for proprietary treatment 
where ‘‘the request for proprietary 
treatment pertains to mortgage data or 
AHAR information that has been 
deemed proprietary by the Secretary 
under a temporary order, final order, or 
regulation in effect * * *.’’ Fannie Mae 
claimed that since all of the historical 
data that HUD stated it would release 
following the effective date of this final 
rule are subject to an effective final 
order finding the data to be proprietary, 
the Secretary does not have the 
authority to apply the new provisions of 
§ 81.75(b) and (c) to this historical data 
as the proposed rule appears to 
contemplate. 

Fannie Mae also claimed that FOIA 
and HUD’s implementing regulations 
protect from disclosure data that HUD 
has determined to be proprietary. 
Fannie Mae asserted that matters 
‘‘specifically exempted from disclosure 
by statute’’ may not be released where 
the statute: ‘‘(A) requires that the 
matters be withheld from the public in 
such a manner as to leave no discretion 
on the issue; or (B) establishes particular 
criteria for withholding or refers to 
particular types of matters to be 
withheld.’’ Fannie Mae maintained that 
FHEFSSA satisfies both prongs of this 
FOIA test since it protects historical 
data that have been designated 
proprietary by HUD, and since 
FHEFSSA also prohibits the Secretary 
from releasing proprietary data. 

Fannie Mae also asserted that the 
historical mortgage data that HUD 
would release are protected by the 
Trade Secrets Act, which prohibits the 
unauthorized disclosure of a wide range 
of information by Federal officials, 
including confidential commercial or 
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financial information, statistical 
information, and information that 
would disclose the amount or source of 
income, profits, or losses. Fannie Mae 
stated that the Trade Secrets Act 
restricts ‘‘formal agency action’’ and 
applies even to actions approved by an 
agency head. Fannie Mae maintained 
that application of the procedures in the 
2005 Proposed Rule, as currently 
drafted, and HUD’s release of its 
historical mortgage data, could 
constitute a violation of the Trade 
Secrets Act because the data to be 
released ‘‘are of the type’’ covered by 
the Trade Secrets Act and have already 
been deemed proprietary under HUD’s 
statutory mandate and effective 
regulations. 

Fannie Mae further stated that HUD 
failed to include in the 2005 Proposed 
Rule a ‘‘reconsideration’’ of the factors 
in 24 CFR 81.74(b) that HUD is required 
to consider before it can determine that 
the 1993–2003 historical data are no 
longer proprietary. For this reason, 
Fannie Mae asserted that HUD has no 
authority to release this historical data 
to the public after the effective date of 
this final rule. 

HUD Determination. After a thorough 
consideration of each of Fannie Mae’s 
comments, HUD has concluded that it 
has the legal authority to release the 
GSEs’ historical mortgage data in 
accordance with the procedures set 
forth in this final rule. HUD’s reasoning, 
and its response to each of Fannie Mae’s 
comments, is set out below. 

With regard to Fannie Mae’s comment 
that section 1323(b)(1) of FHEFSSA 
prohibits the Secretary from releasing to 
the public data that the Secretary has 
determined to be proprietary, HUD 
notes that section 1326 of FHEFSSA 
broadly confers on the Secretary the 
authority to determine, through either 
regulation or order, ‘‘that certain 
information shall be treated as 
proprietary information and not subject 
to disclosure under section 1323.’’ 
Inherent in this authority is the 
Secretary’s authority to reconsider and 
modify a prior determination that 
information is proprietary. This 
inherent authority is expressed in 
HUD’s existing regulations at 24 CFR 
81.75, which authorize HUD to make a 
determination that mortgage data or 
AHAR information are proprietary 
under FHEFSSA and to issue a list 
providing that certain information shall 
be treated as proprietary information, 
but also expressly authorizing the 
Secretary to ‘‘modify the list by 
regulation or order.’’ Consequently, 
FHEFSSA does not act as a statutory bar 
to prohibit HUD’s release of GSE 
mortgage data that HUD has properly 

reclassified as non-proprietary, but only 
prohibits HUD’s release of the GSEs’ 
proprietary data. 

As noted, Fannie Mae also asserts that 
HUD’s release of the 1993–2003 
historical data pertaining to the 
mortgage data elements that were 
granted proprietary status under HUD’s 
1996 final order (the 1996 Final Order) 
would violate 24 CFR 81.74(c). This 
HUD regulatory provision states that 
‘‘[w]here the request for proprietary 
treatment pertains to mortgage data or 
AHAR information that has been 
deemed proprietary by the Secretary 
under a temporary order, final order, or 
regulation in effect, the Secretary shall 
grant the request with respect to any 
mortgage data or AHAR information 
which comes within the order or 
regulation.’’ (Emphasis added.) Fannie 
Mae maintains that since all of the 
historical data are subject to an effective 
final order finding the data to be 
proprietary, the Secretary does not have 
the authority to apply the new 
provisions of § 81.75(b) and (c) to this 
historical data as the proposed rule 
appears to contemplate. 

HUD does not agree with Fannie 
Mae’s interpretation of 24 CFR 81.74(c). 
This provision essentially means that 
the Secretary must honor any GSE 
request for proprietary treatment with 
respect to mortgage data or AHAR 
information that have been determined 
by the Secretary to be proprietary under 
an order or regulation ‘‘in effect.’’ HUD’s 
1996 Final Order granted proprietary 
status to the mortgage data elements that 
HUD subsequently reclassified as non- 
proprietary in its 2004 Final Order. 
However, the 2004 Final Order was 
limited, by its terms, to the prospective 
release of these mortgage data elements. 
HUD intends, following the publication 
of this final rule, to initiate proceedings 
under § 81.75(b)(2) to reclassify as non- 
proprietary some or all of these 
mortgage data elements in prior years’ 
public use databases. These proceedings 
will be conducted in accordance with 
§ 81.75(d), which includes a 
requirement that the Secretary analyze 
each data element that is proposed to be 
reclassified under the regulatory factors 
in 81.74(b), and provide notice in 
writing to each GSE of his 
determination under these factors. In 
the event that the Secretary determines 
that some or all of these data elements 
no longer qualify as proprietary 
information, an order will be issued 
withdrawing and modifying the 1996 
Final Order, as expressly authorized by 
that Order. In such case, the 1996 Final 
Order would no longer be ‘‘in effect’’ 
with respect to the reclassified data 
elements and § 81.74(c) would not act as 

a regulatory bar on the Secretary’s 
authority to release some or all of the 
GSEs’ reclassified, non-proprietary 
historical mortgage data. 

HUD also does not agree with Fannie 
Mae that its historical mortgage data 
that are reclassified as non-proprietary 
are protected from disclosure by FOIA. 
For the reasons already discussed above, 
HUD does not believe that mortgage 
data elements that the Secretary has 
determined, by official agency action, to 
reclassify as non-proprietary will 
nevertheless retain into perpetuity their 
prior proprietary designation. Not only 
does such an interpretation contradict 
the clear legislative history to 
FHEFSSA, quoted earlier, which 
strongly supports HUD’s release to the 
public of the GSEs’ non-proprietary 
data, but it also contradicts a reasonable 
interpretation of HUD’s prior public use 
database orders. 

Moreover, HUD does not agree with 
Fannie Mae that its release of the GSEs’ 
historical mortgage data in accordance 
with the procedures described in this 
final rule would violate the Trade 
Secrets Act. The Trade Secrets Act 
provides, in part, that: 

Whoever, being an officer or employee of 
the United States or of any department or 
agency thereof * * * publishes, divulges, 
discloses, or makes known in any manner or 
to any extent not authorized by law any 
information coming to him in the course of 
his employment or official duties or by 
reason of any examination or investigation 
made by, or return, report or record made to 
or filed with, such department or agency or 
officer or employee thereof, which 
information concerns or relates to the trade 
secrets, processes, operations, style of work, 
or apparatus, or to the identity, confidential 
statistical data, amount or source of any 
income, profits, losses, or expenditures of 
any person, firm, partnership, corporation, or 
association * * * shall be fined under this 
title, or imprisoned not more than one year, 
or both; and shall be removed from office or 
employment. (Emphasis added.) 

HUD notes initially that its regulations 
at 24 CFR 81.2 define the term 
‘‘[p]roprietary information’’ to mean ‘‘all 
mortgage data and all AHAR 
information that the GSEs submit to the 
Secretary in the AHARs that contain 
trade secrets or privileged or 
confidential, commercial, or financial 
information that, if released, would be 
likely to cause substantial competitive 
harm.’’ (Emphasis added.) Thus, when 
the Secretary conducts a regulatory 
analysis to determine whether GSE 
mortgage data or AHAR information are 
proprietary based on the criteria in 24 
CFR 81.74(b), he or she considers 
whether the data or information qualify 
as a trade secret, the release of which 
would be likely to cause substantial 
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competitive harm. The Secretary will 
not reclassify as non-proprietary 
mortgage data or AHAR information that 
the Secretary determines qualify as a 
trade secret and which, if released, 
would be likely to cause substantial 
competitive harm because, by 
definition, such a trade secret qualifies 
under HUD’s regulations as ‘‘proprietary 
information.’’ 

Consequently, when the Secretary 
makes a determination, based on the 
standards in § 81.74(b) and the 
requirements of §§ 81.75(b)(2) and 
81.75(d), that particular GSE mortgage 
data elements do not qualify as 
proprietary information and, thus, may 
be released to the public, his or her 
subsequent disclosure of that 
information is not actionable under the 
Trade Secrets Act because it is fully 
‘‘authorized by law.’’ 

III. Other Changes in This Final Rule 
HUD has also, at its own initiative, 

made three technical clarifications to 
§§ 81.75(b)(1), (b)(2), and 81.75(c) at this 
final rule stage. 

HUD’s existing regulations at § 81.75 
state that, following a determination by 
the Secretary that mortgage data or 
AHAR information are proprietary 
under FHEFSSA, the Secretary shall 
issue a temporary order, final order, or 
regulation withholding the mortgage 
data or AHAR information from the 
public-use database and from public 
disclosure by HUD. This provision goes 
on to state that the Secretary may, from 
time to time, by regulation or order, 
issue a list providing that certain 
information shall be treated as 
proprietary information. The regulation 
states that the Secretary ‘‘may modify 
the list by regulation or order.’’ In this 
final rule, HUD has clarified what is 
already implicit in the existing 
regulation, i.e., that any modification of 
the list by regulation or order follows 
the Secretary’s determination to modify, 
by regulation or order, a prior 
proprietary determination. 

Accordingly, HUD is providing in 
§ 81.75(b)(1) of this final rule that the 
Secretary may, based on a consideration 
of the factors in § 81.74(b), ‘‘modify a 
previous determination that mortgage 
data or AHAR information are 
proprietary information (and may also 
make conforming changes to the list 
designating certain mortgage data or 
AHAR information as proprietary 
information) by regulation or by order 
* * *’’ HUD does not intend by this 
clarification to expand the scope of its 
proposals in the 2005 Proposed Rule so 
that AHAR information also is subject to 
the provisions of §§ 81.75(b)(2) (release 
of prior years’ data), 81.75(b)(3) (release 

of aged data), and 81.75(c) (release of 
aggregated data). HUD’s 2005 Proposed 
Rule contemplated that these regulatory 
provisions would apply only to GSE 
mortgage data, and this same scope of 
coverage is retained in this final rule. 
While AHAR information is subject to 
modification of proprietary status under 
§ 81.75(b)(1), either by regulation or by 
order following the procedures in 
§ 81.75(d), this is consistent with HUD’s 
existing authority under 81.75, and does 
not expand upon that authority. 

HUD has also made a technical 
correction in § 81.75 of this final rule to 
reinstate a word that was omitted in the 
2005 Proposed Rule. Currently, § 81.75 
states that, following a determination by 
the Secretary that mortgage data or 
AHAR information is ‘‘proprietary 
information,’’ the Secretary shall issue 
an order or regulation withholding the 
data or information from public 
disclosure. Thereafter, this section states 
that the Secretary may issue a list 
providing that certain information shall 
be treated as ‘‘proprietary information.’’ 
In the 2005 Proposed Rule, the word 
‘‘information’’ was omitted in both of 
these regulatory references. Since the 
term ‘‘proprietary information’’ is a 
defined term in § 81.2, HUD has 
reinstated this term in 81.75(a), with 
conforming changes throughout this 
section. 

In the 2005 Proposed Rule, HUD 
indicated in § 81.75(b)(2) that, following 
a Secretarial determination to reclassify 
certain GSE mortgage data as non- 
proprietary, the Secretary would release 
the reclassified, non-proprietary 
mortgage data to the public both 
prospectively and for all years 
preceding the effective date of HUD’s 
determination, unless otherwise 
provided by the Secretary. Similarly, in 
§ 81.75(c) of the 2005 Proposed Rule, 
HUD stated that after the Secretary 
determined that certain aggregated data 
derived from proprietary loan-level 
mortgage data are not proprietary, the 
aggregated data would be released to the 
public both prospectively and for all 
years preceding the effective date of the 
Secretary’s determination. 

In this final rule, HUD has removed 
the phrase, ‘‘preceding the effective date 
of the Secretary’s determination’’ from 
both §§ 81.75(b)(2) and 81.75(c). Instead, 
HUD provides in § 81.75(b)(2) of this 
final rule that reclassified, non- 
proprietary mortgage data will be 
released to the public ‘‘both 
prospectively and for all prior years’ 
public use databases, unless otherwise 
provided by the Secretary.’’ (Emphasis 
added.) In addition, HUD states in 
§ 81.75(c) that non-proprietary 
aggregations of data derived from 

proprietary loan-level mortgage data 
will be released to the public ‘‘both 
prospectively and for all prior years, 
unless otherwise provided by the 
Secretary.’’ (Emphasis added.) 

HUD believes that these corrections 
are necessary to clarify that HUD’s non- 
proprietary determinations are 
‘‘effective’’ both with respect to prior 
years’’ data that it has previously 
classified as proprietary, as well as to 
future years’ data. HUD believes that the 
reference in the proposed rule to the 
‘‘effective date’’ of the Secretary’s 
determination could potentially confuse 
this point and, accordingly, HUD has 
made the clarifying changes described 
herein. These changes are fully 
consistent with HUD’s substantive 
proposals in the proposed rule to permit 
the release of prior years’ data following 
a Secretarial determination that the GSE 
mortgage data or AHAR information are 
not proprietary. 

IV. Findings and Certifications 

Executive Order 12866. The Office of 
Management and Budget (OMB) 
reviewed this final rule under Executive 
Order 12866, Regulatory Planning and 
Review, which the President issued on 
September 30, 1993. OMB determined 
that this rule is a ‘‘significant regulatory 
action’’ as defined in section 3(f) of the 
order (although not economically 
significant, as provided in section 3(f)(1) 
of the order). Any changes made to the 
final rule subsequent to its submission 
to OMB are identified in the docket file, 
which is available for public inspection 
between 8 a.m. and 5 p.m. weekdays in 
the Office of the Rules Docket Clerk, 
Office of General Counsel, Department 
of Housing and Urban Development, 
451 Seventh Street, SW., Room 10276, 
Washington, DC 20410–0500. 

Paperwork Reduction Act. HUD’s 
collection of information on the GSEs’ 
activities has been reviewed and 
authorized by OMB under the 
Paperwork Reduction Act of 1995 (44 
U.S.C. 3501–3520), as implemented by 
OMB in regulations at 5 CFR part 1320. 
The OMB control number is 2502–0514. 

Environmental Impact. This final rule 
does not direct, provide for assistance or 
loan and mortgage insurance for, or 
otherwise govern or regulate, real 
property acquisition, disposition, 
leasing, rehabilitation, alteration, 
demolition, or new construction; or 
establish, revise, or provide for 
standards for construction or 
construction materials, manufactured 
housing, or occupancy. Accordingly, 
under 24 CFR 50.19(c)(1), this final rule 
is categorically excluded from 
environmental review under the 

VerDate Aug<31>2005 18:14 Nov 09, 2005 Jkt 205001 PO 00000 Frm 00010 Fmt 4701 Sfmt 4700 E:\FR\FM\10NOR3.SGM 10NOR3



69031 Federal Register / Vol. 70, No. 217 / Thursday, November 10, 2005 / Rules and Regulations 

National Environmental Policy Act of 
1969 (42 U.S.C. 4321). 

Regulatory Flexibility Act. The 
undersigned, in accordance with the 
Regulatory Flexibility Act (5 U.S.C. 
605(b)), has reviewed this rule before 
publication and by approving it certifies 
that this rule would not have a 
significant economic impact on a 
substantial number of small entities. 
This final regulation is applicable only 
to the GSEs, which are not small entities 
for purposes of the Regulatory 
Flexibility Act, and, thus, does not have 
a significant economic impact on a 
substantial number of small entities. 

Executive Order 13132, Federalism. 
Executive Order 13132 (‘‘Federalism’’) 
prohibits, to the extent practicable and 
permitted by law, an agency from 
promulgating a regulation that has 
federalism implications and either 
imposes substantial direct compliance 
costs on state and local governments 
and is not required by statute, or 
preempts state law, unless the relevant 
requirements of section 6 of the 
Executive Order are met. This final rule 
does not have federalism implications 
and does not impose substantial direct 
compliance costs on state and local 
governments or preempt state law 
within the meaning of the Executive 
Order. 

Unfunded Mandates Reform Act. Title 
II of the Unfunded Mandates Reform 
Act of 1995 (12 U.S.C. 1531–1538) 
(UMRA) establishes requirements for 
federal agencies to assess the effects of 
their regulatory actions on state, local, 
and tribal governments, and the private 
sector. This final rule would not impose 
any federal mandates on any state, local, 
or tribal governments, or on the private 
sector, within the meaning of UMRA. 

List of Subjects in 24 CFR Part 81 

Accounting, Federal Reserve System, 
Mortgages, Reporting and recordkeeping 
requirements, Securities. 

� Accordingly, 24 CFR part 81 is 
amended as follows: 

PART 81—THE SECRETARY OF HUD’S 
REGULATION OF THE FEDERAL 
NATIONAL MORTGAGE ASSOCIATION 
(FANNIE MAE) AND THE FEDERAL 
HOME LOAN MORTGAGE 
CORPORATION (FREDDIE MAC) 

� 1. The authority citation for 24 CFR 
part 81 continues to read as follows: 

Authority: 12 U.S.C. 1451 et seq., 1716– 
1723h, and 4501–4641; 42 U.S.C. 3535(d) and 
3601–3619. 

� 2. Section 81.74 is amended by 
revising paragraph (b)(6) to read as 
follows: 

§ 81.74 Secretarial determination on GSE 
request. 
* * * * * 

(b) * * * 
(6) Such additional facts and legal and 

other authorities as the Secretary may 
consider appropriate, including the age 
of the mortgage data (see 24 CFR 
81.75(b)(3)), or the extent to which 
particular mortgage data or AHAR 
information, when considered together 
with other information, could reveal 
proprietary information. 
* * * * * 
� 3. Section 81.75 is revised to read as 
follows: 

§ 81.75 Proprietary information withheld 
by order or regulation. 

(a) Secretarial determination of 
proprietary classification. Following a 
determination by the Secretary that 
mortgage data or AHAR information are 
proprietary information under 
FHEFSSA, the Secretary shall 
expeditiously issue a temporary order, 
final order, or regulation withholding 
the mortgage data or AHAR information 
from the public-use database and from 
public disclosure by HUD in accordance 
with 12 U.S.C. 4546. The Secretary may, 
from time to time, by regulation or 
order, issue a list providing that certain 
mortgage data or AHAR information 
shall be treated as proprietary 
information. 

(b) Modification of proprietary 
classification. (1) General. The Secretary 
may, based upon a consideration of the 
factors in § 81.74(b), modify a previous 
determination that mortgage data or 
AHAR information are proprietary 
information (and may also make 
conforming changes to the list 
designating certain mortgage data or 
AHAR information as proprietary 
information) by regulation, or by order 
using the procedures described in 
paragraph (d) of this section, as 
applicable. 

(2) Release of data following a 
modification of proprietary 
classification. Following the Secretary’s 
determination under paragraph (b)(1) of 
this section to modify a previous 
proprietary determination by 
reclassifying certain mortgage data as 
non-proprietary, the Secretary shall 
release the reclassified, non-proprietary 
mortgage data to the public both 
prospectively and for all prior years’ 
public use databases, unless otherwise 
provided by the Secretary. 

(3) Release of aged data. The 
Secretary may determine, through case- 
by-case consideration of individual data 
elements under paragraph (b)(1) of this 
section, that certain mortgage data 
previously determined to be proprietary 

may lose their proprietary status if they 
are at least five years old (as measured 
from the end of the calendar year to 
which the mortgage data pertain). The 
Secretary will evaluate the age of the 
data as one of the relevant factors that 
may be considered under 24 CFR 
81.74(b)(6). If the Secretary determines 
that such aged mortgage data have lost 
their proprietary status, these data shall 
be released publicly. 

(c) Release of aggregated data derived 
from proprietary loan-level data. The 
Secretary may, based upon a 
consideration of the factors in § 81.74(b) 
and using the procedures in paragraph 
(d) of this section, determine that 
certain aggregated data derived from 
proprietary loan-level mortgage data are 
not proprietary. If the Secretary makes 
such a determination, then the 
aggregated data shall be released to the 
public both prospectively and for all 
prior years, unless otherwise provided 
by the Secretary. 

(d) Procedures. The following 
procedures apply to the Secretary’s 
issuance of an order in connection with 
a determination under paragraph (b)(1) 
or (c) of this section: 

(1) The Secretary shall provide each 
GSE with written notice of the mortgage 
data, AHAR information or aggregated 
data proposed to be released, and an 
opportunity to submit written 
comments. The Secretary may also 
provide each GSE with an opportunity 
for a meeting with HUD to discuss the 
proposed release of mortgage data, 
AHAR information, or aggregated data; 

(2) The Secretary shall make a 
determination regarding the proposed 
release of the GSE mortgage data, AHAR 
information, or aggregated data based 
upon a consideration of the data or 
information under the standards set 
forth in 24 CFR 81.74(b) and the GSEs’ 
written and oral objections, if any, to the 
proposed release of such mortgage data, 
AHAR information, or aggregated data; 

(3) The Secretary shall provide notice 
in writing to each GSE of the Secretary’s 
determination and the reasons under 
§ 81.74(b) for his or her determination. 
If the Secretary determines that the 
mortgage data, AHAR information, or 
aggregated data may be released, the 
notice will also provide that the 
Secretary shall not release the mortgage 
data, AHAR information, or aggregated 
data to the public for 10 working days; 

(4) The Secretary shall, no earlier than 
the end of the ten-working-day period 
referred to in paragraph (d)(3) of this 
section, publish an order in the Federal 
Register notifying the public of the 
Secretary’s determination to release the 
mortgage data or AHAR information that 
has been reclassified as non-proprietary 
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and/or to release certain non-proprietary 
aggregations of data derived from 
proprietary loan-level mortgage data. 
The order will also modify the list 
described in paragraph (a) of this 
section to reflect the Secretary’s 

reclassification of the mortgage data or 
AHAR information. The Secretary shall 
omit from the published order any 
information that would reveal 
proprietary information. 

Dated: October 17, 2005. 
Brian D. Montgomery, 
Assistant Secretary for Housing-Federal 
Housing Commissioner. 
[FR Doc. 05–22420 Filed 11–9–05; 8:45 am] 
BILLING CODE 4210–27–P 
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DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

[Docket No. FR–4950–FA–14] 

Housing Opportunities for Persons 
With AIDS (HOPWA) Program; FY2005 
Competitive Grant Announcements 

AGENCY: Office of the Assistant 
Secretary for Community Planning and 
Development, HUD. 
ACTION: Funding awards. 

SUMMARY: In accordance with Section 
102(a)(4)(C) of the Department of 
Housing and Urban Development 
Reform Act of 1989, this notice 
announces 19 grant awards totaling 
$18,781,529 from the Department’s 
FY2005 Housing Opportunities for 
Persons with AIDS (HOPWA) program. 
The notice announces the selection of 
14 permanent supportive housing 
renewal grants and 5 new transitional 
housing demonstration grants. This 
notice makes available the names of the 
award recipients and grant amounts. 
FOR FURTHER INFORMATION CONTACT: 
David Vos, Director, Office of HIV/AIDS 
Housing, Department of Housing and 
Urban Development, 451 Seventh Street, 
SW., Room 7212, Washington, DC 
20410, telephone (202) 708–1934. To 
provide service for persons who are 
hearing-or-speech-impaired, this 
number may be reached via TTY by 
dialing the Federal Information Relay 
Service on (800) 877–TTY, (800) 877– 
8339, or (202) 708–2565. (Telephone 
number, other than ‘‘800’’ TTY numbers 
are not toll free.). Information on 
HOPWA, community development and 
consolidated planning, and other HUD 
programs may also be obtained from the 
HUD Home Page on the World Wide 

Web. In addition to this competitive 
selection, 121 jurisdictions received 
formula based allocations during the 
2005 fiscal year for $251.3 million in 
HOPWA funds. Descriptions of the 
formula programs may be obtained at 
http://www.hud.gov/offices/cpd/ 
aidshousing. 

SUPPLEMENTARY INFORMATION: The 
FY2005 SuperNOFA (Notice of Funding 
Availability) for HUD’s Discretionary 
Grant Programs was published in the 
Federal Register on March 21, 2005 (70 
FR 14109). The NOFA announced the 
availability of approximately $37 
million in HOPWA competitive grant 
funding. The Department published a 
second FY2005 HOPWA competition 
NOFA in the Federal Register on 
August 22, 2005 (70 FR 48970), for the 
remaining $18 million in FY2005 
funding. 

The purpose of the HOPWA NOFA 
announcement was to solicit 
applications for three types of HOPWA 
competitive grants: (1) Renewal of 
expiring permanent supportive housing 
projects; (2) awards for new long-term 
projects for permanent supporting 
housing from states and units of local 
government not eligible for HOPWA 
formula funding; and (3) awards for new 
Special Projects of National Significance 
(SPNS) demonstration grants for 
transitional, short-term, and emergency 
housing projects. Grant selections were 
made for renewal projects and SPNS 
demonstration projects. The 
competition did not solicit or award any 
new long-term projects from states and 
units of local government that do not 
receive HOPWA formula funding. 

The HOPWA assistance made 
available in this announcement is 
authorized by the AIDS Housing 

Opportunity Act (42 U.S.C. 12901), as 
amended by the Housing and 
Community Development Act of 1992 
(Pub. L. 102–550, approved October 28, 
1992) and was appropriated by the HUD 
Appropriations Act for 2005. The 
competition was announced in a NOFA 
published in the Federal Register on 
March 21, 2005 (66 FR 12223). Each 
application was reviewed and rated on 
the basis of selection criteria published 
in the NOFA. 

Public Benefit: The award of HOPWA 
funds to the 14 renewal and 5 new 
project awards will contribute towards 
HUD’s mission in providing housing 
support that results in the provision of 
safe, decent, and affordable housing for 
persons living with HIV/AIDS and their 
families who are at risk of 
homelessness. The selected projects will 
provide housing assistance to an 
estimated 1,084 units/households for 
low-income persons living with HIV/ 
AIDS and their families. The 19 grant 
awards total $18,871,529 and the 
selected grant applicants have reported 
the commitment of approximately $22.6 
million in leveraging of other Federal, 
State, local, or private resources to 
provide additional supportive services 
for project beneficiaries and $4.8 
million in leveraging for other project 
activities. 

In accordance with Section 102(a) (4) 
(C) of the Department of Housing and 
Urban Development Reform Act of 1989 
(103 Stat.1987, 42 U.S.C. 3545), the 
Department is publishing the details of 
these funding grant announcements in 
Appendices A and B. 

Dated: November 4, 2005. 
Pamela H. Patenaude, 
Assistant Secretary for Community Planning 
and Development. 
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APPENDIX A.—FISCAL YEAR 2005 FUNDING AWARDS FOR HOPWA PERMANENT SUPPORTIVE HOUSING RENEWAL 
GRANTS 

Awardee Address Amount 
awarded 

Alaska Housing Finance Corporation (AHF C) ............................. P.O. Box 101020, Anchorage, AK 99510 ................................... $757,675 
AIDS Alabama Inc ......................................................................... P.O. Box 55703, Birmingham, AL 35255 .................................... 502,679 
Alameda County Community Development Department .............. 224 W. Winton Avenue, Room 108, Hayward, CA 94577 .......... 1,425,362 
Maui AIDS Foundation .................................................................. 1935 Main Street, Suite 101, Wailuku, HI 96796 ........................ 1,381,120 
Pioneer Civic Services, Inc ........................................................... 1318 S. W. Adams Street, Peoria, IL 61602 ............................... 406,443 
AIDS Foundation of Chicago ........................................................ 411 South Wells Street, Suite 300, Chicago, IL 60607 .............. 1,132,016 
Frannie Peabody Center ............................................................... 335 Valley Street, Portland, ME 04102 ....................................... 990,976 
State of New Hampshire Department of Health and Human 

Services.
105 Pleasant Street, Concord, NH 03301 ................................... 824,120 

Bailey House, Inc .......................................................................... 275 Seventh Avenue, 12 Floor, New York, NY, 10001 .............. 991,478 
Greyston Health Services, Inc ...................................................... 23 Park Avenue, Yonkers, NY 10703 ......................................... 1,239,639 
Calcutta House, Inc ....................................................................... 1601 W. Girard Avenue, Philadelphia, PA 19130 ....................... 741,268 
Tarrant County .............................................................................. 1509–B South University Drive, Suite 276, Fort Worth, TX 

76107.
916,010 

State of Vermont (Vermont Housing and Conservation Board) ... 149 State Street, Montpelier, VT 05602 ...................................... 1,227,657 
Spokane County Community Services Division ........................... 312 W. 8th Avenue, Spokane, WA 99210 .................................. 1,151,406 

Total ....................................................................................... ...................................................................................................... 13,687,849 

APPENDIX B.—FISCAL YEAR 2005 FUNDING AWARDS FOR HOPWA NATIONAL PROJECTS OF SPECIAL SIGNIFICANCE 
TRANSITIONAL HOUSING DEMONSTRATION GRANTS 

Awardee Address Grant 
amount 

Health Services Center, Inc .......................................................... 608 Martin Luther King Drive, P.O. Box 1392, Hobson City, Al 
36201.

$572,331 

Heartland Human Care Services, Inc. (First Step Program) ........ 208 S. LaSalle, Suite 1818, Chicago, IL 60604 .......................... 1,339,000 
Heartland Human Care Services, Inc. (Housing) ......................... 208 S. LaSalle, Suite 1818, Chicago, IL 60604 .......................... 1,020,510 
Odyssey House Louisiana, Inc ..................................................... 1125 N. Tonti Street, New Orleans, LA 70119. .......................... 1,388,000 
City of Dallas ................................................................................. 1500 Marilla 4EN Dallas, TX 75201 ............................................ 773,839 

Total ....................................................................................... ...................................................................................................... 5,093,680 

[FR Doc. 05–22419 Filed 11–9–05; 8:45 am] 
BILLING CODE 4210–29–P 
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Federal Register 

Vol. 70, No. 217 

Thursday, November 10, 2005 

Title 3— 

The President 

Notice of November 9, 2005 

Continuation of the National Emergency With Respect to Iran 

On November 14, 1979, by Executive Order 12170, the President declared 
a national emergency with respect to Iran pursuant to the International 
Emergency Economic Powers Act (50 U.S.C. 1701–1706) to deal with the 
unusual and extraordinary threat to the national security, foreign policy, 
and economy of the United States constituted by the situation in Iran. 
Because our relations with Iran have not yet returned to normal, and the 
process of implementing the January 19, 1981, agreements with Iran is 
still underway, the national emergency declared on November 14, 1979, 
must continue in effect beyond November 14, 2005. Therefore, consistent 
with section 202(d) of the National Emergencies Act (50 U.S.C. 1622(d)), 
I am continuing for 1 year this national emergency with respect to Iran. 

This notice shall be published in the Federal Register and transmitted 
to the Congress. 

W 
THE WHITE HOUSE, 
November 9, 2005. 

[FR Doc. 05–22583 

Filed 11–09–05; 10:48 am] 

Billing code 3195–01–P 
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REMINDERS 
The items in this list were 
editorially compiled as an aid 
to Federal Register users. 
Inclusion or exclusion from 
this list has no legal 
significance. 

RULES GOING INTO 
EFFECT NOVEMBER 10, 
2005 

ENVIRONMENTAL 
PROTECTION AGENCY 
Air quality implementation 

plans; approval and 
promulgation; various 
States: 
Arizona; published 11-10-05 
Texas; published 10-11-05 

FEDERAL 
COMMUNICATIONS 
COMMISSION 
Radio stations; table of 

assignments: 
Florida; published 10-12-05 
Kentucky; published 10-12- 

05 
Ohio; published 10-12-05 
Oklahoma; published 10-12- 

05 
TRANSPORTATION 
DEPARTMENT 
Federal Aviation 
Administration 
Airworthiness directives: 

Airbus; published 10-6-05 
McDonnell Douglas; 

published 10-6-05 
Sikorsky Aircraft Corp.; 

published 10-26-05 

COMMENTS DUE NEXT 
WEEK 

AGENCY FOR 
INTERNATIONAL 
DEVELOPMENT 
Assistance awards to U.S. 

non-Governmental 
organizations; marking 
requirements; Open for 
comments until further 
notice; published 8-26-05 
[FR 05-16698] 

AGRICULTURE 
DEPARTMENT 
Agricultural Marketing 
Service 
Cotton classing, testing and 

standards: 
Classification services to 

growers; 2004 user fees; 
Open for comments until 
further notice; published 
5-28-04 [FR 04-12138] 

Irish potatoes grown in— 
Washington; comments due 

by 11-14-05; published 9- 
12-05 [FR 05-17964] 

National Organic Program: 
Allowed and prohibited 

substances; national list; 
comments due by 11-15- 
05; published 9-16-05 [FR 
05-18381] 

Prunes (dried) produced in— 
California; comments due by 

11-14-05; published 9-15- 
05 [FR 05-18284] 

Walnuts grown in— 
California; comments due by 

11-14-05; published 11-4- 
05 [FR 05-22047] 

AGRICULTURE 
DEPARTMENT 
Animal and Plant Health 
Inspection Service 
Animal welfare: 

Ferrets; regulations and 
standards; comments due 
by 11-18-05; published 9- 
21-05 [FR 05-18742] 

AGRICULTURE 
DEPARTMENT 
Natural Resources 
Conservation Service 
Reports and guidance 

documents; availability, etc.: 
National Handbook of 

Conservation Practices; 
Open for comments until 
further notice; published 
5-9-05 [FR 05-09150] 

CHEMICAL SAFETY AND 
HAZARD INVESTIGATION 
BOARD 
Meetings; Sunshine Act; Open 

for comments until further 
notice; published 10-4-05 
[FR 05-20022] 

COMMERCE DEPARTMENT 
Economic Development 
Administration 
Economic Development 

Administration 
Reauthorization Act of 2004; 
implementation; public 
hearing; comments due by 
11-14-05; published 9-30-05 
[FR 05-19705] 

COMMERCE DEPARTMENT 
Industry and Security 
Bureau 
Export administration 

regulations: 
Foreign policy-based export 

controls; comments due 
by 11-14-05; published 
10-13-05 [FR 05-20477] 

COMMERCE DEPARTMENT 
National Oceanic and 
Atmospheric Administration 
Fishery conservation and 

management: 
Caribbean, Gulf, and South 

Atlantic fisheries— 
Gulf of Mexico essential 

fish habitat; comments 
due by 11-14-05; 

published 9-15-05 [FR 
05-18357] 

Northeastern United States 
fisheries— 
Emergency closure due to 

presence of toxin 
causing paralytic 
shellfish poisoning; 
comments due by 11- 
17-05; published 10-18- 
05 [FR 05-20893] 

COURT SERVICES AND 
OFFENDER SUPERVISION 
AGENCY FOR THE 
DISTRICT OF COLUMBIA 
Semi-annual agenda; Open for 

comments until further 
notice; published 12-22-03 
[FR 03-25121] 

DEFENSE DEPARTMENT 
Acquisition regulations: 

Pilot Mentor-Protege 
Program; Open for 
comments until further 
notice; published 12-15-04 
[FR 04-27351] 

Federal Acquisition Regulation 
(FAR): 
Acquisition planning; 

comments due by 11-15- 
05; published 9-16-05 [FR 
05-18477] 

Contract types; comments 
due by 11-15-05; 
published 9-16-05 [FR 05- 
18473] 

Government-owned 
information technology; 
exchange or sale; 
comments due by 11-15- 
05; published 9-16-05 [FR 
05-18471] 

Government property; 
management and 
disposition; comments due 
by 11-18-05; published 9- 
19-05 [FR 05-18516] 

Information technology 
acquisition; comments due 
by 11-15-05; published 9- 
16-05 [FR 05-18474] 

Special contracting methods; 
comments due by 11-15- 
05; published 9-16-05 [FR 
05-18472] 

EDUCATION DEPARTMENT 
Grants and cooperative 

agreements; availability, etc.: 
Vocational and adult 

education— 
Smaller Learning 

Communities Program; 
Open for comments 
until further notice; 
published 2-25-05 [FR 
E5-00767] 

ENERGY DEPARTMENT 
Meetings: 

Environmental Management 
Site-Specific Advisory 
Board— 

Oak Ridge Reservation, 
TN; Open for comments 
until further notice; 
published 11-19-04 [FR 
04-25693] 

ENERGY DEPARTMENT 
Energy Efficiency and 
Renewable Energy Office 
Commercial and industrial 

equipment; energy efficiency 
program: 
Test procedures and 

efficiency standards— 
Commercial packaged 

boilers; Open for 
comments until further 
notice; published 10-21- 
04 [FR 04-17730] 

ENERGY DEPARTMENT 
Federal Energy Regulatory 
Commission 
Natural gas companies 

(Natural Gas Act): 
Energy market manipulation; 

prohibition; comments due 
by 11-17-05; published 
10-27-05 [FR 05-21423] 

ENVIRONMENTAL 
PROTECTION AGENCY 
Air pollution; standards of 

performance for new 
stationary sources: 
Predictive emission 

monitoring systems; 
performance 
specifications; testing and 
monitoring provisions 
amendments; comments 
due by 11-16-05; 
published 11-1-05 [FR 05- 
21755] 

Air quality implementation 
plans; approval and 
promulgation; various 
States; air quality planning 
purposes; designation of 
areas: 
Connecticut; comments due 

by 11-14-05; published 
10-13-05 [FR 05-20418] 

Air quality implementation 
plans; approval and 
promulgation; various 
States: 
Maryland; comments due by 

11-14-05; published 10- 
13-05 [FR 05-20514] 

Air quality implementation 
plans; approval and 
promulgation; various 
States: 
California; comments due by 

11-14-05; published 10- 
14-05 [FR 05-20602] 

Indiana; comments due by 
11-18-05; published 10- 
19-05 [FR 05-20820] 

Utah; comments due by 11- 
14-05; published 10-13-05 
[FR 05-20518] 

Wisconsin; comments due 
by 11-14-05; published 
10-14-05 [FR 05-20604] 
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Environmental statements; 
availability, etc.: 
Coastal nonpoint pollution 

control program— 
Minnesota and Texas; 

Open for comments 
until further notice; 
published 10-16-03 [FR 
03-26087] 

Pesticides; tolerances in food, 
animal feeds, and raw 
agricultural commodities: 
Alkyl (C10-C16) 

polyglycosides; comments 
due by 11-14-05; 
published 9-14-05 [FR 05- 
18241] 

Cyfluthrin; comments due by 
11-14-05; published 9-13- 
05 [FR 05-17823] 

Ethylhexyl glucopyranosides; 
comments due by 11-14- 
05; published 9-14-05 [FR 
05-18244] 

Fluxastrobin; comments due 
by 11-15-05; published 9- 
16-05 [FR 05-18421] 

Superfund program: 
National oil and hazardous 

substances contingency 
plan priorities list; 
comments due by 11-14- 
05; published 9-14-05 [FR 
05-18236] 

Toxic substances: 
Chemical inventory update 

reporting; comments due 
by 11-16-05; published 
10-17-05 [FR 05-20711] 

Water pollution control: 
National Pollutant Discharge 

Elimination System— 
Concentrated animal 

feeding operations in 
New Mexico and 
Oklahoma; general 
permit for discharges; 
Open for comments 
until further notice; 
published 12-7-04 [FR 
04-26817] 

Texas; general permit for 
territorial seas; Open for 
comments until further 
notice; published 9-6-05 
[FR 05-17614] 

Water pollution; effluent 
guidelines for point source 
categories: 
Meat and poultry products 

processing facilities; Open 
for comments until further 
notice; published 9-8-04 
[FR 04-12017] 

FEDERAL 
COMMUNICATIONS 
COMMISSION 
Committees; establishment, 

renewal, termination, etc.: 
Technological Advisory 

Council; Open for 
comments until further 

notice; published 3-18-05 
[FR 05-05403] 

Common carrier services: 
Communications Assistance 

for Law Enforcement 
Act— 
Broadband access and 

services compliance; 
comments due by 11- 
14-05; published 10-13- 
05 [FR 05-20607] 

Individuals with hearing and 
speech disabilities; 
telecommunications relay 
and speech-to-speech 
services; comments due 
by 11-14-05; published 9- 
14-05 [FR 05-18029] 

Interconnection— 
Incumbent local exchange 

carriers unbounding 
obligations; local 
competition provisions; 
wireline services 
offering advanced 
telecommunications 
capability; Open for 
comments until further 
notice; published 12-29- 
04 [FR 04-28531] 

Radio stations; table of 
assignments: 
Arizona; comments due by 

11-17-05; published 10- 
12-05 [FR 05-20444] 

Georgia; comments due by 
11-18-05; published 10- 
12-05 [FR 05-20211] 

Michigan; comments due by 
11-17-05; published 10- 
12-05 [FR 05-20212] 

Tennessee; comments due 
by 11-18-05; published 
10-19-05 [FR 05-20844] 

GENERAL SERVICES 
ADMINISTRATION 
Federal Acquisition Regulation 

(FAR): 
Government property; 

management and 
disposition; comments due 
by 11-18-05; published 9- 
19-05 [FR 05-18516] 

HEALTH AND HUMAN 
SERVICES DEPARTMENT 
Food and Drug 
Administration 
Reports and guidance 

documents; availability, etc.: 
Evaluating safety of 

antimicrobial new animal 
drugs with regard to their 
microbiological effects on 
bacteria of human health 
concern; Open for 
comments until further 
notice; published 10-27-03 
[FR 03-27113] 

Medical devices— 
Dental noble metal alloys 

and base metal alloys; 
Class II special 

controls; Open for 
comments until further 
notice; published 8-23- 
04 [FR 04-19179] 

HOMELAND SECURITY 
DEPARTMENT 
Coast Guard 
Anchorage regulations: 

Maryland; Open for 
comments until further 
notice; published 1-14-04 
[FR 04-00749] 

Drawbridge operations: 
North Carolina; comments 

due by 11-17-05; 
published 10-3-05 [FR 05- 
19664] 

HOMELAND SECURITY 
DEPARTMENT 
Program Fraud Civil Remedies 

Act of l986; implementation; 
comments due by 11-14-05; 
published 10-12-05 [FR 05- 
20346] 

HOUSING AND URBAN 
DEVELOPMENT 
DEPARTMENT 
Government National 

Mortgage Association 
(Ginnie Mae): 
Excess yield securities; 

comments due by 11-14- 
05; published 9-14-05 [FR 
05-18182] 

Grants and cooperative 
agreements; availability, etc.: 
Homeless assistance; 

excess and surplus 
Federal properties; Open 
for comments until further 
notice; published 8-5-05 
[FR 05-15251] 

INTERIOR DEPARTMENT 
Fish and Wildlife Service 
Endangered and threatened 

species permit applications 
Recovery plans— 

Paiute cutthroat trout; 
Open for comments 
until further notice; 
published 9-10-04 [FR 
04-20517] 

Endangered and threatened 
species: 
Critical habitat 

designations— 
California tiger 

salamander; comments 
due by 11-14-05; 
published 10-25-05 [FR 
05-21205] 

Mountain yellow-legged 
frog; comments due by 
11-14-05; published 9- 
13-05 [FR 05-17755] 

Rota bridled white-eye; 
comments due by 11- 
14-05; published 9-14- 
05 [FR 05-18051] 

Findings on petitions, etc.— 

Northern aplomado 
falcons; nonessential 
experimental population 
establishment in New 
Mexico and Arizona; 
comments due by 11- 
15-05; published 9-16- 
05 [FR 05-18386] 

INTERIOR DEPARTMENT 
Reclamation Bureau 
Public conduct on Reclamation 

facilities, lands, and 
waterbodies; rights-of-use 
and administrative costs 
recovery procedures; 
comments due by 11-14-05; 
published 9-13-05 [FR 05- 
17918] 

INTERIOR DEPARTMENT 
Surface Mining Reclamation 
and Enforcement Office 
Permanent program and 

abandoned mine land 
reclamation plan 
submissions: 
Iowa; comments due by 11- 

17-05; published 10-18-05 
[FR 05-20787] 

Oklahoma; comments due 
by 11-17-05; published 
10-18-05 [FR 05-20786] 

LEGAL SERVICES 
CORPORATION 
Nondiscrimination on basis of 

disability 
Workshop; comments due 

by 11-18-05; published 
11-9-05 [FR 05-22289] 

MANAGEMENT AND 
BUDGET OFFICE 
Federal Procurement Policy 
Office 
Acquisition regulations: 

Cost Accounting Standards 
Board— 
Contracts executed and 

performed entirely 
outside U.S., territories, 
and possessions; 
exemption; staff 
discussion paper; 
comments due by 11- 
14-05; published 9-13- 
05 [FR 05-17949] 

NATIONAL AERONAUTICS 
AND SPACE 
ADMINISTRATION 
Federal Acquisition Regulation 

(FAR): 
Government property; 

management and 
disposition; comments due 
by 11-18-05; published 9- 
19-05 [FR 05-18516] 

INTERIOR DEPARTMENT 
National Indian Gaming 
Commission 
Freedom of Information Act; 

implementation; comments 
due by 11-17-05; published 
10-18-05 [FR 05-20624] 
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NUCLEAR REGULATORY 
COMMISSION 
Environmental statements; 

availability, etc.: 
Fort Wayne State 

Developmental Center; 
Open for comments until 
further notice; published 
5-10-04 [FR 04-10516] 

SMALL BUSINESS 
ADMINISTRATION 
Disaster loan areas: 

Maine; Open for comments 
until further notice; 
published 2-17-04 [FR 04- 
03374] 

OFFICE OF UNITED STATES 
TRADE REPRESENTATIVE 
Trade Representative, Office 
of United States 
Generalized System of 

Preferences: 
2003 Annual Product 

Review, 2002 Annual 
Country Practices Review, 
and previously deferred 
product decisions; 
petitions disposition; Open 
for comments until further 
notice; published 7-6-04 
[FR 04-15361] 

TRANSPORTATION 
DEPARTMENT 
Federal Aviation 
Administration 
Airworthiness directives: 

Aerospatiale; comments due 
by 11-14-05; published 9- 
14-05 [FR 05-18061] 

Airbus; comments due by 
11-14-05; published 9-14- 
05 [FR 05-18060] 

BAE Systems (Operations) 
Ltd.; comments due by 
11-14-05; published 9-13- 
05 [FR 05-18059] 

Boeing; comments due by 
11-14-05; published 9-15- 
05 [FR 05-18212] 

Cessna; comments due by 
11-14-05; published 9-30- 
05 [FR 05-19568] 

McDonnell Douglas; 
comments due by 11-14- 
05; published 9-30-05 [FR 
05-19565] 

Airworthiness standards: 
Special conditions— 

Boeing Model 767-200, 
-300, and -300F series 
airplanes; comments 
due by 11-14-05; 
published 10-13-05 [FR 
05-20458] 

Dassault-Aviation Mystere- 
Falcon 50 airplanes; 
comments due by 11- 
14-05; published 10-14- 
05 [FR 05-20629] 

Learjet Model 35 series 
airplanes; comments 
due by 11-14-05; 
published 10-13-05 [FR 
05-20459] 

Learjet Model 35, 35A, 
36, and 36A airplanes; 
comments due by 11- 
14-05; published 10-13- 
05 [FR 05-20460] 

Area navigation routes; 
comments due by 11-14-05; 
published 9-27-05 [FR 05- 
19205] 

Jet routes; comments due by 
11-18-05; published 10-4-05 
[FR 05-19856] 

TRANSPORTATION 
DEPARTMENT 
National Highway Traffic 
Safety Administration 
Motor vehicle safety 

standards: 
Rear object detection 

system requirement for 
trucks weighing between 
10,000 and 26,000 
pounds; rearview mirrors 
or rear video system 
compliance options; 
comments due by 11-14- 
05; published 9-12-05 [FR 
05-17987] 

LIST OF PUBLIC LAWS 

This is a continuing list of 
public bills from the current 
session of Congress which 
have become Federal laws. It 
may be used in conjunction 
with ‘‘P L U S’’ (Public Laws 
Update Service) on 202–741– 
6043. This list is also 
available online at http:// 
www.archives.gov/federal- 
register/laws.html. 

The text of laws is not 
published in the Federal 
Register but may be ordered 
in ‘‘slip law’’ (individual 
pamphlet) form from the 
Superintendent of Documents, 
U.S. Government Printing 
Office, Washington, DC 20402 
(phone, 202–512–1808). The 
text will also be made 
available on the Internet from 
GPO Access at http:// 

www.gpoaccess.gov/plaws/ 
index.html. Some laws may 
not yet be available. 

S. 397/P.L. 109–92 

Protection of Lawful 
Commerce in Arms Act (Oct. 
26, 2005; 119 Stat. 2095) 

S. 55/P.L. 109–93 

Rocky Mountain National Park 
Boundary Adjustment Act of 
2005 (Oct. 26, 2005; 119 Stat. 
2104) 

S. 156/P.L. 109–94 

Ojito Wilderness Act (Oct. 26, 
2005; 119 Stat. 2106) 

Last List October 24, 2005 

Public Laws Electronic 
Notification Service 
(PENS) 

PENS is a free electronic mail 
notification service of newly 
enacted public laws. To 
subscribe, go to http:// 
listserv.gsa.gov/archives/ 
publaws-l.html 

Note: This service is strictly 
for E-mail notification of new 
laws. The text of laws is not 
available through this service. 
PENS cannot respond to 
specific inquiries sent to this 
address. 
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