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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 983
[Docket No. FV05-983-3 FR]

Pistachios Grown in the State of
California; Termination of Language in
Table 3 “Maximum Defect and
Minimum Size Levels”

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Final rule.

SUMMARY: This rule terminates language
in Table 3, “Maximum Defect and
Minimum Size Levels,” of the marketing
order regulating pistachios produced in
the State of California. This language
was erroneously included in Table 3 at
the time of promulgation of the order.
Removal of the language in the table
was unanimously recommended by the
Administrative Committee for
Pistachios, the committee responsible
for local administration of the order.

DATES: Effective July 14, 2005.

FOR FURTHER INFORMATION CONTACT:
Melissa Schmaedick, Marketing Order
Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, P.O.
Box 1035, Moab, Utah 84532; telephone:
(435) 259-7988, Fax: 259—4945; or Rose
Aguayo, California Marketing Field
Office, Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 2202 Monterey Street,
Suite 102B, Fresno, California 93721;
telephone: (559) 487—-5901, Fax: (559)
487-5906.

Small businesses may request
information on complying with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 1400 Independence
Avenue, SW., STOP 0237, Washington,
DC 20250-0237; telephone: (202) 720/

2491, Fax: (202) 720/8938, or e-mail:
Jay.Guerber@usda.gov.

SUPPLEMENTARY INFORMATION: This rule
is issued under the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674), hereinafter
referred to as the “Act.”

The Department of Agriculture
(USDA) is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. This rule is not intended to
have retroactive effect. This rule will
not preempt any State or local laws,
regulations or policies, unless they
present an irreconcilable conflict with
this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any
handler subject to an order may file
with USDA a petition stating that the
order, any provision of the order, or any
obligation imposed in connection with
the order is not in accordance with law
and request a modification of the order
or to be exempted therefrom. A handler
is afforded the opportunity for a hearing
on the petition. After the hearing USDA
would rule on the petition. The Act
provides that the district court of the
United States in any district in which
the handler is an inhabitant, or has his
or her principal place of business, has
jurisdiction to review USDA'’s ruling on
the petition, provided an action is filed
not later than 20 days after date of the
entry of the ruling.

This rule terminates language in Table
3, “Defect and Minimum Size Levels,”
of the marketing order regulating
pistachios produced in the State of
California (69 FR 17844, April 5, 2004).
The termination applies to language in
two portions of the table: (1) In the
“Internal (Kernel) Defects” section, the
words “external or” will be removed
from the heading “Total external or
internal defects allowed” because this
section of the table only covers internal
defects allowed, and (2) the sub-heading
“Minimum permissible defects (percent
by weight)”” will be removed so that all
information in the table will be captured
under the table heading ‘‘Maximum
permissible defects (percent by
weight).”” This language was
erroneously included in Table 3 at the
time of promulgation of the order.

Termination of this language removes
this language and allows Table 3 to read
as originally intended by the proponents
of the order.

Suspension of this language was
unanimously recommended by the
Administrative Committee for
Pistachios (ACP), the group responsible
for local administration of the order, at
a December 15, 2004, committee
meeting. However, because this is a
permanent change, USDA is removing
and terminating the language.

The federal marketing order
regulating the handling of pistachios
produced in the State of California was
promulgated in 2004. Provisions to
establish the ACP became effective on
April 6, 2004 (69 FR 17844, April 5,
2004). The regulatory provisions of the
order will become effective on August 1,
2005 (70 FR 661, January 5, 2005; 70 FR
4191, January 28, 2005).

Section 983.39, Minimum quality
levels, of the order establishes
maximum defect and minimum size
tolerances for pistachios produced and
handled in California. Table 3 of the
order, which is included in § 983.39,
describes the maximum thresholds for
defects, as well as the maximum
tolerance for minimum-sized pistachios,
in table format. Table 3 also serves as a
reference tool for handlers regulated by
the order to easily interpret the written
quality and size provisions of the order
under § 983.39.

ACP preparations for implementing
the regulatory provisions of the order
brought to light that two sub-headings
in Table 3, “Maximum Defect and
Minimum Size Levels,” were
erroneously included at the time of
promulgation. As earlier mentioned,
termination of this language will remove
this language and allow Table 3 to read
as originally intended by the proponents
of the order.

This final rule removes the words
“external or”” from the heading “Total
external or internal defects allowed” in
the “Internal (Kernel) Defects” section
because this section of the table only
applies to internal defects, not external
defects. Additionally, the sub-heading
“Minimum permissible defects (percent
by weight)” is removed from the table
so that all information in the table will
be captured under the table heading
“Maximum Permissible Defects (percent
by weight).”” This language should be
removed prior to the effective date of
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the regulatory provisions of the order
(August 1, 2005).

Final Regulatory Flexibility Analysis

Pursuant to the requirements set for in
the Regulatory Flexibility Act (RFA) the
administrator of the Agricultural
Marketing Service (AMS) has
considered the economic impact of this
action on small entities.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 20 handlers
of California pistachios subject to
regulation under the marketing order
and approximately 741 producers in the
production area. Small agricultural
service firms are defined as those whose
annual receipts are less than $6,000,000
and small agricultural producers have
been defined by the Small Business
Administration as those having annual
receipts less than $750,000 (13 CFR
121.201). Eight of the 20 handlers
subject to regulation have annual
pistachio receipts of at least $6,000,000.
In addition, 722 producers have annual
receipts less than $750,000. Thus, the
majority of pistachio producers and
handlers regulated under the marketing
order may be classified as small entities.

This action terminates language in
Table 3, “Maximum Defect and
Minimum Size Levels” in § 983.39 of
the order. The termination applies to
language in two portions of the table: (1)
In the “Internal (Kernel) Defects”
section, the words “‘external or”” will be
removed from the heading “Total
external or internal defects allowed”
because this section of the table only
pertains to internal defects, and (2) the
sub-heading “Minimum permissible
defects (percent by weight)”” is removed
so that all information in the table will
be captured under the table heading
“Maximum permissible defects (percent
by weight).”” Neither the thresholds
contained in the table nor the regulatory

provisions outlined in § 983.39 of the
order will be impacted by this
termination. The termination will serve
to facilitate a more accurate
interpretation of the information
presented in Table 3. Thus, no
significant impact on large or small
entities is anticipated as a result of this
proposal.

One alternative to this action would
be to not remove and terminate the
identified language in Table 3. However,
at the December 15, 2004, meeting of the
ACP, it was determined that if this
language were not removed from the
table, handlers regulated under the
order may not correctly interpret the
thresholds outlined in Table 3. Thus,
the ACP unanimously recommended
that the table be corrected. Like all
committee meetings, this meeting was a
public meeting and all entities, both
large and small, were able to express
views on this issue. No comments or
recommendations against the
recommendation were voiced at the
meeting.

In compliance with Office and
Management and Budget (OMB)
regulations (5 CFR part 1320) which
implement the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501 et seq.), the
information collection and
recordkeeping requirements imposed by
this order have been previously
approved by OMB and assigned OMB
No. 0581-0215. This rule imposes no
additional reporting or recordkeeping
requirements on either small or large
pistachio handlers. As with all Federal
marketing order programs, reports and
forms are periodically reviewed to
reduce information requirements and
duplication by industry and public
sector agencies.

USDA has not identified any relevant
Federal rules that duplicate, overlap, or
conflict with this rule.

A proposed rule concerning this
action was published in the Federal
Register on May 4, 2005 (70 FR 23065).
Copies of the proposed rule were also
mailed to all pistachio handlers. Finally,
the proposal was made available
through the Internet by the Office of the
Federal Register and USDA. A 15-day
comment period ending May 19, 2005,
was provided for interested persons to

respond to the proposal. No comments
were received.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at the following website:
http://www.ams.usda.gov/fv/moab.html.
Any questions about the compliance
guide should be sent to Jay Guerber at
the previously mentioned address in the
FOR FURTHER INFORMATION CONTACT
section.

After consideration of all relevant
material presented, including the ACP’s
recommendation, and other
information, it is found that the
provisions being removed and
terminated by this final rule do not tend
to effectuate the declared policy of the
Act and that this action is appropriate.
Accordingly, this action is appropriate
under the order.

Pursuant to 5 U.S.C. 553, it is also
found and determined that good cause
exists for not postponing the effective
date of this rule until 30 days after
publication in the Federal Register
because: (1) Termination of language in
Table 3 should be made as soon as
possible prior to the effective date of the
regulatory provisions of the order,
August 1, 2005; (2) this action has been
discussed at open meetings of the ACP
and is fully supported; and (3)
comments on the removal and
termination of this language were
solicited and no comments were
received.

List of Subjects in 7 CFR Part 983

Pistachios, Marketing agreements and
orders, Reporting and recordkeeping
requirements.

m For the reasons set forth in the
preamble, 7 CFR part 983 is amended as
follows:

PART 983—PISTACHIOS GROWN IN
CALIFORNIA

m 1. The authority citation for 7 CFR part

983 continues to read as follows:
Authority: 7 U.S.C. 601-674.

m 2.In §983.39, Table 3 to paragraph (a)

is revised to read as follows:

§983.39 Minimum quality levels.
(a) EE

TABLE 3.—MAXIMUM DEFECT AND MINIMUM SIZE LEVELS

Maximum permissible
defects

Factor (percent by weight)
Inshell Kernels
External (Shell) Defects:
1. NON-SPIits & NOL SPIIt ON SULUIE ... e e e e e st e e e s e st r e e e e e e e sannnneeaee s 10.0 | oo
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TABLE 3.—MAXIMUM DEFECT AND MINIMUM SIZE LEVELS—Continued

Maximum permissible
defects

Factor (percent by weight)
Inshell Kernels

(i) Maximum NON-SPIitS @IOWEA .........cc.eeiieieieeeeiiie e see e e ee e et e e et e e e see e e e neeeeesaeeeesseeeesnneeeannaeeensnnnenns 4.0

2. Adhering hull material ..... 2.0

LT I = 14 Q=1 = o PSSR PP SSSPRRPOt 3.0

4. Damage by other means, other than 1, 2 and 3 above, which materially detracts from the appearance or

the edible or marketing quality of the individual shell or the lot.
Internal (Kernel) Defects:

PR 2 4=V T PP PPN 6.0 3.0
Immature kernel (Fills <75%—>50% of the shell)
Kernel spotting (Affects /s aggregate surface)

P S T=Y (o T = F= a4 P T OSSPSR UPUPPPPO 4.0 2.5
Minor insect or vertebrate injury/insect damage, insect evidence, mold, rancidity, decay.
(i) Maximum inset damage allOWEA ..........cc.coiiiiiii e 2.0 0.5

Total internal defeCtS @lIOWED .........oocuiiiiii ettt st et e e b e b e e e ne e sae e e teenanes 9.0 | e

Other Defects:

1. Shell pieces and blanks (Fills <50% Of the Shell) .........cocciieiiiiee e e e aee e
(i) Maximum blanks allowed ..............ccoceeeene

2. FOreign MAEIIAl ......cooieiieeeie et s e st e e e e e e et e e e e e e et e e et e e nr e e e e rre e s aneeenas
No glass, metal or live insects permitted

3. PartiCles @nd GUST .......oooiiiiiiiiii ettt e st s e e e e e e e e n et e e R e e e e nn e e e nnn e e e nre e e e nre e e e

4. LOOSE KEIMEIS ...ttt ettt ettt e et e e e ab e e e e bb e e e saba e e e eabe e e e nneeeeenbeeeeanbeeesnnen

Maximum allowable inshell pistachios that will pass through a 3%aths inch round hold screen

* * * * *

Dated: July 8, 2005.
Kenneth C. Clayton,

Acting Administrator, Agricultural Marketing
Service.

[FR Doc. 0513756 Filed 7-12—05; 8:45 am]|
BILLING CODE 3410-02-M

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2003—-NE-53—-AD; Amendment
39-14188; AD 2005-14—-11]

RIN 2120-AA64

Airworthiness Directives; Hartzell
Propeller, Inc., McCauley Propeller
Systems, and Sensenich Propeller
Manufacturing Company, Inc.
Propellers

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: The FAA is adopting a new
airworthiness directive (AD) for Hartzell
Propeller, Inc., McCauley Propeller
Systems, and Sensenich Propeller
Manufacturing Company, Inc.
propellers. This AD requires
maintenance actions amounting to an
overhaul of the affected propellers. This
AD results from the investigation of a
failed propeller blade and subsequent
inspections of various propeller models

returned to service by Southern
California Propeller Service, of
Inglewood, CA. We are issuing this AD
to prevent blade failure that could result
in separation of a propeller blade and
loss of control of the airplane.

DATES: This AD becomes effective
August 17, 2005.

ADDRESSES: You may examine the AD
docket at the FAA, New England
Region, Office of the Regional Counsel,
12 New England Executive Park,
Burlington, MA.

FOR FURTHER INFORMATION CONTACT:
Timothy Smyth, Aerospace Engineer,
Chicago Aircraft Certification Office,
FAA, Small Airplane Directorate, 2300
East Devon Avenue, Des Plaines, IL
60018—4696; telephone (847) 294-7132,
fax (847) 294—7834 for Hartzell
Propellers.

Contact Jeff Janusz, Aerospace
Engineer, Wichita Aircraft Certification
Office, FAA, Small Airplane Directorate,
1801 Airport Road, Room 100, Wichita,
Kansas 67209; telephone (316) 946—
4148; fax (316) 946—4107 for McCauley
Propellers.

Contact James Delisio, Aerospace
Engineer, New York Aircraft
Certification Office, FAA, Engine and
Propeller Directorate, 1600 Stewart
Avenue, Suite 410, Westbury, NY
11590; telephone (516) 228-7321, fax
(516) 794-5531 for Sensenich
Propellers.

SUPPLEMENTARY INFORMATION: The FAA
proposed to amend 14 CFR part 39 with
a proposed airworthiness directive (AD).

The proposed AD applies to certain
Hartzell Propeller, Inc., McCauley
Propeller Systems, and Sensenich
Propeller Manufacturing Company, Inc.
propellers returned to service by
Southern California Propeller Service.
We published the proposed AD in the
Federal Register on May 20, 2004 (69
FR 29111). That action proposed to
require maintenance actions that
amount to an overhaul of Hartzell
Propeller, Inc., McCauley Propeller
Systems, and Sensenich Propeller
Manufacturing Company, Inc. propellers
returned to service by Southern
California Propeller Service.

Examining the AD Docket

You may examine the AD Docket
(including any comments and service
information), by appointment, between
8 a.m. and 4:30 p.m., Monday through
Friday, except Federal holidays. See
ADDRESSES for the location.

Comments

We provided the public the
opportunity to participate in the
development of this AD. We have
considered the comments received.

Question of Why the FAA Is Changing
the Rules

One commenter asks “Why change
the rules just because one repair station,
Southern California Propeller Service, of
Inglewood, CA didn’t follow the
existing rules?” The commenter feels
that the existing rules have worked for
well over 50 years, and asks how
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making general aviation cost more is
going to solve the problem. The
commenter feels that the proposed AD
is counterproductive because it will
force people to go to “cut-rate” outfits
like Southern California Propeller
Service. We don’t agree that we are
“changing the rules.” We are issuing an
AD to correct unsafe conditions
introduced by Southern California
Propeller Services. The Code of Federal
Regulations, 14 CFR part 39 allows us
to issue ADs to correct unsafe
conditions. While the public will incur
costs to comply with this action, the
action will address the unsafe
conditions found in other propellers.

Request To Add Hartzell HC and HA
Series Propellers to the Applicability

One commenter asks if we should add
Hartzell HC series and HA series
propellers to the Applicability of this
AD. We don’t agree that we need to add
the Hartzell “HC” or “HA” series
propellers at this time. We reviewed the
repair station certificate and responses
from the public, and found no evidence
that Southern California Propeller
Service worked on Hartzell five-bladed
steel hub propellers. While we were
developing Special Airworthiness
Information Bulletin (SAIB) No. NE-01—
09, we were advised to include a
reference to Sensenich propellers (even
though the repair station certificate
doesn’t denote them). However, if
someone sends us information that
documents work done by Southern
California Propeller Service on
propellers beyond those denoted in the
AD, we will review the AD for an
expanded applicability. We have not
changed the propeller model numbering
to maintain consistency with the NPRM
and SAIB No. NE-01-09.

Request To Change the Wording in
Paragraph “2(e)”’ of the AD

The same commenter asks us to
change the wording in paragraph “2(e)”
of the AD to read, “For Hartzell and
McCauley propellers listed in Table 1 of
this AD, any letter, number, or any
combination of letters or numbers (or
lack of a letter or number) could appear
where open parentheses are shown in
the model number. Model numbers
could show any combination of letters
or numbers where the model number
contains an open parentheses with a
series of numbers or letters.” We do not
agree. The suggested change adds
nothing, so we choose to not alter the
wording.

Request To Change the Wording in
Paragraphs “2(f)”” and ““2(i)”’ of the AD

The same commenter asks us to
change the wording in paragraph “2(f)”
of the AD from, “For propeller models
listed in Table 1" to “For propeller
models addressed in Table 1 of this
AD.” The commenter also asks us to
change paragraph “2(i)”” from ‘“Perform
the actions specified in paragraph (j) of
this AD on propeller models listed in
Table 1 of this AD” to “Perform the
actions specified in paragraph (j) of this
AD on the propeller models addressed,
regardless of serial number, in Table 1
of this AD.” We partially agree. We will
change “propellers listed in Table 1" to
“propeller models listed in Table 1”
throughout the regulatory text of the
AD, specifically in paragraphs (e), (f),
and (i), to maintain consistency.

Request To Ensure Compliance by
Southern California Propeller Services
With Previous ADs

The same commenter asks us to add
an action requirement to ensure that
previous ADs signed off by Southern
California Propeller Service are re-
evaluated, reinspected, or repeated as
appropriate. We do not agree. The
required actions specified in this AD are
equivalent to any AD applicable to the
affected propellers.

Conclusion

We have carefully reviewed the
available data, including the comments
received, and determined that air safety
and the public interest require adopting
the AD with the changes described
previously. We have determined that
these changes will neither increase the
economic burden on any operator nor
increase the scope of the AD.

Costs of Compliance

We estimate that 1,000 propellers
installed on aircraft of U.S. registry will
be affected by this AD and that it will
cost on average about $3,000 to overhaul
each propeller. Based on these figures,
we estimate the total cost of the AD to
U.S. operators to be $3,000,000.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle [,
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 AD will
not have federalism implications under
Executive Order 13132. This AD 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.

For the reasons discussed above, I
certify that this AD:

(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) 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 summary of the costs
to comply with this AD and placed it in
the AD Docket. You may get a copy of
this summary by sending a request to us
at the address listed under ADDRESSES.
Include “AD Docket No. 2003—NE-53—
AD” in your request.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the Federal Aviation Administration
amends 14 CFR part 39 as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

Authority: 49 U.S.C. 106(g), 40113, 44701.
§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive:

2005-14-11 Hartzell Propeller, Inc.,
McCauley Propeller Systems, and
Sensenich Propeller Manufacturing
Company, Inc. Propellers: Amendment
39-14188. Docket No. 2003-NE-53—-AD.
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Effective Date

(a) This airworthiness directive (AD)
becomes effective August 17, 2005.

Affected ADs

(b) None.
Applicability

(c) This AD applies to the Hartzell
Propeller, Inc., McCauley Propeller Systems,
and Sensenich Propeller Manufacturing
Company, Inc. propeller models last returned
to service by Southern California Propeller
Service of Inglewood, CA., listed in the
following Table 1:

TABLE 1.—APPLICABLE PROPELLER
MODELS

Hartzell Propeller, Inc.
(HC—()(2,3,4)Y()—()-
()HC—()(2,3,4)(X,V,MV,W,Z,P,R)

(F,G,L,K,R,20,30,31)—().
(HA=(—().
HC-B(3,4)(M,P,R,T)(A,N,P)—().
HC—(D,E)(4,5)(A,B,N,P)—().
McCauley Propeller Systems
020030C()00-(): All constant speed two-
bladed propeller models.
030030CO0(0-(): All constant speed three-
bladed propeller models.
10()0()/(): All metal propeller models.

Sensenich Propeller Manufacturing
Company, Inc.

All metal propeller models.

(d) These actions are against propeller
models returned to service by Southern
California Propeller Service. Southern
California Propeller Service is not to be
confused with propeller repair stations
known as California Propeller or as Propeller
Service of California. Southern California
Propeller Service was issued Air Agency
Certificate number of VXSR617L in 1992,
which was revoked in June of 1998.

(e) For Hartzell and McCauley propeller
models listed in Table 1 of this AD, any letter
or number (or lack of a letter or number)
could appear where open parentheses are
shown in the model number. Model numbers
could show any combination of letters or
numbers where the model number shows
parentheses with a series of numbers or
letters.

(f) For propeller models listed in Table 1
of this AD, that have been overhauled since
being returned to service by Southern
California Propeller Service by an authorized
repair station other than Southern California
Propeller Service, no further action is
required.

Unsafe Condition

(g) This AD results from the investigation
of a failed propeller blade and subsequent
inspections of various propeller models
returned to service by Southern California
Propeller Service, of Inglewood, CA. We are
issuing this AD to prevent blade failure that
could result in separation of a propeller blade
and loss of control of the airplane.

Compliance

(h) You are responsible for having the
actions required by this AD performed within
10 hours time-in-service after the effective
date of this AD.

Required Actions

(i) Perform the actions specified in
paragraph (j) of this AD on propeller models
listed in Table 1 of this AD. You can find
information on performing the actions in the
applicable propeller manufacturer’s service
documentation.

(j) Perform the following actions:

(1) Disassemble,

(2) Clean,

(3) Inspect for the following:

(i) Cracks,

(ii) Corrosion or pits,

(iii) Nicks,

(iv) Scratches,

(v) Blade minimum dimensions,
(vi) Unapproved localized heating of blade,

(vii) Unapproved use of helicoil inserts in
actuating pin holes,

(viii) Improperly drilled actuating pin
holes,

(ix) Chemical conversion coat or paint or
both applied over corrosion,

(x) Lack of chemical conversion coating,
xi) Lack of paint on internal surfaces,

xii) Bolts incorrectly torqued,
xiii) Incorrect parts,
xiv) Incorrect installation of parts,

(xv) Reinstallation of parts intended for
one-time use, and

(xvi) Lack of proper shot peening.

(4) Repair and replace with serviceable
parts, as necessary,

(5) Reassemble and test.

(
(
(
(

Alternative Methods of Compliance

(k) The Manager, Chicago Aircraft
Certification Office, has the authority to
approve alternative methods of compliance
(AMOCs) for this AD if requested using the
procedures found in 14 CFR 39.19.

Special Flight Permits

(1) Under 14 CFR 39.23, we are limiting the
special flight permits for this AD by not
allowing any flights with apparent cracks in
propellers.

Related Information

(m) Special Airworthiness Information
Bulletin No. NE-01-19, dated March 20,
2001, pertains to the subject of this AD.

Issued in Burlington, Massachusetts, on
July 5, 2005.

Francis A. Favara,

Acting Manager, Engine and Propeller
Directorate, Aircraft Certification Service.

[FR Doc. 05-13740 Filed 7-12-05; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Parts 1 and 602
[TD 9209]
RIN 1545-BC69

Section 179 Elections

AGENCY: Internal Revenue Service (IRS),
Treasury.
ACTION: Final regulations.

SUMMARY: This document contains final
regulations relating to the election to
expense the cost of property subject to
section 179 of the Internal Revenue
Code (Code). The regulations reflect
changes to the law made by section 202
of the Jobs and Growth Tax Relief
Reconciliation Act of 2003 and section
201 of the American Jobs Creation Act
of 2004.
DATES: Effective Date. These regulations
are effective July 13, 2005.
Applicability Dates: For dates of
applicability, see § 1.179-6.
FOR FURTHER INFORMATION CONTACT:
Winston H. Douglas, (202) 622—-3110
(not a toll-free number).
SUPPLEMENTARY INFORMATION:

Paperwork Reduction Act

The collections of information
contained in these final regulations have
been reviewed and approved by the
Office of Management and Budget in
accordance with the Paperwork
Reduction Act of 1995 (44 U.S.C.
3507(d)) under control number 1545—
1201. The collections of information in
these final regulations are in §§1.179-
2 and 1.179-5. This information is
required by § 1.179-2 to ensure that
married individuals filing separate
returns properly allocate the cost of
section 179 property elected to be
expensed in a taxable year and that the
dollar limitation is properly allocated
among the component members of a
controlled group. Also, this information
is required by § 1.179-5 to ensure the
specific identification of each piece of
acquired section 179 property and
reflect how and from whom such
property was placed in service. This
information will be used for audit and
examination purposes.

Estimated total annual reporting and/
or recordkeeping burden: 3,015,000
hours.

The estimated annual burden per
respondent/recordkeeper varies from .50
to 1 hour, depending on individual
circumstances, with an estimated
average of .75 hour.

Estimated number of respondents
and/or recordkeepers: 4,025,000.
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Estimated frequency of responses:
Annually.

Comments on the collection of
information should be sent to the Office
of Management and Budget, Attn: Desk
Officer for the Department of the
Treasury, Office of Information and
Regulatory Affairs, Washington, DC
20503, with copies to the Internal
Revenue Service, Attn: IRS Reports
Clearance Officer,
SE:W:CAR:MP:T:T:SP, Washington, DC
20224. Comments are specifically
requested concerning how the burden of
complying with the collection of
information may be minimized,
including through the application of
automated collection techniques or
other forms of information technology.

An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless it displays a valid control
number assigned by the Office of
Management and Budget.

Books or records relating to a
collection of information must be
retained as long as their contents might
become material in the administration
of any internal revenue law. Generally,
tax returns and tax return information
are confidential, as required by 26
U.S.C. 6103.

Background

This document contains amendments
to 26 CFR parts 1 and 602. On August
4, 2004, the IRS and Treasury
Department published temporary
regulations (TD 9146) in the Federal
Register (69 FR 46982) relating to the
election to expense the cost of property
subject to section 179 of the Code. The
temporary regulations reflected changes
to the law made by section 202 of the
Jobs and Growth Tax Relief
Reconciliation Act of 2003 (JGTRRA),
Public Law 108—-27 (117 Stat. 752). On
the same date, the IRS published a
notice of proposed rulemaking (REG—
152549-03) cross-referencing the
temporary regulations in the Federal
Register (69 FR 47043). No comments
were received from the public in
response to the notice of proposed
rulemaking and no public hearing was
requested or held. However, section 201
of the American Jobs Creation Act of
2004, Public Law 108-357 (118 Stat.
1418), extended the changes that were
made by JGTRRA for an additional two
years. The proposed regulations are
adopted as amended by this Treasury
decision, and the corresponding
temporary regulations are removed. The
revisions are discussed below.

Explanation of Provisions
Scope

The changes made to section 179 by
section 202 of JGTTRA were applicable
for section 179 property placed in
service by a taxpayer in taxable years
beginning after 2002 and before 2006.
Section 202 of JGTRRA expanded the
definition of section 179 property to
include off-the-shelf computer software
(a category of intangible property) and
increased the $25,000 and $200,000
limitation amounts of section 179(b)(1)
and (b)(2), respectively, to $100,000 and
$400,000, respectively. In addition, the
$100,000 and $400,000 amounts were
indexed annually for inflation for
taxable years beginning after 2003 and
before 2006. JGTRRA also modified
section 179 to provide that any election
or specification for taxable years
beginning after 2002 and before 2006
may be revoked by the taxpayer with
respect to any section 179 property, and
that such revocation, once made, shall
be irrevocable. With respect to a taxable
year beginning after 2002 and before
2006, the conference agreement
permitted taxpayers to make or revoke
an expensing election on an amended
Federal tax return without the consent
of the Commissioner. The temporary
regulations reflected the changes to
section 179 made by section 202 of
JGTTRA.

Subsequent to the issuance of the
proposed regulations and the temporary
regulations, the American Jobs Creation
Act of 2004 (AJCA) was enacted. Section
201 of AJCA extends the changes that
were made by JGTTRA for an additional
two years. The final regulations retain
the rules relating to the JGTTRA
changes contained in the temporary
regulations. The final regulations also
apply the AJCA’s two-year extension of
the JGTTRA changes to section 179
property placed in service by a taxpayer
in a taxable year beginning after 2002
and before 2008.

Manner of Making an Election or
Revoking an Election Under Section 179

The final regulations provide that for
any taxable year beginning after 2002
and before 2008, a section 179 election
or a revocation of a section 179 election
may be made on an amended Federal
tax return for that taxable year to which
the election or revocation applies. For
any taxable year beginning before 2003,
a late section 179 election or a
revocation of a section 179 election
generally is made by a taxpayer
submitting a request for a letter ruling.
Accordingly, the final regulations clarify
that a section 179 election or a
revocation of a section 179 election

generally must not be made in any other
manner (for example, a section 179
election or revocation of a section 179
election cannot be made through a
request under section 446(e) to change
the taxpayer’s method of accounting).

Special Analyses

It has been determined that this
Treasury decision is not a significant
regulatory action as defined in
Executive Order 12866. Therefore, a
regulatory assessment is not required. It
also has been determined that section
553(b) of the Administrative Procedure
Act (5 U.S.C. chapter 5) does not apply
to these regulations. It is hereby
certified that the collection of
information in these regulations will not
have a significant economic impact on
a substantial number of small entities.
This certification is based upon the fact
that the amount of time necessary to
record and retain the required
information will be minimal for those
taxpayers electing to expense the cost of
section 179 property. The estimated
annual burden for each such taxpayer
varies from .50 to 1 hour, depending on
individual circumstances, with an
estimated average of .75 hour.
Therefore, a regulatory flexibility
analysis under the Regulatory
Flexibility Act (5 U.S.C. chapter 6) is
not required. Pursuant to section 7805(f)
of the Code, the notice of proposed
rulemaking preceding these final
regulations was submitted to the Chief
Counsel for Advocacy of the Small
Business Administration for comment
on its impact on small business.

Drafting Information

The principal author of these
regulations is Winston H. Douglas,
Office of the Associate Chief Counsel
(Passthroughs and Special Industries).
However, other personnel from the IRS
and Treasury Department participated
in their development.

List of Subjects
26 CFR Part 1

Income taxes, Reporting and
recordkeeping requirements.

26 CFR Part 602

Reporting and recordkeeping
requirements.

Adoption of Amendments to the
Regulations

m Accordingly, 26 CFR parts 1 and 602
are amended as follows:
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PART 1—INCOME TAXES

m Paragraph 1. The authority citation for
part 1 continues to read, in part, as
follows:

Authority: 26 U.S.C. 7805 * * *

m Par. 2. Section 1.179-0 is amended as

follows:

m 1. The entries for § 1.179-2(b)(1) and

(b)(2), §1.179—4(a), and §1.179-5(c) are

revised.

m 2. The entries for § 1.179-5(d) and

§1.179-6(a), (b), and (c) are added.

m 3. Sections 1.179-2T, 1.179-4T,

1.179-5T, and 1.179-6T are removed.
The revisions and additions read as

follows:

§1.179-0 Table of contents for section 179
expensing rules.
* * * * *

§1.179-2 Limitations on amount subject
to section 179 election.
* * * * *

(b) L
(1) In general.
(2) Excess section 179 property.

* * * * *

§1.179-4 Definitions.
(a) Section 179 property.
*

* * * *

§1.179-5 Time and manner of making
election.

* * * * *

(c) Section 179 property placed in
service by the taxpayer in a taxable year
beginning after 2002 and before 2008.

(d) Election or revocation must not be
made in any other manner.

§1.179-6 Effective dates.

(a) In general.

(b) Section 179 property placed in
service by the taxpayer in a taxable year
beginning after 2002 and before 2008.

(c) Application of § 1.179-5(d).

§1.179-2 [Amended]

m Par. 3. Section 1.179-2 is amended by
revising paragraphs (b)(1) and (b)(2)(ii) to
read as follows:

§1.179-2 Limitations on amount subject
to section 179 election.
* * * * *

(b) Dollar limitation—(1) In general.
The aggregate cost of section 179
property that a taxpayer may elect to
expense under section 179 for any
taxable year beginning in 2003 and
thereafter is $25,000 ($100,000 in the
case of taxable years beginning after
2002 and before 2008 under section
179(b)(1), indexed annually for inflation
under section 179(b)(5) for taxable years
beginning after 2003 and before 2008),

reduced (but not below zero) by the
amount of any excess section 179
property (described in paragraph (b)(2)
of this section) placed in service during

the taxable year.

(b) E

(2) R

(ii) $200,000 ($400,000 in the case of
taxable years beginning after 2002 and
before 2008 under section 179(b)(2),
indexed annually for inflation under
section 179(b)(5) for taxable years
beginning after 2003 and before 2008).

* * * * *

§1.179-2T [Removed]
m Par. 4. Section 1.179-2T is removed.

§1.179-4 [Amended]

m Par. 5. Section 1.179—4 is amended by
revising the introductory text and
paragraph (a) to read as follows:

§1.179-4 Definitions.

The following definitions apply for
purposes of section 179 and §§1.179-1
through 1.179-6:

(a) Section 179 property. The term
section 179 property means any tangible
property described in section 179(d)(1)
that is acquired by purchase for use in
the active conduct of the taxpayer’s
trade or business (as described in
§1.179-2(c)(6)). For taxable years
beginning after 2002 and before 2008,
the term section 179 property includes
computer software described in section
179(d)(1) that is placed in service by the
taxpayer in a taxable year beginning
after 2002 and before 2008 and is
acquired by purchase for use in the
active conduct of the taxpayer’s trade or
business (as described in 1.179-2(c)(6)).
For purposes of this paragraph (a), the
term trade or business has the same
meaning as in section 162 and the

regulations under section 162.
* * * * *

§1.179-4T [Removed]
m Par. 6. Section 1.179-4T is removed.

§1.179-5 [Amended]

m Part. 7. Section 1.179-5 is amended by
revising paragraph (c) and adding
paragraph (d) to read as follows:

§1.179-5 Time and manner of making
election.
* * * * *

(c) Section 179 property placed in
service by the taxpayer in a taxable year
beginning after 2002 and before 2008—
(1) In general. For any taxable year
beginning after 2002 and before 2008, a
taxpayer is permitted to make or revoke
an election under section 179 without
the consent of the Commissioner on an
amended Federal tax return for that

taxable year. This amended return must
be filed within the time prescribed by
law for filing an amended return for
such taxable year.

(2) Election—(i) In general. For any
taxable year beginning after 2002 and
before 2008, a taxpayer is permitted to
make an election under section 179 on
an amended Federal tax return for that
taxable year without the consent of the
Commissioner. Thus, the election under
section 179 and §1.179-1 to claim a
section 179 expense deduction for
section 179 property may be made on an
amended Federal tax return for the
taxable year to which the election
applies. The amended Federal tax return
must include the adjustment to taxable
income for the section 179 election and
any collateral adjustments to taxable
income or to the tax liability (for
example, the amount of depreciation
allowed or allowable in that taxable year
for the item of section 179 property to
which the election pertains). Such
adjustments must also be made on
amended Federal tax returns for any
affected succeeding taxable years.

(ii) Specifications of elections. Any
election under section 179 must specify
the items of section 179 property and
the portion of the cost of each such item
to be taken into account under section
179(a). Any election under section 179
must comply with the specification
requirements of section 179(c)(1)(A),
§1.179-1(b), and §1.179-5(a). If a
taxpayer elects to expense only a
portion of the cost basis of an item of
section 179 property for a taxable year
beginning after 2002 and before 2008 (or
did not elect to expense any portion of
the cost basis of the item of section 179
property), the taxpayer is permitted to
file an amended Federal tax return for
that particular taxable year and increase
the portion of the cost of the item of
section 179 property to be taken into
account under section 179(a) (or elect to
expense any portion of the cost basis of
the item of section 179 property if no
prior election was made) without the
consent of the Commissioner. Any such
increase in the amount expensed under
section 179 is not deemed to be a
revocation of the prior election for that
particular taxable year.

(3) Revocation—(i) In general. Section
179(c)(2) permits the revocation of an
entire election or specification, or a
portion of the selected dollar amount of
a specification. The term specification
in section 179(c)(2) refers to both the
selected specific item of section 179
property subject to a section 179
election and the selected dollar amount
allocable to the specific item of section
179 property. Any portion of the cost
basis of an item of section 179 property
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subject to an election under section 179
for a taxable year beginning after 2002
and before 2008 may be revoked by the
taxpayer without the consent of the
Commissioner by filing an amended
Federal tax return for that particular
taxable year. The amended Federal tax
return must include the adjustment to
taxable income for the section 179
revocation and any collateral
adjustments to taxable income or to the
tax liability (for example, allowable
depreciation in that taxable year for the
item of section 179 property to which
the revocation pertains). Such
adjustments must also be made on
amended Federal tax returns for any
affected succeeding taxable years.
Reducing or eliminating a specified
dollar amount for any item of section
179 property with respect to any taxable
year beginning after 2002 and before
2008 results in a revocation of that
specified dollar amount.

(ii) Effect of revocation. Such
revocation, once made, shall be
irrevocable. If the selected dollar
amount reflects the entire cost of the
item of section 179 property subject to
the section 179 election, a revocation of
the entire selected dollar amount is
treated as a revocation of the section 179
election for that item of section 179
property and the taxpayer is unable to
make a new section 179 election with
respect to that item of property. If the
selected dollar amount is a portion of
the cost of the item of section 179
property, revocation of a selected dollar
amount shall be treated as a revocation
of only that selected dollar amount. The
revoked dollars cannot be the subject of
a new section 179 election for the same
item of property.

(4) Examples. The following examples
illustrate the rules of this paragraph (c):

Example 1. Taxpayer, a sole proprietor,
owns and operates a jewelry store. During
2003, Taxpayer purchased and placed in
service two items of section 179 property—
a cash register costing $4,000 (5-year MACRS
property) and office furniture costing $10,000
(7-year MACRS property). On his 2003
Federal tax return filed on April 15, 2004,
Taxpayer elected to expense under section
179 the full cost of the cash register and, with
respect to the office furniture, claimed the
depreciation allowable. In November 2004,
Taxpayer determines it would have been
more advantageous to have made an election
under section 179 to expense the full cost of
the office furniture rather than the cash
register. Pursuant to paragraph (c)(1) of this
section, Taxpayer is permitted to file an
amended Federal tax return for 2003
revoking the section 179 election for the cash
register, claiming the depreciation allowable
in 2003 for the cash register, and making an
election to expense under section 179 the
cost of the office furniture. The amended
return must include an adjustment for the

depreciation previously claimed in 2003 for
the office furniture, an adjustment for the
depreciation allowable in 2003 for the cash
register, and any other collateral adjustments
to taxable income or to the tax liability. In
addition, once Taxpayer revokes the section
179 election for the entire cost basis of the
cash register, Taxpayer can no longer
expense under section 179 any portion of the
cost of the cash register.

Example 2. Taxpayer, a sole proprietor,
owns and operates a machine shop that does
specialized repair work on industrial
equipment. During 2003, Taxpayer
purchased and placed in service one item of
section 179 property—a milling machine
costing $135,000. On Taxpayer’s 2003
Federal tax return filed on April 15, 2004,
Taxpayer elected to expense under section
179 $5,000 of the cost of the milling machine
and claimed allowable depreciation on the
remaining cost. Subsequently, Taxpayer
determines it would have been to Taxpayer’s
advantage to have elected to expense
$100,000 of the cost of the milling machine
on Taxpayer’s 2003 Federal tax return. In
November 2004, Taxpayer files an amended
Federal tax return for 2003, increasing the
amount of the cost of the milling machine
that is to be taken into account under section
179(a) to $100,000, decreasing the
depreciation allowable in 2003 for the
milling machine, and making any other
collateral adjustments to taxable income or to
the tax liability. Pursuant to paragraph
(c)(2)(ii) of this section, increasing the
amount of the cost of the milling machine to
be taken into account under section 179(a)
supplements the portion of the cost of the
milling machine that was already taken into
account by the original section 179 election
made on the 2003 Federal tax return and no
revocation of any specification with respect
to the milling machine has occurred.

Example 3. Taxpayer, a sole proprietor,
owns and operates a real estate brokerage
business located in a rented storefront office.
During 2003, Taxpayer purchases and places
in service two items of section 179
property—a laptop computer costing $2,500
and a desktop computer costing $1,500. On
Taxpayer’s 2003 Federal tax return filed on
April 15, 2004, Taxpayer elected to expense
under section 179 the full cost of the laptop
computer and the full cost of the desktop
computer. Subsequently, Taxpayer
determines it would have been to Taxpayer’s
advantage to have originally elected to
expense under section 179 only $1,500 of the
cost of the laptop computer on Taxpayer’s
2003 Federal tax return. In November 2004,
Taxpayer files an amended Federal tax return
for 2003 reducing the amount of the cost of
the laptop computer that was taken into
account under section 179(a) to $1,500,
claiming the depreciation allowable in 2003
on the remaining cost of $1,000 for that item,
and making any other collateral adjustments
to taxable income or to the tax liability.
Pursuant to paragraph (c)(3)(ii) of this
section, the $1,000 reduction represents a
revocation of a portion of the selected dollar
amount and no portion of those revoked
dollars may be the subject of a new section
179 election for the laptop computer.

Example 4. Taxpayer, a sole proprietor,
owns and operates a furniture making

business. During 2003, Taxpayer purchases
and places in service one item of section 179
property—an industrial-grade cabinet table
saw costing $5,000. On Taxpayer’s 2003
Federal tax return filed on April 15, 2004,
Taxpayer elected to expense under section
179 $3,000 of the cost of the saw and, with
respect to the remaining $2,000 of the cost of
the saw, claimed the depreciation allowable.
In November 2004, Taxpayer files an
amended Federal tax return for 2003
revoking the selected $3,000 amount for the
saw, claiming the depreciation allowable in
2003 on the $3,000 cost of the saw, and
making any other collateral adjustments to
taxable income or to the tax liability.
Subsequently, in December 2004, Taxpayer
files a second amended Federal tax return for
2003 selecting a new dollar amount of $2,000
for the saw, including an adjustment for the
depreciation previously claimed in 2003 on
the $2,000, and making any other collateral
adjustments to taxable income or to the tax
liability. Pursuant to paragraph (c)(2)(ii) of
this section, Taxpayer is permitted to select
a new selected dollar amount to expense
under section 179 encompassing all or a part
of the initially non-elected portion of the cost
of the elected item of section 179 property.
However, no portion of the revoked $3,000
may be the subject of a new section 179
dollar amount selection for the saw. In
December 2005, Taxpayer files a third
amended Federal tax return for 2003
revoking the entire selected $2,000 amount
with respect to the saw, claiming the
depreciation allowable in 2003 for the
$2,000, and making any other collateral
adjustments to taxable income or to the tax
liability. Because Taxpayer elected to
expense, and subsequently revoke, the entire
cost basis of the saw, the section 179 election
for the saw has been revoked and Taxpayer
is unable to make a new section 179 election
with respect to the saw.

(d) Election or revocation must not be
made in any other manner. Any election
or revocation specified in this section
must be made in the manner prescribed
in paragraphs (a), (b), and (c) of this
section. Thus, this election or
revocation must not be made by the
taxpayer in any other manner (for
example, an election or a revocation of
an election cannot be made through a
request under section 446(e) to change
the taxpayer’s method of accounting),
except as otherwise expressly provided
by the Internal Revenue Code, the
regulations under the Code, or other
guidance published in the Internal
Revenue Bulletin.

§1.179-5T [Removed]
m Par. 8. Section 1.179-5T is removed.

§1.179-6 [Removed]
m Par. 9. Section 1.179-6 is removed.

§1.179-6T [Amended]

m Par. 10. Section 1.179-6T is
redesignated as § 1.179-6 and amended
as follows:
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m 1. The first sentence of paragraph (a) is
revised.
m 2. Paragraph (b) is revised.
m 3. Paragraph (c) is added.

The revisions and addition read as
follows:

§1.179-6 Effective dates.

(a) * * * Except as provided in
paragraphs (b) and (c) of this section,
the provisions of §§1.179-1 through
1.179-5 apply for property placed in
service by the taxpayer in taxable years
ending after January 25, 1993. * * *

(b) Section 179 property placed in
service by the taxpayer in a taxable year
beginning after 2002 and before 2008.
The provisions of § 1.179-2(b)(1) and
(b)(2)(ii), the second sentence of
§1.179—4(a), and the provisions of
§ 1.179-5(c), reflecting changes made to
section 179 by the Jobs and Growth Tax
Relief Reconciliation Act of 2003 (117
Stat. 752) and the American Jobs
Creation Act of 2004 (118 Stat. 1418),
apply for property placed in service in
taxable years beginning after 2002 and
before 2008.

(c) Application of § 1.179-5(d).
Section 1.179-5(d) applies on or after
July 12, 2005.

PART 602—OMB CONTROL NUMBERS
UNDER THE PAPERWORK
REDUCTION ACT

m Par. 11. The authority citation for part

602 continues to read, in part, as follows:

Authority: 26 U.S.C. 7805.

m Par. 12.In § 602.101, paragraph (b) is
amended by removing the entries for
“1.179-2T” and “1.179-5T" and adding
a new entry for “1.179-5"" in numerical
order to the table to read as follows:

§602.101 OMB Control numbers.

* * * * *
(b) EE I
CFR part or section where Ol\/%‘rc':’gmrol
identified and described No
1479-5 e 1545-1201

Mark E. Matthews,

Deputy Commissioner for Services and
Enforcement.

Approved: June 23, 2005.
Eric Solomon,

Acting Deputy Assistant Secretary of the
Treasury (Tax Policy).

[FR Doc. 05-13680 Filed 7—12—-05; 8:45 am)]
BILLING CODE 4830-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[RO7-OAR-2005-M0O-0003; FRL-7936-7]
Approval and Promulgation of

Implementation Plans; State of
Missouri

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is announcing the
approval of an amendment to the
statewide NOx rule for the state of
Missouri. The purpose of this rule is to
reduce the state’s contribution to the St.
Louis 8-hour ozone nonattainment area.
Consequently, the reductions in NOx
emissions will also help to reduce the
amount of PM2.5 precursors in the area.
This action is necessary to complete the
process of incorporating the amended
rule into Missouri’s ozone SIP.

DATES: This rule is effective on August
12, 2005.

FOR FURTHER INFORMATION CONTACT:
Michael Jay at (913) 551-7460 or by e-
mail at jay.michael@epa.gov.
SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we”’, “us”, or “our” is used, we mean
EPA. This section provides additional
information by addressing the following
questions:

What is a SIP?

What is the Federal approval process for a
SIP?

What does Federal approval of a state
regulation mean to me?

What is being addressed in this document?

How does the statewide NOx rule relate to
the NOx SIP call?

Have the requirements for approval of a
SIP revision been met?

What action is EPA taking?

What Is a SIP?

Section 110 of the Clean Air Act
(CAA) requires states to develop air
pollution regulations and control
strategies to ensure that state air quality
meets the national ambient air quality
standards established by EPA. These
ambient standards are established under
section 109 of the CAA, and they
currently address six criteria pollutants.
These pollutants are: Carbon monoxide,
nitrogen dioxide, ozone, lead,
particulate matter, and sulfur dioxide.

Each state must submit these
regulations and control strategies to us
for approval and incorporation into the
Federally-enforceable SIP.

Each Federally-approved SIP protects
air quality primarily by addressing air
pollution at its point of origin. These

SIPs can be extensive, containing state
regulations or other enforceable
documents and supporting information
such as emission inventories,
monitoring networks, and modeling
demonstrations.

What Is the Federal Approval Process
for a SIP?

In order for state regulations to be
incorporated into the Federally-
enforceable SIP, states must formally
adopt the regulations and control
strategies consistent with state and
Federal requirements. This process
generally includes a public notice,
public hearing, public comment period,
and a formal adoption by a state-
authorized rulemaking body.

Once a state rule, regulation, or
control strategy is adopted, the state
submits it to us for inclusion into the
SIP. We must provide public notice and
seek additional public comment
regarding the proposed Federal action
on the state submission. If adverse
comments are received, they must be
addressed prior to any final Federal
action by us.

All state regulations and supporting
information approved by EPA under
section 110 of the CAA are incorporated
into the Federally-approved SIP.
Records of such SIP actions are
maintained in the Code of Federal
Regulations (CFR) at title 40, part 52,
entitled “Approval and Promulgation of
Implementation Plans.” The actual state
regulations which are approved are not
reproduced in their entirety in the CFR
outright but are “incorporated by
reference,” which means that we have
approved a given state regulation with
a specific effective date.

What Does Federal Approval of a State
Regulation Mean to Me?

Enforcement of the state regulation
before and after it is incorporated into
the Federally-approved SIP is primarily
a state responsibility. However, after the
regulation is Federally approved, we are
authorized to take enforcement action
against violators. Citizens are also
offered legal recourse to address
violations as described in section 304 of
the CAA.

What Is Being Addressed in This
Document?

We are taking final action to approve
the Missouri Department of Natural
Resources’ (MDNR) request to include,
as a revision to Missouri’s ozone SIP, an
amendment to rule 10 CSR 10-6.350,
“Emissions Limitations and Emissions
Trading of Oxides of Nitrogen” (known
hereafter as ‘““statewide NOx rule”),
which was incorporated into the SIP on
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December 28, 2000 (65 FR 82285). The
Missouri Air Conservation Commission
adopted the amended rule on April 24,
2003. The rule became effective under
state law on June 23, 2003. The rule was
submitted to EPA on September 18,
2003 and included the comments on the
rule during the state’s adoption process,
and the state’s response to comments,
and other information necessary to meet
EPA’s completeness criteria.

EPA proposed to approve the revision
of this rule as an amendment to the
Missouri SIP in the Federal Register on
March 31, 2005 (70 FR 16472). The
comment period closed on May 2, 2005.
No comments were received. We are
taking final action to approve the rule
amendment as a revision to the current
SIP approved statewide NOx rule for the
state of Missouri.

How Does the Statewide NOx Rule
Relate to the NOx SIP Call?

As stated previously, the statewide
NOx rule is designed to achieve
emissions reductions to improve air
quality in the St. Louis area. Missouri is
also subject to a requirement to achieve
certain NOx reductions to eliminate its
significant contribution to ozone
nonattainment problems in other areas,
relating to NOx emissions transported
from Missouri to other states. (See, 69
FR 21604, April 21, 2004.) Therefore,
separate from today’s rulemaking,
Missouri is in the process of adopting
the requirements of the NOx SIP Call
and today’s action does not relieve the
state of this obligation.

Have the Requirements for Approval of
a SIP Revision Been Met?

The state submittal has met the public
notice requirements for SIP submissions
in accordance with 40 CFR 51.102. The
submittal also satisfied the
completeness criteria of 40 CFR part 51,
appendix V. In addition, as explained
above and in more detail in the
technical support document that is part
of this document and in the March 31,
2005, proposal, the revision meets the
substantive SIP requirements of the
CAA, including section 110 and
implementing regulations.

What Action Is EPA Taking?

EPA is approving the rule amendment
as a revision to the current SIP-
approved statewide NOx rule for the
state of Missouri.

Statutory and Executive Order Reviews

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 approves
state law as meeting Federal
requirements and imposes no additional
requirements beyond those imposed by
state law. Accordingly, the
Administrator certifies that this 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 approves 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
(Pub. L. 104—4).

This 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
approves a state rule implementing a
Federal standard, and does not alter the
relationship or the distribution of power
and responsibilities established in the
CAA. This 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 CAA. 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 CAA. 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 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, 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. 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 September 12, 2005. 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 section

307(b)(2).)
List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Carbon monoxide,
Incorporation by reference,
Intergovernmental relations, Lead,
Nitrogen dioxide, Ozone, Particulate
matter, Reporting and recordkeeping
requirements, Sulfur oxides, Volatile
organic compounds.

Dated: July 5, 2005.
James B. Gulliford,
Regional Administrator, Region 7.

m ChapterI, Title 40 of the Code of
Federal Regulations is amended as
follows:

PART 52—[AMENDED]

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
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Subpart AA—Missouri §52.1320 Identification of plan.
* * * * *
m 2.In §52.1320(c) the table is amended . ox w
under chapter 6 by revising the entry for (c)
“10-6.350" to read as follows:
EPA-APPROVED MISSOURI REGULATIONS
Missouri citation Title State effective EPA approval date Explanation

date

Missouri Department of Natural Resources

* *

* * *

* *

Chapter 6—Air Quality Standards, Definitions, Sampling and Reference Methods, and Air Pollution Control Regulations for the State of Missouri

* *

* * *

* *

10-6.350 ...............

* *

Emissions Limitations and Emissions
Trading of Oxides of Nitrogen.

* * *

06/23/03 7/13/05 [Insert FR page number where
the document begins].

* * * * *

[FR Doc. 05-13696 Filed 7-12—05; 8:45 am]|
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[R06—OAR-2005-TX-0008; FRL-7936-8]

Approval and Promulgation of Air
Quality Implementation Plans; Texas;
Revisions To Control Volatile Organic
Compound Emissions; Correction

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule; correction.

SUMMARY: EPA issued a direct final rule
on March 29, 2005, (70 FR 15769), that
approved Texas State Implementation
Plan (SIP) revisions. The approved
revisions pertain to regulations to
control volatile organic compound
(VOC) emissions from solvent
degreasing processes, cutback asphalt,
and motor vehicle fuel dispensing
facilities. The language in the March 29,
2005 Federal Register amended the
table in 40 CFR 52.2270(c) titled “EPA
Approved Regulations in the Texas
SIP”. The amendatory language failed
to: Update the table for control of
vehicle refueling emissions (Stage II) at
motor vehicle fuel dispensing facilities,
and add a table heading for cutback
asphalt regulations. This document
corrects these two mistakes.

DATES: This correction is effective on
July 13, 2005.

FOR FURTHER INFORMATION CONTACT: Carl
Young, Air Planning Section (6PD-L),
Environmental Protection Agency,
Region 6, 1445 Ross Avenue, Suite 700,
Dallas, Texas 75202—-2733, telephone
214-665-6645; fax number 214-665—
7263; e-mail address
young.carl@epa.gov.

SUPPLEMENTARY INFORMATION: EPA
issued a direct final rule on March 29,
2005, (70 FR 15769), that approved
Texas SIP revisions. The revisions
pertain to regulations to control VOG
emissions from solvent degreasing
processes, cutback asphalt, and motor
vehicle fuel dispensing facilities. The
revisions approved were §§115.227,
115.229, 115.239-115.249, 115.412,
115.413, 115.415-115.417, 115.419,
115.512, 115.516, 115.517, and 115.519
in 30 TAC Chapter 115, Control of Air
Pollution from Volatile Organic
Compounds. The language in the March
29, 2005 Federal Register amended the
table in 40 CFR 52.2270(c) titled “EPA
Approved Regulations in the Texas SIP”
under Chapter 115 (Reg 5). The
amendatory language (1) Added a new
heading titled “Division 1: Degreasing
Processes” in Subchapter E: Solvent-
Using Processes, and (2) updated the
table entries for Sections 115.227,
115.229, 115.239, 115.412, 115.413,
115.415, 115.416, 115.417, 115.419,
115.512, 115.516, 115.517, and 115.519.
The amendatory language failed to
update table entries for Sections
115.240-115.249, Control of Vehicle
Refueling Emissions (Stage II) at Motor

Vehicle Fuel Dispensing. The
amendatory language also failed to
update the table with an additional
heading for “Cutback Asphalt”. This
document corrects these two mistakes.

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Intergovernmental
relations, Ozone, Reporting and
recordkeeping requirements, Volatile
organic compounds.

Dated: June 24, 2005.
Richard E. Greene,
Regional Administrator, Region 6.

m 40 CFR part 52 is amended as follows:

PART 52—[AMENDED]

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7402 et seq.
Subpart SS—Texas

m 2. The table in § 52.2270(c) entitled
“EPA Approved Regulations in the
Texas SIP” under Chapter 115 (Reg 5) is
amended by:

m a. Adding a new centered heading
“Division 1: Cutback Asphalt”
immediately following the centered
heading “Subchapter F: Miscellaneous
Industrial Sources’’;

m b. Revising entries for Sections
115.240-115.249 in Subchapter C,
Division 4 to read as follows:

§52.2270 Identification of plan.
* * * * *
(C) EE
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EPA-APPROVED REGULATIONS IN THE TEXAS SIP

State citation Title/subject State approval/submittal date EPA approval date Explanation
Chapter 115 (Reg 5)—Control of Air Pollution From Volatile Organic Compounds
Subchapter C: Volatile Organic Compound Transfer Operations

Division 4: Control of Vehicle Refueling Emissions (Stage Il) at Motor Vehicle Fuel Dispensing Facilities
11/6/02 3/29/05, 70 FR 15773.

Section Stage Il Vapor Recovery
115.240. Definitions and List of Cali-
fornia Air Resources Board
Certified Stage Il Equip-
ment.
Section Emission Specifications ........
115.241.
Section Control Requirements ...........
155.242.
Section Alternate Control Require-
115.243. ments.
Section Inspection Requirements ......
115.244..
Section Testing Requirements ...........
115.245.
Section Recordkeeping Require-
115.246. ments.
Section Exemptions ......c.cccoeeiriiiennn.
115.247.
Section Training Requirements .........
115.248.
Section Counties and Compliance
115.249. Schedules.

11/6/02
11/6/02
11/6/02
11/6/02
11/6/02
11/6/02
11/6/02
11/6/02

11/6/02

3/29/05, 70 FR 15773.
3/29/05, 70 FR 15773.
3/29/05, 70 FR 15773.
3/29/05, 70 FR 15773.
3/29/05, 70 FR 15773.
3/29/05, 70 FR 15773.
3/29/05, 70 FR 15773.
3/29/05, 70 FR 15773.

3/29/05, 70 FR 15773.

[FR Doc. 05-13695 Filed 7-12-05; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-2005-0142; FRL-7720-1]

Imidacloprid; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
tolerance for residues of imidacloprid 1-
[(6-chloro-3-pyridinyl)methyl]-N-nitro-
2-imidazolidinimine in or on soybean,
seed and soybean, meal. Gustafson LLC
requested this tolerance under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), as amended by the Food
Quality Protection Act of 1996 (FQPA).
EPA is also deleting certain
imidacloprid tolerances that are no
longer needed as a result of this action.
DATES: This regulation is effective July
13, 2005. Objections and requests for
hearings must be received on or before
September 12, 2005.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit VI. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket
identification (ID) number OPP-2005—
0142. All documents in the docket are
listed in the EDOCKET index at
http://www.epa.gov/edocket. Although
listed in the index, some information is
not publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT: Dani
Daniel, Registration Division (7505C),
Office of Pesticide Programs,

Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number: 703
305-5409; e-mail
address:daniel.dani@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

¢ Crop production (NAICS 111), e.g.,
agricultural workers; greenhouse,
nursery, and floriculture workers;
farmers.

e Animal production (NAICS 112),
e.g., cattle ranchers and farmers, dairy
cattle farmers, livestock farmers.

¢ Food manufacturing (NAICS 311),
e.g., agricultural workers; farmers;
greenhouse, nursery, and floriculture
workers; ranchers; pesticide applicators.

¢ Pesticide manufacturing (NAICS
32532), e.g., agricultural workers;
commercial applicators; farmers;
greenhouse, nursery, and floriculture
workers; residential users.
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This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document and Other Related
Information?

In addition to using EDOCKET
(http://www.epa.gov/edocket/), you may
access this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available at E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/.

II. Background and Statutory Findings

In the Federal Register of June 13,
2004 (68 FR 35303) (FRL-7310-8), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 4F6825) by
Gustafson LLC, 1400 Preston Road,
Suite 400, Plano, Texas 75093. The
petition requested that 40 CFR 180.472
be amended by establishing tolerances
for residues of the insecticide
imidacloprid, 1-[(6-chloro-3-
pyridinyl)methyl]-N-nitro-2-
imidazolidinimine, in or on soybean,
seed at 1.0 parts per million (ppm), and
soybean, meal at 2.5 ppm. The proposed
tolerance for soybean, meal was
subsequently revised by the petitioner
to a proposed tolerance of 4.0 ppm. That
notice included a summary of the
petition prepared by Gustafson LLC, the
registrant. There were no comments
received in response to the notice of
filing.

EPA is also deleting an established
tolerance in § 180.472 that is no longer
needed as a result of this action. The
tolerance deletion under § 180.472(b) is
a time-limited tolerance established
under section 18 emergency exemptions
that is superceded by the establishment
of general tolerances for imidacloprid
§180.472(a).

The changes to § 180.472 are as
follows:

1. The time-limited tolerance for
soybean, seed at 1.0 ppm is removed
from § 180.472(b).

2. Tolerances for soybean, seed at 1.0
ppm and soybean, meal at 4.0 ppm are
added to § 180.472(a).

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines ‘“‘safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue....”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of FFDCA
and a complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR
62961, November 26, 1997) (FRL-5754—
7).

ITI. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action. EPA has sufficient data to assess
the hazards of and to make a
determination on aggregate exposure,
consistent with section 408(b)(2) of
FFDCA, for a tolerance for residues of
imidacloprid on soybean, seed at 1.0
ppm and soybean, meal at 4.0 ppm.

On June 13, 2003 the Agency issued
a Final rule (68 FR 35303, FRL-7310—
8) establishing tolerances for residues of
imidacloprid in or on acerola; artichoke,
globe; avocado; banana (import);
canistel; corn, pop, grain; corn, pop,
stover; cranberry; currant; elderberry;
feijoa; fruit, stone, group 12; gooseberry;
huckleberry; guava; jaboticaba;
juneberry; lingonberry; longan; lychee;
mango; mustard, seed; okra; papaya;
passionfruit; persimmon; pulasan;
rambutan; salal; sapodilla; sapote, black;
sapote, mamey; Spanish lime; star
apple; starfruit; strawberry; vegetable,
leaves of root and tuber, group 2;
vegetable, legume, group 6, except

soybean; vegetable, root and tuber,
group 1, except sugar beet; watercress;
wax jambu. When the Agency
conducted the risk assessments in
support of this tolerance action it
assumed that imidacloprid residues
would be present on soybean, seed and
soybean, meal as well as on all foods
covered by the proposed and
established tolerances. Residues on
soybean, seeds and soybean, meal were
included because there was a pending
application under the Federal
Insecticide, Fungicide, and Rodenticide
Act, 7 U.S.C. 136 et seq., to register
imidacloprid on soybean, seed and
soybean, meal. Therefore, establishing
the soybean, seed and soybean, meal
tolerances will not change the most
recent estimated aggregate risks
resulting from use of imidacloprid, as
discussed in the June 13, 2003 issue of
the Federal Register. Refer to the June
13, 2003 Federal Register document for
a detailed discussion of the aggregate
risk assessments and determination of
safety. EPA relies upon those risk
assessments and the findings made in
the Federal Register document in
support of this action.

Based on the risk assessments
discussed in the final rule issued in the
Federal Register of June 13, 2003 (68 FR
35303) (FRL-7310-8), EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to imidacloprid
residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

Adequate enforcement methods are
available for determination of
imidacloprid residues of concern in
plant (Bayer Gas Chromatography/Mass
Spectrometry (GC/MS) Method 00200)
and livestock commodities (Bayer GG/
MS Method 00191). These methods
have undergone successful EPA petition
method validations (PMVs), and the
registrant has fulfilled the remaining
requirements for additional raw data,
method validation, independent
laboratory validation (ILV), and an
acceptable confirmatory method (high
performance liquid chromatography/
ultraviolet (HPLC/UV) Method 00357).

The methods may be requested from:
Chief, Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905; e-
mail address: residuemethods@epa.gov.

B. International Residue Limits

There are no established Codex
maximum residue limits (MRLs) for
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imidacloprid in or on the commodities
in the subject petition.

V. Conclusion

Therefore, the tolerance is established
for residues of imidacloprid, 1-[(6-
chloro-3-pyridinyl)methyl]-N-nitro-2-
imidazolidinimine, in or on soybean,
seed at 1.0 ppm and soybean, meal at
4.0 ppm.

VI. Objections and Hearing Requests

Under section 408(g) of FFDCA, as
amended by FQPA, any person may file
an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to FFDCA
by FQPA, EPA will continue to use
those procedures, with appropriate
adjustments, until the necessary
modifications can be made. The new
section 408(g) of FFDCA provides
essentially the same process for persons
to*“‘object” to a regulation for an
exemption from the requirement of a
tolerance issued by EPA under new
section 408(d) of FFDCA, as was
provided in the old sections 408 and
409 of FFDCA. However, the period for
filing objections is now 60 days, rather
than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2005-0142 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before September 12, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the

information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Suite 350, 1099 14th St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—6255.

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VI.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2005-0142, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001. In person
or by courier, bring a copy to the
location of the PIRIB described in
ADDRESSES. You may also send an
electronic copy of your request via e-
mail to:opp-docket@epa.gov. Please use
an ASCII file format and avoid the use
of special characters and any form of
encryption. Copies of electronic
objections and hearing requests will also
be accepted on disks in WordPerfect
6.1/8.0 or ASCII file format. Do not
include any CBI in your electronic copy.
You may also submit an electronic copy
of your request at many Federal
Depository Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
significance, 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). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on 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, entitled
Federalism(64 FR 43255, August 10,
1999). Executive Order 13132 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
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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 final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any “‘tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, 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” is 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.”” This
rule will not have substantial direct
effects on tribal governments, 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 in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. 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 this final
rule in the Federal Register. This final
rule is not a ““major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 23, 2005.

Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.
m 2. Section 180.472 is amended by
adding alphabetically “soybean, meal”
and ‘““‘soybean, seed” to the table in
paragraph (a), and by removing the entry
for “soybean, seed”” from the table in
paragraph (b):

§180.472 Imidacloprid; tolerances for
residues.

(a] * * %

Expiration/
Commodity P;'}tlﬁo‘)r]er revocation
date

Soybean, meal .. 4.0 None
Soybean, seed .. 1.0 None
* * * * *

[FR Doc. 05-13370 Filed 7-12-05; 8:45 am]|
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-2004-0322; FRL-7714-4]
Potassium Triiodide; Pesticide

Chemical Not Requiring a Tolerance or
an Exemption from Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is designating the use of
the active ingredient, potassium
triiodide as a non-food use pesticide
when applied to melons, grapes and
bananas grown in foreign countries, and
is adding an entry to 40 CFR 180.2020
noting the non-food use determination.
This determination is based on the
Agency’s evaluation of data which
indicates that dietary exposure to iodide
and/or iodine resulting from the
application of potassium triiodide to

melons, grapes, and bananas is
expected, to the extent any is present, to
be indistinguishable from the
background levels of existing dietary
exposure resulting from the naturally-
occurring sources of iodine chemicals.
The effect of this designation is that
EPA does not require that a tolerance or
exemption from tolerance under section
408 of the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. 346a, be
established as a condition of registration
of the pesticide under the Federal
Insecticide, Fungicide, and Rodenticide
Act, 7 U.S.C. 136 et. seq.

DATES: This regulation is effective July
13, 2005. Objections and requests for
hearings must be received on or before
September 12, 2005.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit III. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket
identification (ID) number OPP—-2004—
0322. All documents in the docket are
listed in the EDOCKET index at
http://www.epa.gov/edocket. Although
listed in the index, some information is
not publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Mary L. Waller, Registration Division
(7505C), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—9354; e-mail address:
waller.mary@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

e Crop production (NAICS code 111)
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e Animal production (NAICS code
112)

¢ Food manufacturing (NAICS code
311)

e Pesticide manufacturing (NAICS
code 32532)

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document and Other Related
Information?

In addition to using EDOCKET
(http://www.epa.gov/edocket/), you may
access this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available at E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/.

C. Under What Authority is This Action
Being Taken?

This final rule is issued pursuant to
FFDCA sections 408(e) and 701(a).
Section 408(e) of FFDCA authorizes
EPA to establish, modify, or revoke
tolerances and exemptions from the
requirement of a tolerance for residues
of pesticide chemicals in or on raw and
processed foods and to establish general
procedures and requirements for the
implementation of section 408. FFDCA
section 701 authorizes the establish of
regulations for the efficient enforcement
of the FFDCA.

II. Background

In the Federal Register of August 27,
2004 (69 FR 52679) (FRL-7676-7), EPA
issued a notice pursuant to section
408(d)(3) of the FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide tolerance petition (PP 3E6572)
by Ajay North America, L.L.C., 1400
Industry Road, Powder Springs, GA
30127. The petition requested that 40
CFR part 180 be amended by
establishing an exemption from the
requirement of a tolerance for residues
of the fungicide, iodine-potassium
iodide, in or on imported bananas,
grapes, and melons. This notice
included a summary of the petition

prepared by the petitioner Ajay North
America. There were no comments
received in response to the notice of
filing.

The Agency reviewed and evaluated
residue data on potassium triiodide and
public literature on iodine and iodide
salts submitted in support of the
petition. The Agency determined that
for potassium triiodide which is reactive
in nature, the residue of concern is
iodide ion (I-). Iodide is an ubiquitous,
naturally-occurring component of all
soils, plants, and animals, and as such,
there is an existing background level of
iodine and iodide in the environment
which varies depending on the
naturally-occurring sources of iodine
chemicals in the region. Additionally,
iodine is an essential human dietary
nutrient which is required for the
synthesis of thyroid hormones.

The Agency’s review and evaluation
of the residue data indicated that
residues of iodide in fruit treated with
potassium triiodide were
indistinguishable from the background
levels of existing iodide in untreated
fruit, and therefore, no additional
dietary exposure to iodide is expected.
Based on this finding, the Agency
decided that a non-food use
determination was more appropriate
than an exemption from the requirement
of a tolerance as requested by the
petitioner. Therefore, EPA is designating
the use of potassium triiodide when
applied to growing crops in foreign
countries, as a non-food use, not
requiring the issuance of a tolerance or
an exemption from the requirement of a
tolerance.

III. Objections and Hearing Requests

Under section 408(g) of the FFDCA, as
amended by the FQPA, any person may
file an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to the
FFDCA by the FQPA of 1996, EPA will
continue to use those procedures, with
appropriate adjustments, until the
necessary modifications can be made.
The new section 408(g) provides
essentially the same process for persons
to “object” to a regulation for an
exemption from the requirement of a
tolerance issued by EPA under new
section 408(d), as was provided in the
old FFDCA sections 408 and 409.
However, the period for filing objections
is now 60 days, rather than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2004-0322 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before September 12, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver
your request to the Office of the Hearing
Clerk in Suite 350, 1099 14t» St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—-6255.

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit III.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2004-0322, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460. In person or by
courier, bring a copy to the location of
the PIRIB described in ADDRESSES. You
may also send an electronic copy of
your request via e-mail to: opp-
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docket@epa.gov. Please use an ASCII
file format and avoid the use of special
characters and any form of encryption.
Copies of electronic objections and
hearing requests will also be accepted
on disks in WordPerfect 6.1/8.0 or
ASCII file format. Do not include any
CBI in your electronic copy. You may
also submit an electronic copy of your
request at many Federal Depository
Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

IV. Statutory and Executive Order
Reviews

This final rule establishes a non-food
determination under FFDCA section
408(e) in response to a petition
submitted to the Agency. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).
Because this rule has been exempted
from review under Executive Order
12866 due to its lack of significance,
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). This final rule
does not contain any information
collections subject to OMB approval
under the Paperwork Reduction Act
(PRA), 44 U.S.C. 3501 et seq., or impose
any enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104—4). Nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,

entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note). Since
regulations that are established on the
basis of a petition under FFDCA section
408(d), such as the regulation in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply. In
addition, the Agency has determined
that this action will not have a
substantial direct effect on 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, entitled
Federalism (64 FR 43255, August 10,
1999). Executive Order 13132 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 final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not
alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of FFDCA section 408(n)(4).
For these same reasons, the Agency has
determined that this rule does not have
any “tribal implications” as described
in Executive Order 13175, entitled
Consultation and Coordination with
Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, 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” is 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.”” This
rule will not have substantial direct
effects on tribal governments, 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 in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

V. 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 this final
rule in the Federal Register. This final
rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 28, 2005.
Lois Rossi,
Director, Registration Division, Office of
Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:
Authority: 21 U.S.C. 321(q), 346a and 371.

m 2.In §180.2020, the table is amended
by adding alphabetically the following
chemical substance to read as follows:

§180.2020 Non-food determinations.

* * * * *



40202 Federal Register/Vol. 70, No. 133/ Wednesday, July 13, 2005/Rules and Regulations
Pesticide chemical CAS reg. No. Limits Uses
Potassium triiodide (Kls) 12298-68—9 When applied to growing crops in Bananas, grapes, and melons
foreign countries

* * * * *

[FR Doc. 05-13701 Filed 7-12-05; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP—-2005-0075; FRL-7714-3]
Spirodiclofen; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of spirodiclofen
(3-(2,4-dichlorophenyl)-2-oxo-1-
oxaspiro[4.5]dec-3-en-4-yl 2,2-
dimethylbutanoate) in or on grape;
grape, raisin; grape, juice; fruit, citrus,
crop group 10; citrus, oil; citrus, juice;
fruit, pome, crop group 11; apple, wet
pomace; fruit, stone, crop group 12; nut,
tree, crop group 14; almond, hulls; and
pistachio; and for residues of
spirodiclofen and its free enol
metabolite (3-(2,4-dichlorophenyl)-4-
hydroxy-1-oxaspiro[4,5]dec-3-en-2-one)
in or on cattle, fat; cattle, meat
byproducts; cattle, meat; goat, fat; goat,
meat byproducts; goat, meat; sheep, fat;
sheep, meat byproducts; sheep, meat;
horse, fat; horse, meat byproducts;
horse, meat; milk; and milk, fat. Bayer
CropScience requested these tolerances
under the Federal Food, Drug, and
Cosmetic Act (FFDCA), as amended by
the Food Quality Protection Act of 1996
(FQPA).

DATES: This regulation is effective July
13, 2005. Objections and requests for
hearings must be received on or before
September 12, 2005.

ADDRESSES: To submit a written
objection or hearing request follow the
detailed instructions as provided in
Unit VI. of the SUPPLEMENTARY
INFORMATION. EPA has established a
docket for this action under Docket
identification (ID) number OPP-2005—
0075. All documents in the docket are
listed in the EDOCKET index at http:/
/www.epa.gov/edocket. Although listed
in the index, some information is not
publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,

is not placed on the Internet and will be
publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall#2, 1801 S. Bell St.,
Arlington, VA. This docket facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT: Rita
Kumar, Registration Division (7505C),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308-8291; e-mail
address:kumar.rita@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

¢ Crop production (NAICS 111), e.g.,
agricultural workers; greenhouse,
nursery, and floriculture workers;
farmers.

e Animal production (NAICS 112),
e.g., cattle ranchers and farmers, dairy
cattle farmers, livestock farmers.

¢ Food manufacturing (NAICS 311),
e.g., agricultural workers; farmers;
greenhouse, nursery, and floriculture
workers; ranchers; pesticide applicators.

¢ Pesticide manufacturing (NAICS
32532), e.g., agricultural workers;
commercial applicators; farmers;
greenhouse, nursery, and floriculture
workers; residential users.

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult

the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Access Electronic Copies
of this Document and Other Related
Information?

In addition to using EDOCKET
(http://www.epa.gov/edocket/), you may
access this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 180 is available at E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/. To access the
OPPTS Harmonized Guidelines
referenced in this document, go directly
to the guidelines at http://www.epa.gpo/
opptsfrs/home/guidelin.htm/.

II. Background and Statutory Findings

In the Federal Register of February
18, 2004 (69 FR 7632) (FRL-7343-2),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 2F6469) by Bayer
CropScience, 2 T.W. Alexander Drive,
P.O. Box 12014, Research Triangle Park,
NC 27709. The petition requested that
40 CFR part 180 be amended by
establishing a tolerance for residues of
the insecticide spirodiclofen (3-(2,4-
dichlorophenyl)-2-oxo-1-
oxaspiro[4,5]dec-3]-en-4-yl 2,2-
dimethylbutanoate), in or on citrus fruit
group at 0.3 parts per million (ppm),
citrus pulp, dried, at 0.4 ppm, citrus oil
at 20 ppm, pome fruit group at 0.8 ppm,
pome fruit pomace, wet, at 6.0 ppm,
stone fruit group at 1.0 ppm, tree nut
group at 0.05 ppm, almond hulls at 20
ppm, pistachios at 0.05 ppm, grape at
2.0 ppm and grape, raisin at 4.0 ppm;
and for combined residues of
spirodiclofen (3-(2,4-dichlorophenyl)-2-
oxo-1-oxaspiro[4,5]dec-3]-en-4-yl 2,2-
dimethylbutanoate), and/or its enol
metabolite, 3-(2,4-dichlorophenyl)-4-
hydroxy-1-oxaspiro[4,5]dec-3-en-2-one,
in or on cattle, fat, at 0.01 ppm and
cattle, meat by-products, at 0.05 parts
per million (ppm). That notice included
a summary of the petition prepared by
Bayer CropScience, the registrant. There
were no comments received in response
to the notice of filing.

Section 408(b)(2)(A)@i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
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determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “‘safe” to mean that ““there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “‘ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . . .”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. For
further discussion of the regulatory
requirements of section 408 of FFDCA
and a complete description of the risk
assessment process, see the final rule on
Bifenthrin Pesticide Tolerances (62 FR

62961, November 26, 1997) (FRL-5754—
7).

ITI. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action. EPA has sufficient data to assess
the hazards of and to make a
determination on aggregate exposure,
consistent with section 408(b)(2) of
FFDCA, for a tolerance for residues of
spirodiclofen on grape at 2.0 ppm;
grape, raisin at 4.0 ppm; grape, juice at
2.4 ppm; citrus, fruit, crop group 10 at
0.50 ppm; citrus, oil at 20 ppm; citrus,
juice at 0.60 ppm; fruit, pome, crop
group 11 at 0.80 ppm; apple, wet
pomace at 2.0 ppm; fruit, stone, crop
group 12 at 1.0 ppm; nut, tree, crop
group 14 at 0.10 ppm; almond, hulls at
20 ppm; pistachio at 0.10 ppm; and for
combined residues of spirodiclofen and
its free enol metabolite BAJ 2510 in or
on cattle, meat and cattle, fat at 0.02
ppm; cattle, meat byproducts at 0.10
ppm; goat, meat and goat, fat at 0.02
ppm; goat, meat byproducts at 0.10
ppm; sheep, meat and sheep, fat at 0.02

ppm; sheep, meat byproducts at 0.10
ppm; horse, meat and horse, fat at 0.02
ppm; horse, meat byproducts at 0.10
ppm; milk at 0.01 ppm, and milk, fat at
0.03 ppm. EPA’s assessment of
exposures and risks associated with
establishing the tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

Spirodiclofen has low acute toxicity
via oral, dermal, or inhalation route. It
is not an eye or dermal irritant.
However, it is a potential skin
sensitizer. The nature of the toxic effects
caused by spirodiclofen are discussed in
Table 1 of this unit as well as the no
observed adverse effect level (NOAEL)
and the lowest observed adverse effect
level (LOAEL) from the toxicity studies
reviewed.

TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY PROFILE FOR SPIRODICLOFEN

Guideline No.

Study Type

Results

870.3100

Subchronic oral - rat

For males, NOAEL = 32.1 milligram/kilogram/
day (mg/kg/day), LOAEL = 166.9 mg/kg/
day based on increased incidence and se-
verity of small cytoplasmic vacuolation in
the cortex of adrenal glands, decreased
cholesterol (week 5 and 13), and de-
creased triglycerides (week 5),

For females, NOAEL = 8.1 mg/kg/day,
LOAEL = 47.1 mg/kg/day based on in-
creased incidence of small cytoplasmic
vacuolation in the cortex of adrenal glands

870.3100

Subchronic oral - mouse

For males, NOAEL = 15 mg/kg/day, LOAEL=
164 mg/kg/day based on an increased inci-
dence of hypertrophic Leydig cells in the
testes

For females, NOAEL = 30 mg/kg/day, LOAEL
= 234 mg/kg/day based on an increased
incidence of cytoplasmic vacuolation of the
adrenal cortex

870.3150

Subchronic oral - dog

For males, NOAEL = 7.7 mg/kg/day, LOAEL
= 26.6 mg/kg/day based on decreased
body weight gains, increased liver and ad-
renal weights, decreased prostate weights,
and histopathology findings in the adrenal
glands, testes, epididymis, thymus, and
prostates

For females, NOAEL <8.4 mg/kg/day. LOAEL
= 8.4 mg/kg/day based on increased adre-
nal gland weight (two out of four animals)
which coincided with histopathology find-
ings (cytoplasmic vacuoles in the Zona
fasciculata of the adrenal glands)
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY PROFILE FOR SPIRODICLOFEN—Continued

Guideline No.

Study Type

Results

870.3200

21-Day dermal toxicity - rat

NOAEL is 1,000 mg/kg/day (highest dose
tested (HDT)); however, the histopathology
was not appropriately conducted as re-
quired by the guideline. The study did not
examine all of the tissues, especially the
possible target organs (i.e., uterus, pros-
tate, etc)

870.3700

Prenatal developmental - rat

Maternal: NOAEL = 1,000 mg/kg/day (HDT)

Developmental: NOAEL = 300 mg/kg/day,
LOAEL = 1,000 mg/kg/day based on an in-
creased incidence of slight dilatation of the
renal pelvis

870.3700

Prenatal developmental - rabbit

Maternal: NOAEL = 100 mg/kg/day, LOAEL =
300 mg/kg/day based on body weight loss
and decreased food consumption

Developmental: NOAEL = 1,000 mg/kg/day
(HDT)

870.3800

Reproduction and fertility effects - rat

Parental/system:

For males: NOAEL = 5.2-6.4 mg/kg/day,
LOAEL = 26.2- 30.2 mg/kg/day based on
decreased body weight in F males; de-
creased absolute and relative liver weight
in Fo males; decreased cholesterol and
triglycerides in F1 males; and increased
severity of adrenal cortical vacuolation in
Fi; males. For females, NOAEL = 5.5-7.0
mg/kg/day, LOAEL = 27.6-34.4 mg/kg/day
based on decreased unesterified fatty acids
in F, females, and increased severity of
adrenal cortical vacuolation in Fy and F; fe-
males

Reproductive:

For males: NOAEL = 26.2-30.2 mg/kg/day,
LOAEL = 134.8- 177.6 mg/kg/day based
on delayed sexual maturation; decreased
testicular spermatid and epididymal sperm
counts (oligospermia); and atrophy of the
testes, epididymides, prostate and seminal
vesicles. For females: NOAEL = 27.6-34.4
mg/kg/day, LOAEL = 139.2-192.7 mg/kg/
day based on increased severity of ovarian
luteal cell vacuolation/degeneration

Offspring:

NOAEL = 5.2-6.4 (M)/5.5-7.0 (F) mg/kg/day,
LOAEL = 26.2-30.2 (M)/ 27.6-34.4(F) mg/
kg/day based on decreased body weight
and weight gain in F; male and female

pups

870.4100

Chronic toxicity - dog

NOAEL = 1.38 (M)/1.52(F) mg/kg/day,
LOAEL = 4.33(M)/4.74 (F) mg/kg/day
based on increased relative adrenal
weights in both sexes, increased relative
testis weight in males and histopathology
findings in the adrenal gland of both sexes
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY PROFILE FOR SPIRODICLOFEN—Continued

Guideline No.

Study Type

Results

870.4200

Carcinogenicity - mouse

NOAEL = 4.1(M)/5.1(F) mg/kg/day, LOAEL =

610 (M) mg/kg/day based on increased ab-
solute and relative liver and adrenal
weights, decreased absolute and relative
kidney weight, enlarged adrenal gland, dis-
colored testis, adrenal gland vacuolization,
interstitial cell degeneration of the testes.
For females, LOAEL = 722 mg/kg/day
based on increased absolute and relative
adrenal weight, decreased absolute and
relative kidney weight, increased
incidences of adrenal gland pigmentation,
and adrenal vacuolization.

Hepatocellular adenoma and carcinoma

870.4300

Chronic toxicity - rat

For males: NOAEL = 14.7 mg/kg/day, LOAEL

= 110.1 mg/kg/day based on decreased
body weights, decreased body weight gain,
increased APh levels, decreased choles-
terol and triglyceride levels, increased
vacuolated jejunum enterocytes, and in-
creased incidences of Leydig cell
hyperplasia

For females: NOAEL = 19.9 mg/kg/day,

LOAEL = 152.9 mg/kg/day based on de-
creased body weights, decreased body
weight gain, increased APh levels, in-
creased TSH, uterus nodules, and in-
creased vacuolated jejunum enterocytes

testes Leydig cell adenoma in males, uterine

adenoma and/or adenocarcinoma in fe-
males

870.5100

Gene mutation - Salmonella typhimurium

There was no evidence of increased

revertant colonies above control in 5 Sal-
monella strains (TA1535, TA1537, TA1538,
TA100, TA98) + S9 at concentrations up to
5,000 pg/plate

870.5300

In vitro mammalian gell gene mutation

Negative, tested in Chinese Hamster lung

fibroblast V79 cells at concentrations up to
300 pug/mL - S9 and +S9. Cytotoxicity was
observed at 215 ug/mL -S9 and 80 pg/mL
+S9

870.5375

In vitro mammalian chromosome aberration

Negative, tested in Chinese hamster lung

(V79) cells at concentrations 5-80 ug/mL or
0.75-12 pg/mL -S9 or 10-160 pg/mL +S9

870.5395

In vivo mouse bone morrow micronucleus

Negative, tested at a dose 800 mg/kg (MTD).

Clinical signs and cytotoxicity were seen at
800 mg/kg

870.6200

Acute neurotoxicity - rat

NOAEL = 2,000 mg/kg/day, no neurotoxicity

observed

870.6200

Subchronic neurotoxicity - rat

NOAEL = 70.3(M)/87.3(F) mg/kg/day. LOAEL

= 1088.8(M)/1306.5(F) mg/kg/day based on
decreased body weights, food consump-
tion, and increased urine staining in both
sexes and decreased motor and locomotor
activity (week 4) in females only
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Guideline No. Study Type Results
870.6300 Developmental neurotoxicity Maternal NOAEL = 135.9/273.8 mg/kg/day

LOAEL = Not established

Offspring NOAEL = Not established

LOAEL = 6.5/14.0 mg/kg/day based on ef-
fects in memory phase of the water maze
test in PND 60 females

The study classification is reserved for the
guideline requirement pending receipt of
additional morphometric measurements for
the low and mid dose groups

B. Toxicological Endpoints

The dose at which no adverse effects
are observed (the NOAEL) from the
toxicology study identified as
appropriate for use in risk assessment is
used to estimate the toxicological level
of concern (LOC). However, the lowest
dose at which adverse effects of concern
are identified (the LOAEL) is sometimes
used for risk assessment if no NOAEL
was achieved in the toxicology study
selected. An uncertainty factor (UF) is
applied to reflect uncertainties inherent
in the extrapolation from laboratory
animal data to humans and in the
variations in sensitivity among members
of the human population as well as
other unknowns. An UF of 100 is
routinely used, 10X to account for
interspecies differences and 10X for
intraspecies differences.

Three other types of safety or
uncertainty factors may be used: “
Traditional uncertainty factors;” the
“special FQPA safety factor;” and the
“default FQPA safety factor.” By the
term ‘““traditional uncertainty factor,”
EPA is referring to those additional
uncertainty factors used prior to FQPA
passage to account for database
deficiencies. These traditional
uncertainty factors have been
incorporated by the FQPA into the
additional safety factor for the
protection of infants and children. The

term “‘special FQPA safety factor” refers
to those safety factors that are deemed
necessary for the protection of infants
and children primarily as a result of the
FQPA. The “default FQPA safety factor”
is the additional 10X safety factor that
is mandated by the statute unless it is
decided that there are reliable data to
choose a different additional factor
(potentially a traditional uncertainty
factor or a special FQPA safety factor).
For dietary risk assessment (other
than cancer) the Agency uses the UF to
calculate an acute or chronic reference
dose (acute RID or chronic RfD) where
the RfD is equal to the NOAEL divided
by an UF of 100 to account for
interspecies and intraspecies differences
and any traditional uncertainty factors
deemed appropriate (RfD = NOAEL/UF).
Where a special FQPA safety factor or
the default FQPA safety factor is used,
this additional factor is applied to the
RID by dividing the RfD by such
additional factor. The acute or chronic
Population Adjusted Dose (aPAD or
cPAD) is a modification of the RID to
accommodate this type of safety factor.
For non-dietary risk assessments
(other than cancer) the UF is used to
determine the LOC. For example, when
100 is the appropriate UF (10X to
account for interspecies differences and
10X for intraspecies differences) the
LOC is 100. To estimate risk, a ratio of

the NOAEL to exposures (margin of
exposure (MOE) = NOAEL/exposure) is
calculated and compared to the LOC.

The linear default risk methodology
(Q*) is the primary method currently
used by the Agency to quantify
carcinogenic risk. The Q* approach
assumes that any amount of exposure
will lead to some degree of cancer risk.
A Q* is calculated and used to estimate
risk which represents a probability of
occurrence of additional cancer cases
(e.g., risk). An example of how such a
probability risk is expressed would be to
describe the risk as one in one hundred
thousand (1 X 10-5), one in a million (1
X 10-6), or one in ten million (1 X 10-7).
Under certain specific circumstances,
MOE calculations will be used for the
carcinogenic risk assessment. In this
non-linear approach, a “point of
departure” is identified below which
carcinogenic effects are not expected.
The point of departure is typically a
NOAEL based on an endpoint related to
cancer effects though it may be a
different value derived from the dose
response curve. To estimate risk, a ratio
of the point of departure to exposure
(MOE.ancer = point of departure/
exposures) is calculated.

A summary of the toxicological
endpoints for spirodiclofen used for
human risk assessment is shown in
Table 2 of this unit:

TABLE 2.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR SPIRODICLOFEN FOR USE IN HUMAN RISK

ASSESSMENT

Exposure Scenario

Dose Used in Risk Assessment, UF

Special FQPA SF* and Level of
Concern for Risk Assessment

Study and Toxicological Effects

Acute Dietary

Acute RfD = Not established

An effect of concern attributable to a single dose was not identified

Chronic dietary (all popu-

lations) UF = 1,000

LOAEL = 6.5 mg/kg/day

Chronic RfD = 0.0065 mg/kg/day

FQPA SF = 1X

0.0065 mg/kg/day

cPAD = Chronic RfD/FQPA SF =

Developmental Neurotoxicity Study -
Rat

LOAEL of 6.5 mg/kg/day based on
decreased retention (memory) in
females on day 60 in the water
maze at all doses

Cancer (Oral, dermal, in-
halation)

Classification: “Likely to be Carcinogenic to Humans” with Q1* (mg/kg/day)-! = 1.49 x 102
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C. Exposure Assessment

1. Dietary exposure from food and
feed uses. Tolerances have not been
established for (40 CFR 180.000) for the
residues of spirodiclofen, in or on a
variety of raw agricultural commodities.
Risk assessments were conducted by
EPA to assess dietary exposures from
spirodiclofen in food as follows:

i. Acute exposure. Acute quantitative
dietary risk assessments are performed
for a food-use pesticide, if a
toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure. No appropriate single-dose
endpoint was available for the acute oral
exposure of the general population,
including infants and children.
Therefore, an acute quantitative dietary
assessment was not performed.

ii. Chronic exposure. In conducting
the chronic and cancer dietary risk
assessment EPA used the Lifeline
(version 2.0) and Dietary Exposure
Evaluation Model software with the
Food Commodity Intake Database
(DEEM-FCID™), both of which
incorporates food consumption data as
reported by respondents in the USDA
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII), and accumulated
exposure to the chemical for each
commodity. The following assumptions
were made for the chronic exposure
assessments: The chronic and cancer
analyses were refined through the use of
average field trial residues,
experimentally determined processing
factors, and projected average percent
crop treated estimates. These averages
were based on the typical average of all
insecticides used to control all pests on
the specific crop.

The projected average percent crop
treated estimates were provided for
apple, peach, grape, orange, and
grapefruit. These averages were based
on the typical average of all insecticides
used to control all pests on the specific
crop. The Agency determined that it is
appropriate to translate the projected
percent crop treated estimates for peach,
apple, and grapefruit to the remaining
crops in the stone fruit, pome fruit, and
citrus crop groups, respectively.

Since the analysis made use of
average residues derived from crop field
trial studies (maximum application rate
and minimum preharvest interval
(PHI)), incorporated maximum
theoretical processing factors for juice,
and surface drinking water estimates
which assumed 87% of the basin
cropped and 100% of the cropped area
treated at the maximum rate (citrus,
pecan, apple, peach, and grape), the

Agency concluded that the exposure
estimates are unlikely to underestimate
actual exposure.

iii. Cancer. The Agency has classified
spirodiclofen as “likely to be
carcinogenic to humans.”
Quantification of cancer risk used a
Q,*(mg/kg/day)! of 1.49 x 102 in
human equivalents based on male rat
testes Leydig cell adenoma.

As indicated above, the chronic and
cancer analyses incorporated average
field trial residues; processing factors
from the apple, grape, plum, and orange
processing studies (DEEM-FCID™ (ver.
7.76) default processing factors assumed
for juice commodities); projected
average percent crop treated estimates;
and the SCI-GROW and/or PRZM-
EXAMS drinking water estimates.

DEEM-FCID™ resulted in similar
chronic and cancer risk estimates (all
included drinking water), but due to
differing drinking water assumptions,
the result was a higher risk estimate
using DEEM-FCID™., Based on a critical
commodity analysis conducted in
DEEM-FCIDTM, the major contributors
to the cancer risk were water (34% of
the total exposure), orange (20% of the
total exposure) and apple (16% of the
total exposure).

iv. Anticipated residue and percent
crop treated (PCT) information. Section
408(b)(2)(F) of FFDCA states that the
Agency may use data on the actual
percent of food treated for assessing
chronic dietary risk only if the Agency
can make the following findings:
Condition 1, that the data used are
reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain such pesticide residue;
Condition 2, that the exposure estimate
does not underestimate exposure for any
significant subpopulation group; and
Condition 3, if data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area. In addition, the
Agency must provide for periodic
evaluation of any estimates used. To
provide for the periodic evaluation of
the estimate of PCT as required by
section 408(b)(2)(F) of FFDCA, EPA may
require registrants to submit data on
PCT.

The Agency used PCT information as
follows:

A routine chronic dietary exposure
analysis for spirodiclofen was based on
projected PCT for the following crops:
Grapefruit - 20%; oranges except temple
- 10%; grapes - 4%; peaches - 12%;
apples - 13%. These are typical averages
of all insecticides used to control all
pests on the specific crop, taken from

the Agricultural Chemical Usage 2003
Fruit Summary report published by
United States Department of Agriculture
National Agriculture Statistics Service
(USDA/NASS). The projected percent
crop treated estimates for peach, apple,
and grapefruit were applied to the
remaining crops in the stone fruit, pome
fruit, and citrus crop groups,
respectively.

The Agency believes that the three
conditions previously discussed have
been met. With respect to Condition 1,
EPA finds that the PCT information
described in Unit. C for spirodiclofen is
reliable and has a valid basis. These are
average usage figures of all insecticides
used on the crops in question. EPA has
not taken into account whether the
insecticide use was directed against the
pest that spirodiclofen controls but
instead has averaged each insecticide’s
total usage. Thus, these averages are
likely to overstate spirodiclofen use
because many insecticides are effective
against several pests and total usage of
these pesticides will be significantly
higher than an insecticide, such as
spirodiclofen, which is used primarily
against a single pest. For acute risk
assessment, the highest percentages of
the insecticide used on the specific crop
without naming a specific pest, taken
from USDA/NASS Agricultiral
Chemical Usage 2003 Fruit Summary
was used. This indicates the maximum
use of an insecticide. Spirodiclofen use
could be much lower than this because
its use is targeted at a single pest and
there exist other equally efficacious
pesticides, that treat mites only, that are
priced competitively with spirodiclofen.
As to Conditions 2 and 3, regional
consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available information on the
regional consumption of food to which
spirodiclofen may be applied in a
particular area.

2. Dietary exposure from drinking
water. The Agency lacks sufficient
monitoring exposure data to complete a
comprehensive dietary exposure
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analysis and risk assessment for
spirodiclofen in drinking water. Because
the Agency does not have
comprehensive monitoring data,
drinking water concentration estimates
are made by reliance on simulation or
modeling taking into account data on
the physical characteristics of
spirodiclofen.

The Agency uses the FQPA Index
Reservoir Screening Tool (FIRST) or the
Pesticide Root Zone Model/Exposure
Analysis Modeling System (PRZM/
EXAMS), to produce estimates of
pesticide concentrations in an index
reservoir. The Screening Concentrations
in Groundwater (SCI-GROW) model is
used to predict pesticide concentrations
in shallow ground water. For a
screening-level assessment for surface
water EPA will use FIRST (a Tier 1
model) before using PRZM/EXAMS (a
Tier 2 model). The FIRST model is a
subset of the PRZM/EXAMS model that
uses a specific high-end runoff scenario
for pesticides. Both FIRST and PRZM/
EXAMS incorporate an index reservoir
environment, and both models include
a percent crop area factor as an
adjustment to account for the maximum
percent crop coverage within a
watershed or drainage basin.

None of these models include
consideration of the impact processing
(mixing, dilution, or treatment) of raw
water for distribution as drinking water
would likely have on the removal of
pesticides from the source water. The
primary use of these models by the
Agency at this stage is to provide a
screen for sorting out pesticides for
which it is unlikely that drinking water
concentrations would exceed human
health levels of concern.

Based on the PRZM/EXAMS and SCI-
GROW models, the EECs of
spirodiclofen (total residue including its
three metabolites: Spirodiclofen-enol,
spirodiclofen-ketohydroxy, and
spirodiclofen-dihydroxy) for acute
exposures are estimated to be 22.86
parts per billion (ppb) for surface water
and 0.44 ppb for ground water. The
EECs for chronic (non-cancer) exposures
are estimated to be 4.99 ppb for surface
water and 0.44 ppb for ground water.
The EECs for chronic (cancer) exposures
are estimated to be 1.67 ppb for surface
water and 0.44 for ground water.

3. From non-dietary exposure. The
term ‘“‘residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).
Spirodiclofen is not registered for use

on any sites that would result in
residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information’” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

Unlike other pesticides for which EPA
has followed a cumulative risk approach
based on a common mechanism of
toxicity, EPA has not made a common
mechanism of toxicity finding as to
spirodiclofen and any other substances
and spirodiclofen does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that spirodiclofen has a
common mechanism of toxicity with
other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see the policy statements
released by EPA’s OPP concerning
common mechanism determinations
and procedures for cumulating effects
from substances found to have a
common mechanism on EPA’s web site
at http://www.epa.gov/pesticides/
cumulative/.

D. Safety Factor for Infants and
Children

1. In general. Section 408 of the
FFDCA provides that EPA shall apply
an additional tenfold margin of safety
for infants and children in the case of
threshold effects to account for prenatal
and postnatal toxicity and the
completeness of the data base on
toxicity and exposure unless EPA
determines based on reliable data that a
different margin of safety will be safe for
infants and children. Margins of safety
are incorporated into EPA risk
assessments either directly through use
of a MOE analysis or through using
uncertainty (safety) factors in
calculating a dose level that poses no
appreciable risk to humans. In applying
this provision, EPA either retains the
default value of 10X when reliable data
do not support the choice of a different
factor, or, if reliable data are available,
EPA uses a different additional safety
factor value based on the use of
traditional uncertainty factors and/or
special FQPA safety factors, as
appropriate.

2. Prenatal and postnatal sensitivity.
There is no evidence of increased
susceptibility following in utero and/or
prenatal/postnatal exposure in the
developmental toxicity studies in
rabbits and 2—generation reproduction
studies in rats.

In the DNT study, toxicity in the
offspring (effects in the memory phase
of the water maze test at post natal day
60 in females) was observed in the
absence of maternal toxicity, indicating
increased susceptibility.

3. Conclusion. The 10X FQPA Safety
Factor was retained for the use of
LOAEL in a critical study in calculating
the reference dose for chronic risk.

E. Aggregate Risks and Determination of
Safety

1. Acute risk. There is no risk from
acute dietary exposure, as an
appropriate single-dose endpoint was
not identified for the acute oral
exposure of the general population,
including infants and children.

2. Chronic risk. To assess aggregate
chronic risk, drinking water estimates
were incorporated directly into the
dietary analysis, rather than using back-
calculated drinking water levels of
comparison (DWLOCs). To better
evaluate aggregate risk associated with
exposure through food and drinking
water, EPA is no longer comparing
Estimated Drinking Water Concentration
(EDWCs) generated by water quality
models with Drinking Water Levels of
Comparison (DWLOC). Instead, EPA is
now directly incorporating the actual
water quality model output
concentrations into the risk assessment.
This method of incorporating water
concentrations into our aggregate
assessments relies on actual CSFII-
reported drinking water consumptions
and more appropriately reflects the full
distribution of drinking water
concentrations. Using the exposure
assumptions described in this unit for
chronic exposure, the Lifeline™
chronic risk estimates (including
drinking water) were less than the
Agency’s level of concern at <6.1%
chronic population-adjusted dose
(cPAD); children 1-2 years old were the
most highly exposed population. The
DEEM-FCID™ chronic risk estimates
(including drinking water) were also
less than the Agency’s level of concern
at <8.0% cPAD; all infants (<1 year old)
were the most highly exposed
population. EPA does not expect the
aggregate exposure to exceed 100% of
the cPAD, as shown in Table 3 of this
unit:
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TABLE 3.— AGGREGATE RISK ASSESSMENT (INCLUDING WATER) FOR CHRONIC (NON-CANCER) EXPOSURE TO

SPIRODICLOFEN

Chronic Exposure (mg/ %cPAD
Population Subgroup (r%%ﬁkl:g)]/ kg/day) ;
day) PGt | Lifeline™ FOID™ | linet
General U.S. population 0.000177 0.000092 3.7 14
All Infants (< 1 year old) 0.000517 |  0.000259 8.0 4.0
Children (1-2 years old) 0.000515 0.000397 7.9 6.1
Children (3-5 years old) 0.000379 0.000290 5.8 4.5
Children (6-12 years old) 0.000209 | 0.000132 3.2 2.0
Youth (13-19 years old) 0.0065 | 0.000129 | 0.000067 2.0 1.0
Adults (20-49 years old) 0.000140 | 0.000068 2.2 1.0
Adults (50+ years old) 0.000150 0.000069 2.3 1.1
Females (13-49 years old) 0.000144 0.000077 2.2 1.2

3. Short-term risk. Short-term
aggregate exposure takes into account
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

Spirodiclofen is not registered for use
on any sites that would result in
residential exposure. Therefore, the
aggregate risk is the sum of the risk from
food and water, which do not exceed
the Agency’s level of concern.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account residential exposure
plus chronic exposure to food and water
(considered to be a background
exposure level).

Spirodiclofen is not registered for use
on any sites that would result in
residential exposure. Therefore, the
aggregate risk is the sum of the risk from
food and water, which do not exceed
the Agency’s level of concern.

5. Aggregate cancer risk for U.S.
population. Under the reasonable

certainty of no harm standard, in
FFDCA section 408(b)(2)(A)(ii), cancer
risks must be no greater than negligible.
EPA has consistently interpreted
negligible cancer risks to be risks within
the range of an increased cancer risk of
1in 1 million. Risks as high as 3 in 1
million have been considered to be
within this risk range. To assess
aggregate cancer risk, drinking water
estimates were incorporated directly
into the dietary analysis, as explained
above in section 2 for chronic risk.
Lifeline and DEEM are capable of
combining exposure from food and
drinking water sources for an estimate
of aggregate risk from all dietary
sources. Cancer aggregate risk was
calculated for the U.S. population only.
The Lifeline™ cancer risk estimates
with drinking water estimates included
was 1.36 in 1 million. Using DEEM-
FCID™, the cancer risk estimate with
drinking water was 1.59 in 1 million.
DEEM-FCID™ resulted in in a higher

cancer risk estimate due to differing
drinking water assumptions. Lifeline
permits incorporation of the entire
PRZM-EXAMS distribution when
conducting a cancer analysis while
DEEM-FCID™ permits only a point
estimate. The estimated cancer risk of
1.59 in 1 million is within the negligible
risk range. The Agency also notes that
the cancer risk estimates were generated
using average residues derived from
crop field trial studies (maximum
application rate and minimum
preharvest interval), incorporated
maximum theoretical processing factors
for juice, and incorporated surface
drinking water estimates which
assumed 87% of the basin was cropped
and 100% of the cropped area was
treated at the maximum rate. EPA
concludes that the estimated cancer risk
within the range of arisk of 1in 1
million and therefore is negligible. A
summary of aggregate cancer risk is
given in Table 4 of this unit:

TABLE 4.—CANCER AGGREGATE RISK (INCLUDING DRINKING WATER) FOR SPIRODICLOFEN

Cancer Exposure (mg/ Cancer Risk
kg/day)
Population Subgroup Q*
- - ™ i i T™M
'I:DCI;Ell[E)I\T/INI Lifeline™ | PEEM-FCID Lifeline
General U.S. population? 0.0149 | 0.000177 | 0.000092 1.59 x 10-6 1.36 x 10-¢

1 differences between DEEM-FCID™ and Lifeline™ cancer risk estimates due to differences in the water estimates permitted in each pro-
gram; DEEM-FCID™ permits only a single point drinking water estimate when conducting a cancer analysis; Lifeline™ permits incorporation of
the entire PRZM-EXAMS distribution and incorporation of the SCI-GROW point estimate
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6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, and to infants and children
from aggregate exposure to spirodiclofen
residues.

IV. Other Considerations

A. Analytical Enforcement Methodology

Adequate enforcement methodology
(HPLC/MS-MS) is available to enforce
the tolerance expression. The method
may be requested from: Chief,
Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905; e-
mail address: residuemethods@epa.gov.

B. International Residue Limits

There are no Codex or Mexican
maximum residue limits (MRLs) in/on
the requested crops.

C. Conditions

The following confirmatory data are
needed:

Toxicology. In the developmental
neurotoxicity study, additional
morphometric analyses of the caudate
putamen, parietal cortex, hippocampal
gyrus, and dentate gyrus at the mid and
low doses are requested for both sexes.

Residue chemistry. Apple (juice) and
grape (juice) processing studies which
monitor for residue of spirodiclofen,
BAJ2510, 3-OH-enol, and 4-OH-enol.
Default factors were used for the risk
assessment, and these studies are
needed to refine the risk.

V. Conclusion

Therefore, the tolerance is established
for residues of spirodiclofen (3-(2,4-
dichlorophenyl)-2-oxo-1-
oxaspiro[4.5]dec-3-en-4-yl 2,2-
dimethylbutanoate) on grape at 2.0 ppm;
grape, raisin at 4.0 ppm; grape, juice at
2.4 ppm; citrus, fruit, crop group 10 at
0.50 ppm; citrus, oil at 20 ppm; citrus,
juice at 0.60 ppm; fruit, pome, crop
group 11 at 0.80 ppm; apple, wet
pomace at 2.0 ppm; fruit, stone, crop
group 12 at 1.0 ppm; nut, tree, crop
group 14 at 0.10 ppm; almond, hulls at
20 ppm; pistachio at 0.10 ppm; and for
combined residues of spirodiclofen and
its free enol metabolite BAJ 2510 in or
on cattle, meat and cattle, fat at 0.02
ppm; cattle, meat byproducts at 0.10
ppm; goat, meat and goat, fat at 0.02
ppm; goat, meat byproducts at 0.10
ppm; sheep, meat and sheep, fat at 0.02
ppm; sheep, meat byproducts at 0.10
ppm; horse, meat and horse, fat at 0.02
ppm; horse, meat byproducts at 0.10
ppm; milk at 0.01 ppm, and milk, fat at
0.03 ppm.

VI. Objections and Hearing Requests

Under section 408(g) of FFDCA, as
amended by FQPA, any person may file
an objection to any aspect of this
regulation and may also request a
hearing on those objections. The EPA
procedural regulations which govern the
submission of objections and requests
for hearings appear in 40 CFR part 178.
Although the procedures in those
regulations require some modification to
reflect the amendments made to FFDCA
by FQPA, EPA will continue to use
those procedures, with appropriate
adjustments, until the necessary
modifications can be made. The new
section 408(g) of FFDCA provides
essentially the same process for persons
to “object” to a regulation for an
exemption from the requirement of a
tolerance issued by EPA under new
section 408(d) of FFDCA, as was
provided in the old sections 408 and
409 of FFDCA. However, the period for
filing objections is now 60 days, rather
than 30 days.

A. What Do I Need to Do to File an
Objection or Request a Hearing?

You must file your objection or
request a hearing on this regulation in
accordance with the instructions
provided in this unit and in 40 CFR part
178. To ensure proper receipt by EPA,
you must identify docket ID number
OPP-2005-0075 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk
on or before September 12, 2005.

1. Filing the request. Your objection
must specify the specific provisions in
the regulation that you object to, and the
grounds for the objections (40 CFR
178.25). If a hearing is requested, the
objections must include a statement of
the factual issues(s) on which a hearing
is requested, the requestor’s contentions
on such issues, and a summary of any
evidence relied upon by the objector (40
CFR 178.27). Information submitted in
connection with an objection or hearing
request may be claimed confidential by
marking any part or all of that
information as CBI. Information so
marked will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the
information that does not contain CBI
must be submitted for inclusion in the
public record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice.

Mail your written request to: Office of
the Hearing Clerk (1900L),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001. You may also deliver

your request to the Office of the Hearing
Clerk in Suite 350, 1099 14th St., NW.,
Washington, DC 20005. The Office of
the Hearing Clerk is open from 8 a.m.

to 4 p.m., Monday through Friday,
excluding legal holidays. The telephone
number for the Office of the Hearing
Clerk is (202) 564—6255.

2. Copies for the Docket. In addition
to filing an objection or hearing request
with the Hearing Clerk as described in
Unit VI.A., you should also send a copy
of your request to the PIRIB for its
inclusion in the official record that is
described in ADDRESSES. Mail your
copies, identified by docket ID number
OPP-2005-0075, to: Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7502C), Office of Pesticide
Programs, Environmental Protection
Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460—0001. In person
or by courier, bring a copy to the
location of the PIRIB described in
ADDRESSES. You may also send an
electronic copy of your request via e-
mail to:opp-docket@epa.gov. Please use
an ASCII file format and avoid the use
of special characters and any form of
encryption. Copies of electronic
objections and hearing requests will also
be accepted on disks in WordPerfect
6.1/8.0 or ASCII file format. Do not
include any CBI in your electronic copy.
You may also submit an electronic copy
of your request at many Federal
Depository Libraries.

B. When Will the Agency Grant a
Request for a Hearing?

A request for a hearing will be granted
if the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

VII. Statutory and Executive Order
Reviews

This final rule establishes a tolerance
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this rule has
been exempted from review under
Executive Order 12866 due to its lack of
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significance, 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). This final rule does not
contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title II of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Public
Law 104—4). Nor does it require any
special considerations under Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994); or OMB review or any Agency
action under Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note). Since
tolerances and exemptions that are
established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. In addition, the
Agency has determined that this action
will not have a substantial direct effect
on 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, entitled
Federalism(64 FR 43255, August 10,
1999). Executive Order 13132 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 final rule
directly regulates growers, food
processors, food handlers and food
retailers, not States. This action does not

alter the relationships or distribution of
power and responsibilities established
by Congress in the preemption
provisions of section 408(n)(4) of
FFDCA. For these same reasons, the
Agency has determined that this rule
does not have any ““tribal implications”
as described in Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 6, 2000). Executive
Order 13175, 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” is 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.” This
rule will not have substantial direct
effects on tribal governments, 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 in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this rule.

VIII. 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 this final
rule in the Federal Register. This final
rule is not a “major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: June 30, 2005.
James Jones,
Director, Office of Pesticide Programs.

m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—AMENDED

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.608 is added to read as
follows:

§180.608 Spirodiclofen; tolerances for
residues.

(a) General. (1) Tolerances are
established for residues of spirodiclofen
per se (3-(2,4-dichlorophenyl)-2-oxo-1-
oxaspiro[4.5]dec-3-en-4-yl 2,2-
dimethylbutanoate) in or on the
following plant commodities:

: Parts per
Commodity miIIioB]

Almond, hulls ...........cccoeiininnnn. 20.0
Apple, wet pomace .. 2.0
Citrus, juice .............. 0.60
Citrus, Ol .oooeeeiieiiiiee e 20.0
Fruit, citrus, crop group 10 ......... 0.50
Fruit, pome, crop group 11 ......... 0.80
Fruit, stone, crop group 12 ......... 1.0
Grape ....oocoeeveeeiieiieee e 2.0
Grape, JUICe ...coccevreeeiierieeieee 2.4
Grape, raisin .......cccooceeeeieeeeenen. 4.0
Nut, tree, crop group 14 ............. 0.10
Pistachio .......ccccovviiiiiiiiiies 0.10

(2) Tolerances are established for
residues of spirodiclofen (3-(2,4-
dichlorophenyl)-2-oxo-1-
oxaspiro[4.5]dec-3-en-4-yl 2,2-
dimethylbutanoate) and its free enol
metabolite BAJ 2510 (3-(2,4-
dichlorophenyl)-4-hydroxy-1-
oxaspiro[4,5]dec-3-en-2-one) in or on
the following livestock commodities:

. Parts per
Commodity milliopn

Cattle, fat ........cccovvveeeeiieiiiee. 0.02
Cattle, meat byproducts ............. 0.10
Cattle, meat ......cccceeveeiieinnnee. 0.02
[CToT: 1 0 - | 0.02
Goat, meat byproducts ............... 0.1
Goat, meat ........cccoveeeeeieiireenn. 0.02
Horse, fat .....cccooeeveeiiiiiiieeeee, 0.02
Horse, meat byproducts ............. 0.1
Horse, meat .......ccceeeveeniiiceennnnn. 0.02
MilK e 0.01
Milk, fat .....ocooeeiieieee e 0.03
Sheep, fat ....cccooeviiieii 0.02
Sheep. meat byproducts ............ 0.1
Sheep. meat ......ccccceevirieeiennne. 0.02

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]
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(d) Indirect or inadvertent residues.
[Reserved]
[FR Doc. 05-13774 Filed 7-12-05; 8:45 am)]
BILLING CODE 6560-50-S

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[DA 05-1717; MB Docket No. 05-82, RM—
11170; MB Docket No. 05-83, RM—11171;
MB Docket No. 05-84, RM-11172]

Radio Broadcasting Services;
Coosada, Livingston, and Rockford,
AL

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: In response to a multi-docket
Notice of Proposed Rulemaking, 70 FR
13002 (March 17, 2005), this Report and
Order allots new FM channels in three
Alabama communities, including
Coosada, Livingston, and Rockford,
Alabama. The Audio Division, at the
request of Tempest Communications,
allots Channel 226A at Coosada,
Alabama. as the community’s first local
aural transmission service. Channel
226A can be allotted to Coosada in
compliance with the Commission’s
technical requirements with a site
restriction of 4.3 kilometers (2.7 miles)
east of Coosada. The reference
coordinates for Channel 226A at
Coosada are 32—30-02 North Latitude
and 86—17—-09 West Longitude. See
Supplementary Information, infra.
DATES: Effective August 8, 2005. The
window period for filing applications
for these allotments will not be opened
at this time. Instead, the issue of
opening these allotments for auction
will be addressed by the Commission in
a subsequent order.

ADDRESSES: Federal Communications
Commission, 445 Twelfth Street, SW.,
Washington, DC 20554.

FOR FURTHER INFORMATION CONTACT: R.
Barthen Gorman, Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Report
and Order, MB Docket Nos. 05—82, 05—
83, and 05—-84, adopted June 22, 2005
and released June 24, 2005. The full text
of this Commission decision is available
for inspection and copying during
regular business hours at the FCC’s
Reference Information Center, Portals II,
445 Twelfth Street, SW., Room CY—
A257, Washington, DC 20554. The
complete text of this decision may also
be purchased from the Commission’s

duplicating contractor, Best Copy and
Printing, Inc., 445 12th Street, SW.,
Room CY-B402, Washington, DC 20054,
telephone 1-800-378-3160 or http://
www.BCPIWEB.com. The Commission
will send a copy of this Report and
Order in a report to be sent to Congress
and the Government Accountability
Office pursuant to the Congressional
Review Act, see 5 U.S.C. 801(a)(1)(A).

The Audio Division, at the request of
Sumter County Broadcasting, allots
Channel 242A at Livingston, Alabama,
as the community’s first local aural
transmission service. Channel 242A can
be allotted to Livingston in compliance
with the Commission’s technical
requirements with a site restriction of
2.3 kilometers (1.4 miles) northeast of
Livingston. The reference coordinates
for Channel 242A at Livingston are 32—
35-36 North Latitude and 88—-09-57
West Longitude.

The Audio Division, at the request of
Alatron Corporation, Inc., allots
Channel 286A at Rockford, Alabama, as
the community’s first local aural
transmission service. Channel 286A can
be allotted to Rockford in compliance
with the Commission’s technical
requirements with a site restriction of
11.3 kilometers (7.0 miles) east of
Rockford. The reference coordinates for
Channel 286A at Rockford are 32—52-15
North Latitude and 85—-06—04 West
Longitude.

List of Subjects in 47 CFR Part 73

Radio, Radio broadcasting.

PART 73—RADIO BROADCAST
SERVICES

m 1. The authority citation for part 73
continues to read as follows:

Authority: 47 U.S.C. 154, 303, 334 and 336.

§73.202 [Amended]

m 2. Section 73.202(b), the Table of FM
Allotments under Alabama, is amended
by adding Coosada, Channel 226A;
Livingston, Channel 242A; and
Rockford, Channel 286A.

Federal Communications Commission.
John A. Karousos,

Assistant Chief, Audio Division, Media
Bureau.

[FR Doc. 05-13566 Filed 7-12—-05; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[DA 05-1733; MB Docket No. 05-80; RM-
11160]

Radio Broadcasting Services;
Booneville and Guntown, MS

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: In response to a Notice of
Proposed Rule Making, 70 FR 13003
(March 17, 2005), this document
substitutes Channel 257C3 for Channel
257A at Booneville, Mississippi, reallots
Channel 257C3 to Guntown,
Mississippi, and modifies the license of
Station WBVV(FM), accordingly. The
coordinates for Channel 257C3 at
Guntown are 34—21-42 North Latitude
and 88—-35—-34 West Longitude, with a
site restriction of 11.1 kilometers (6.9
miles) southeast of the community.

DATES: Effective August 8, 2005.

FOR FURTHER INFORMATION CONTACT:
Helen McLean, Media Bureau, (202)
418-2738.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Report
and Order, MB Docket No. 05-80,
adopted June 22, 2005, and released
June 24, 2005. The full text of this
Commission decision is available for
inspection and copying during regular
business hours at the FCC’s Reference
Information Center, Portals II, 445
Twelfth Street, SW., Room CY-A257,
Washington, DC 20554. The complete
text of this decision may also be
purchased from the Commission’s
duplicating contractor, Best Copy and
Printing, Inc., 445 12th Street, SW.,
Room CY-B402, Washington, DC 20554,
telephone 1-800-378-3160 or http://
www.BCPIWEB.com. The Commission
will send a copy of this Report and
Order in a report to be sent to Congress
and the Government Accountability
Office pursuant to the Congressional
Review Act, see 5 U.S.C. 801(a)(1)(A).

List of Subjects in 47 CFR Part 73

Radio, Radio broadcasting.

m Part 73 of Title 47 of the Code of
Federal Regulations is amended as
follows:

PART 73—RADIO BROADCAST
SERVICES

m 1. The authority citation for part 73
reads as follows:

Authority: 47 U.S.C. 154, 303, 334 and 336.
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§73.202 [Amended]

m 2. Section 73.202(b), the Table of FM
Allotments under Mississippi, is
amended by removing Booneville,
Channel 257A and by adding Guntown,
Channel 257C3.

Federal Communications Commission.

John A. Karousos,

Assistant Chief, Audio Division, Media
Bureau.

[FR Doc. 05-13567 Filed 7-12-05; 8:45 am]
BILLING CODE 6712-01-M

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[DA 05-1716; MB Docket No. 04-420, RM—-
11119]

Radio Broadcasting Services; Corydon
and Morganfield, KY

AGENCY: Federal Communications
Commission.
ACTION: Final rule.

SUMMARY: At the request of Union
County Broadcasting Co., Inc., licensee
of Station WMSK-FM, Morganfield,
Kentucky, the Audio Division
substitutes Channel 237C3 for Channel
237A at Morganfield, reallots Channel
237C3 from Morganfield to Corydon,
Kentucky, as the community’s first local
transmission service, and then modifies
the license for Station WMSK-FM to
reflect the changes. See 69 FR 75017,
December 15, 2004. Channel 237C3 is
reallotted at Corydon at Petitioners’
proposed site Channel 237C3 is
reallotted at Corydon at petitioner’s
proposed site 11.1 kilometers (6.9 miles)
southwest of the community at
coordinates 37-41-31 NL and 87-48-45
WL.

DATES: Effective August 11, 2005.
ADDRESSES: Federal Communications
Commission, 445 Twelfth Street, SW.,
Washington, DC 20554.

FOR FURTHER INFORMATION CONTACT:
Victoria M. McCauley, Media Bureau,
(202) 418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Report
and Order, MB Docket No. 04—420,
adopted June 23, 2005, and released
June 27, 2005. The full text of this
Commission decision is available for
inspection and copying during regular
business hours at the FCC’s Reference
Information Center, Portals II, 445
Twelfth Street, SW., Room CY-A257,
Washington, DC 20554. The complete
text of this decision may also be
purchased from the Commission’s
duplicating contractor, Best Copy and

Printing, Inc., 445 12th Street, SW.,
Room CY-B402, Washington, DC 20054,
telephone 1-800-378-3160 or http://
www.BCPIWEB.com. The Commission
will send a copy of this Report and
Order in a report to be sent to Congress
and the Government Accountability
Office pursuant to the Congressional
Review Act, see 5 U.S.C. 801(a)(1)(A).

List of Subjects in 47 CFR Part 73
Radio, Radio broadcasting.
m 47 CFR part 73 is amended as follows:

PART 73—RADIO BROADCAST
SERVICES

m 1. The authority citation for part 73
continues to read as follows:

Authority: 47 U.S.C. 154, 303, 334 and 336.

§73.202 [Amended]

m 2. Section 73.202(b), the Table of FM
Allotments under Kentucky, is amended
by removing Morganfield, Channel 237A
and by adding Corydon, Channel 237C3.
Federal Communications Commission.

John A. Karousos,

Assistant Chief, Audio Division, Media
Bureau.

[FR Doc. 05-13568 Filed 7—12—-05; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[DA 05-1777; MB Docket No. 04—124, RM-
10936, RM-10937, RM-10938, RM-10939]

Radio Broadcasting Services; Dallas,
Oregon

AGENCY: Federal Communications
Commission.

ACTION: Final Rule.

SUMMARY: The Audio Division, on its
own motion, grants Petitions for Rule
Making filed separately by Northwest
Community Radio Project, Dallas,
Oregon Seventh-day Adventist Church,
Radio Bilingue, Inc. and Lifetime
Ministries, Inc. proposing the
reservation of vacant Channel 252C3 at
Dallas, Oregon for noncommercial
educational. See 69 FR 26353, May 12,
2004. A staff engineering analysis
determines that Channel *252C3 can be
allotted at Dallas Oregon in compliance
with the commission’s minimum
distance spacing requirements at
reference coordinates 44—-55—-06 NL and
123-19-00 WL.

DATES: Effective August 11, 2005.
ADDRESSES: Federal Communications
Commission, 445 Twelfth Street, SW.,
Washington, DC 20054.

FOR FURTHER INFORMATION CONTACT:
Rolanda F. Smith, Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the commission’s Report
and Order, MB Docket No. 04—-124,
adopted June 23, 2005, and released
June 27, 2005. The full text of this
Commission decision is available for
inspection and copying during regular
business hours at the FCC’s Reference
Information Center, Portals II, 445
Twelfth Street, SW., Room CY-A257,
Washington, DC 20554. The complete
text of this decision may also be
purchased from the Commission’s
duplicating contractor, Best Copy and
Printing, Inc., 445 12th Street, SW.,
Room CY-B402, Washington, DC 20054,
telephone 1-800-378-3160 or http://
www.BCPIWEB.com. The Commission
will send a copy of this Memorandum
Opinion and Order in a report to be sent
to Congress and the Government
Accountability Office pursuant to the
Congressional Review Act, see 5 U.S.C.
801(a)(1)(A).

List of Subjects in 47 CFR Part 73
Radio, Radio broadcasting.

m Part 73 of Title 47 of the CFR is
amended as follows:

PART 73—RADIO BROADCAST
SERVICES

m 1. The authority citation for part 73
continues to read as follows:

Authority: 47 U.S.C. 154, 303, 334 and 336.

§73.202 [Amended]

m 2. Section 73.202(b), the Table of FM
Allotments under Oregon, is amended by
removing Channel 252C3 and by adding
Channel *252C3 at Dallas.

Federal Communications Commission.

John A. Karousos,

Assistant Chief, Audio Division, Media
Bureau.

[FR Doc. 05-13569 Filed 6—12—05; 8:45 am)]
BILLING CODE 6712-01-M

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[DA 05-1778; MB Docket No. 04-82, RM-
10877]

Radio Broadcasting Services; Pima,
AZ

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: The Audio Division grants a
Petition for Rule Making filed by
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Calvary Chapel of Tucson requesting the
reservation of vacant Channel 296A at
Pima, Arizona for noncommercial
educational use. See 69 FR 18860, April
9, 2004. A staff engineering analysis
determines that Channel *296A can be
allotted at Pima in compliance with the
Commission’s minimum distance
spacing requirements at reference
coordinates 32—-53—-36 NL and 109-49-
42 WL.

DATES: Effective August 11, 2005.

ADDRESSES: Federal Communications
Commission, 445 Twelfth Street, SW.,
Washington, DC 20554.

FOR FURTHER INFORMATION CONTACT:
Rolanda F. Smith, Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Report
and Order, MB Docket No. 04-82,
adopted June 23, 2005, and released
June 27, 2005. The full text of this
Commission decision is available for
inspection and copying during regular
business hours at the FCC’s Reference
Information Center, Portals II, 445
Twelfth Street, SW., Room CY-A257,
Washington, DC 20554. The complete
text of this decision may also be
purchased from the Commission’s
duplicating contractor, Best Copy and
Printing, Inc., 445 12th Street, SW.,
Room CY-B402, Washington, DC,
20054, telephone 1-800-378-3160 or
http://www.BCPIWEB.com. The
Commission will send a copy of this
Report and Order in a report to be sent
to Congress and the Government
Accountability Office pursuant to the
Congressional Review Act, see 5 U.S.C.
801(a)(1)(A).

List of Subjects in 47 CFR Part 73

Radio, Radio broadcasting.

PART 73—RADIO BROADCAST
SERVICES

m 1. The authority citation for part 73
continues to read as follows:

Authority: 47 U.S.C. 154, 303, 334 and 336.
§73.202 [Amended]

m 2. Section 73.202(b), the Table of FM
Allotments under Arizona, is amended
by removing Channel 296A and by
adding Channel *296A at Pima.

Federal Communications Commaission.
John A. Karousos,

Assistant Chief, Audio Division, Media
Bureau.

[FR Doc. 05-13570 Filed 7-12-05; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[DA 05-1719; MB Docket No. 05-141, RM-
11219; MB Docket No. 05-76, RM-11167;
MB Docket No. 05-77, RM-11168; MB
Docket No. 05-87, RM-11166; and MB
Docket No. 05-78, RM-11169]

Radio Broadcasting Services;
Covington, OK; Poultney, VT; Silver
Springs, NV; Spur, TX; Strong, AR

AGENCY: Federal Communications
Commission.
ACTION: Final rule.

SUMMARY: The Audio Division, at the
request of Charles Crawford, allots
Channel 296C3 at Strong, Arkansas, as
the community’s first local FM service.
Channel 296C3 can be allotted to
Strong, Arkansas, in compliance with
the Commission’s minimum distance
separation requirements with a site
restriction of 14.3 km (8.9 miles) north
of Strong. The coordinates for Channel
296C3 at Strong, Arkansas, are 33—14—
00 North Latitude and 92—18—-00 West
Longitude. See SUPPLEMENTARY
INFORMATION infra.
DATES: Effective August 8, 2005.
FOR FURTHER INFORMATION CONTACT:
Deborah Dupont, Media Bureau, (202)
418-2180.
SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Report
and Order, MB Docket Nos. 05-141, 05—
76, 05-77, 05—87, and 05-78, adopted
June 22, 2005, and released June 24,
2005. The full text of this Commission
decision is available for inspection and
copying during normal business hours
in the FCC Information Center, Portals
II, 445 12th Street, SW., Room CY-
A257, Washington, DC 20554. The
complete text of this decision also may
be purchased from the Commission’s
duplicating contractor, Best Copy and
Printing, Inc., 445 12th Street, SW.,
Room CY-B402, Washington, DG,
20554, (800) 378-3160, or via the
company’s Web site, http://
www.bcpiweb.com. The Commission
will send a copy of this Report and
Order in a report to be sent to Congress
and the Government Accountability
Office pursuant to the Congressional
Review Act, see U.S.C. 801(a)(1)(A).
The Audio Division further, at the
request of Dana J. Puopolo, allots
Channel 273C at Silver Springs, Nevada,
as the community’s first local FM
service. Channel 273C can be allotted to
Silver Springs, Nevada, in compliance
with the Commission’s minimum
distance separation requirements with a
site restriction of 47.7 km (29.7 miles)

east of Silver Spring. The coordinates
for Channel 273C at Silver Springs,
Nevada, are 39—30-00 North Latitude
and 118-40-48 West Longitude.

The Audio Division, at the request of
Charles Crawford, allots Channel 290A
at Covington, Oklahoma, as the
community’s first local FM service.
Channel 290A can be allotted to
Covington, Oklahoma, in compliance
with the Commission’s minimum
distance separation requirements with a
site restriction of 5.7 km (3.5 miles) east
of Covington. The coordinates for
Channel 239B at Covington, Oklahoma,
are 36—18-26 North Latitude and 97—
31-31 West Longitude.

The Audio Division, at the request of
Jeraldine Anderson, allots Channel
260C3 at Spur, Texas, as the
community’s second local FM service.
Channel 260C3 can be allotted to Spur,
Texas, in compliance with the
Commission’s minimum distance
separation requirements with a site
restriction of 13.4 km (8.4 miles) west of
Spur. The coordinates for Channel
260C3 at Spur, Texas, are 33—28-30
North Latitude and 101-00-00 West
Longitude.

The Audio Division, at the request of
Dana J. Puopolo, allots Channel 223A at
Poultney, Vermont, as the community’s
first local FM service. Channel 223A can
be allotted to Poultney, Vermont, in
compliance with the Commission’s
minimum distance separation
requirements at center city reference
coordinates, without site restriction.
The coordinates for Channel 223A at
Poultney, Vermont, are 43—31-06 North
Latitude and 73—-14-06 West Longitude.
Concurrence in a specially-negotiated,
short-spaced allotment is required
because the proposed allotment is
located within 320 kilometers (199
miles) of the U.S.-Canadian border.
Although Canadian concurrence has
been requested, notification has not
been received. If a construction permit
for Channel 223A at Poultney, Vermont,
is granted prior to receipt of formal
concurrence by the Canadian
government, the authorization will
include the following condition:
“Operation with the facilities specified
herein for Poultney, Vermont, is subject
to the modification, suspension, or
termination without right to hearing, if
found by the Commission to be
necessary in order to conform to the
Canada-United States FM Broadcast
Agreement, or if specifically objected to
by Industry Canada.”

List of Subjects in 47 CFR Part 73

Radio, Radio broadcasting.
m Part 73 of title 47 of the Code of Federal
Regulations is amended as follows:
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PART 73—RADIO BROADCAST
SERVICES

m 1. The authority citation for part 73
continues to read as follows:

Authority: 47 U.S.C. 154, 303, 334 and 336.

§73.202 [Amended]

m 2. Section 73.202(b), the Table of FM
Allotments under Arkansas, is amended
by adding Strong, Channel 296C3.

m 3. Section 73.202(b), the Table of FM
Allotments under Nevada, is amended
by adding Silver Springs, Channel 273C.
m 4. Section 73.202(b), the Table of FM
Allotments under Oklahoma, is
amended by adding Covington, Channel
290A.

m 5. Section 73.202(b), the Table of FM
Allotments under Texas, is amended by
adding Channel 260C3 at Spur.

m 6. Section 73.202(b), the Table of FM
Allotments under Vermont, is amended
by adding Poultney, Channel 223A.
Federal Communications Commission.

John A. Karousos,

Assistant Chief, Audio Division, Media
Bureau.

[FR Doc. 05-13571 Filed 7-12-05; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[DA 05-1736; MB Docket No. 04-429, RM—
11120]

Radio Broadcasting Services;
Burlington and Cary, NC

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: The Audio Division, at the
request of Capstar TX Limited
Partnership, licensee of Station WRSN—
FM, Channel 230C, Burlington, North
Carolina, deletes Channel 230C at
Burlington, North Carolina, from the FM
Table of Allotments, allots Channel
230C at Cary, North Carolina, as the
community’s first local FM service, and
modifies the license of Station WRSN—
FM to specify operation on Channel
230G at Cary. Channel 230C can be
allotted to Cary, North Carolina, in
compliance with the Commission’s
minimum distance separation
requirements with a site restriction of
35.4 km (22.0 miles) west of Cary. The
coordinates for Channel 230C at Cary,
North Carolina, are 35-52—15 North
Latitude and 79-09—40 West Longitude.

DATES: Effective August 8, 2005.

FOR FURTHER INFORMATION CONTACT:
Deborah Dupont, Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Report
and Order, MB Docket No. 04—429,
adopted June 22, 2005, and released
June 24, 2005. The full text of this
Commission decision is available for
inspection and copying during normal
business hours in the FCC Information
Center, Portals II, 445 12th Street, SW.,
Room CY-A257, Washington, DC 20554.
The complete text of this decision also
may be purchased from the
Commission’s duplicating contractor,
Best Copy and Printing, Inc., 445 12th
Street, SW., Room CY-B402,
Washington, DC, 20554, (800) 378-3160,
or via the company’s Web site, http://
www.bcpiweb.com. The Commission
will send a copy of this Report and
Order in a report to be sent to Congress
and the Government Accountability
Office pursuant to the Congressional
Review Act, see U.S.C. 801(a)(1)(A).

List of Subjects in 47 CFR Part 73
Radio, Radio broadcasting.
Part 73 of title 47 of the Code of

Federal Regulations is amended as
follows:

PART 73—RADIO BROADCAST
SERVICES

1. The authority citation for part 73
continues to read as follows:

Authority: 47 U.S.C. 154, 303, 334 and 336.

§73.202 [Amended]

m 2. Section 73.202(b), the Table of FM
Allotments under North Carolina, is
amended by removing Channel 230C at
Burlington and by adding Cary, Channel
230C.

Federal Communications Commission.

John A. Karousos,

Assistant Chief, Audio Division, Media
Bureau.

[FR Doc. 05-13572 Filed 7-12-05; 8:45 am]|
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[DA 05-1732, MB Docket No. 04-300, RM-
11022, RM-11105]

Radio Broadcasting Services; Fruita
and Hotchkiss, CO

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: This document grants a
petition filed by Dana Puopolo
proposing the allotment of Channel
255C3 at Fruita, Colorado, as that
community’s second local service. See
69 FR 51034, published August 17,
2004. This document also grants a
counterproposal filed by Hotchkiss
Communications by allotting Channel
258C3 at Hotchkiss, Colorado, as its first
local service. Channel 255C3 can be
allotted to Fruita, Colorado with a site
restriction of 14 kilometers (8.7 miles)
northeast at coordinates 39—15-05 NL
and 108-50-16 WL. This site restriction
is necessary to avoid short-spacing to
the New FM station, Channel 253C3 at
Palisade, Colorado. Channel 258C3 can
be allotted to Hotchkiss, Colorado with
a site restriction of 3.8 kilometers (2.4
miles) south at coordinates 38—46—03
NL and 107—42-17 WL. This site
restriction is necessary to avoid short-
spacing to FM Station KEKB, Channel
260C, Fruita, Colorado.

DATES: Effective August 8, 2005.

ADDRESSES: Federal Communications
Commission, 445 Twelfth Street, SW.,
Washington, DC 20554.

FOR FURTHER INFORMATION CONTACT:
Rolanda F. Smith, Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s Report
and Order, MB Docket No. 04—-300,
adopted June 22, 2005, and released
June 24, 2005. The full text of this
Commission decision is available for
inspection and copying during normal
business hours in the Commission’s
Reference Center, 445 Twelfth Street,
SW., Washington, DC 20554.

The complete text of this decision
may also be purchased from the
Commission’s duplicating contractor,
Best Copy and Printing, Inc., 445 12th
Street, SW., Room CY-B402,
Washington, DC, 20054, telephone 1—
800—378-3160 or http://
www.BCPIWEB.com. The Commission
will send a copy of this Report and
Order in a report to be sent to Congress
and the Government Accountability
Office pursuant to the Congressional
Review Act, see 5 U.S.C. 801(a)(1)(A).

List of Subjects in 47 CFR Part 73

Radio, Radio broadcasting.

PART 73—RADIO BROADCAST
SERVICES

m 1. The authority citation for part 73
continues to read as follows:

Authority: 47 U.S.C. 154, 303, 334 and 336.
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§73.202 [Amended]

m 2. Section 73.202(b), the Table of FM
Allotments under Colorado, is amended
by adding Channel 255C3 at Fruita and
by adding Hotchkiss, Channel 258C3.
Federal Communications Commission.

John A. Karousos,

Assistant Chief, Audio Division, Media
Bureau.

[FR Doc. 05-13565 Filed 7—12—-05; 8:45 am)]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 76
[MB Docket No. 05-89; FCC 05-119]

Implementation of Section 207 of the
Satellite Home Viewer Extension and
Reauthorization Act of 2004;
Reciprocal Bargaining Obligation

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: In this item, the Commission
adopts final rules implementing Section
207 of the Satellite Home Viewer
Extension and Reauthorization Act of
2004. Because the Commission has in
place existing rules governing good faith
retransmission consent negotiations, we
conclude that the most faithful and
expeditious implementation of the
amendments contemplated in the
SHVERA is to extend to MVPDs the
existing good faith bargaining obligation
imposed on broadcasters under our
rules. The item accordingly amends the
Commission’s rules to apply equally to
broadcasters and MVPDs. We also
conclude that the reciprocal bargaining
obligation applies to retransmission
consent negotiations between all
broadcasters and MVPDs regardless of
the designated market area in which
they are located. Because the text of the
statute applies without qualification to
“television broadcast stations,”
“multichannel video programming
distributors” and “‘retransmission
consent agreements,” the item
concludes that the reciprocal bargaining
obligation applies to all retransmission
consent agreements.

DATES: Effective August 12, 2005.

FOR FURTHER INFORMATION CONTACT: For
additional information on this
proceeding, contact Steven Broeckaert,
Steven.Broeckaert@fcc.gov of the Media
Bureau, Policy Division, (202) 418—
2120.

SUPPLEMENTARY INFORMATION: This is a
summary of the Federal

Communications Commission’s Report
and Order, FCC 05-119, adopted on
June 6, 2005 and released on June 7,
2005. The full text of this document is
available for public inspection and
copying during regular business hours
in the FCC Reference Center, Federal
Communications Commission, 445 12th
Street, SW., CY-A257, Washington, DC,
20554. These documents will also be
available via ECFS (http://www.fcc.gov/
cgb/ecfs/). (Documents will be available
electronically in ASCII, Word 97, and/
or Adobe Acrobat.) The complete text
may be purchased from the
Commission’s copy contractor, Best
Copy and Printing, Inc., 445 12th Street,
SW., Room CY-B402, Washington, DC
20554. To request this document in
accessible formats (computer diskettes,
large print, audio recording, and
Braille), send an e-mail to
fcc504@fcc.gov or call the Commission’s
Consumer and Governmental Affairs
Bureau at (202) 418—0530 (voice), (202)
418-0432 (TTY).

Paperwork Reduction Act

This document does not contain
proposed information collection(s)
subject to the Paperwork Reduction Act
of 1995 (PRA), Public Law 104-13. In
addition, therefore, it does not contain
any new or modified “information
collection burden for small business
concerns with fewer than 25
employees,” pursuant to the Small
Business Paperwork Relief Act of 2002,
Public Law 107-198, see 44 U.S.C.
3506(c)(4).

Summary of the Report and Order

1. In this Report and Order (“Order’),
we adopt rules implementing Section
207 of the Satellite Home Viewer
Extension and Reauthorization Act of
2004 (“SHVERA?”). The Satellite Home
Viewer Extension and Reauthorization
Act of 2004, Public Law 108—447, 207,
118 Stat. 2809, 3393 (2004) (to be
codified at 47 U.S.C. 325). The SHVERA
was enacted on December 8, 2004 as
title IX of the “Consolidated
Appropriations Act, 2005.” The
SHVERA requires that the Commission
prescribe regulations implementing
Section 207 within 180 days after the
date of the enactment thereof. Section
207 extends section 325(b)(3)(C) of the
Communications Act until 2010 and
amends that section to impose a
reciprocal good faith retransmission
consent bargaining obligation on
multichannel video programming
distributors (“MVPDs”’). This section
alters the bargaining obligations created
by the Satellite Home Viewer
Improvement Act of 1999 (“SHVIA”)
which imposed a good faith bargaining

obligation only on broadcasters. SHVIA
was enacted as title I of the Intellectual
Property and Communications Omnibus
Reform Act of 1999 (relating to
copyright licensing and carriage of
broadcast signals by satellite carriers,
codified in scattered Sections of 17 and
47 U.S.C.), Public Law 106-113, 113
Stat. 1501, Appendix I (1999). As
discussed below, because the
Commission has in place existing rules
governing good faith retransmission
consent negotiations and because
Congress did not instruct us through the
SHVERA to modify those rules in any
substantive way, we conclude that the
most faithful and expeditious
implementation of the amendments
contemplated in Section 207 of the
SHVERA is to extend to MVPDs the
existing good faith bargaining obligation
imposed on broadcasters under our
rules. We also conclude that the
reciprocal bargaining obligation applies
to retransmission consent negotiations
between all broadcasters and MVPDs
regardless of the designated market area
in which they are located.

II. Background

2. Section 325(b)(3)(C) of the
Communications Act, as enacted by the
SHVIA, instructed the Commission to
commence a rulemaking proceeding to
revise the regulations by which
television broadcast stations exercise
their right to grant retransmission
consent; see 47 U.S.C. 325(b)(3)(C).
Specifically, that section required that
the Commission, until January 1, 2006:

Prohibit a television broadcast station that
provides retransmission consent from
engaging in exclusive contracts for carriage or
failing to negotiate in good faith, and it shall
not be a failure to negotiate in good faith if
the television broadcast station enters into
retransmission consent agreements
containing different terms and conditions,
including price terms, with different
multichannel video programming
distributors if such different terms and
conditions are based on competitive
marketplace considerations; see 47 U.S.C.
325(b)(3)(C)(ii).

The Commission issued a Notice of
Proposed Rulemaking seeking comment
on how best to implement the good faith
and exclusivity provisions of the
SHVIA; see Implementation of the
Satellite Home Viewer Improvement Act
of 1999: Retransmission Consent Issues,
14 FCC Red 21736 (1999) (“Good Faith
Notice”). After considering the
comments received in response to the
notice, the Commission adopted rules
implementing the SHVIA good faith
provisions and complaint procedures
for alleged rule violations; see
Implementation of the Satellite Home
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Viewer Improvement Act of 1999:
Retransmission Consent Issues, 15 FCC
Rcd 5445 (2000) (“Good Faith Order”),
recon. granted in part, 16 FCC Red
15599 (2001).

3. The Good Faith Order determined
that Congress did not intend to subject
retransmission consent negotiation to
detailed substantive oversight by the
Commission; see Good Faith Order, 15
FCC Rcd at 5450. Instead, the order
found that Congress intended that the
Commission follow established
precedent, particularly in the field of
labor law, in implementing the good
faith retransmission consent negotiation
requirement; see Good Faith Order, 15
FCC Rcd at 5453-54. Consistent with
this conclusion, the Good Faith Order
adopted a two-part test for good faith.
The first part of the test consists of a
brief, objective list of negotiation
standards; see Good Faith Order, 15 FCC
Rcd at 5457-58. First, a broadcaster may
not refuse to negotiate with an MVPD
regarding retransmission consent.
Second, a broadcaster must appoint a
negotiating representative with
authority to bargain on retransmission
consent issues. Third, a broadcaster
must agree to meet at reasonable times
and locations and cannot act in a
manner that would unduly delay the
course of negotiations. Fourth, a
broadcaster may not put forth a single,
unilateral proposal. Fifth, a broadcaster,
in responding to an offer proposed by an
MVPD, must provide considered
reasons for rejecting any aspects of the
MVPD’s offer. Sixth, a broadcaster is
prohibited from entering into an
agreement with any party conditioned
upon denying retransmission consent to
any MVPD. Finally, a broadcaster must
agree to execute a written
retransmission consent agreement that
sets forth the full agreement between the
broadcaster and the MVPD; see Good
Faith Order, 15 FCC Rcd at 5457-58; 47
CFR 76.65(b)(1)(i)—(vii).

4. The second part of the good faith
test is based on a totality of the
circumstances standard. Under this
standard, an MVPD may present facts to
the Commission which, even though
they do not allege a violation of the
specific standards enumerated above,
given the totality of the circumstances
constitute a failure to negotiate in good
faith; see Good Faith Order, 15 FCC Red
at 5458; 47 CFR 76.65(b)(2).

5. The Good Faith Order provided
examples of negotiation proposals that
presumptively are consistent and
inconsistent with “competitive
marketplace considerations;” see Good
Faith Order, 15 FCC Rcd at 5469-70.
The Good Faith Order found that it is
implicit in Section 325(b)(3)(C) that any

effort to further anti-competitive ends
through the negotiation process would
not meet the good faith negotiation
requirement; see Good Faith Order, 15
FCC Rcd at 5470. The order stated that
considerations that are designed to
frustrate the functioning of a
competitive market are not “‘competitive
marketplace considerations.” Further,
conduct that is violative of national
policies favoring competition—that, for
example, is intended to gain or sustain
a monopoly, an agreement not to
compete or to fix prices, or involves the
exercise of market power in one market
in order to foreclose competitors from
participation in another market—is not
within the competitive marketplace
considerations standard included in the
statute; see Good Faith Order, 15 FCC
Rcd at 70.

6. Finally, the Good Faith Order
established procedural rules for the
filing of good faith complaints pursuant
to § 76.7 of the Commission’s rules; see
47 CFR 76.65(c); 47 CFR 76.7. The
burden of proof is on the complainant
to establish a good faith violation and
complaints are subject to a one year
limitations period; see 47 CFR 76.65(d)
and (e).

III. Discussion

7. In enacting the SHVERA good faith
negotiation obligation for MVPDs,
Congress used language identical to that
of the SHVIA imposing a good faith
obligation on broadcasters, requiring the
Commission, until January 1, 2010, to:

prohibit a multichannel video programming
distributor from failing to negotiate in good
faith for retransmission consent under this
section, and it shall not be a failure to
negotiate in good faith if the distributor
enters into retransmission consent
agreements containing different terms and
conditions, including price terms, with
different broadcast stations if such different
terms and conditions are based on
competitive marketplace considerations; see
47 U.S.C. 325(b)(3)(C)(iii).

The Commission issued a Notice of
Proposed Rulemaking seeking comment
on how to implement the reciprocal
bargaining obligation set forth in the
SHVERA; see Implementation of Section
207 of the Satellite Home Viewer
Extension and Reauthorization Act of
2004: Reciprocal Bargaining
Obligations, FCC 05—49 (rel. March 7,
2005) (““Notice”). The Commission also
requested comment on whether the
good faith negotiating standards may be
different for carriage of television
broadcast stations outside of their
designated market area (“DMA”). A
DMA is a geographic market designation
created by Nielsen Media Research that
defines each television market exclusive

of others, based on measured viewing
patterns. Essentially, each county in the
United States is allocated to a market
based on which home-market stations
receive a preponderance of total viewing
hours in the county. For purposes of
this calculation, both over-the-air and
cable television viewing are included.

A. The Reciprocal Bargaining Obligation
for Entities Within the Same DMA

8. In the Notice, the Commission
observed that Congress did not instruct
the Commission to amend its existing
good faith rules in any way other than
to implement the statutory extension
and impose the good faith obligation on
MVPDs. Accordingly, the Commission
stated that it did not believe that
Congress intended that the Commission
revisit the findings and conclusions that
were reached in the SHVIA rulemaking.
The little legislative history directly
applicable to Section 207 supports this
approach and, in pertinent part,
provides:

In light of evidence that retransmission
negotiations continue to be contentious, the
Committee chose to extend these obligations,
and also to begin applying the good-faith
obligations to MVPDs. The Committee
intends the MVPD good-faith obligations to
be analogous to those that apply to
broadcasters, and not to affect the ultimate
ability of an MVPD to decide not to enter into
retransmission consent with a broadcaster;
see H.R. Rep. No. 108-634, 108th Cong., 2nd
Sess. 19 (2004) (“House Report”).

The Notice stated that the Commission
believed that the implementation of
Section 207 most consistent with the
apparent intent of Congress is to amend
our existing rules to apply equally to
both broadcasters and MVPDs and
tentatively concluded §§ 76.64(1) and
76.65 should be amended accordingly.
The Notice sought comment on that
approach and any other reasonable
implementation of Section 207.

9. The majority of commenters agreed
with the implementation proposed by
the Commission in the Notice as it
applies to in-market negotiations. The
Network Affiliates assert that:

[blecause it is presumed that Gongress acts
with knowledge of the existing regulatory
framework when it enacts new legislation,
including when the new law incorporates the
language of the prior law, the Notice’s
conclusion that “Congress did not intend that
the Commission revisit the findings and
conclusions that were reached in the SHVIA
rulemaking” is undoubtedly correct, as is the
Notice’s tentative conclusion “to amend our
existing rules to apply equally to both
broadcasters and MVPDs.”

10. EchoStar asserts, however, that
MVPDs and broadcasters occupy
significantly different positions when
negotiating retransmission consent and
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that the Commission should recognize
this distinction when applying the
totality of the circumstances test and in
determining whether specific terms and
conditions are consistent with
“competitive market place conditions.”
EchoStar asserts that it would be
premature to provide an extensive list of
bargaining conduct that could be
considered a failure to negotiate in good
faith under the totality of the
circumstances test and advises that the
Commission pursue such measures on a
case-by-case basis. Finally, EchoStar
argues that the Commission should
clarify that tying is not consistent with
competitive marketplace considerations
if it would violate the antitrust laws.

11. NCTA argues that:

Congress intended that broadcasters have
to offer to make their programming available
to all MVPDs at some price or other terms.
Otherwise, one MVPD could obtain de facto
exclusivity over a broadcaster’s signal.

* * * * *

MVPDs, on the other hand, have a duty to
carry a local broadcast signal if the
broadcaster opts for mandatory carriage, but
no duty to agree to pay or carry a broadcaster
if it elects retransmission consent. Indeed,
Congress made clear in Section 207 that it
intends the “analogous” good faith
obligations to “not affect the ultimate ability
of an MVPD to decide not to enter into
retransmission consent with a broadcaster.”

Absent an MVPD’s ability to ultimately
refuse carriage of a broadcaster that has
elected retransmission consent, argues
NCTA, reciprocal good faith bargaining
rules simply turn retransmission
consent into another form of must carry
but with the possibility of payment in
addition. NCTA states that it is
broadcasters’ unique status as users of
public spectrum with the obligation to
provide free over-the-air signals and
ability to exact mandatory carriage on
cable and satellite providers that triggers
their obligation to negotiate
retransmission consent in good faith in
all instances. NCTA asserts that there
are ‘“‘no corresponding reasons why
cable operators should be required to
negotiate to carry the signals of
broadcasters that have specifically
elected to forgo their statutory right to
be carried.” Citing a “host of legitimate
editorial and business reasons why a
cable operator could decide not to carry
a particular broadcast station,” NCTA
maintains that the Commission should
interpret the good faith negotiation rules
to give MVPDs the right to refuse to
enter into retransmission consent
negotiations. NAB counters that NCTA’s
argument nullifies the language of the
statute imposing a reciprocal good faith
negotiation obligation on MVPDs and
Congress’s intent that such obligation

“be analogous [to] those that apply to
broadcasters.” At the very least, NCTA
asserts, the Commission should confirm
that cable operators have the right to
insist upon carriage compensation in all
retransmission consent negotiations.

12. Arguing that the Commission has
recognized the imbalance of power in
retransmission consent negotiations
between media conglomerates and small
and medium sized cable operators, ACA
requests that the Commission adopt
procedural protections for these cable
operators. ACA requests that the
Commission require that broadcasters
give 30 days written notice to a small or
medium sized cable operator of their
intent to file a good faith complaint. In
addition, ACA asks that the Commission
provide an extended 30 day period in
which to respond to good faith
complaints filed against them. ACA
argues that these procedural protections
should apply not just to cable
companies that serve 400,000 or fewer
subscribers, but should also extend to
“all medium-sized, non-vertically
integrated cable companies.” ACA
emphasizes that these protections are
solely procedural and that the
substantive good faith rules would be
the same for MVPDs of all sizes. NAB
and the Network Affiliates assert that
ACA offers no support for a procedural
distinction for medium and small cable
operators and argue that the better
course would be to grant individual
requests for extensions of time on a
case-by-case basis. Finally, ACA asks
the Commission to clarify that it is not
a violation of the good faith rules for a
cable operator to decline to carry a
broadcaster’s multicast programming.
NAB and the Network Affiliates assert
that the Commission, in the Good Faith
Order, found that proposals for carriage
“conditioned on carriage of any other
programming, such as a broadcaster’s
digital signals. * * *””to be consistent
with competitive marketplace
considerations. These commenters argue
that ACA provides no evidence to
justify a departure from the
Commission’s finding. Indeed, NBC asks
the Commission to clarify that, now and
after completion of the digital transition,
the good faith obligation requires
MVPDs to negotiate for the entire free,
over-the-air signal offered by a
television station.

13. After reviewing the record in this
proceeding, we adopt the tentative
conclusion set forth in the Notice in
order to implement the will of Congress
as indicated in Section 207 and the
legislative history. Accordingly, we will
amend our existing rules to apply
equally to both broadcasters and
MVPDs. Sections 76.64(1) and 76.65 will

be amended. Broadcasters will now be
able to file a complaint against an
MVPD alleging that such MVPD
breached its duty to negotiate
retransmission consent in good faith.
Broadcasters and MVPDs must comply
with the seven objective negotiation
standards set forth in § 76.65(b)(1) as
amended herein. In addition, MVPDs
and broadcasters will now be equally
subject to, and able to file, a complaint
based on the totality of the
circumstances.

14. We cannot agree with NCTA’s
assertion that, because of the differences
between MVPDs and broadcasters,
MVPDs should have the option of
refusing outright to negotiate
retransmission consent with any
broadcaster within that MVPD’s DMA.
To agree with NCTA’s assertion would
be to render Section 207 a virtual
nullity. Under NCTA’s interpretation of
Section 207, the good faith negotiation
obligation is not triggered unless and
until an MVPD has determined that
retransmission of a broadcaster’s signal
is attractive. The Commission rejected
similar arguments raised by
broadcasters in implementing the good
faith provisions of the SHVIA:

[W]e do not interpret section 325(b)(3)(C)
as largely hortatory as suggested by some
commenters. As we stated in the Notice,
Congress has signaled its intention to impose
some heightened duty of negotiation on
broadcasters in the retransmission consent
process. In other words, Congress intended
that the parties to retransmission consent
have negotiation obligations greater than
those under common law. * * * We believe
that, by imposing the good faith obligation,
Congress intended that the Commission
develop and enforce a process that ensures
that broadcasters and MVPDs meet to
negotiate retransmission consent and that
such negotiations are conducted in an
atmosphere of honesty, purpose and clarity
of process; see Good Faith Order, 15 FCC Red
at 5455.

This “heightened duty of negotiation”
has now been imposed by Congress on
MVPDs. In drafting Section 207,
Congress was fully aware of the
Commission’s implementation of the
SHVIA good faith provision; see
Lorillard v. Pons, 434 U.S. 575, 580-81
(1978) (“Congress is presumed to be
aware of an administrative or judicial
interpretation of a statute and to adopt
that interpretation when it re-enacts a
statute without change. So too, where,
as here, Congress adopts a new law
incorporating sections of a prior law,
Congress normally can be presumed to
have had knowledge of the
interpretation given to the incorporated
law, at least insofar as it affects the new
statute.”) (citations omitted); Bragdon v.
Abbott, 524 U.S. 624, 645 (1998) (same).
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Armed with this knowledge, Congress
crafted the reciprocal bargaining
provision to mirror the obligation
imposed by the SHVIA and the House
Report stated that it was intended to be
“analogous” to the SHVIA good faith
obligation; see House Report at 19. We
believe that if Congress had intended
that this duty apply to MVPDs only
when they were affirmatively interested
in a prospective carriage arrangement, it
would have so indicated in the statute
or legislative history. Of course, the
reciprocal bargaining obligation would
be largely unnecessary if it were limited
in this manner. Moreover, we do not
believe that the obligations imposed
herein will unduly burden MVPDs.
First, the good faith obligation merely
requires that MVPDs comply with the
per se negotiating standards of
§76.65(b)(1) and refrain from insisting
on rates, terms and conditions that are
inconsistent with competitive
marketplace considerations. Second, as
discussed below, because we conclude
that negotiations involving truly distant
broadcasters and MVPDs and
negotiations for which a broadcaster is
contractually precluded from reaching
consent may be truncated, MVPDs and
broadcasters alike will not be required
to engage in an unending procession of
extended negotiations. Finally, provided
that a party to a reciprocal bargaining
negotiation complies with the
requirements of the Commission’s rules,
failure to reach agreement would not
violate either § 325(b)(3)(C) or § 76.65 of
the Commission’s rules. Accordingly,
NCTA'’s argument that the reciprocal
bargaining obligation will lead to
another form of must carry is incorrect.

15. With regard to the totality of the
circumstances test, we agree with
EchoStar that MVPDs and broadcasters
occupy different positions when
negotiating retransmission consent and
that the Commission should recognize
this distinction when applying the
totality of the circumstances test and in
determining whether specific terms and
conditions are consistent with
competitive marketplace considerations.
The Commission must always take into
account the relative bargaining positions
of the parties when examining the
totality of the circumstances for a failure
to negotiate in good faith. For example,
a negotiating proposal put forth by a
small cable operator might be found
consistent with competitive marketplace
considerations, whereas the same
proposal put forth by the nation’s largest
MVPD might not. We also agree that
identifying additional negotiating
proposals that can be considered to
reflect a failure to negotiate in good faith

under the totality of the circumstances
test should be done on a case-by-case
basis. Finally, we clarify that tying is
not consistent with competitive
marketplace considerations if it would
violate the antitrust laws; see Good
Faith Order, 15 FCC Rcd at 5470
(“Conduct that is violative of national
policies favoring competition—that is,
for example, intended to gain or sustain
a monopoly, is an agreement not to
compete or fix prices, or involves the
exercise of market power in one market
in order to foreclose competitors from
participation in another market—is not
within the competitive marketplace
considerations standard included in the
statute.”).

16. We decline to establish special
procedures for medium and small cable
operators as requested by ACA. We
agree with NAB and the Network
Affiliates that ACA has failed to justify
different procedural treatment for
smaller cable operators. We fail to see
what benefit the 30 day pre-complaint
notice would have for these operators,
particularly in instances where a
retransmission consent agreement will
imminently expire with the attendant
loss of the broadcaster’s signal. Because
the Commission concluded in the Good
Faith Order that MVPDs cannot
continue to carry a broadcaster’s signal
after the existing consent expires even if
a complaint is pending with the
Commission, it benefits both
broadcasters and MVPDs alike that the
Commission decline to institute a
procedural delay that would preclude
the filing of a good faith complaint as
soon as possible after the alleged
violation; see Good Faith Order, 15 FCC
Rcd at 5471-2. Accordingly, we believe
that the more prudent course is to
entertain individual requests for
extensions of time on a case-by-case
basis through which MVPDs and
broadcasters, large and small, can
establish that the existing pleading cycle
set forth in § 76.7 of the Commaission’s
rules is inadequate to allow that party
to present an effective defense to a good
faith complaint.

17. ACA requested that the
Commission clarify that it is not a
violation of the good faith rules for a
cable operator to decline to carry a
broadcaster’s multicast programming.
Conversely, NBC asks that the
Commission determine that now, and
after completion of the digital transition,
the good faith obligation requires
MVPDs to negotiate for the entire free,
over-the-air signal offered by a
television station. The Commission
stated numerous times in the Good
Faith Order that “‘proposals for carriage
conditioned on carriage of any other

programming such as a broadcaster’s
digital signals” are presumptively
consistent with competitive marketplace
considerations and the good faith
negotiation requirement see Good Faith
Order, 15 FCC Rcd at 5469. As the
Commission stated:

We do not find anything to suggest that, for
example, requesting an MVPD to carry * * *
digital broadcast signals is impermissible or
other than a competitive marketplace
consideration. * * * After passage of the
1992 Cable Act, Congress left negotiation of
retransmission consent to the give and take
of the competitive marketplace. In SHVIA,
absent conduct that is violative of national
policies favoring competition, we believe
Congress intended this same give and take to
govern retransmission consent. In addition,
we point out that these are bargaining
proposals which an MVPD is free to accept,
reject or counter with a proposal of its own;
see Good Faith Order, 15 FCC Rcd at 5469—
70.

Whether an MVPD carries a
broadcaster’s entire free, over-the-air
signal, be it high definition or multicast,
is a matter to be determined through the
retransmission consent negotiation
process. The reciprocal bargaining
obligation neither requires nor prohibits
the carriage of a broadcaster’s entire free
signal. If it is important for a broadcaster
to obtain full carriage of its digital
signal, the broadcaster must be willing
to accommodate the reasonable requests
of an MVPD in order to secure such
carriage. If it is important for an MVPD
to carry part, but not all, of a
broadcaster’s digital signal it likewise
must negotiate in good faith. In each
instance, either party must be willing to
forgo carriage if agreement is not
reached after negotiating in accordance
with the rules established herein.

B. The Reciprocal Bargaining Obligation
and Entities Located in Different DMAs

18. In the Notice, the Commission
noted that the original SHVIA good faith
provision by its terms applied to
“television broadcast stations.”
Similarly, the SHVERA good faith
provision applies to ‘“‘multichannel
video programming distributors.” The
Commission sought comment whether,
under the statute, the good faith
negotiating standards may be any
different for carriage of significantly
viewed television broadcast stations
outside of their DMA. Significantly
viewed television broadcast stations do
not have carriage rights outside of their
DMA and carriage of their signals by
out-of-market MVPDs is permissive. The
Notice asked whether the same good
faith negotiation standard should apply
to broadcasters and MVPDs regardless of
the DMA in which they reside, or
whether the good faith retransmission



40220

Federal Register/Vol. 70, No. 133/ Wednesday, July 13, 2005/Rules and Regulations

consent negotiation obligation should
apply only to MVPDs and broadcasters
located in the same DMA. As discussed
below, we do not interpret section
325(b)(3)(C) to limit the geographic
scope of the reciprocal bargaining
obligation in retransmission consent
negotiations. At the same time, we
conclude that the nature of this
obligation may vary according to where
the MVPD and the broadcaster are
located. With regard to significantly-
viewed and in-market signals, we
believe that the obligation should be
essentially the same. With regard to
more distant signals, the obligation
applies, but distance is likely to be a
critical factor in determining
compliance under the totality of
circumstances test.

19. The Network Affiliates, NAB, and
NBC assert that the good faith
bargaining obligation should not apply
to negotiations for consent to retransmit
broadcast signals outside of a television
station’s market. The Network Affiliates
argue that:

Indeed, SHVERA itself, in enacting new
§ 340, the significantly viewed provision,
expressly provides (1) that “[c]arriage of a
signal under this section is not mandatory”
by a satellite carrier and (2) that the
“eligibility of the signal of a station to be
carried under this section does not affect any
right of the licensee of such station to grant
(or withhold) retransmission consent under
section 325(b)(1).”

The Network Affiliates stress that, in
granting significantly viewed
broadcasters the right to withhold
retransmission consent, the SHVERA
“specifically references section
325(b)(1), the statutory retransmission
consent provision, not section
325(b)(3)(C), the statutory good faith
bargaining provision.”

20. NBC argues that, in adopting the
SHVIA, Congress expressly intended to
protect the property rights of program
providers as well as the market-based
outcomes of private negotiations
between program providers and local
broadcasters. Citing the legislative
history of SHVIA, NBC asserts that
Congress was guided by three
principles: (1) The desire to promote
competition in the marketplace for
MVPD programming to reduce costs to
subscribers; (2) “the importance of
protecting and fostering the system of
television networks as they relate to the
concept of localism;” and (3) “perhaps
most importantly” the need to act
narrowly to protect the “exclusive
property rights granted by the Copyright
Act to copyright holders” and
“minimize the effects of government
intrusion on the broader market in
which the affected property rights and

industries operate.” NBC maintains that
neither Congress nor the Commission
suggested that the good faith
requirement should be read to override
the private property rights of networks,
syndicators or other program providers
and permit a distribution outlet, either
broadcaster or cable operator, to consent
to further redistribution of programming
that the outlet does not own. NBC
concedes that under the good faith
requirements, a station cannot refuse to
negotiate with an MVPD located in the
same DMA regarding retransmission
consent. Similarly, argues NBC, a
station cannot enter into an agreement
with an MVPD that prohibits the station
from entering into retransmission
consent with another MVPD. Neither of
these concepts, however, prevents a
station from refusing to grant out-of-
market retransmission consent with
respect to programming for which it
does not hold extra-territorial rights.
NBC also argues that Congress has
consistently, both in the 1992 Cable Act
and the SHVIA, protected the rights
afforded by programming providers to
local stations against distant stations;
see S. Rep. No. 102-92, at 38, 106 Stat.
1133, 1171 (1991). The legislative
history to the 1992 Cable Act provides
that “‘the Committee has relied on the
protections which are afforded local
stations by the FCC’s network
nonduplication and syndicated
exclusivity rules. Amendments or
deletions of those rules in a manner that
would allow distant stations to be
substituted on cable systems for carriage
[of] local stations carrying the same
programming would, in the Committee’s
view, be inconsistent with the
regulatory structure created in [the 1992
Cable Act];” see also SHVIA Conference
Report at 92. The legislative history of
the SHVIA states that ““the broadcast
television market has developed in such
a way that copyright licensing practices
in this area take into account the
national network structure, which
grants exclusive territorial rights to
programming in a local market to local
stations either directly or through
affiliation agreements.” The SHVIA
Conference Report went on to state that
“allowing the importation of distant or
out-of-market network stations in
derogation of the local stations’
exclusive right—bought and paid for in
market-negotiated arrangements—to
show the works in question undermines
those market arrangements.”
Accordingly, Congress structured the
compulsory copyright license in SHVIA
“to hew as closely to those
arrangements as possible.” The Network
Affiliates note that this concern is

carried through in the legislative history
of the SHVERA. The SHVERA House
Report provides that “[w]here a satellite
provider can retransmit a local station’s
exclusive network programming but
chooses to substitute identical
programming from a distant network
affiliate of the same network instead, the
satellite carrier undermines the value of
the license negotiated by the local
broadcast station as well as the
continued viability of the network-local
affiliate relationship;” see House Report
at 11. NBC also cites numerous points
in the Good Faith Order in which the
Commission discussed the “local”
nature of the good faith negotiation
obligation.

21. Several commenters argue that the
reciprocal bargaining obligation should
be the same regardless of whether or not
the entities are located in the same
DMA, or at a minimum, extended to
those areas in which a station is
significantly viewed. EchoStar argues
that “[iln the absence of specific
limiting language, the good faith
standards established by the
Commission under section 325(b)(3)(C)
apply to all cases where retransmission
consent is required.” As support for this
conclusion, EchoStar, and other
commenters, cite the Media Bureau’s
decision in Monroe, Georgia Water Light
and Gas Commission v. Morris Network,
Inc., in which the Media Bureau stated
that “[w]e caution broadcasters to be
aware of existing contractual obligations
that affect a television station’s ability to
negotiate retransmission consent in
good faith. The statute appears to apply
equally to stations and MVPDs in the
same local market or different markets.”
The Network Affiliates argue that
reliance on the Media Bureau’s Monroe
decision is misplaced because the
statement quoted is no more than
equivocal dicta.

22. DirecTV and EchoStar argue that
the fact that out-of-market broadcasters
have no carriage rights is inapposite
because once an in-market broadcaster
forgoes mandatory carriage, it too has no
guaranteed carriage rights. DirecTV
asserts that allowing significantly
viewed broadcasters to refuse to
negotiate with DBS operators where
cable operators already distribute such
programming would violate SHVERA’s
prohibition on exclusive retransmission
consent agreements. ACA states that this
situation is particularly problematic for
its members, many of which serve rural
communities on the edges of DMAs in
which out-of-market signals from an
adjoining DMA are considered ‘“local”
by subscribers.

23. EchoStar argues further that
contractual provisions that restrict a
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broadcaster’s ability to negotiate
retransmission consent in good faith
(e.g., certain network affiliation
agreements) must be declared per se
good faith violations by the
Commission. Citing the Good Faith
Order, EchoStar states that the
Commission has already determined
that “[plroposals that result from
agreements not to compete or fix prices”
are presumed inconsistent with
competitive marketplace considerations.
EchoStar asserts that NBC’s ‘“protection
of property rights” argument is flawed
because it assumes that copyright
holders have the ‘“unfettered right to
control further redistribution of
broadcast programming.” EchoStar
maintains that Congress limited
copyright holders’ absolute control over
redistribution of broadcast programming
when it created the cable and satellite
compulsory licenses for retransmission
of broadcast signals. NBC asserts that
compulsory copyright licenses offer no
refuge from territorial exclusivity
because “[t]hese limited statutory
licenses provide an administratively
convenient means to permit
redistribution of proprietary television
programming via cable and satellite, but
only after the [cable or satellite
provider] has received the express
consent of the affected television
station, subject to the terms of that
station’s existing programming
agreements with regard to territorial
exclusivity.” EchoStar argues that
contractual provisions that prevent the
granting of retransmission consent to
out-of-market MVPDs would thwart
Congress’s intent to make out-of-market
stations available to MVPD subscribers
through the compulsory licensing
provisions of the Copyright Act. ACA
agrees asserting that the plain language
of section 325(b), the legislative history
of SHVIA and the Commission’s
implementing regulations prohibit
market exclusivity provisions in
network affiliation agreements. The
Network Affiliates counter that there is
nothing in SHVERA or its legislative
history to justify the sweeping effect
that EchoStar desires—*‘to effectively
nullify the territorial restrictions in
programming agreements that serve to
grant, and to limit, program
exclusivity.”

24. EchoStar also contends that local
broadcasters are beginning to demand
that MVPDs contract away their right to
import significantly viewed out-of-DMA
stations as part of retransmission
consent negotiations. The Network
Affiliates defend this practice. Citing the
Good Faith Order, the Network
Affiliates state that the Commission

found that it would be presumptively
inconsistent with competitive
marketplace considerations and the
good faith negotiation requirement for a
broadcast station to offer a proposal that
“specifically foreclose[s] carriage of
other programming services by the
MVPD that do not substantially
duplicate the proposing broadcaster’s
programming.” Thus, argue the Network
Affiliates, broadcasters can offer
proposals that foreclose the carriage of
other programming services by an
MVPD that substantially duplicate the
local broadcast station’s programming.

25. DirecTV advises the Commission
to adopt an ‘“‘agree with one, negotiate
with all” rule that applies to
negotiations for significantly viewed
broadcast signals. Under this rule, both
broadcasters and MVPDs are free to
refuse outright to negotiate carriage of
significantly viewed signals under
certain conditions. Once a party has
agreed to significantly viewed carriage
with any other party, however, it must
negotiate in good faith for carriage with
all other similarly situated parties.
DirecTV explains its proposal as
follows:

Any broadcaster would be free, if it
wished, to categorically reject negotiations
for carriage in out-of-market, significantly
viewed areas—but only if it did so with
respect to all MVPDs. Once a broadcaster
granted consent for one MVPD to carry such
signals, however, it would have to negotiate
with all other MVPDs for such carriage, and
such negotiations would have to comply with
the Commission’s good faith negotiation
standard. * * * This rule would apply
reciprocally to MVPDs. DirecTV would be
free to decide, for example, that it will not
carry New York stations in significantly
viewed areas in the Hartford DMA and,
having made that decision, would be free not
to negotiate with New York stations
regarding such carriage. If however, it were
to carry one New York station in a Hartford
significantly viewed area, it would have to
negotiate [in good faith] with all
[significantly viewed] New York stations
seeking carriage in Hartford.* * *

Under either scenario, DirecTV asserts,
the parties would not be required to
reach agreement, but only to negotiate
in good faith in accordance with the
Commission’s rules.

26. As noted above, the SHVIA good
faith provision by its terms applied to
“television broadcast stations.”
Similarly, the SHVERA good faith
provision applies to “multichannel
video programming distributors.”
Neither the text of the SHVIA or the
SHVERA, nor their respective legislative
histories, expressly delineate a
territorial boundary of the good faith
negotiation obligation. Some
commenters argue that the reciprocal

bargaining obligation attaches to
negotiations between MVPDs and
broadcasters that are significantly
viewed outside of their DMA. Others
assert that these obligations attach to
any retransmission consent negotiation
regardless of where the MVPD and the
broadcaster are situated. For the reasons
discussed below, we agree with the
latter interpretation of section
325(b)(3)(C). Because we reach this
conclusion, we need not examine
DirecTV’s “‘agree with one, negotiate
with all” proposal.

27. The language adopted by Congress
in section 325(b)(3)(C) of the SHVIA, as
well the amendment adopted in the
SHVERA, support the conclusion that
the reciprocal bargaining obligation
applies to all retransmission consent
agreements. The text of the statute
applies without qualification to
“television broadcast stations,”
“multichannel video programming
distributors” and “‘retransmission
consent agreements;”’ see 47 U.S.C.
325(b)(3)(C). Nor does the legislative
history appear to contemplate a
limitation on the reciprocal bargaining
obligation such that it would apply to
some, but not all, retransmission
consent negotiations. Other than
mandatory carriage pursuant to Section
614 and satellite carrier service to
unserved households, all other lawful
carriage of television broadcast stations
is by retransmission consent. There is
no statutory or regulatory distinction
between in-market carriage and out-of-
market carriage pursuant to
retransmission consent. Here, we
believe that the statute is clear on its
face and we must give effect to its plain
meaning; see Chevron USA Inc. v.
Natural Resources Defense Council,
Inc., 467 U.S. 837, 842 (1984), Qwest
Corp. v. FCC, 258 F.3d 1191, 1199 (10th
Cir. 2001), Bell Atlantic Tel. Cos. v. FCC,
131 F.3d 1044, 1047 (DC Cir. 1997).
Further, we believe that this is the best
interpretation of the provision
consistent with the SHVIA, the
SHVERA and their respective legislative
histories. This interpretation avoids the
incongruous result of satellite carriers
seeking to carry a broadcaster in
significantly viewed communities facing
outright refusal to negotiate carriage by
such broadcaster even though cable
operators in the same communities are
actually carrying such programming
through retransmission consent. In this
regard, we agree with DirecTV that a
contrary interpretation might conflict
with the prohibition on exclusive
retransmission consent agreements
contained in section 325(b)(3)(C); see 47
U.S.C. 325(b)(3)(C). We fail to see how
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an interpretation of section 325(b)(3)(C)
that permits this result implements
Congress’s direction that “MVPD good-
faith obligations * * * be analogous to
those that apply to broadcasters.”
Accordingly, we conclude that the
reciprocal bargaining obligation of
section 325(b)(3)(C) applies to the
negotiation of all retransmission
consent.

28. Some commenters argue that a
separate provision of the SHVERA, new
Section 340 of the Communications Act,
indicates that the reciprocal bargaining
provision applies solely to in-market
retransmission consent negotiations. We
disagree. Section 340(d) of the
Communications Act, as enacted in the
SHVERA, discusses the carriage rights
of satellite carriers with respect to
significantly viewed broadcast stations
and states that “[t]he eligibility of the
signal of a station to be carried under
this section does not affect any right of
the licensee of such station to grant (or
withhold) retransmission consent under
section 325(b)(1); see 47 U.S.C.
340(d)(2). The legislative history of the
provision provides that:

Cable operators are under no obligation to
carry in a local market a distant significantly
viewed signal, and the Committee intends
satellite carriage of such a distant signal in
a local market to be similarly voluntary.

* * * Cable operators must obtain
retransmission consent to carry distant
significantly viewed signals into a local
market and the committee intends the same
obligation to apply to satellite.

We interpret this provision, and its
legislative history, merely to
acknowledge that mandatory carriage
operates only with regard to
broadcasters and cable operators and
satellite carriers operating in the same
DMA. As discussed above,
retransmission consent carriage of
significantly viewed signals is
permissive. We do not interpret this
provision as limiting the geographic
scope of section 325(b)(3)(C). Nor do we
interpret as conflicting with this reading
the fact that Congress, in section 340(d),
referenced section 325(b)(1) of the
Communications Act, rather than
section 325(B)(3)(C), the reciprocal
bargaining obligation; see 47 U.S.C.
325(b)(1). Section 325(b)(1) is the
statutory provision that gives rise to the
right of retransmission consent. It
originates in the 1992 Cable Act and
predates both the SHVIA and the
SHVERA. The right of in-market
broadcasters and out-of-market
broadcasters alike to require
retransmission consent arises from
section 325(b)(1). The reciprocal
bargaining provision of section
325(b)(3)(C) is an obligation that

Congress deliberately overlay upon the
substantive retransmission consent right
created by section 325(b)(1).

29. We emphasize that, although the
reciprocal bargaining obligation applies
without geographic limitation, that does
not mean it will apply exactly the same
way in all negotiations. Rather, we
conclude that section 325(b)(3)(C) and
the inherent nature of a good faith
obligation permit the Commission to
account for the distinction between in-
market and out-of-market signals in
determining compliance under the
totality of the circumstances test. In
other words, the determination of what
conduct constitutes a breach of the duty
of good faith is necessarily contextual.
Congress created the mandatory
carriage/retransmission consent
framework as part of the 1992 Cable Act;
see Implementation of the Cable
Television Consumer Protection and
Competition Act of 1992: Broadcast
Signal Carriage Issues, 8 FCC Rcd 2965
(1993). Through this framework, a
broadcaster has the option to elect
mandatory carriage and forgo
compensation for carriage of its signal or
pursue retransmission consent and risk
the failure to agree and non-carriage; see
Implementation of the Cable Television
Consumer Protection and Competition
Act of 1992: Broadcast Signal Carriage
Issues, 8 FCC Rcd 2965 (1993). The
mandatory carriage/retransmission
consent option applies only to carriage
within a broadcaster’s DMA. In contrast,
the carriage of significantly viewed
signals outside of a broadcaster’s DMA
has always been, and continues to be
under the SHVERA, solely at the
agreement of the broadcaster and the
out-of-market MVPD. Notwithstanding
the uncertain nature of retransmission
consent, we believe that broadcasters
generally have a greater expectation of
carriage within their local market.
Notwithstanding this expectation, it is
also possible, subject to certain
limitations (such as the invocation of
network nonduplication and syndicated
exclusivity rights of broadcasters in the
MVPD’s DMA), that a cable operator
located in the New York DMA could
through retransmission consent carry
the signal of a broadcaster located in the
San Diego DMA. We believe that a
reasonable application of the statutory
good faith standard permits variations
in parties’ reciprocal bargaining
obligations in two such distinct
situations.

30. With regard to significantly
viewed signals and in-market signals,
we believe that the reciprocal bargaining
obligation should be essentially the
same. In 1972, the Commission adopted
the concept of significantly viewed

signals to differentiate between out-of-
market televisions stations ‘‘that have
sufficient audience to be considered
local and those that do not;”” see Cable
Television Report and Order, 36 FCC 2d
143, 174 (1972). The copyright
provisions that apply to cable systems
have recognized the Commission’s
designation of stations as significantly
viewed and treated them, for copyright
purposes, as “local,” and therefore
subject to reduced copyright payment
obligations; see 17 U.S.C. 111(a), (c) and
(f). In the SHVERA, Congress extended
to satellite carriers the right, already
held by cable operators, to provide
through retransmission consent out-of-
market signals to the communities in
which they are significantly viewed; see
47 U.S.C. 340. Given the proximity of
broadcasters to the communities in
which they are significantly viewed, we
can discern no reason to differentiate
these signals from in-market signals for
reciprocal bargaining purposes. In either
situation, failure to reach retransmission
consent is not a violation of the
reciprocal bargaining obligation
provided the parties comply with our
rules. Because satellite carriers’
retransmission consent rights apply
only to in-market and significantly
viewed signals, their reciprocal
bargaining obligation applies only to
retransmission of these signals; see 47
U.S.C. 338, 339 & 340.

31. The situation for cable operators
beyond in-market and significantly
viewed signals, however, is more
complex. As discussed above, different
statutory provisions govern cable
operators and permit pursuant to
retransmission consent the carriage of
distant signals originating far beyond
the boundaries of the cable operator’s
DMA. In these cases, although the
reciprocal bargaining obligation still
applies, we believe that the Commission
should apply a different calculus in
evaluating complaints involving cable
operators and distant broadcasters. As
with all retransmission consent
negotiations, the per se negotiating
standards set forth in § 76.65 will still
apply to such negotiations as will the
requirement that both parties to the
negotiation refrain from insisting on
terms that are not consistent with
competitive marketplace considerations.
The main difference in these distant
reciprocal bargaining negotiations
should lie in either party’s ability, after
evaluating the prospect of distant
carriage and giving full consideration to
the proposals of the party requesting
carriage, to reject the proposal and
terminate further negotiation. We
emphasize that until such negotiations
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are formally terminated, either orally or,
preferably, in writing, the reciprocal
bargaining obligation must be observed.

32. We believe that, in many cases,
distance will play a critical factor in
determining whether a party complied
with its reciprocal bargaining obligation.
In the example discussed above, if a San
Diego broadcaster offered
retransmission consent to a New York
cable operator in exchange for a
monthly consideration per subscriber,
the cable operator after permitting the
broadcaster to fully present its proposal
and giving such proposal due
consideration, would not violate its
reciprocal bargaining obligation by
concluding that the distance between
the broadcaster and cable operator is
simply too great to make retransmission
consent worthwhile to the cable
operator. After so advising the
broadcaster, the cable operator would
have satisfied its reciprocal bargaining
obligation. As the distances involved
lessen, we would expect the party
requested to engage in retransmission
consent negotiations to be more willing
to engage in extended negotiations to
comply with the reciprocal bargaining
requirement. In addressing reciprocal
bargaining complaints involving distant
carriage negotiations, the Commission
will evaluate whether the party against
whom the complaint is filed complied
with the per se standards during the
course of the negotiations. The length of
the negotiation, the decision to
terminate further negotiation and the
distance between the broadcaster and
the cable operator will be considered as
part of the totality of the circumstances
test. We believe that further guidance on
this issue is best provided by the
Commission through the resolution of
actual disputes. At bottom, we do not
believe that the reciprocal bargaining
obligation should be used to engage
distant entities and require protracted
good faith negotiation for signals that
have no logical or local relation to the
MVPD’s service area.

33. Certain commenters ask that the
Commission declare a per se violation of
a broadcaster’s reciprocal bargaining
obligation a contractual provision, such
as one contained in a network affiliation
agreement, that restricts a broadcaster’s
ability to negotiate retransmission
consent in good faith. These
commenters assert that some networks,
through their affiliation agreements,
restrict a broadcaster’s ability to grant
retransmission consent outside of a
specified geographic area, often the
broadcaster’s DMA. NBC and the
Network Affiliates assert that Congress
has consistently acknowledged and
preserved the network-affiliate system.

As the record indicates, Congress in the
1992 Cable Act, the SHVIA and the
SHVERA stressed the importance of this
system. We agree with NBC and the
Network Affiliates that neither the text
nor the legislative history of the SHVIA
or the SHVERA indicate a congressional
intent to restrict the rights of networks
and their affiliates through the good
faith or reciprocal bargaining obligation
to agree to limit an affiliate’s right to
redistribute affiliated programming.
This is reflected in the Notice in this
proceeding which did not raise for
comment the issue of the reciprocal
bargaining obligation and its relation to
the preclusion of retransmission consent
through network-affiliate agreements.
Because we perceive no intent on the
part of Congress that the reciprocal
bargaining obligation interfere with the
network-affiliate relationship or to
preclude specific terms contained in
network-affiliate agreements, we decline
to take action on these issues in this
proceeding. We note that the issue of
retransmission consent generally, and
the impact of network affiliation
agreements on retransmission consent
specifically, is more squarely raised in
a petition for rulemaking pending before
the Commission; see Petition for
Rulemaking to Amend 47 CFR 76.64,
76.93, and 76.103: Retransmission
Consent, Network Non-Duplication, and
Syndicated Exclusivity, RM 11203 (filed
March 2, 2005). In addition section 208
of the SHVERA requires the
Commission to complete an inquiry and
report to Congress regarding how the
retransmission consent, network non-
duplication, syndicated exclusivity and
sports blackout rules impact MVPD
competition, including the ability of
rural cable operators to compete with
satellite carriers in providing digital
broadcast signals. SHVERA, Public Law
108—447, section 208. The Commission
is currently preparing this report. Even
were we so inclined, we are concerned
that the Notice in this proceeding may
not have given interested parties
appropriate notice that the Commission
was contemplating action in this regard;
see 5 U.S.C. 553(b)(1)—(3)
(Administrative Procedure Act notice
requirements), Omnipoint Corp. v. FCC,
78 F.3d 620, 631 (D.C. Cir. 1996) (“a
final rule is not a logical outgrowth of

a proposed rule ‘when the changes are
so major that the original notice did not
adequately frame the subjects for
discussion.’”’), quoting Connecticut
Light and Power Co. v. NRC, 673 F.2d
525, 533 (DC Cir.), cert. denied, 459 U.S.
835 (1982). However, because we
decline to take action for the reasons

described above, we need not reach the
issue of the sufficiency of our Notice.

34. Nor do we agree that restrictions
in existing network-affiliate agreements
are prohibited by § 76.65 of the
Commission’s rules. Section 76.65
provides that it is a per se violation of
the good faith negotiation provision for
a television broadcast station to execute
“an agreement with any party, a term or
condition of which, requires that such
television broadcast station not enter
into a retransmission consent agreement
with any multichannel video
programming distributor. * * *;” see 47
CFR 76.65(b)(1)(vi). As is evidenced by
the discussion in the Good Faith Order,
that provision is intended to cover
collusion between a broadcaster and an
MVPD requiring non-carriage by another
MVPD, “[f]or example, Broadcaster A is
prohibited from agreeing with MVPD B
that it will not reach retransmission
consent with MVPD C;” see Good Faith
Order, 15 FCC Rcd at 5464. In adopting
§76.65(b)(1)(iv), the Commission did
not intend to affect the ability of a
network affiliate agreement to limit
redistribution of network programming;
see Monroe, 19 FCC Rcd at 13997 n.24
(“To the extent, however, that Monroe
Utilities is arguing that the existence of
an underlying agreement between
Morris and NBC is itself a violation of
the good faith negotiation requirement,
we agree with Morris that the good faith
requirement applies to negotiations
between MVPDs and broadcast stations,
and not between a network and an
affiliate.”).

35. The question arises, however,
what is a broadcaster’s reciprocal
bargaining obligation with regard to
MVPDs which it is precluded from
granting retransmission consent by its
network affiliation agreement. As
discussed above, the reciprocal
bargaining obligation imposes a
“heightened duty of negotiation” on
broadcasters and MVPDs involved in
retransmission consent negotiations. We
believe that it is incumbent on
broadcasters subject to such contractual
limitations that have been engaged by
an out-of-market MVPD to negotiate
retransmission consent of its signal to at
least inquire with its network whether
the network would waive the limitation
with regard to the MVPD in question.
We believe that in many situations
retransmission of the broadcaster’s
signal by a distant MVPD would be
deemed advantageous to the network as
well as the broadcaster and MVPD. In
such situations, we believe that a
network that has otherwise restricted a
broadcaster’s redistribution rights might
be amenable to a limited waiver of the
restriction.
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36. With respect to EchoStar’s
contention that local broadcasters are
beginning to demand that MVPDs
contract away their right to import
significantly viewed out-of-DMA
stations as part of retransmission
consent negotiations, we reiterate our
conclusion in the Good Faith Order that
“[plroposals that specifically foreclose
carriage of other programming services
by the MVPD that do not substantially
duplicate the proposing broadcaster’s
programming” are ‘“not consistent with
competitive marketplace considerations
and the good faith negotiation
requirement. * * *;”’ see Good Faith
Order, 15 FCC Rcd at 5470. If
complaints are filed on this issue, we
will evaluate as part of the totality of the
circumstances whether or not the
programming sought to be foreclosed
actually substantially duplicates the
programming of the broadcaster
negotiating retransmission consent.

IV. Procedural Matters

A. Congressional Review Act

37. The Commission will send a copy
of this Order in a report to be sent to
Congress and the Government
Accountability Office pursuant to the
Congressional Review Act, see 5 U.S.C.
801(a)(1)(A).

V. Ordering Clauses

38. Accordingly, it is ordered that
pursuant to Section 207 of the Satellite
Home Viewer Extension and
Reauthorization Act of 2004, and
sections 1, 4(i) and (j), and 325 of the
Communications Act of 1934, as
amended, 47 U.S.C. 151, 154(i) and (j),
and 325, the Commission’s rules are
hereby amended.

39. It is further ordered that the rule
amendments will become effective 30
days after publication in the Federal
Register.

40. It is further ordered that the
Reference Information Center,
Consumer and Governmental Affairs
Bureau, shall send a copy of this Report
and Order, including the Final
Regulatory Flexibility Analysis, to the
Chief Counsel for Advocacy of the Small
Business Administration.

List of Subjects in 47 CFR Part 76
Cable television, Television.

Federal Communications Commission.
Marlene H. Dortch,
Secretary.

Proposed Rules

m For the reasons discussed in the
preamble, the Federal Communications
Commission amends 47 CFR part 76 as
follows:

PART 76—MULTICHANNEL VIDEO
AND CABLE TELEVISION SERVICE

m 1. The authority citation for 47 CFR
part 76 continues to read as follows:

Authority: 47 U.S.C. 151, 152, 153, 154,
301, 302, 302a, 303, 303a, 307, 308, 309, 312,
315, 317, 325, 338, 339, 340, 503, 521, 522,
531, 532, 533, 534, 535, 536, 537, 543, 544,
544a, 545, 548, 549, 552, 554, 556, 558, 560,
561,571, 572 and 573.

m 2. Section 76.64(1) is revised to read as
follows:

§76.64 Retransmission consent.

* * * * *

(1) Exclusive retransmission consent
agreements are prohibited. No television
broadcast station shall make or negotiate
any agreement with one multichannel
video programming distributor for
carriage to the exclusion of other
multichannel video programming
distributors. This paragraph shall
terminate at midnight on December 31,
2009.

* * * * *

m 3. Section 76.65 is revised to read as
follows:

§76.65 Good faith and exclusive
retransmission consent complaints.

(a) Duty to negotiate in good faith.
Television broadcast stations and
multichannel video programming
distributors shall negotiate in good faith
the terms and conditions of
retransmission consent agreements to
fulfill the duties established by section
325(b)(3)(C) of the Act; provided,
however, that it shall not be a failure to
negotiate in good faith if:

(1) The television broadcast station
proposes or enters into retransmission
consent agreements containing different
terms and conditions, including price
terms, with different multichannel
video programming distributors if such
different terms and conditions are based
on competitive marketplace
considerations; or

(2) The multichannel video
programming distributor enters into
retransmission consent agreements
containing different terms and
conditions, including price terms, with
different broadcast stations if such
different terms and conditions are based
on competitive marketplace
considerations. If a television broadcast
station or multichannel video
programming distributor negotiates in
accordance with the rules and
procedures set forth in this section,
failure to reach an agreement is not an
indication of a failure to negotiate in
good faith.

(b) Good faith negotiation.

(1) Standards. The following actions
or practices violate a broadcast
television station’s or multichannel
video programming distributor’s (the
“Negotiating Entity”’) duty to negotiate
retransmission consent agreements in
good faith:

(i) Refusal by a Negotiating Entity to
negotiate retransmission consent;

(ii) Refusal by a Negotiating Entity to
designate a representative with
authority to make binding
representations on retransmission
consent;

(iii) Refusal by a Negotiating Entity to
meet and negotiate retransmission
consent at reasonable times and
locations, or acting in a manner that
unreasonably delays retransmission
consent negotiations;

(iv) Refusal by a Negotiating Entity to
put forth more than a single, unilateral
proposal;

(v) Failure of a Negotiating Entity to
respond to a retransmission consent
proposal of the other party, including
the reasons for the rejection of any such
proposal;

(vi) Execution by a Negotiating Entity
of an agreement with any party, a term
or condition of which, requires that
such Negotiating Entity not enter into a
retransmission consent agreement with
any other television broadcast station or
multichannel video programming
distributor; and

(vii) Refusal by a Negotiating Entity to
execute a written retransmission
consent agreement that sets forth the
full understanding of the television
broadcast station and the multichannel
video programming distributor.

(2) Totality of the circumstances. In
addition to the standards set forth in
§76.65(b)(1), a Negotiating Entity may
demonstrate, based on the totality of the
circumstances of a particular
retransmission consent negotiation, that
a television broadcast station or
multichannel video programming
distributor breached its duty to
negotiate in good faith as set forth in
§76.65(a).

(c) Good faith negotiation and
exclusivity complaints. Any television
broadcast station or multichannel video
programming distributor aggrieved by
conduct that it believes constitutes a
violation of the regulations set forth in
this section or § 76.64(l) may commence
an adjudicatory proceeding at the
Commission to obtain enforcement of
the rules through the filing of a
complaint. The complaint shall be filed
and responded to in accordance with
the procedures specified in § 76.7.

(d) Burden of proof. In any complaint
proceeding brought under this section,
the burden of proof as to the existence
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of a violation shall be on the
complainant.

(e) Time limit on filing of complaints.
Any complaint filed pursuant to this
subsection must be filed within one year
of the date on which one of the
following events occurs:

(1) A complainant enters into a
retransmission consent agreement with
a television broadcast station or
multichannel video programming
distributor that the complainant alleges
to violate one or more of the rules
contained in this subpart; or

(2) A television broadcast station or
multichannel video programming
distributor engages in retransmission
consent negotiations with a complainant
that the complainant alleges to violate
one or more of the rules contained in
this subpart, and such negotiation is
unrelated to any existing contract
between the complainant and the
television broadcast station or
multichannel video programming
distributor; or

(3) The complainant has notified the
television broadcast station or
multichannel video programming
distributor that it intends to file a
complaint with the Commission based
on a request to negotiate retransmission
consent that has been denied,
unreasonably delayed, or
unacknowledged in violation of one or
more of the rules contained in this
subpart.

(f) Termination of rules. This section
shall terminate at midnight on
December 31, 2009.

[FR Doc. 0513739 Filed 7-12—05; 8:45 am]|
BILLING CODE 6712-01-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 600

[Docket No. 041029298-5168-03; I.D.
052004A]

RIN 0648—-AS38

Magnuson-Stevens Act Provisions;
Fishing Capacity Reduction Program;
Pacific Coast Groundfish Fishery;
California, Washington, and Oregon
Fisheries for Coastal Dungeness Crab
and Pink Shrimp; Industry Fee System
for Fishing Capacity Reduction Loan

AGENCY: National Marine Fisheries
Service (NMFS), NationalOceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Final rule.

SUMMARY: NMFS establishes regulations
to implement an industry fee system for
repaying a $35,662,471 Federal loan.
The loan financed most of the cost of a
fishing capacity reduction program in
the Pacific Coast groundfish fishery. The
industry fee system imposes fees on the
value of future groundfish landed in the
trawl portion (excluding whiting
catcher-processors) of the Pacific Coast
groundfish fishery. It also imposes fees
on coastal Dungeness crab and pink
shrimp landed in the California,
Washington, and Oregon fisheries for
coastal Dungeness crab and pink
shrimp. This action’s intent is to
implement the industry fee system.
DATES: This final rule is effective August
12, 2005.

ADDRESSES: Copies of the
Environmental Assessment, Regulatory
Impact Review (EA/RIR) and Final
Regulatory Flexibility Analysis (FRFA)
for the fee collection system may be
obtained from Michael L. Grable, Chief,
Financial Services Division, National
Marine Fisheries Service, 1315 East-
West Highway, Silver Spring, MD
20910-3282.

Written comments involving the
burden-hour estimates or other aspects
of the collection-of-information
requirements contained in this final rule
should be submitted in writing to
Michael L. Grable, at the above address,
and to David Rostker, Office of
Management and Budget (OMB), by e-
mail at David Rostker@omb.eop.gov or
by fax to 202—-395-7285.

FOR FURTHER INFORMATION CONTACT:
Michael L. Grable, (301) 713-2390.
SUPPLEMENTARY INFORMATION:

I. Background

Section 312(b)-(e) of the Magnuson-
Stevens Fishery Conservation and
Management Act (16 U.S.C. 1861a(b)
through (e)) (Magnuson-Stevens Act)
generally authorized fishing capacity
reduction programs. In particular,
Magnuson-Stevens Act section 312(d)
authorized industry fee systems for
repaying fishing capacity reduction
loans which finance program costs.

Subpart L of 50 CFR part 600 contains
the framework regulations (framework)
generally implementing Magnuson-
Stevens Act sections 312(b)-(e).

Sections 1111 and 1112 of the
Merchant Marine Act, 1936 (46 App.
U.S.C. 1279f and 1279g), generally
authorized fishing capacity reduction
loans.

Section 212 of Division B, Title II, of
Public Law 108-7 (section 212)
specifically authorized a $46 million
program (groundfish program) for that
portion of the limited entry trawl fishery

under the Pacific Coast Groundfish
Fishery Management Plan whose
permits, excluding those registered to
whiting catcher-processors, were
endorsed for trawl gear operation
(reduction fishery). Section 212 also
authorized a fee system for repaying the
reduction loan partially financing the
groundfish program’s cost. The fee
system includes both the reduction
fishery and the fisheries for California,
Washington, and Oregon coastal
Dungeness crab and pink shrimp (fee-
share fisheries).

Section 501(c) of Division N, Title V,
of Public Law 108-7 (section 501(c))
appropriated $10 million to partially
fund the groundfish program’s cost.

Public Law 107-206 authorized a
reduction loan with a ceiling of $36
million to finance the groundfish
program’s cost.

Section 212 required NMFS to
implement the groundfish program by a
public notice in the Federal Register.
NMFS published the groundfish
program’s initial public notice on May
28, 2003 (68 FR 31653) and final notice
on July 18, 2003 (68 FR 42613).

The groundfish program’s maximum
cost was $46 million, of which an
appropriation funded $10 million and a
reduction loan financed $36 million.
Voluntary participants in the groundfish
program relinquished, among other
things, their fishing permits in the
reduction fishery, their fishing permits
or licenses in the fee-share fisheries,
their fishing histories in both the
reduction and fee-share fisheries, and
their vessels’ worldwide fishing
privileges. These relinquishments were
in return for reduction payments whose
amounts the participants’ reduction bids
determined.

On July 18, 2003, NMFS invited
reduction bids from the reduction
fishery’s permit holders. The bidding
period opened on August 4, 2003, and
closed on August 29, 2003. NMFS
scored each bid’s amount against the
bidder’s past ex-vessel revenues and, in
a reverse auction, accepted the bids
whose amounts were the lowest
percentages of the revenues. This
created reduction contracts whose
performance was subject only to a
successful referendum about the fee
system.

Bid offers totaled $59,786,471. NMFS
accepted bids totaling $45,662,471. The
next lowest scoring bid would have
exceeded the groundfish program’s
maximum cost. The accepted bids
involved 91 fishing vessels as well as
239 fishing permits and licenses (91 in
the reduction fishery, 121 in the fee-
share fisheries, and 27 other Federal
permits).
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In accordance with the section 212
formula, NMFS allocated portions of the
$35,662,471 reduction loan amount to
the reduction fishery and to each of the
six fee share fisheries, as follows:

1. Reduction fishery, $28,428,719; and

2. Fee-share fisheries:

a. California coastal Dungeness crab
fishery, $2,334,334;

b. California pink shrimp fishery,
$674,202;

c. Oregon coastal Dungeness crab
fishery, $1,367,545;

d. Oregon pink shrimp fishery,
$2,228,845;

e. Washington coastal Dungeness crab
fishery, $369,426; and

f. Washington pink shrimp fishery,
$259,400.

Each of these portions became
reduction loan subamounts repayable by
fees from each of the seven subamount
fisheries.

NMFS next held a referendum on the
fee system. The reduction contracts
would have become void unless the
majority of votes cast in the referendum
approved the fee system. On September
30, 2003, NMFS mailed ballots to
referendum voters in the reduction
fishery and in each of the six fee-share
fisheries. The voting period opened on
October 15, 2003, and closed on October
29, 2003. NMFS received 1,105
responsive votes. In accordance with the
section 212 formula, NMFS weighted
the votes from each of the seven
fisheries. Over 85 percent of the
weighted votes approved the fee system.
This successful referendum result
removed the only condition precedent
to reduction contract performance.

On November 4, 2003, NMFS
published another Federal Register
document (68 FR 62435) advising the
public that NMFS would, beginning on
December 4, 2003, tender the groundfish
program’s reduction payments to the 91
accepted bidders. On December 4, 2003,
NMFS required all accepted bidders to
permanently stop all further fishing
with the reduction vessels and permits.
Subsequently, NMFS:

1. Disbursed $45,662,471 in reduction
payments to 91 accepted bidders;

2. Revoked the relinquished Federal
permits;

3. Advised California, Oregon, and
Washington about the relinquished state
permits or licenses;

4. Arranged with the National Vessel
Documentation Center for revocation of
the reduction vessels’ fishery trade
endorsements; and

5. Notified the U.S. Maritime
Administration to restrict placement of
the reduction vessels under foreign
registry or their operation under the
authority of foreign countries.

On November 16, 2004, NMFS
published a Federal Register document
(69 FR 67100) proposing regulations to
implement the groundfish program’s
industry fee system (Froposal].

In response to public comment about
the proposal, NMFS modified and
published a second proposal on April 8,
2005, (Federal Register document (70
FR 17949)).

II. Summary of Comments and
Responses

NMFS received four comments from
organizations representing west coast
fishing interests.

Comment 1: One comment regretted
the proposal’s failure to exercise a
section 212 option under which the
States of California, Oregon, and
Washington would have “collected” the
fees.

Response: NMFS continues to believe,
for the reasons given in its response to
public comment on the first proposal
(70 FR 17950), that exercising the
statutory option for the states to
“collect” the fees is not feasible.

Comment 2: Three commenters
believed reduction loan interest should
not have accrued during the interim
between reduction loan disbursement
and implementation of fee payment and
collection. This comment generally
reasserts previous comments in this
regard.

Response: Absent express conditions
to the contrary, interest on loan
principal always accrues from the date
on which lenders disburse loan
principal to borrowers. The reduction
loan is a loan under Title XI of the
Merchant Marine Act, 1936 (46 App.
U.S.C. 1279f and 1279g). Title XI
provides no authority for loans which
are interest-free during any portion of
their term. All direct Title XI loans are
interest bearing for their full term.

All Title XI loans are subject to the
Federal Credit Reform Act of 1990
(FCRA). The FCRA makes most Federal
loan activities dependent on loan
ceilings authorized in appropriation
acts. Moreover, if the President’s Office
of Management and Budget estimates
that any portion of a prospective loan
ceiling cannot be collected, the FCRA
requires appropriating the net present
value of the uncollectible amount before
the loan ceiling can be authorized.
Under the FCRA, the uncollectible
amount is the loan ceiling’s “cost”.

Loan ceilings with costs exceeding the
appropriated cost are not authorized.
Cost estimates involve all case inflows
and cash outflows (including interest
accruing on disbursed principal) over
the terms of a ceiling’s prospective
loans. Because neither Title XI nor

Magnuson-Stevens Act section 312(b)-
(e) authorizes reduction loans which are
interest-free during any portion of their
terms, all reduction loan cost
calculations required for FCRA
compliance were based on a principal
amount which accrues interest from the
day of disbursement. Even if NMFS had
the authority to do so (which it does
not), forgoing a year or more worth of
reduction loan interest accrual would be
inconsistent with the reduction loan’s
FCRA conditions and would require the
appropriation of any increase in FCRA
cost resulting from the accrued interest
foregone.

The reduction loan is a direct loan
and, under the FCRA, Congress does not
appropriate any portion of a direct loan
ceiling other than the ceiling’s cost.
Consequently, before NMFS could
disburse the reduction loan, NMFS
borrowed the reduction loan’s principal
amount (less the cost) from the U.S.
Treasury. NMFS must, like any other
borrower, pay to the Treasury the
interest expense which accrued on the
Treasury loan’s unpaid principal from
the day on which Treasury disbursed
the principal to NMFS. No portion of
the Treasury loan’s principal is interest-
free to NMFS for any portion of the
loan’s term any more than any portion
of the reduction loan’s principal is
interest-free to the groundfish program’s
fee payers (i.e., fish sellers) for any
portion of the reduction loan’s term.
This is true despite NMFS having been
unable for a year or more to make
payments on the Treasury’s loan due to
the fact that NMFS has had no fee
revenue with which to do so. When fee
payment and collection begins, NMFS
will be required to pay the interest
accrued on the Treasury’s loan during
the elapsed time since the loan’s
disbursement to NMFS, just as NMFS
will require the fish sellers to pay the
interest accrued on the reduction loan
during the same elapsed time.

Moreover, during this elapsed time
the fee payers have had the use of the
funds which they would otherwise have
paid as reduction loan fees (as well as
the benefit of the capacity reduction
harvest efficiencies achieved by having
expended the reduction loan’s
principal). There is no equitable reason
why fee payers should not pay the past
time value of these funds once this
action allows fee payment and
collection to begin.

NMFS will reschedule the principal
amount which the fish sellers otherwise
would have amortized during this
elapsed time as a balloon payment at the
end of the reduction loan’s term.
Although rescheduling does not forego
any accrued interest, it does allow
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applying more initial fee revenues to
principal reduction because no part of
fee revenues up to the balloon payment
will be applied to the rescheduled
principal’s reduction. NMFS will, of
course, not capitalize the interest which
accrued on the rescheduled principal.

Moreover, should the majority of fee
payers in any fee paying fishery whose
fee rate is not already at the maximum
rate of 5 percent wish at any time to
more quickly amortize the principal
balloon payment applicable to that
fishery’s reduction loan subamount,
NMFS is willing to establish the balloon
payment as a separate principal amount
to be amortized concurrently with the
rest of the reduction loan principal. But
the principal amount will be amortized
over a much shorter term consistent
with the level of fee-rate increase which
the majority of fee payers were
contemporaneously willing to pay in
order to amortize this portion of the
principal more quickly and, thus,
decrease future interest accruals.

Comment 3: One commenter
reasserted it’s previously stated belief
that NMFS’ Financial Services Division
had verbally advised the commenter
that reduction loan interest would not
accrue during the interim between
reduction loan disbursement and
implementation of fee payment and
collection.

Response: As noted in NMFS’
previous response to this commenter’s
first assertion, the Financial Services
Division neither advised nor had the
authority to advise anyone that interest
would not accrue during this or any
other portion of the reduction loan’s
term. NMFS’ Financial Services
Division is fully aware both that it had
no authority to act as this commenter
alleges and of the FCRA and other
consequences of doing so.

Comment 4: One commenter believed
that proposed section 600.1102(k)(1)
was unclear and might require fish
buyers to maintain up to seven different
accounts for depositing collected fee
revenues.

Response: Section 600.1102(k)(1) does
not require maintaining up to seven
different accounts for this purpose.
Instead, this section requires fish buyers
to maintain only a single account for the
purpose of depositing collected fees,
with separate paperwork (for accounting
purposes) tracking each such single
deposit for the reduction fishery and for
each of the six fee-share fisheries from
which the fish buyer expects to collect
fee-share fishery fees.

Comment 5: One commenter assumed
that the proposal section 600.1102(k)(3)
meant something other than NMFS
receiving the required deposits of

collected fees not later than the time
stated.

Response: This assumption is wrong.
NMFS must have received each fish
seller’s disbursement of collected fees
not later than the 14th calendar day
after the last day of each month. Each
fee seller is responsible to take whatever
action is required to accomplish this,
and 2 weeks is not an unreasonably
short time to do so. In addition to
various U.S. postal and express delivery
services, fish buyers will also be able to
disburse collected fees to NMFS’
lockbox by electronic wire transfer.

Comment 6: One commenter
suggested replacing the term
“‘settlement sheet” with the term “fee
collection report” because the former
term commonly refers to accountings
which fish buyers provide to fish
sellers, and this could cause potential
confusion.

Response: NMFS agrees, and has
replaced the term “settlement sheet”
with the term “‘fee collection report”.

Comment 7: One commenter
recommended that fee payment and
collection begin on September 1, 2005,
because that is the beginning of a “bi-
monthly cumulative period for trawl
groundfish fishery and prior to the
starting date of the crab fishery.>

Response: NMFS believes there
should be as little further delay in
paying and collecting fees as possible.
Accordingly, NMFS will publish the
required fee notice as soon as
practicable after publishing this final
rule, and fee payment and collection
will begin thirty days thereafter.

The terms defined in framework
§600.1000 apply to the groundfish
program except for the definitions for
“borrower, ‘“deposit principal”, “fee
fish”, and “reduction fishery”. This
action redefines the groundfish program
meaning of these four framework terms.
This action also creates four new terms
which do not appear in the framework.
The new groundfish program terms are:
“fee-share fishery”, “‘fee-share fishery
subaccount”, “reduction fishery
subaccount”, and “subamount”.

Framework § 600.1012 governs
reduction loan obligations in general
and certain other reduction loan aspects
in general. Framework § 600.1013
governs fish sellers’ payment, and fish
buyers’ collection, of fees under fee
systems in general. The framework
contemplates each program involving
only one reduction fishery. The
groundfish program, however, involves
both a reduction fishery and six fee-
share fisheries. Consequently, for
groundfish program purposes, this
action revises the regulations only to the
minimal extent required to

accommodate the difference between
the groundfish program and the other
programs which the framework
contemplates.

Framework § 600.1014 governs fish
buyers’ fee collection deposits,
disbursements, records, and reports in
general. Like framework §§ 600.1012
and 600.1013, this action also revises
the regulations to reflect the groundfish
program’s involvement of both a
reduction fishery and six fee-share
fisheries. This action, however, also and
for groundfish program purposes, more
extensively revises the regulations in
order to adopt some of the commenters’
suggestions about the manner in which
fish buyers’ deposit, disburse, account
for, and report about the groundfish
program’s collected fees.

The following briefly summarizes the
provisions of framework §§600.1013
and 600.1014.

Under framework § 600.1013, the first
ex-vessel buyers (fish buyers) of post-
reduction fish subject to a fee system
(fee fish) must withhold the fee from the
trip proceeds which the fish buyers
would otherwise have paid to the
parties (fish sellers) who harvested and
first sold the fee fish to the fish buyers.
Fish buyers calculate the fee to be
collected by multiplying the applicable
fee rate (depending on whether the fee
fish is from the reduction fishery or
from one or more of the fee-share
fisheries) times the fee fish’s full
delivery value. Delivery value is the fee
fish’s full fair market value, including
all in-kind compensation or other goods
or services exchanged in lieu of cash.

Fish buyers collect the fee when they
withhold it from trip proceeds, and fish
sellers automatically pay the fee when
the fish buyers withhold it. Fee payment
and fee collection is mandatory, and
there are substantial penalties for failing
to pay and collect fees in accordance
with the applicable regulations.

Under framework § 600.1014(a)-(d),
fish buyers must, no less frequently than
at the end of each business week,
deposit collected fees in segregated and
federally insured accounts until, no less
frequently than on the last business day
of each month, they disburse all
collected fees in the accounts to a
lockbox which NMFS has specified for
this purpose. Fee collection reports
must accompany these disbursements.
Fish buyers must maintain specified fee
collection records for at least 3 years
and send NMFS annual reports of fee
collection and disbursement activities.

After evaluating comments received
in response to the proposal, this action
restates, for groundfish program
purposes only, some of the framework
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§600.1014 provisions, chiefly as
follows:

1. Segregated bank accounts will not
be required for

depositing collected fees;

2. Collected fee deposits will be
monthly rather than

weekly;

3. Fish buyers may disburse deposited
fees up to 14 days

after the end of each month rather
than having to do so on the last business
day of each month;

4. Fish buyers do not have to disburse
deposited fees at

all until either their total reaches $100
or the 14th day after the end of each
calendar year, whichever comes first;
and

5. Fish buyers do not have to submit
annual fee collection, deposit, and
disbursement reports.

Accordingly, this final rule reiterates
the applicability for the groundfish
program of the entirety of framework
§600.1014(a)-(d) and the non-
applicability of framework
§600.1014(e). The balance of framework
§600.1014, i.e., paragraphs(f)-(j), will
continue to apply, in their entirety, to
the groundfish program.

All parties interested in this final
action should carefully read the
following framework sections, whose
detailed provisions, except as this
action specifically revises them, apply
to the fee system for repaying the
groundfish program’s reduction loan:

. §600.1012;

. §600.1013;

. §600.1014;

. §600.1015;

. §600.1016; and

. Applicable portions of § 600.1017.

You will not understand this action’s
full requirements unless you read this
action in conjunction with reading at
least the framework sections listed
above.

Section 212 provides an option for
NMFS to enter into agreements with
California, Washington, and Oregon
regarding groundfish program fees in
the fee-share fisheries. While this would
not involve actual fee collection
(because both Magnuson-Stevens Act
section 312(d) and the framework
require fish buyers to collect the fee), it
would allow fish buyers to use existing
state systems for post-collection fee
administration.

After all three states enacted
legislation which would have allowed
them to function in this capacity, NMFS
evaluated the feasibility of exercising
the section 212 option. For the reasons
NMEFS stated in its previous responses
to public comment about the proposal,
however, NMFS concluded that
exercising this option was not feasible.

DU WN =

This action also revises the grammar
and/or organization of the proposal.
None of these revisions intends to make
any substantive changes to the proposal.

NMFS, in accordance with framework
§600.1013(d), will establish the initial
fee applicable to the reduction fishery
and to each fee-share fishery.
Immediately after publishing this
action, NMFS will, in accordance with
framework § 600.1013(d)(1), publish a
notification in the Federal Register
establishing the date from which the fee
will be effective. NMFS will mail a copy
of this notification, along with detailed
fee payment and collection information
and guidance, to each affected
individual fish seller and fish buyer
whom NMFS has contact information.
Until the date on which the fee first
becomes effective, fish sellers do not
have to pay, and fish buyers do not have
to collect, the groundfish program fee.
The prospective fee rates are:

1. Reduction fishery, 5 percent; and

2. Fee share fisheries:

a. California coastal Dungeness crab,
1.24 percent,

b. California pink shrimp, 5 percent,

c. Oregon coastal Dungeness crab,
0.55 percent,

d. Oregon pink shrimp, 3.75 percent,

e. Washington coastal Dungeness
crab, 0.16 percent, and

f. Washington pink shrimp, 1.50
percent.

The rates are percentages of delivery
value. See framework § 600.1000 for the
definition of ““delivery value” and for
the definition of other terms relevant to
this action.

Each disbursement of the $35,662,471
principal amount of the reduction loan
began accruing interest as of the date of
each such disbursement. The interest
rate is a fixed 6.97 percent, and will not
change during the term of the reduction
loan.

Classification

The Assistant Administrator for
Fisheries, NMFS, determined that this
final rule is consistent with the
Magnuson-Stevens Act and other
applicable laws.

In compliance with the National
Environmental Policy Act, NMFS
prepared an EA for the final notice
implementing the groundfish program.
The EA discussed the impact of the
groundfish program on the natural and
human environment and resulted in a
finding of no significant impact. The EA
considered the implementation of this
fee collection system, among other
alternatives. Therefore, this final action
has received a categorical exclusion
from additional analysis. NMFS will

provide a copy of the EA upon request
(see ADDRESSES).

This final rule has been determined to
be not significant for purposes of
Executive Order 12866. NMFS prepared
an RIR for the final notice implementing
the groundfish program. NMFS will
provide a copy of the RIR upon request
(see ADDRESSES).

NMFS prepared a FRFA, as required
by section 604 of the Regulatory
Flexibility Act, which describes the
impact that the rule will have on small
entities. NMFS will provide a copy of
the FRFA upon request (see ADDRESSES).
A summary of the FRFA follows:

1. Description of Reasons for Action and
Statement of Objective and Legal Basis

Section 212 authorized a $46—million
fishing capacity reduction program for
reduction fishery. Section 212 also
authorized a fee system for repaying the
reduction loan partially financing the
groundfish program’s cost. The fee
system includes both the reduction
fishery and the fee share fisheries.

Section 501(c) appropriated $10
million to partially fund the groundfish
program’s cost. Public Law 107-206
authorized a reduction loan for
financing up to $36 million of the
groundfish program’s cost. Pursuant to
section 212, NMFS implemented the
groundfish program, except for a fee
system, on July 18, 2003 (68 FR 42613).
This action establishes a fee system for
the groundfish program.

2. Description of Small Entities to
Which the Rule Applies

The Small Business Administration
(SBA) has defined any fish harvesting
business that is independently owned
and operated, not dominant in its field
of operation, and with annual receipts
of $3.5 million or less, as a small entity.
In addition, processors with 500 or
fewer employees involved in related
industries such as canned and cured
fish and seafood or prepared fresh fish
and seafood are also considered small
entities. According to the SBA’s
definition of a small entity, virtually all
of the groundfish program’s
approximate 1,800 fish sellers are small
entities. This includes 172 fish sellers in
the reduction fishery and over 1,600 fish
sellers in the six fee-share fisheries.
Most of the groundfish program’s fish
buyers also are small entities.

3. Description of Recordkeeping and
Compliance Costs

Please see collection-of-information
requirements listed hereafter.
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4. Duplication or Conflict with Other
Federal Rules

This final rule does not duplicate or
conflict with any Federal rules.

5. Description of Significant
Alternatives Considered

NMFS considered three alternatives to
the proposed action. The first
alternative was the status quo. Under
this alternative, there would be no fee
system and the fish sellers and fish
buyers would not have to pay and
collect a fee. This alternative was,
however, contrary to the groundfish
program’s statutory requirements and
was rejected.

The second alternative was the
statutorily mandated industry fee
system without state involvement.
Under this alternative, the fish buyers of
fee fish would withhold the fee from the
trip proceeds. Fish buyers would
calculate the fee to be collected by
multiplying the applicable fee rate times
the fee fish’s full delivery value. This is
the preferred alternative because the
groundfish program’s statutory authority
mandates fee payment and collection.

The third alternative was the
statutorily mandated industry fee
system with state involvement. This
alternative is the same as described in
the second alternative except that the
States of California, Oregon, and
Washington would, in conjunction with
their own state tax and fee systems,
assume some of the fish buyers’ fee
deposit and disbursement
responsibilities. This alternative would
have reduced compliance costs to
individual businesses, both fish buyers
and sellers. However, this alternative
was not chosen because some states:

1. Assess and collect the state taxes
and fees based on pounds rather than on
dollars,

2. Do not assess or collect their taxes
or fees at the point of fish sale, and

3. Involve quarterly fee
disbursements.

In addition, one state’s legislative
authority to participate in this
alternative collection authorizes
participation of a state agency different
than the one administering the existing
state system and another state’s
legislative authority to participate in
this alternative expires in less than 2
years (even though fee collection
continues for 30 years).

Furthermore, all states indicated that
state funding and staffing under this
alternative for the reduction loan’s 30—
year term would be problematic for
them.

Finally, the states’ collection systems
are dissimilar and, without significant

modification, might not promote
efficient and uniform groundfish
program fee collection.

6. Steps the Agency Has Taken to
Mitigate Negative Effects of the Action

NMFS has changed aspects of the
framework regulations’ fee deposit and
disbursement requirements to reduce
the impact on small entity fish buyers.
NMEF'S proposes to require monthly fee
deposits as opposed to the weekly
deposits previously required. NMFS
also will allow a 14—day grace period
from the end of each month for fish
buyers to disburse deposit fee principal
to NMFS. If the deposit fee principal
totals less than $100, the fish buyers
need not disburse the deposit fee
principal until it totals $100 or more, or
until the 14th day after the end of the
calendar year in which the fees were
deposited, whichever comes first.
Furthermore, NMFS proposes to
eliminate annual reporting
requirements.

This final rule contains collection-of-
information requirements subject to the
Paperwork Reduction Act (PRA). OMB
has approved these information
collections under OMB control number
0648-0376. NMFS estimates that the
public reporting burden for these
requirements will average:

Two hours for submitting a monthly
fish buyer fee collection report; and

Two hours for making a fish buyer/
fish seller report when

one party fails to either pay or collect
the fee.

These response estimates include the
time for reviewing instructions,
searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
the information collection.

Send comments regarding this burden
estimate, or any other aspect of this data
collection, including suggestions for
reducing the burden, to both NMFS and
OMB (see ADDRESSES).

Notwithstanding any other provision
of law, no person is required to respond
to, and no person is subject to a penalty
for failure to comply with, an
information collection subject to the
requirements of the PRA unless that
information collection displays a
currently valid OMB control number.

NMFS has determined that this final
rule will not significantly affect the
coastal zone of any state with an
approved coastal zone management
program. This determination was
submitted for review by the States of
Washington, Oregon, and California.

List of Subjects in 50 CFR Part 600

Fisheries, Fishing capacity reduction,
Fishing permits, Fishing vessels,
Intergovernmental relations, Loan
programs business, Reporting and
recordkeeping requirements.

Dated: July 7, 2005.
Rebecca Lent,
Deputy Assistant Administrator for

Regulatory Programs, National Marine
Fisheries Service.

m For the reasons in the preamble, the
National Marine Fisheries Service
amends 50 CFR part 600 as follows:

PART 600—MAGNUSON-STEVENS
ACT PROVISIONS

m 1. An authority citation for part 600
subpart M is added to read as follows:

Authority: 5 U.S.C. 561, 16 U.S.C. 1801 et
seq., 16 U.S.C. 1861a(b) through (e), 46 App.
U.S.C. 1279f and 1279g, section 144(d) of
Division B of Pub. L. 106-554, section 2201
of Pub. L. 107-20, section 205 of Pub. L. 107—
117, Pub. L. 107-206, and Pub. L. 108-7.

m 2.In §600.1102 the section heading is
revised and text is added to read as
follows:

§600.1102 Pacific Coast groundfish fee.

(a) Purpose. This section implements
the fee for repaying the reduction loan
financing the Pacific Coast Groundfish
Program authorized by section 212 of
Division B, Title II, of Public Law 108—
7 and implemented by a final
notification in the Federal Register (July
18, 2003; 68 FR 42613).

(b) Definitions. Unless otherwise
defined in this section, the terms
defined in §600.1000 of subpart L
expressly apply to this section. The
following terms have the following
meanings for the purpose of this section:

Borrower means, individually and
collectively, each post-reduction fishing
permit holder and/or fishing vessel
owner fishing in the reduction fishery,
in any or all of the fee-share fisheries,
or in both the reduction fishery and any
or all of the fee-share fisheries.

Deposit principal means all collected
fee revenue that a fish buyer deposits in
an account maintained at a federally
insured financial institution for the
purpose of aggregating collected fee
revenue before sending the fee revenue
to NMF'S for repaying the reduction
loan.

Fee fish means all fish harvested from
the reduction fishery during the period
in which any portion of the reduction
fishery’s subamount is outstanding and
all fish harvested from each of the fee-
share fisheries during the period in
which any portion of each fee-share
fishery’s subamount is outstanding.
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Fee-share fishery means each of the
fisheries for coastal Dungeness crab and
pink shrimp in each of the states of
California, Oregon, and Washington.

Fee-share fishery subaccount means
each of the six subaccounts established
in the groundfish program’s fund
subaccount in which each of the six fee-
share fishery subamounts are deposited.

Reduction fishery means all species
in, and that portion of, the limited entry
trawl fishery under the Federal Pacific
Coast Groundfish Fishery Management
Plan that is conducted under permits,
excluding those registered to whiting
catcher-processors, which are endorsed
for trawl gear operation.

Reduction fishery subaccount means
the subaccount established in the
groundfish program’s fund subaccount
in which the reduction fishery
subamount is deposited.

Subamount means each portion of the
reduction loan’s original principal
amount which is allocated either to the
reduction fishery or to any one of the
fee-share fisheries.

(c) Reduction loan amount. The
reduction loan’s original principal
amount is $35,662,471.

(d) Subamounts. The subamounts of
the reduction loan amount are:

(1) Reduction fishery, $28,428,719;
and

(2) Fee-share fisheries:

(i) California coastal Dungeness crab
fee-share fishery, $2,334,334,

(ii) California pink shrimp fee-share
fishery, $674,202,

(iii) Oregon coastal Dungeness crab
fee-share fishery, $1,367,545,

(iv) Oregon pink shrimp fee-share
fishery, $2,228,845,

(v) Washington coastal Dungeness
crab fee-share fishery, $369,426, and

(vi) Washington pink shrimp fee-share
fishery, $259,400.

(e) Interest accrual inception. Interest
began accruing on each portion of the
reduction loan amount on and from the
date each such portion was disbursed.

(f) Interest rate. The reduction loan’s
interest rate is 6.97 percent. This is a
fixed rate of interest for the full term of
the reduction loan’s life.

(g) Repayment term. For the purpose
of determining fee rates, the reduction
loan’s repayment term shall be 30 years
from March 1, 2004, but each fee shall
continue for as long as necessary to fully
repay each subamount.

(h) Reduction loan. The reduction
loan shall be subject to the provisions of
§600.1012 of subpart L, except that:

(1) The borrower’s obligation to repay
the reduction loan shall be discharged
by fish sellers in the reduction fishery
and in each of the fee-share fisheries
paying the fee applicable to each such

fishery’s subamount in accordance with
§600.1013 of subpart L, and

(2) Fish buyers in the reduction
fishery and in each of the fee-share
fisheries shall be obligated to collect the
fee applicable to each such fishery’s
subamount in accordance with
§600.1013 of this subpart.

(i) Fee collection, deposits,
disbursements, records, and reports.
Fish buyers in the reduction fishery and
in each of the fee share fisheries shall
deposit and disburse, as well as keep
records for and submit reports about,
the fees applicable to each such fishery
in accordance with § 600.1014 of this
subpart, except that:

(1) Deposit accounts. Each fish buyer
that this section requires to collect a fee
shall maintain an account at a federally
insured financial institution for the
purpose of depositing collected fee
revenue and disbursing the deposit
principal directly to NMFS in
accordance with paragraph (i)(3) of this
section. The fish buyer may use this
account for other operational purposes
as well, but the fish buyer shall ensure
that the account separately accounts for
all deposit principal collected from the
reduction fishery and from each of the
six fee-share fisheries. The fish buyer
shall separately account for all fee
collections as follows:

(i) All fee collections from the
reduction fishery shall be accounted for
in a reduction fishery subaccount,

(ii) All fee collections from the
California pink shrimp fee-share fishery
shall be accounted for in a California
shrimp fee-share fishery subaccount,

(iii) All fee collections from the
California coastal Dungeness crab
fishery shall be accounted for in a
California crab fee-share fishery
subaccount,

(iv) All fee collections from the
Oregon pink shrimp fee-share fishery
shall be accounted for in an Oregon
shrimp fee-share fishery subaccount,

(v) All fee collections from the Oregon
coastal Dungeness crab fee-share fishery
shall be accounted for in an Oregon crab
fee-share fishery subaccount,

(vi) All fee collections from the
Washington pink shrimp fee-share
fishery shall be accounted for in a
Washington shrimp fee-share fishery
subaccount, and

(vii) All fee collections from the
Washington coastal Dungeness crab
fishery shall be accounted for in a
Washington crab fee-share fishery
subaccount;

(2) Fee collection deposits. Each fish
buyer, no less frequently than at the end
of each month, shall deposit, in the
deposit account established under
paragraph (i)(1) of this section, all

collected fee revenue not previously
deposited that the fish buyer collects
through a date not more than two
calendar days before the date of deposit.
The deposit principal may not be
pledged, assigned, or used for any
purpose other than aggregating collected
fee revenue for disbursement to the fund
in accordance with paragraph (i)(3) of
this section. The fish buyer is entitled,
at any time, to withdraw interest (if any)
on the deposit principal, but never the
deposit fee principal itself, for the fish
buyer’s own use and purposes;

(3) Deposit principal disbursement.
Not later than the 14th calendar day
after the last calendar day of each
month, or more frequently if the amount
in the account exceeds the account limit
for insurance purposes, the fish buyer
shall disburse to NMFS the full deposit
principal then in the deposit account,
provided that the deposit principal then
totals $100 or more. If the deposit
principal then totals less than $100, the
fish buyer need not disburse the deposit
principal until either the next month
during which the deposit principal then
totals $100 or more, or not later than the
14th calendar day after the last calendar
day of any year in which the deposit
principal has not since the last required
disbursement totaled $100 or more,
whichever comes first. The fish buyer
shall disburse deposit principal by
check made payable to the groundfish
program’s fund subaccount. The fish
buyer shall mail each such check to the
groundfish program’s fund subaccount
lockbox that NMFS establishes for the
receipt of groundfish program
disbursements. Each disbursement shall
be accompanied by the fish buyer’s fee
collection report completed in the
manner and form which NMFS
specifies. NMFS will, before fee
payment and collection begins, specify
the groundfish program’s fund
subaccount lockbox and the manner and
form of fee collection report. NMFS will
do this by means of the notification in
§600.1013(d) of subpart L. NMFS’ fee
collection report instructions will
include provisions for the fish buyer to
specify the amount of each
disbursement which was disbursed from
the reduction fishery subaccount and/or
from each of the six fee-share fishery
subaccounts;

(4) Records maintenance. Each fish
buyer shall maintain, in a secure and
orderly manner for a period of at least
3 years from the date of each transaction
involved, at least the following
information:

(i) For all deliveries of fee fish that the
fish buyer buys from each fish seller:

(A) The date of delivery,

(B) The fish seller’s identity,
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(C) The weight, number, or volume of
each species of fee fish delivered,

(D) Information sufficient to
specifically identify the fishing vessel
which delivered the fee fish,

(E) The delivery value of each species
of fee fish,

(F) The net delivery value of each
species of fee fish,

(G) The identity of the payor to whom
the net delivery value is paid, if
different than the fish seller,

(H) The date the net delivery value
was paid,

(I) The total fee amount collected as
a result of all fee fish, and

(J) The total fee amount collected as
a result of all fee fish from the reduction
fishery and/or all fee fish from each of
the six fee-share fisheries; and

(ii) For all collected fee deposits to,
and disbursements of deposit principal
from, the deposit account include:

(A) The date of each deposit,
(B) The total amount deposited,

(C) The total amount deposited in the
reduction fishery subaccount and/or in
each of the six fee-share fishery
subaccounts,

(D) The date of each disbursement to
the Fund’s lockbox,

(E) The total amount disbursed,

(F) The total amount disbursed from
the reduction fishery subaccount and/or
from each of the six fee-share fishery
subaccounts, and

(G) The dates and amounts of
disbursements to the fish buyer, or other
parties, of interest earned on deposits;
and

(5) Annual report. No fish buyer
needs to submit an annual report about
fee fish collection activities unless,
during the course of an audit under
§600.1014(g), NMFS requires a fish
buyer to submit such a report or reports.

(j) Other provisions. The reduction
loan is, in all other respects, subject to
the provisions of § 600.1012 through
applicable portions of § 600.1017,
except §600.1014(e).

[FR Doc. 05-13692 Filed 7-12—05; 8:45 am]|
BILLING CODE 3510-22-S

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 041126332-5039-02; I.D.
070805A]

Fisheries of the Exclusive Economic
Zone Off Alaska; Pacific Ocean Perch
in the Eastern Aleutian District of the
Bering Sea and Aleutian Islands
Management Area

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Temporary rule; closure.

SUMMARY: NMF'S is prohibiting directed
fishing for Pacific Ocean perch in the
Eastern Aleutian District of the Bering
Sea and Aleutian Islands management
area (BSAI). This action is necessary to
prevent exceeding the 2005 Pacific
Ocean perch total allowable catch (TAC)
in the Eastern Aleutian District of the
BSAL

DATES: Effective 1200 hrs, Alaska local
time (A.lL.t.), July 10, 2005, through 2400
hrs, A.l.t., December 31, 2005.

FOR FURTHER INFORMATION CONTACT: Josh
Keaton, 907-586-7228.

SUPPLEMENTARY INFORMATION: NMFS
manages the groundfish fishery in the
BSAI according to the Fishery
Management Plan for Groundfish of the
Bering Sea and Aleutian Islands
Management Area (FMP) prepared by
the North Pacific Fishery Management
Council under authority of the
Magnuson-Stevens Fishery
Conservation and Management Act.
Regulations governing fishing by U.S.
vessels in accordance with the FMP
appear at subpart H of 50 CFR part 600
and 50 CFR part 679.

The 2005 Pacific Ocean perch TAC in
the Eastern Aleutian District of the BSAI
is 2,849 metric tons (mt) as established
by the 2005 and 2006 final harvest
specifications for groundfish in the
BSAI (70 FR 8979, February 24, 2005).

In accordance with §679.20(d)(1)(i),
the Administrator, Alaska Region,
NMFS, has determined that the 2005

Pacific Ocean perch TAC in the Eastern
Aleutian District of the BSAI will soon
be reached. Therefore, the Regional
Administrator is establishing a directed
fishing allowance of 2,799 mt, and is
setting aside the remaining 50 mt as
bycatch to support other anticipated
groundfish fisheries. In accordance with
§679.20(d)(1)(iii), the Regional
Administrator finds that this directed
fishing allowance has been reached.
Consequently, NMFS is prohibiting
directed fishing for Pacific Ocean perch
in the Eastern Aleutian District of the
BSAL

After the effective date of this closure
the maximum retainable amounts at
§§679.20(e) and (f) apply at any time
during a trip.

Classification

This action responds to the best
available information recently obtained
from the fishery. The Assistant
Administrator for Fisheries, NOAA
(AA), finds good cause to waive the
requirement to provide prior notice and
opportunity for public comment
pursuant to the authority set forth at 5
U.S.C. 553(b)(B) as such requirement is
impracticable and contrary to the public
interest. This requirement is
impracticable and contrary to the public
interest as it would prevent NMFS from
responding to the most recent fisheries
data in a timely fashion and would
delay the closure of Pacific Ocean perch
in the Eastern Aleutian District of the
BSAL

The AA also finds good cause to
waive the 30-day delay in the effective
date of this action under 5 U.S.C.
553(d)(3). This finding is based upon
the reasons provided above for waiver of
prior notice and opportunity for public
comment.

This action is required by § 679.20
and is exempt from review under
Executive Order 12866.

Authority: 16 U.S.C. 1801 et seq.
Dated: July 8, 2005.

Alan D. Risenhoover,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 05-13791 Filed 7-08-05; 3:01 pm]
BILLING CODE 3510-22-S
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 310 and 341

[Docket No. 1976N-0052G] (formerly 76N—
052G)

RIN 0910-AF33

Cold, Cough, Allergy, Bronchodilator,
and Antiasthmatic Drug Products for
Over-the-Counter Human Use;
Proposed Amendment of the Tentative
Final Monograph for Combination Drug
Products

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend the tentative final monograph
(TFM) for over-the-counter (OTC)
cough-cold combination drug products
to remove the combination of an oral
bronchodilator (products containing
ephedrine or its salts) and an
expectorant, and to reclassify this
combination drug product as Category II
(not generally recognized as safe and
effective for OTC use). FDA is also
proposing to classify the combination of
an oral bronchodilator and an oral nasal
decongestant as Category II. FDA is
issuing this notice of proposed
rulemaking after considering data and
information on the appropriateness of
these combination drug products to treat
mild asthma. Elsewhere in this issue of
the Federal Register, FDA is proposing
to amend the final monograph (FM) for
OTC bronchodilator drug products to
require additional labeling for all
ingredients included in the FM. These
proposed rules are part of FDA’s
ongoing review of OTC drug products.
DATES: Submit written or electronic
comments on the proposed monograph
amendment and on FDA’s economic
impact determination by November 10,
2005. See section IX of this document
for the proposed effective date of any

final rule that may publish based on this
proposal.

ADDRESSES: You may submit comments,
identified by Docket No. 1976 N—0052G
by any of the following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

o Agency Web site: http://
www.fda.gov/dockets/ecomments.
Follow instructions for submitting
comments on the agency Web site.

e E-mail: fdadockets@oc.fda.gov.
Include Docket No. 1976N-0052G in the
subject line of your e-mail message.

e FAX:301-827-6870.

e Mail/Hand delivery/Courier [For
paper, disk, or CD-ROM submissions]:
Division of Dockets Management, 5630
Fishers Lane, rm. 1061, Rockville, MD
20852.

Instructions: All submissions received
must include the agency name and
Docket No. 1976N-0052G. All
comments received will be posted
without change to http://www.fda.gov/
ohrms/dockets/default.htm, including
any personal information provided. For
detailed instructions on submitting
comments and additional information
on the rulemaking process, see the
“Comments”” heading of the
SUPPLEMENTARY INFORMATION section of
this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.fda.gov/ohrms/dockets/
default.htm and/or the Division of
Dockets Management, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.
FOR FURTHER INFORMATION CONTACT:
Cazemiro R. Martin or Gerald M.
Rachanow, Center for Drug Evaluation
and Research (HFD-560), Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-827—
2222.

SUPPLEMENTARY INFORMATION:
I. Background

A. Advance Notice of Proposed
Rulemaking (ANPRM)

In the Federal Register of September
9, 1976 (41 FR 38312), FDA published,
under § 330.10(a)(6) (21 CFR
330.10(a)(6)), an ANPRM to establish a
monograph for OTC cold, cough,
allergy, bronchodilator, and
antiasthmatic (cough-cold) drug
products, together with the

recommendations of the Advisory
Review Panel on OTC Cold, Cough,
Allergy, Bronchodilator, and
Antiasthmatic Drug Products (the
Panel), which was the advisory review
panel responsible for evaluating data on
the active ingredients in this drug class.
The Panel recommended that the
combination of an oral bronchodilator
and an expectorant be Category I
(generally recognized as safe and
effective), provided the product is
labeled only for cough associated with
asthma (41 FR 38312 at 38326). The
Panel did not provide any additional
discussion of this combination. The
Panel placed the combination of an oral
bronchodilator with either an analgesic-
antipyretic, anticholinergic,
antihistamine, or antitussive (when the
product is labeled only for cough
associated with asthma) ingredient in
Category II (not generally recognized as
safe and/or effective) (41 FR 38312 at
38326).

B. TFM

FDA concurred with the Panel in the
cough-cold combinations TFM (53 FR
30522 at 30556, August 12, 1988). FDA
also classified the combination of
caffeine and ephedrine or
pseudoephedrine in Category II (53 FR
30522 at 30557). No comments on these
specific combinations were submitted in
response to the TFM.

C. FM

In the Federal Register of October 2,
1986 (51 FR 35326), FDA issued a FM
for OTC bronchodilator drug products.
The oral active ingredients included in
the bronchodilator monograph are
ephedrine, ephedrine hydrochloride,
ephedrine sulfate, and racephedrine
hydrochloride (§ 341.16(a), (b), (c), and
(f) (21 CFR 341.16(a), (b), (c), and (f))).
The OTC bronchodilator FM also
includes epinephrine, epinephrine
bitartrate, and racepinephrine
hydrochloride (§ 341.16(d), (e), and (g))
as active ingredients administered by
“inhalation.” Because this proposed
rule addresses only oral bronchodilator
ingredients, it does not apply to
epinephrine and its salts.

D. Proposal to Remove Ephedrine From
the Bronchodilator FM

In the Federal Register of July 27,
1995 (60 FR 38643), FDA published a
proposed rule to amend the FM for OTC
bronchodilator drug products to remove
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the ingredients ephedrine, ephedrine
hydrochloride, ephedrine sulfate, and
racephedrine hydrochloride and to
classify those ingredients as Category II.
In that proposal, FDA did not discuss
the rationale of an ephedrine-
guaifenesin combination product
because the removal of ephedrine
ingredients from the monograph would
have eliminated such combination
products from the market. After FDA
published its 1995 proposed rule, the
Drug Enforcement Administration
(DEA) issued new requirements
restricting the sale of ephedrine, its
salts, optical isomers, and salts of
optical isomers. DEA allows continued,
but restricted sales of these ephedrine
drug products. In response to the
changes in DEA’s requirements and
comments received on FDA’s 1995
proposal, FDA has reconsidered its
proposed action and intends to allow
continued OTC marketing of single
ingredient ephedrine bronchodilator
drug products. Elsewhere in this issue
of the Federal Register, FDA is
proposing to amend the FM for OTC
bronchodilator drug products to require
additional labeling for all ingredients
included in the FM.

E. Bronchodilator Combination Drug
Products

In the Federal Register of September
27, 2001 (66 FR 49276), FDA issued a
final rule establishing that cough-cold
combination drug products containing
any oral OTC bronchodilator active
ingredient in combination with any
analgesic(s) or analgesic-antipyretic(s),
anticholinergic, antihistamine, oral
antitussive, or stimulant active
ingredient are not generally recognized
as safe and effective and are misbranded
for OTC use. In the Federal Register of
December 23, 2002 (67 FR 78158), FDA
issued a final rule for OTC cough-cold
combination drug products. That final
rule did not address the combination of
an oral bronchodilator and an
expectorant or the combination of an
oral bronchodilator and an oral nasal
decongestant. Neither combination had
been previously classified. FDA
indicated that these two combination
products would be addressed in a future
issue of the Federal Register. FDA is
addressing these combination products
in this document.

The only expectorant ingredient in
the OTC cough-cold drug products
monograph is guaifenesin (§ 341.18 (21
CFR 341.18)). Therefore, the only
currently marketed OTC bronchodilator
combination drug products contain an
ephedrine component and guaifenesin.

II. FDA’s Concerns About Ephedrine-
Guaifenesin Combination Products

A. Asthma and Its Treatment

Asthma is a chronic lung disease
caused by inflammation of the airways,
resulting in episodes of airway
narrowing and obstruction. Common
symptoms of asthma can include
wheezing, shortness of breath, tightness
of the chest, difficulty breathing after
exercise, and coughing. This cough is
not usually productive. People with
asthma generally do not require therapy
with an expectorant, because increased
sputum production and expectoration
are not important features of asthma
(Ref. 1).

The National Heart, Lung, and Blood
Institute (NHLBI)/The World Health
Organization (WHO) Global Initiative
for Asthma (Ref. 2), the NHLBI'S
National Asthma Education Prevention
Program (Ref. 3), and the American
Academy of Allergy Asthma and
Immunology (Ref. 4), recommend
pharmacological intervention to treat
asthma. These organizations based this
recommendation on the understanding
that airway obstruction in asthma
consists of bronchial smooth muscle
spasm and variable degrees of airway
inflammation. This inflammation is
characterized by edema, mucous
secretion, and the influx of a variety of
inflammatory cells causing recurrent
episodes of wheezing, shortness of
breath, chest tightness, and coughing in
susceptible individuals.

These organizations recommend
pharmacological intervention with what
they term as “controller” and “reliever”
medications (Refs. 2, 3, and 4).
Medications used to “‘control” asthma
include what are commonly called
“anti-inflammatory” agents (e.g.,
inhaled corticosteroids,
antileukotrienes, cromones) and long-
acting bronchodilators used daily on a
long-term basis to lessen the severity of
persistent asthma symptoms and signs.
Medications used to relieve acute
symptoms of asthma include the short-
acting bronchodilators (primarily
inhaled). None of the controller or
reliever medications in these asthma
guidelines include expectorants.

B. Monograph Uses of Ephedrine and
Guaifenesin

Ephedrine is a sympathomimetic drug
currently labeled as a bronchodilator for
OTC use. The current OTC indication is
“For temporary relief of shortness of
breath, tightness of chest, and wheezing
due to bronchial asthma” (§ 341.76(b)(1)
(21 CFR 341.76(b)(1))). The labeling of
the product may also state one or both
of the following uses in § 341.76(b)(2):

(i) “For the” (select one of the following:
“temporary relief” or “‘symptomatic control”’)
“of bronchial asthma”’, and (ii) ‘“Eases
breathing for asthma patients” (which may be
followed by: “by reducing spasms of
bronchial muscles”).

Guaifenesin is the only expectorant
active ingredient included in the cough-
cold monograph (§ 341.18). It is labeled
for OTC use to “help loosen phlegm
(mucus) and thin bronchial secretions
to” (select one or more of the following:
“rid the bronchial passageways of
bothersome mucus,” “drain bronchial
tubes,” and “‘make coughs more
productive”) (§ 341.78(b) (21 CFR
341.78(b))).

In the FM for OTC expectorant drug
products (54 FR 8494 at 8500, February
28, 1989), FDA stated that the
effectiveness of guaifenesin in the
symptomatic relief of sputum removal
in asthmatics had not been
demonstrated. Guaifenesin at the usual
recommended dose is of doubtful value
for asthma and the clinical data to
support its efficacy is conflicting (Refs.
5 and 6). Moreover, in asthma, the
drying of secretions along with the
narrowing of the airways could
potentially result in inspissated
(thickened or dried) material and mucus
plugs. This could then further increase
airway obstruction and lead to further
breathing difficulties. FDA pointed out
that appropriate treatment for the
condition of inspissated secretions is
hydration, bronchoscopy with lavage
and suctioning combined with anti-
inflammatory drugs, and
bronchodilators. FDA noted that
without such an approach in the
treatment of asthmatics, a safety concern
may exist for the use of guaifenesin in
asthma.

When FDA made these statements in
the expectorant section of the cough-
cold drug products rulemaking in 1989,
it did not change its proposed Category
I categorization of a combination of an
oral bronchodilator active ingredient
and an expectorant active ingredient in
the August 12, 1988, cough-cold
combinations TFM (53 FR 30522 at
30561). Likewise, FDA did not revise its
categorization of this combination in the
August 12, 1988, cough-cold
combinations TFM when it published
its proposal in 1995 to remove
ephedrine from the OTC bronchodilator
FM. The removal of ephedrine
ingredients from the monograph would
have eliminated such combination
products from the market. FDA also did
not discuss this combination in the
December 23, 2002, final rule for OTC
cough-cold combination drug products
because a decision on the status of
ephedrine as an OTC bronchodilator
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was still pending at that time. FDA
discusses the rationale and the benefits/
risks of ephedrine-guaifenesin
combination drug products in this
document (see section II.D of this
document).

C. OTC Drug Monograph Combination
Policy

The policy for combination products
included in OTC drug monographs in
§330.10(a)(4)(iv) states:

An OTC drug may combine two or more
safe and effective active ingredients and may
be generally recognized as safe and effective
when each active ingredient makes a
contribution to the claimed effect(s); when
combining of the active ingredients does not
decrease the safety or effectiveness of any of
the individual active ingredients; and when
the combination, when used under adequate
directions for use and warnings against
unsafe use, provides rational concurrent
therapy for a significant proportion of the
target population.

D. Rationale and Benefit/Risk of
Ephedrine-Guaifenesin Combination
Products

Combination products containing
ephedrine and guaifenesin can include
in their labeling the indications in
§§341.76(b) and 341.78(b) (see section
IL.B of this document). For example, the
indications section for these
combination products could read as
follows:

For temporary relief of shortness of breath,
tightness of chest, and wheezing due to
bronchial asthma. Eases breathing for asthma
patients by reducing spasms of bronchial
muscles. Helps loosen phlegm (mucus) and
thins bronchial secretions to rid the
bronchial passageways of bothersome mucus,
drain bronchial tubes, and make cough more
productive.

Based on the pathogenesis of asthma,
FDA considers the role of expectorants
inappropriate in the routine
pharmacological management of this
disease. There is little evidence in the
clinical literature to support the use of
expectorants in asthma (Refs. 5 and 6).
The use of expectorants in the treatment
of asthma is also inconsistent with
current asthma management guidelines
(Refs. 2 through 5).

The Panel’s recommendation of
monograph status for the combination of
an oral bronchodilator and an
expectorant was made in the early
1970’s. In 1995, the American Thoracic
Society (ATS) discussed chronic
obstructive pulmonary disease (COPD)
and asthma (Ref. 9). ATS stated that in
the past, asthma was generally included
under the broad classification of COPD.
According to ATS, patients with
unremitting asthma are classified as
having COPD, while patients with
asthma whose airflow obstruction is

completely reversible are not considered
to have COPD. ATS stated that the
pharmacotherapy of COPD is similar to
that of asthma. ATS indicates that the
goals of therapy for COPD are to induce
bronchodilation, decrease the
inflammatory reaction, and facilitate
expectoration. In discussing drugs
affecting mucus, ATS mentioned a
study of organic iodide and stated that
the values of other agents have not been
clearly demonstrated. Expectorants are
not included in ATS’s recommended
pharmacologic therapy for the
management of mild or mild-to-
moderate COPD (Ref. 9).

FDA no longer considers the
combination of an oral bronchodilator
(i.e., ephedrine) and an expectorant (i.e.,
guaifenesin) as providing rational
concurrent therapy for a significant
proportion of the asthma population for
whom self-treatment with OTC drugs
may be appropriate (i.e., people with
mild asthma). FDA also no longer
believes that each active ingredient in
the combination makes a contribution to
the claimed effect. Asthma patients with
severe asthma exacerbations and status
asthmaticus may develop mucus
plugging in small airways causing
severe airflow limitation. Current
management in these situations often
requires mechanical ventilation,
bronchoscopy, and/or mucolytic
therapy (Refs. 7 and 8), but not the use
of an expectorant. Coughing that may
accompany asthma is generally treated
with the use of bronchodilators (inhaled
and occasionally oral) and not with an
expectorant, because increased sputum
production is not usually problematic in
mild asthma (Ref. 1). Use of an oral
bronchodilator in combination with an
expectorant is not part of the
recommended pharmacological
management of asthma (Refs. 2, 3, and
4). FDA believes a health care provider
should make the determination whether
an expectorant is needed and, in those
minority of cases where it may be, then
prescribe an expectorant or recommend
an appropriate OTC drug product. OTC
bronchodilator drug products are
required to have the following warning
in their labeling: “Do not use this
product unless a diagnosis of asthma
has been made by a doctor”
(§341.76(c)(1)). If a health care provider
determines that an oral bronchodilator
and an expectorant are both needed, any
small proportion of people with asthma
who would use both ingredients can
obtain both drug products separately.

E. DEA Restrictions on OTC Ephedrine
Drug Products

FDA believes that most people who
currently self-treat for mild asthma

purchase and use the combination
ephedrine-guaifenesin drug product
primarily because it is more readily
available than OTC single-ingredient
ephedrine drug products. As discussed
elsewhere in this issue of the Federal
Register, DEA regulations place
restrictions on the sale of single-entity
OTC ephedrine drug products. These
restrictions include:

¢ Stocking the product behind the
counter where only employees have
access (21 CFR 1309.71(a)(2));

¢ Requiring a record of the
purchaser’s name and address, the
quantity of drug product purchased, and
the method of transaction (21 CFR
1310.06); and

¢ Seeing two forms of identification
and obtaining a signature of the
purchaser prior to completing the sale
(21 CFR 1310.07(d)).

In contrast, the DEA restrictions on
the sale of combination ephedrine drug
products are not as stringent. Most
importantly, DEA regulations currently
do not require that OTC combination
ephedrine drug products be stocked
behind the counter (62 FR 52294,
October 7, 1997). In addition, retail
distributors of combination ephedrine
drug products are not required to do the
following: (1) Register with the DEA
(§1309.21 (21 CFR 1309.21)) or (2) make
or keep records for certain sales
(§1310.03 (21 CFR 1310.03)), such as:

¢ Sales limited to combination
ephedrine drug products;

¢ Sales that do not exceed a single
transaction amount of 24 grams of
ephedrine;

e Sales that are limited almost
exclusively for personal use, either
directly to walk-in customers or in face-
to-face transactions by direct sales; and

e Sales that are to an individual for
legitimate medical use.

See 21 CFR 1300.02(b)(29) and
§§1309.21 and 1310.03 for DEA
regulations applicable to single-entity
ephedrine drug products.

III. FDA’s Tentative Conclusion and
Proposal

A. Bronchodilator and Expectorant
Combination Drug Products

FDA no longer considers ephedrine
combination drug products as generally
recognized as safe and effective for
continued OTC availability. Based on
the pathogenesis of asthma and the
recommendations from various groups
involved in the management of asthma
(Refs. 2, 3, and 4), FDA tentatively
concludes that there is currently no role
for expectorants in the pharmacological
management of this chronic lung
disease for a significant proportion of
people with mild asthma.
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FDA has tentatively determined that
OTC combination products containing
an oral bronchodilator and an
expectorant should no longer be
available because they do not meet the
standards for safe and effective OTC
drug products. These combination
products are not rational therapy for the
treatment of mild asthma because the
expectorant component does not
contribute to the relief of the condition
(see section II.D of this document) for a
significant portion of the population.
Additionally, this combination is
inconsistent with the combination
requirements set forth in
§330.10(a)(4)(iv) because the
expectorant ingredient does not make a
contribution to the claimed effects.
Therefore, in this proposed rule, FDA is
proposing to reclassify the combination
of any single oral bronchodilator active
ingredient and any single expectorant
active ingredient (currently listed in
§341.85(1) (21 CFR 341.85(1)) of the
TFM, 53 FR 30522 at 30561) from
Category I to Category II.

B. Bronchodilator and Oral Nasal
Decongestant Combination Drug
Products

During the rulemaking for OTC
cough-cold drug products, no data or
comments were submitted on the
combination of an oral bronchodilator
and an oral nasal decongestant active
ingredient. This combination was not
discussed by the Panel in its report or
by FDA in the TFM or FM. FDA does
not believe that this specific
combination drug product is marketed
OTC at this time. If such a product were
marketed, the uses for this combination
containing ephedrine and a nasal
decongestant are found in § 341.76(b)
and 21 CFR 341.80(b). Thus, the
labeling would include the
bronchodilator claims discussed in
section IL.B of this document and the
claim “temporarily relieves nasal
congestion.” FDA does not have data
showing that people who need relief of
the symptoms of mild asthma
(wheezing, tightness of chest, and
shortness of breath) concurrently need
relief of nasal congestion. FDA has not
received any information that indicates
this combination provides rationale
concurrent therapy for a significant
proportion of an asthmatic target
population. Therefore, FDA considers
this combination not to be generally
recognized as safe and effective for OTC
use. FDA is proposing to classify the
combination of an oral bronchodilator
(products containing ephedrine or its
salts) and any oral nasal decongestant as
Category II.

IV. Analysis of Impacts

FDA has examined the impacts of this
proposed rule under Executive Order
12866, the Regulatory Flexibility Act (5
U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (2 U.S.C.
1501 et seq.). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). Under the
Regulatory Flexibility Act, if a rule has
a significant economic impact on a
substantial number of small entities, an
agency must analyze regulatory options
that would minimize any significant
impact of the rule on small entities.
Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement of anticipated costs and
benefits before proposing any rule that
may result in an expenditure by state,
local, and tribal governments, in the
aggregate, or by the private sector, of
$100 million in any one year (adjusted
annually for inflation).

FDA believes that this proposed rule
is consistent with the principles set out
in Executive Order 12866 and in these
two statutes. In addition, the proposed
rule is not a significant regulatory action
as defined by the Executive order.

FDA is not required to prepare a
statement of costs and benefits under
the Unfunded Mandates Reform Act
because this proposed rule is not
expected to result in any 1-year
expenditure that would exceed $100
million adjusted for inflation. The
current inflation adjusted statutory
threshold is about $110 million.

The purpose of this proposed rule is
to reclassify the combination of any
single oral bronchodilator active
ingredient and any single expectorant
active ingredient (currently listed in
§341.85(1) of the TFM, 53 FR 30522 at
30561) from Category I to Category II
(nonmonograph). Single entity oral
bronchodilator and expectorant drug
products will remain available OTC for
consumer use at this time. This
proposed rule also places the
combination of an oral bronchodilator
and an oral nasal decongestant in
Category II. FDA does not believe this
combination is currently marketed;
therefore, there should be no economic
impact on manufacturers.

The potential benefits of this action
include better self-treatment of the
symptoms of mild asthma. Most people

with mild asthma do not need an
expectorant to control their symptoms.
Nevertheless, FDA believes that some
people with asthma continue to
purchase the combination ephedrine-
guaifenesin products affected by this
rule mainly because they are more
readily accessible than the single
ingredient ephedrine products, which
are subject to more DEA restrictions.
People with mild asthma would
continue to have access to single
ingredient ephedrine products and
could easily purchase an OTC
expectorant. Although this action may
pose some minor inconvenience to
people with asthma who currently use
the combination products, they will still
be able to purchase single-ingredient
ephedrine products from outlets that are
in compliance with DEA single-
ingredient ephedrine requirements.

All of the currently marketed OTC
ephedrine combination drug products
known to FDA are combined with
guaifenesin. After the effective date of
any final rule based on this proposal,
manufacturers will have the choice of
either stopping the introduction of their
combination product into interstate
commerce or reformulating their
combination product(s) to a single-
ingredient ephedrine product and
complying with DEA requirements for
selling these products. FDA’s Drug
Listing System (DLS) identifies 14
manufacturers and 8 distributors/
repackers of 36 combination ephedrine
hydrochloride and guaifenesin drug
products. Other standard reference
books (e.g., American Drug Index and
Red Book) identify additional ephedrine
combination drug products, and FDA is
aware that products containing
monograph labeling marketed via
magazines and catalogues may not be
included in the DLS database.
Therefore, FDA estimates that there are
about 25 manufacturers and
distributors/repackers of approximately
50 products that would be affected by
the proposed rule. In many cases,
manufacturers would bear the costs of
stopping the introduction of their
products into interstate commerce or the
reformulation and subsequent relabeling
of the affected products.

The cost to reformulate a drug
product varies greatly depending on the
nature of the product and
manufacturing process, and the size of
the firm. No manufacturer would have
to change its product dosage form to
comply with this rule. However, some
manufacturers may have to revalidate
(e.g., product, process and/or new
supplier), conduct stability tests, and
change master production records in
order to ensure compliance with good
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manufacturing practice (21 CFR parts
210 and 211). FDA estimates that the
cost of reformulation would range from
$100,000 to $500,000 per product.
However, many of these manufacturers
already produce a single-ingredient
ephedrine product. Moreover, others
had previously produced a single-
ingredient product before switching to
the combined ephedrine-guaifenesin
product and may, therefore, need only
revalidate. Thus, FDA does not know
how many products manufacturers will
choose to fully reformulate. If 20
products were reformulated, and using
the midpoint of the estimated cost to
reformulate of $300,000, the cost to all
manufacturers of reformulation would
be approximately $6 million (20
products x $300,000 per product). FDA
believes that because some
manufacturers currently marketing
ephedrine combination drug products
also market single-ingredient ephedrine
products, the reformulation costs
associated with this proposed rule may
be lower. However, those manufacturers
who market only the ephedrine
combination drug product would incur
the full costs to reformulate, if they so
choose, to a single-ingredient ephedrine
drug product.

The cost to relabel OTC drug products
also varies depending on the type of
packaging, the outlet type, and the
extent of the necessary labeling changes.
FDA estimates that the cost of relabeling
would generally be between $2,000 and
$3,000 per product. Assuming a high-
cost scenario, and that all 50 estimated
products would be relabeled, the total
labeling cost would be approximately
$150,000 (50 products x $3,000 per
product).

Based on Small Business
Administration size standards,
approximately 75 percent of the 14
domestic manufacturers of the affected
products are small entities (e.g., fewer
than 750 employees), as are most of the
8 distributors/repackers. FDA cannot
assess the economic impact on all of
these entities because sales data for
products sold through all markets are
not available. Based on IMS Health data,
the two largest selling brands (produced
by two different manufacturers and
representing three individual products)
of oral tablets containing a combination
of ephedrine-guaifenesin active
ingredients had sales of approximately
$4.257 million in 2001 (Ref. 10). This
figure represents the sales of products
affected by this proposed rule in
pharmacies, chain drug stores, mass
merchandisers, food stores with
pharmacies, and proprietary stores
(defined as stores under 10,000 square
feet of floor space that sell OTC drug

products, but do not have a pharmacy).
These sales accounted for about 0.06
percent of the total sales (approximately
$7,715.703 million) of all respiratory
therapy drugs (USC 28000, Respiratory
Therapy) reported by IMS Health in
2001 (Ref. 11). FDA has no information
on the sales volume of the affected
combination products in other outlet
types, e.g., convenience stores,
magazine ads, and gas stations.

FDA expects that the industry will
experience little overall reduction in
sales for the labeled use of ephedrine
bronchodilator drug products, because
those consumers using the combination
product can switch to single ingredient
products. FDA anticipates that the
manufacturers of the two largest selling
brands of oral tablets containing a
combination of ephedrine-guaifenesin
active ingredients will reformulate these
products to single-ingredient ephedrine
drug products. If reformulation does not
occur upon issuance of a final rule,
these manufacturers will incur lost sales
of approximately $4 to $5 million
annually. FDA cannot calculate the
magnitude of lost sales for other
companies that market these
combination drug products because IMS
data do not include specific sales
information for products marketed by
those companies. FDA believes that the
sales of the combination ephedrine-
guaifenesin bronchodilator drug
products do not make up a large
proportion of the total revenues of most
of these firms. Consumers will still be
able to purchase single-ingredient
ephedrine bronchodilator drug
products. Accordingly, an increase in
sales may occur for current
manufacturers of single-ingredient
products and manufacturers who
reformulate combination products to
single-ingredient products.

FDA considered but rejected two
alternatives for the proposed rule: (1)
Additional labeling and (2) leaving the
combination ephedrine-guaifenesin
drug products on the OTC market. FDA
does not believe that additional labeling
would ensure proper use of this
combination product because FDA no
longer considers it to be a rational
concurrent therapy and because FDA
believes that both active ingredients do
not make a contribution to the claimed
effect. Current treatment guidelines for
mild asthma do not recommend the use
of an expectorant. FDA believes that a
doctor should make a case-by-case
determination whether a person with
mild asthma needs an expectorant drug
product, and in those rare instances
should prescribe or recommend an
appropriate product. For the same
reasons, FDA has tentatively concluded

that it would be inappropriate to leave
ephedrine-guaifenesin combination
drug products in the OTC drug
marketplace. FDA proposes that
manufacturers be required to stop
introducing their combination product
into interstate commerce, or to
implement any required reformulation
and labeling changes to a single-
ingredient product within 180 days after
any final rule based on this proposal is
published.

There is one other federal rule—DEA
regulations controlling the distribution
of OTC ephedrine drug products—that
is related to, but does not conflict with,
this proposed rule. Manufacturers and
other marketers of OTC ephedrine drug
products must register with DEA
(§1309.21) and meet other DEA
requirements.

With regard to the Regulatory
Flexibility Act, FDA does not believe
that the proposed rule will have a
significant economic impact on a
substantial number of small entities.
However, there is uncertainty
concerning both the number of affected
entities and products. This analysis of
impacts, together with other relevant
sections of this document, serves as
FDA'’s initial regulatory flexibility
analysis. FDA specifically requests
detailed industry comment regarding
both the number of small entities and
products affected, as well as any
potentially significant impact of this
rule on small entities.

V. Paperwork Reduction Act of 1995

FDA notes that this proposed
rulemaking does not contain any
labeling requirements. However, if a
company chooses to reformulate its
combination product(s) to a single-
ingredient product, relabeling would be
necessary. Those labeling requirements
are found in the existing monograph for
OTC bronchodilator drug products in
§341.76. (See proposed changes to that
monograph elsewhere in this issue of
the Federal Register.)

VI. Environmental Impact

FDA has determined under 21 CFR
25.31(a) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

VII. Federalism

FDA has analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. FDA

has determined that the proposed rule
does not contain policies that have
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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. Accordingly, FDA
has tentatively concluded that the
proposed rule does not contain policies
that have federalism implications as
defined in the Executive order and,
consequently, a federalism summary
impact statement is not required.

VIIIL Request for 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 three paper copies of any
mailed comments, except that
individuals may submit one paper copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document and may be
accompanied by a supporting
memorandum or brief. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

IX. Proposed Effective Date

FDA is proposing that any final rule
that may issue based on this proposal be
effective 180 days after its date of
publication in the Federal Register.
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List of Subjects
21 CFR Part 310

Administrative practice and
procedure, Drugs, Labeling, Medical
devices, Reporting and recordkeeping
requirements.

21 CFR Part 341

Labeling, Over-the-counter drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR parts 310 and 341 (as proposed
in the Federal Register of August 12,
1988 (53 FR 30522)) be amended as
follows:

PART 310—NEW DRUGS

1. The authority citation for 21 CFR
part 310 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 360b—360f, 360j, 361(a), 371, 374,
375, 379e; 42 U.S.C. 216, 241, 242(a), 262,
263b—263n.

2. Section 310.545 is amended by
adding paragraphs (a)(6)(iv)(E) and
(d)(27) to read as follows:

§310.545 Drug products containing
certain active ingredients offered over-the-
counter (OTC) for certain uses.

(a] R

(6) EE

(iV) * k%

(E) Approved as of [date 180 days
after date of publication in the Federal
Register]. Any oral bronchodilator
active ingredient (e.g., ephedrine,
ephedrine hydrochloride, ephedrine
sulfate, racephedrine hydrochloride, or
any other ephedrine salt) in
combination with any expectorant
active ingredient (listed in § 341.18 of

this chapter) or in combination with any
oral nasal decongestant active
ingredient (listed in § 341.20 of this

chapter).
(d) * *x %

(27) [Date 180 days after date of
publication in the Federal Register], for
products subject to paragraph
(a)(6)(iv)(E) of this section.

* * * * *

PART 341—COLD, COUGH, ALLERGY,
BRONCHODILATOR, AND
ANTIASTHMATIC DRUG PRODUCTS
FOR OVER-THE-COUNTER HUMAN
USE

3. The authority citation for 21 CFR
part 341 continues to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 353,
355, 360, 371.

§341.40 [Amended]

4. Proposed § 341.40 is amended by
removing paragraph (1) and
redesignating paragraphs (m) through
(bb) as paragraphs (1) through (aa)
respectively.

Dated: June 30, 2005.

Jeffrey Shuren,

Assistant Commissioner for Policy.

[FR Doc. 05-13708 Filed 7—12—-05; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 341

[Docket No. 1995N-0205] (formerly Docket
No. 95N-0205)

RIN 0910-AF32

Cold, Cough, Allergy, Bronchodilator,
and Antiasthmatic Drug Products for
Over-the-Counter Human Use;
Proposed Amendment of Monograph
for Over-the-Counter Bronchodilator
Drug Products

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule; withdrawal of
previous proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend the final monograph (FM) for
over-the-counter (OTC) bronchodilator
drug products to add additional
warnings (e.g., an “Asthma alert”) and
to revise the indications, warnings, and
directions in the labeling of products
containing the ingredients ephedrine,
ephedrine hydrochloride, ephedrine
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sulfate, epinephrine, epinephrine
bitartrate, racephedrine hydrochloride,
and racepinephrine hydrochloride. This
proposed rule is part of FDA’s ongoing
review of OTC drug products. FDA is
also withdrawing the proposed rule (see
the Federal Register of July 27, 1995 (60
FR 38643)) to remove the ephedrine
ingredients from the FM.

DATES: Submit written or electronic
comments on the proposed monograph
amendment and on FDA’s economic
impact determinations by November 10,
2005. The date of withdrawal of the July
27,1995, proposed rule is July 13, 2005.
Please see section XI of this document
for the proposed effective date of any
final rule that may publish based on this
proposal.

ADDRESSES: You may submit comments,
identified by Docket No. 1995N—-0205
and/or RIN number 0910-AF32, by any
of the following methods:

e Federal eRulemaking Portal: hitp://
www.regulations.gov. Follow the
instructions for submitting comments.

e Agency Web site: http://
www.fda.gov/dockets/ecomments.
Follow instructions for submitting
comments on the agency Web site.

e E-mail: fdadockets@oc.fda.gov.
Include Docket No. 1995N-0205 and/or
RIN number 0910—-AF32 in the subject
line of your e-mail message.

e FAX: 301-827-6870.

e Mail/Hand delivery/Courier (for
paper, disk, or CD-ROM submissions):
Division of Dockets Management, 5630
Fishers Lane, rm. 1061, Rockville, MD
20852.

Instructions: All submissions received
must include the agency name and
Docket No. or Regulatory Information
Number (RIN) for this rulemaking. All
comments received will be posted
without change to http://www.fda.gov/
ohrms/dockets/default.htm, including
any personal information provided. For
detailed instructions on submitting
comments and additional information
on the rulemaking process, see the
“Comments” heading of the
SUPPLEMENTARY INFORMATION section of
this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.fda.gov/ohrms/dockets/
default.htm and insert the docket
number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Division of Dockets
Management, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Cazemiro R. Martin or Gerald M.
Rachanow, Center for Drug Evaluation

and Research (HFD-560), Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-827—
2222.
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I. Background

A. Advance Notice of Proposed
Rulemaking (ANPRM)

In the Federal Register of September
9, 1976 (41 FR 38312), FDA published,
under § 330.10(a)(6) (21 CFR
330.10(a)(6)), an ANPRM to establish a
monograph for OTC cold, cough,
allergy, bronchodilator, and
antiasthmatic drug products, together
with the recommendations of the
Advisory Review Panel on OTC Cold,
Cough, Allergy, Bronchodilator, and
Antiasthmatic Drug Products (the
Panel), which was the advisory review
panel responsible for evaluating data on
the active ingredients in this drug class.
The Panel recommended that ephedrine
and epinephrine preparations be
category I (generally recognized as safe
and effective) for OTC bronchodilator
use (41 FR 38312 at 38370 through
38372).

B. Tentative Final Monograph (TFM)
and FM

FDA concurred with the Panel in the
bronchodilator TFM (47 FR 47520 at
47527, October 26, 1982). FDA included
the following active ingredients in the
FM for OTC bronchodilator drug
products: Ephedrine ingredients
(ephedrine, ephedrine hydrochloride,
ephedrine sulfate, and racephedrine
hydrochloride) and epinephrine
ingredients (epinephrine, epinephrine
bitartrate, and racepinephrine
hydrochloride) (51 FR 35326 at 35339,
October 2, 1986). In this current
proposed rule, the term “ephedrine
ingredients” includes the four active
ingredients included in the FM; the
term “‘epinephrine ingredients”
includes the three active ingredients
included in the FM; and the term “OTC
bronchodilator drug products” includes
products containing any of these seven
active ingredients.

C. Proposal to Remove Ephedrine
Ingredients From the OTC
Bronchodilator FM

In the Federal Register of July 27,
1995 (60 FR 38643), FDA published a
proposed rule (the 1995 proposal) to
amend the FM for OTC bronchodilator
drug products. It proposed to remove
the ephedrine ingredients (ephedrine,
ephedrine hydrochloride, ephedrine
sulfate, and racephedrine
hydrochloride) and to classify those
ingredients as not generally recognized
as safe and effective for OTC use. At that
time, FDA reassessed the benefit/risk of
OTC ephedrine drug products and
proposed their removal because of
safety concerns, including the potential
for these products to cause harm as a
result of misuse and abuse. Interested
persons were invited to submit written
comments or objections to the 1995
proposal and FDA’s economic impact
determination by August 28, 1995.

II. Comments Received in Response to
the 1995 Proposal to Remove Ephedrine
Ingredients From the OTC
Bronchodilator FM

A. Number of Comments Received

FDA received comments from 56
consumers, 37 health professionals, 8
manufacturers of OTC bronchodilator
drug products, 5 Federal and State
government agencies, 5 national
associations, 4 boards of pharmacy, 2
distributors of dietary supplements, 1
consulting firm, and 1 member of
Congress. Several comments addressed
FDA'’s economic impact determination.
Copies of the comments and additional
information that have come to FDA’s
attention since publication of the 1995
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proposal are on public display in the
Division of Dockets Management (see
ADDRESSES).

B. Summary of Comments Received

(Comment 1) Several comments
contended that the 1995 proposal does
not indicate whether FDA had analyzed
whether additional labeling warnings
(including restrictions on distribution)
would address FDA’s concerns about
safer OTC use of ephedrine drug
products, especially by young people.
The comments stated that FDA should
use its authority to amend current
product labeling warnings required by
the FM for OTC bronchodilator drug
products.

(Comment 2) The comments
suggested a number of reasons for the
potential unsafe use of OTC ephedrine
drug products:

e Virtually all of the unsafe use is
related to products with brand names
that promote the unapproved
pharmacological effects of ephedrine.

o Although these products are labeled
with the required FDA bronchodilator
labeling, they are promoted in the
marketplace as stimulants, weight loss
products, and performance enhancers.

¢ These products are readily available
for sale in convenience stores, service
stations, and truck stops or by magazine
mail order.

e Little or no restrictions exist on the
sale of these products to teenagers and
children.

¢FDA and the Federal Trade
Commission have not utilized their
enforcement authority to address the
safety problems associated with
improper promotion of these products,
which is the main problem.

(Comment 3) Several comments made
suggestions concerning OTC sales of
these products. These included the
following recommendations:

e Proof of age should be required to
reduce purchase of these products by
children.

eEphedrine and its salts should be
placed under schedule V of the
Controlled Substances Act to control
sales, while allowing people who have
a legitimate medical need for the
products to purchase them.

o States could restrict OTC sale of
ephedrine drug products.

(Comment 4) Many comments
supported FDA’s proposal to remove
ephedrine active ingredients from the
OTC marketplace. In addition, these
comments presented the following
arguments against the sale of all OTC
bronchodilator drug products:

e Easy access leads to self diagnosis,
results in the delay of treatment, and
may mask other symptoms.

e People who use OTC
bronchodilators do not receive patient
education about their disease, about the
medication, or about the product’s
possible side effects on the heart and
central nervous system.

¢ OTC availability allows the products
to be sold to individuals of any age and
implies that mild asthma is not serious,
despite the fact that people with mild
asthma can die from the disease.

e People can make deadly mistakes if
they do not use these products properly.
e People do not, or cannot, read the
product’s warnings and do not always

understand or heed what they read.

e Parents often use these products for
their small children, even though
interaction with a pediatrician is
necessary for treating a child’s asthma.

¢ OTC bronchodilators are often used
for unintended purposes.

(Comment 5) Several comments cited
a number of problems occurring in their
States as a result of the unrestricted
availability of OTC ephedrine drug
products. These included the use of
higher than the labeled doses, prolonged
use of products, use for unapproved
indications (e.g., for weight loss and as
a stimulant), and improper use,
particularly by children.

(Comment 6) A few comments
addressed the OTC availability of
epinephrine aerosol dosage forms? and
dietary supplements that contain
ephedrine alkaloids or ephedra.2

ITII. FDA’s Response to the Comments

After considering the comments
submitted for the 1995 proposal to
remove ephedrine and other active
ingredients from the FM, FDA is
withdrawing that proposal. The scope
and coverage of this current proposed
rule differ from the 1995 proposal. FDA

1The 1995 proposal did not involve epinephrine
aerosol dosage forms. In the Federal Register of
May 20, 1996 (61 FR 25142), FDA amended the
bronchodilator drug products FM by removing
pressurized metered-dose aerosol container dosage
forms for the ingredients epinephrine, epinephrine
bitartrate, and racepinephrine hydrochloride. The
bronchodilator FM currently includes these three
epinephrine ingredients only for use in a hand-held
rubber bulb nebulizer (21 CFR 341.76(d)(2)).
Accordingly, because these ingredients in
pressurized metered-dose aerosol container dosage
forms are not included in this document, FDA is
not addressing the comments on this dosage form.

2The 1995 proposal on OTC bronchodilator drug
products did not involve dietary supplements. FDA
has addressed dietary supplements containing
ephedrine alkaloids separately in a final rule that
published on February 11, 2004 (69 FR 6788), under
Docket No. 1995N-0304. The final rule declared
dietary supplements containing ephedrine alkaloids
adulterated under section 402(f)(1)(A) of the Federal
Food, Drug, and Cosmetic Act (the act) (21 U.S.C.
342(f)(1)(A)) because they present an unreasonable
risk of illness or injury. Accordingly, dietary
supplements containing ephedrine alkaloids may
no longer be marketed in the United States.

has given serious consideration to the
various arguments presented by the
comments on the 1995 proposal, has
considered other information, and has
determined that ephedrine and other
bronchodilator ingredients should
remain in the FM for self-treatment of
mild bronchial asthma for several
reasons:

e There are people with diagnosed
mild bronchial asthma for whom the
benefits of symptomatic treatment with
OTC bronchodilators for temporary
wheezing, shortness of breath, and
tightness of chest outweigh the risks of
use.

¢ Additional labeling warnings and
directions in this current proposal
provide information to promote safer
use of these products.

¢ FDA has taken regulatory action
against ephedrine drug products with
misleading brand names that promoted
weight loss, enhancement of athletic
performance, or stimulant uses.

¢ Drug Enforcement Administration
(DEA) requirements restricting the sale
of ephedrine, its salts, optical isomers,
and salts of optical isomers that became
effective after FDA published the 1995
proposal are in effect and, among other
things, require single-ingredient
ephedrine drug products to be sold
behind the counter. Therefore, access to
these products is controlled.

A. Asthma and Its Treatment With
Ephedrine

Asthma is a chronic lung disease
caused by inflammation of the airways,
resulting in episodes of airway
narrowing and obstruction. Asthma can
be serious and should be diagnosed and
treated by a physician. Although there
is no cure for asthma, appropriate
management most often leads to control
of the condition. FDA notes that the
Panel stated that sympathomimetic
drugs (e.g., ephedrine) are used to
overcome the spasm that causes
narrowing of the bronchial air tubes,
and the usefulness of ephedrine is
limited to the milder forms of asthma
(41 FR 38312 at 38370 through 38371).

In assessing ephedrine, the Panel
relied on data from two studies
conducted in 1973 and 1975,
respectively. The patient population
enrolled in these studies was not only
clinically stable (i.e., normal
electrocardiogram, blood pressure, and
pulse), but also had no apparent history
of adverse events related to treatment
with other stimulant bronchodilators
used at the time. One study was a
double-blind comparison of 24
milligrams (mg) ephedrine and a
combination of 24 mg of ephedrine and
130 mg theophylline (41 FR 38312 at
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38371). Measurements including
specific airway resistance, vital
capacity, and forced expiratory volume
in 1 second (FEV,;) showed that
ephedrine significantly decreased the
airway resistance and increased both
capacity and FEV, over a 2-hour period.
This effect was enhanced and prolonged
by the presence of theophylline, a
prescription drug. The Panel cited
another study comparing ephedrine and
terbutaline (a prescription drug) in 26
asthmatics. The data indicated that 25
mg ephedrine resulted in significant
improvement in the pulmonary function
tests between 120 and 240 minutes after
taking a single dose (41 FR 38312 at
38371). The results were similar to 2.5
mg terbutaline, but less than the effect
of 5 mg terbutaline. These clinical
studies supported improvement in
pulmonary function tests between 2 and
4 hours after taking a single dose of 25
mg ephedrine, with the improvements
lasting up to 4 hours. These studies
support the use of ephedrine for
patients with asthma who are otherwise
clinically stable (i.e., not found by a
physician to have high blood pressure
or other cardiovascular risk).

Ephedrine is an o and B adrenergic
agonist and also enhances the release of
norepinephrine from sympathetic
neurons. In addition to its
bronchodilation effect, other effects of
ephedrine are related to its
pharmacodynamic actions through o
and P adrenergic receptors (Ref. 1).
These include awareness of heart beat,
rapid heart beat, and variable increases
of blood pressure. The Panel indicated
that a study by Dulfano and Glass on 26
asthmatics between 28 and 61 years old
showed that (at measured intervals of
15, 30, 60, 120, 180, and 240 minutes)

a single dose of 25 mg ephedrine had no
significant effect on either heart rate or
blood pressure (41 FR 38312 at 38370).3
The Panel also cited a study by Tashkin
and Simmons of the cardiovascular
effects of 25 mg ephedrine (over a 7-
hour period) in 20 asthmatics. The
Panel noted that there was only a
modest increase in heart rate of up to 11
beats per minute as a maximum, and the

3 The authors reported maximal cardiovascular
effects at 180 minutes after administration of
ephedrine compared to control (baseline): Heart rate
(beats per minute) decreased from 91.6 to 83.1;
blood pressure (millimeters of mercury (mm Hg)),
systolic increased from 127.8 to 129.9 and diastolic
increased from 81.0 to 82.4.

4The authors reported that after ephedrine, mean
heart rate was significantly higher than control
(baseline) values (average 7.4 to 10.9 beats per
minute) at 2 to 5 hours as well as mean placebo
values (average 7.7 to 10.6 beats per minute at 2,

4, and 5 hours). The authors measured blood
pressure over a 7-hour period after the subjects took
ephedrine.

systolic and diastolic blood pressure
showed no significant change (41 FR
38312 at 38370).4

In 1988, Chua and Benrimoj reviewed
the blood pressure effects of OTC
sympathomimetic drugs, including
ephedrine (Ref. 2). They made the
following observations:

e McLaurin et al. (1961) and Laitinen
et al. (1982) found 25 mg of ephedrine
produced no significant effect on blood
pressure and heart rate of normotensive
patients.

e Tashkin et al. (1975) obtained
similar results when comparing the
cardiovascular and bronchial effects of
terbutaline with ephedrine.

¢ Bye et al. (1974) demonstrated a
significant rise in systolic blood
pressure of 17 and 7 millimeters of
mercury (mm Hg) with 50 and 25 mg of
ephedrine, respectively, but no effect on
diastolic blood pressure.

e Elis et al. (1967) showed that a single
oral dose of 30 mg ephedrine produced
an average increase in mean arterial
blood pressure of 5 mm Hg.

e Drew et al. (1978) showed that oral
doses of 60 mg ephedrine produced
significant increases in systolic and
diastolic blood pressure in
normotensive subjects.

¢ The discrepancy between Bye et al.
and McLaurin et al. may be due to the
different parameters analyzed and the
time intervals for blood pressure
measurement.

Other information also supports a
pressor effect (increases blood pressure)
of ephedrine. Intravenous ephedrine is
used to increase blood pressure in
patients with hypotension during spinal
and epidural anesthesia, particularly
during obstetrical procedures (Ref. 3).

In the recent final rule on dietary
supplements containing ephedrine
alkaloids (69 FR 6788, February 11,
2004), FDA discussed the results from a
study by Boozer et al. (Ref. 4). That
study evaluated the blood pressure
effects of a combination of ephedrine
alkaloids and caffeine compared to
placebo over a 6-month period. Using
automated blood pressure
measurements over 24 hours at weeks 1,
2, and 4, the ephedrine alkaloid and
caffeine group had significantly higher
blood pressure measurements after 4
weeks of treatment. The effect reported
in this study cannot be attributed to the
caffeine because the effect of caffeine on
blood pressure is transient, and the
acute effect of caffeine to increase blood
pressure is lost within 2 weeks of
continued use (69 FR 6788 at 6802).
FDA finds that the collective evidence
suggests that ephedrine at doses
recommended for a bronchodilator
effect causes elevation of blood

pressure. Some individuals who use
ephedrine are at risk of experiencing
adverse effects from therapy because of
ephedrine’s effect on blood pressure.
Despite the results of the Boozer study
and other evidence, FDA considers the
therapeutic benefits of ephedrine as an
OTC bronchodilator outweigh its effects
in elevating blood pressure based on its
temporary and intermittent use. (See
also section III.B of this document.)

According to the National Asthma
Education and Prevention Program
guidelines, mild intermittent asthma is
defined as having symptoms no more
than twice a week during the day or
twice a month at night (Ref. 5). Between
asthmatic episodes, these asthmatics
have no symptoms and can maintain a
normal level of activity. FDA has
determined that people with mild
intermittent asthma are the only
category of asthmatics who should be
candidates for oral ephedrine.
Asthmatics with more severe asthma
disease (i.e., persistent asthma) should
be under the care of a physician for
consideration of additional therapy to
control the disease (Ref. 6).

The Panel noted that wide use of
epinephrine aerosols for temporary
relief of milder forms of asthma has
been attended by few and mild side
effects. The Panel cited a double-blind
study in asthmatics during which
epinephrine aerosol demonstrated a
significant increase in bronchial air flow
in 15 minutes accompanied by
symptomatic relief, whereas the placebo
gave little change (41 FR 38312 at
38372). The Panel concluded that
epinephrine is a safe and effective OTC
bronchodilator ingredient when used
according to recommended labeling,
and FDA included epinephrine in the
FM (51 FR 35326 at 35332 through
35333).

B. Benefit-Risk Assessment

FDA has done a benefit-risk
assessment of the different uses of
ephedrine ingredients. FDA has
determined, based on its review of the
available information, that the benefits
of single-dose ephedrine ingredients for
the temporary relief of mild asthma
outweigh the risks. In contrast, FDA
determined for dietary supplements
containing ephedrine alkaloids that the
risks of use outweigh any benefits.

In the Federal Register of February
11, 2004, FDA declared dietary
supplements containing ephedrine
alkaloids adulterated under the act
because they present an unreasonable
risk of illness or injury based on a risk-
benefit analysis (69 FR 6788 at 6824).
After reviewing the available data on
weight loss, enhancement of athletic
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performance, eased breathing in healthy
individuals, and other uses, FDA
concluded that the data do not indicate
that these dietary supplement products
containing ephedrine alkaloids provide
a benefit sufficient to outweigh the
risks. FDA stated that there is sufficient
evidence to conclude that ephedrine
alkaloids can increase blood pressure
and heart rate. FDA also stated that
dietary supplements containing
ephedrine alkaloids “expose users to
several risks, including the
consequences of a sustained increase in
blood pressure (e.g., serious illnesses or
injuries that include stroke and heart
attack that can result in death) and
increased morbidity and mortality from
worsened heart failure and
proarrhythmic effects” (69 FR 6788 at
6827). FDA also stated that although the
proarrhythmic effects of dietary
supplements containing ephedrine
alkaloids typically occur only in
susceptible individuals, the long-term
risks from elevated blood pressure can
occur even in nonsusceptible, healthy
individuals (69 FR 6788 at 6827). FDA
concluded that dietary supplements
containing ephedrine alkaloids are
adulterated because they present an
unreasonable risk of illness or injury
under the conditions of use
recommended or suggested in labeling
or, if no conditions of use are suggested
or recommended in labeling, under
ordinary conditions of use. FDA does
not consider its decision on the use of
ephedrine alkaloids in dietary
supplements as precluding the use of
sympathomimetic ingredients in other
regulated products for appropriate
populations. The benefits compared to
risks should be analyzed in each
instance.

In the clinical studies discussed in
section III.A of this document,
ephedrine demonstrated a
bronchodilator effect in subjects with
mild asthma. This bronchodilator effect
provides temporary relief of shortness of
breath, tightness of the chest, and
wheezing due to bronchial asthma.
These OTC ephedrine drug products
provide health benefits when used by
appropriate populations (i.e., mild
asthmatics) for a limited period of time
by relieving the symptoms of an asthma
attack and possibly reducing symptom
progression. Relieving symptoms of a
mild asthma attack is an important
benefit. The relief of symptoms enables
an asthmatic to perform normal
everyday activities without restrictions
brought on by shortness of breath. The
finding that OTC single-ingredient
ephedrine drug products provide a
health benefit for mild asthmathics

justifies the continued marketing of
such products despite the risks. This
favorable benefit-risk assessment
distinguishes ephedrine as a drug from
FDA'’s unfavorable benefit-risk
assessment for dietary supplements
containing ephedrine alkaloids.

FDA'’s decision in this proposed rule
to have a different position for OTC
drug products that contain ephedrine
compared to dietary supplements that
contain ephedrine alkaloids is not
arbitrary or capricious. The decision is
based on differences in the intended
uses of these products, as well as
differences in the scientific evidence
available to support the risk-benefit
ratio for the products. The risk-benefit
ratio is dependent on several factors,
including the product’s intended use,
the product’s benefits, if any, and the
availability of adequate measures to
control risk.

FDA recognizes the risks associated
with ephedrine containing drug
products. However, there are several
differences between OTC drug products
containing ephedrine and dietary
supplements that contain ephedrine
alkaloids that may be relevant to the
differing risk-benefit profiles of these
products.

e Ephedrine used in a drug product in
the treatment of asthma needs to meet
the United States Pharmacopeia (USP)
standards of identity, strength, quality,
and purity. The USP ingredients contain
not less than 98 or 98.5 percent and not
more than 100.5 or 101 percent of the
declared amount of ephedrine,
ephedrine hydrochloride, or ephedrine
sulfate (Ref. 7). The botanical sources of
ephedrine that were used in dietary
supplement products did not have to
meet USP standards and contained
varying amounts of ephedrine and other
ephedrine alkaloids depending upon the
botanical species that were used.
Although the proportions of the various
ephedrine alkaloids in botanical species
vary from one species to another, in
most species used commercially,
ephedrine was typically the
predominant alkaloid in the raw
material (69 FR 6788 at 6789).

e Botanical sources of ephedrine
alkaloids contain ephedrine and other
sympathomimetics, including
norephedrine, pseudoephedrine, and
methylephedrine. All of these
compounds are pharmacologically
active and have variable effects on
adrenergic receptors. These variable
effects depend on several factors
including dosages, route of
administration, and individual
susceptibility (Ref. 8). For example, in
the Hemorrhagic Stroke Project Study,
the use of phenylpropanolamine (a

sympathomimetic drug) was associated
with a statistically significant increased
risk for hemorrhagic stroke (Ref. 9)
whereas pseudoephedrine was not (Ref.
10). The combination of
sympathomimetic compounds may have
additional pharmacological effects on
the cardiovascular system compared to
ephedrine alone and, as a consequence,
may have additive risks.

¢ In previous Federal Register notices
(47 FR 35344, August 13, 1982; 48 FR
52513, November 18, 1983; and 49 FR
26814, June 29, 1984), FDA recognized
the negative consequences of combining
multiple sympathomimetic ingredients
or a sympathomimetic plus caffeine in
the same drug product. In these notices,
FDA defined any drug product
containing ephedrine in combination
with phenylpropanolamine or caffeine
as a new drug requiring a new drug
application for marketing. At the time,
FDA was concerned about the additive
effects of the combination of two or
more sympathomimetic ingredients
without any demonstrated enhanced
benefit. FDA has not permitted
marketing of OTC drug products
containing more than one
sympathomimetic drug because of safety
concerns.

FDA has received and evaluated
adverse reaction reports on both drug
products containing ephedrine and
dietary supplements containing
ephedrine alkaloids. Based on the
differences in composition described in
the previous paragraphs between the
drug products and dietary supplements,
adverse event data for dietary
supplements containing ephedrine
alkaloids may not be completely
applicable to OTC ephedrine drug
products.

FDA acknowledges that OTC drug
products containing ephedrine
ingredients may be used by consumers
who are obese or have high blood
pressure and that these products can
cause adverse events. Because
sympathomimetic ingredients may pose
risks for adverse events, even after a
single dose, FDA has considered the
benefits and risks associated with the
use of these products by these
consumers. While OTC ephedrine drug
products are not without risk, they have
demonstrated benefit for asthmatics in
the intermittent and temporary
treatment of the symptoms associated
with mild asthma. FDA concludes that
the benefit from lessening the severity of
an asthma attack outweighs the risk of
an increase in blood pressure when OTC
ephedrine drug products are taken in
accordance with a warning to ask a
doctor before use if you have heart
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disease or high blood pressure and with
the recommended dosage.

After reviewing the safety and
effectiveness information on ephedrine
in OTC drug products, FDA has
determined that the benefits of OTC
drug products containing single
ingredient ephedrine outweigh the risk
when the product is used according to
labeled instructions. In determining that
the benefit outweighs the risk for the
marketing of ephedrine in OTC drug
products, FDA finds that there
continues to be a clinically meaningful
benefit derived by asthmatics using
these products on an intermittent basis
for the temporary relief of
bronchospasm. FDA continues to
believe that OTC drug products
containing single ingredient ephedrine
are generally recognized as safe and
effective and are not misbranded under
the conditions of use in the
bronchodilator FM and with the
labeling in this proposed rule.

C. Labeling for OTC Bronchodilator
Drug Products

Product labeling (indications,
warnings, and directions) is important
for the safe and effective use of
ephedrine OTC drug products. The
current and new proposed labeling
instructs asthmatics how to use the
product correctly in order to minimize
risks. Labeling recommends use only for
the intermittent treatment of mild
symptoms of asthma. Labeling also
alerts certain populations with
conditions that increase the risk of
adverse events to seek advice from a
health care provider before using the
product. Any deviation from the
labeling may put an asthmatic at
increased risk for an adverse event and
prevent maximum benefit from the
drug. For example, if an asthmatic uses
an OTC ephedrine drug product on a
daily basis over a prolonged period of
time because of recurrent symptoms,
there are increased risks associated with
the long-term use of ephedrine and with
inadequate treatment of the asthma
condition. The indications, warnings,
and directions (including dosage
directions) define the conditions of use
of the ingredient. If the drug is not used
as labeled, the risks may outweigh the
benefits of the drug. The proposed new
labeling for OTC bronchodilator drug
products is intended to inform
asthmatics about the safe and effective
use of these drug products. The labeling
is also intended to inform asthmatics
that if their asthma condition worsens,
with more frequent or more severe
symptoms, they should immediately
consult a physician to reassess the
management of the asthmatic condition

and to consider an alternative drug
therapy.

FDA stated in the dietary supplement
rule that warning statements cannot
adequately protect consumers from the
risks associated with dietary
supplements containing ephedrine
alkaloids (69 FR 6788 at 6828). In this
proposed rule, FDA is proposing new
warning statements and labeling to
minimize the risks associated with
taking OTC drug products containing
ephedrine ingredients. The difference is
based on the favorable benefit-risk ratio
associated with the OTC drug products
containing ephedrine ingredients for the
treatment of mild asthma. Unlike
dietary supplements, OTC drug
products have demonstrated benefits in
the treatment and mitigation of disease.
Based on controlled clinical
investigations (see § 330.10(a)(4)(ii)),
FDA determined that the benefits
associated with the use of OTC drug
products containing ephedrine for
disease indications outweigh the risks
and justify the use of these products
despite their risks. However, such uses
for disease mitigation and treatment are
beyond the scope of permissible dietary
supplement uses (69 FR 6788 at 6810).
FDA considers the OTC drug products
containing ephedrine ingredients to be
safe and effective and not misbranded
for the treatment of physician-diagnosed
mild cases of asthma when
appropriately labeled, including
appropriate warning statements. The
FM contains labeling that advises a user
of these products:

¢ Not to use this drug unless a
diagnosis of asthma has been made by
a doctor,

e Not to use the drug if you have
certain medical conditions, and

¢ To consult a doctor when the drug
does not provide relief within a specific
time interval or causes side effects that
persist.

FDA continues to consider the two
types of currently marketed OTC
bronchodilator sympathomimetic
ingredients, ephedrine and epinephrine,
to be safe and effective for the self-
treatment of mild asthma. These
ingredients have slightly different
actions. Oral ephedrine provides less
bronchial muscle relaxation but has a
more sustained effect than inhaled
epinephrine. FDA recognizes that use of
OTC epinephrine aerosol drug products
to relieve the symptoms of mild asthma
may elicit sympathomimetic effects
similar to those elicited by oral
ephedrine ingredients. Consequently,
because of the pharmacological
similarities of these two
sympathomimetic active ingredients,
FDA considers similar labeling of OTC

ephedrine and epinephrine drug
products necessary to inform consumers
of the safe and effective use of these
OTC drug products. As previously
stated, FDA continues to believe that
people with mild asthma can properly
use OTC bronchodilator drug products
to self-treat occasional wheezing,
shortness of breath, and tightness of
chest after their asthma has been
diagnosed by a physician. FDA has
determined, however, that to help
ensure safe and effective use and to
minimize the risks of OTC
bronchodilator drug products,
additional labeling is needed for these
products.

1. Uses

The current indications for OTC
bronchodilator use are in § 341.76(b)(1)
and (b)(2). The primary indication is
“For temporary relief of shortness of
breath, tightness of chest, and wheezing
due to bronchial asthma”

(§ 341.76(b)(1)).

The labeling of the product may also
state one or both of the following uses
(§341.76(b)(2)):

e “For the” (select one of the following:
“temporary relief” or “symptomatic control”’)
“of bronchial asthma.”

¢ “Eases breathing for asthma patients”
(which may be followed by: “by reducing
spasms of bronchial muscles”).

Two of these indication statements
mention temporary relief, while the
third statement does not. Also, in the
second statement manufacturers have
the option of selecting either
“temporary relief” or “symptomatic
control.” For safe and appropriate use,
these use statements should inform
consumers that these products are to be
used for temporary relief of occasional
symptoms of mild asthma. Therefore,
FDA is proposing to revise the
indication statement in § 341.76(b) to a
single statement as follows: “for
temporary relief of occasional symptoms
of mild asthma: [bullet] wheezing
[bullet] tightness of chest [bullet]
shortness of breath”.

2. Warnings

a. Warnings related to effects on the
cardiovascular system. Oral ephedrine
has effects on the cardiovascular system
(Refs. 11 through 14). Cardiovascular
effects include elevation of the systolic
and diastolic blood pressure (Ref. 11).
Other effects include awareness of
heartbeat and rapid heartbeat
accompanied usually by some elevation
of blood pressure (Ref. 14). Pressor
responses are due partly to
vasoconstriction but mainly to cardiac
stimulation. The force of myocardial
contraction is enhanced by the drug,
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and cardiac output is augmented,
provided venous return is adequate. The
renal, abdominal, and intestinal blood
flows are decreased; whereas the
coronary, cerebral, and muscle blood
flows are increased (Ref. 11).

FDA is aware of reported adverse drug
events on the cardiovascular system
associated with the use of ephedrine-
containing drug products. Similar
events have been reported for dietary
supplement products containing
ephedrine alkaloids (69 FR 6788 at 6814
through 6815). The reported adverse
events include elevations in blood
pressure and/or heart beat, and serious
adverse events include abnormal heart
rhythm (arrhythmias), heart attack, and
stroke. These adverse events are
consistent with the known
pharmacology of sympathomimetic
drugs, as reported in the literature. The
reports we have received for ephedrine
containing bronchodilator drug
products were associated with use that
was more frequent or in higher amounts
than the labeled dose. However, even at
recommended doses, many people have
an increased risk for a serious side effect
to occur.

Sympathomimetic drugs, including
ephedrine ingredients, mimic the effects
(stimulation of the sympathetic nervous
system) of naturally occurring
epinephrine and norepinephrine (Ref.
11). In addition to their direct
pharmacological effects, many of these
ingredients also stimulate the release of
norepinephrine from nerve endings. The
release of norepinephrine further
increases the sympathomimetic effects
of these drugs on the body, at least
transiently. Susceptible individuals,
who have coronary artery disease or
heart failure and use sympathomimetic
drugs, are at increased risk for serious
adverse events, including heart attack,
stroke, and death. Sympathomimetic
drugs also can cause abnormal heart
rhythms (pro-arrhythmic effect) and can
induce cardiac arrhythmias in
susceptible individuals, such as those
with underlying coronary artery disease,
heart failure, or an abnormal cardiac
conduction system.

Over longer periods of use, the risk for
adverse health effects to susceptible
individuals becomes greater due to a
sustained elevation in blood pressure.
Ephedrine and epinephrine ingredients
are expected to, and evidence indicates
that they do, have similar
pharmacological effects, such as
increased blood pressure and heart rate,
to those of other sympathomimetic
ingredients (Refs. 11 and 12). The
pharmacological effects of ephedrine
and epinephrine (and other
sympathomimetics), both efficacious

and adverse, will vary dependent of the
dose, route of administration (e.g., oral
versus inhaled), and individual
susceptibility.

Based on reports that FDA has
received, the risk of adverse events from
ephedrine can occur at any dosage and
may increase when taking a higher dose
or taking more frequent doses than at
the recommended dosing interval.
Therefore, FDA proposes to revise
product labeling to inform consumers
that use of an OTC bronchodilator drug
product can cause an increase in blood
pressure and heart rate, which could
lead to more serious problems such as
heart attack, stroke, and death; and the
risks for these problems may increase if
the product is taken at higher doses or
more frequently than recommended.
The labeling also warns consumers
against the use of any OTC
bronchodilator drug products without a
physician’s diagnosis of asthma, and
directs consumers to consult with a
doctor before use, if they have a
diagnosis of certain conditions, such as
heart disease and high blood pressure.

The proposed labeling for these
products has been modified from the
labeling in the FM to follow the ‘“Drug
Facts” format in § 201.66 (21 CFR
201.66). This standardized format and
content for product labeling is intended
to enable consumers to better read and
understand the labeling information and
to promote the safe and effective use of
OTC drug products. The Drug Facts
labeling format provides a more
structured, organized, and compact
presentation of the proposed labeling
information for these products.
Accordingly, the proposed labeling
should help consumers to use these
OTC bronchodilator drug products more
safely and effectively.

Current labeling in § 341.76(c)(2)
states ““Do not use this product if you
have heart disease, high blood pressure,
* * * In this proposed rule, FDA is
adding the following statements under
the heading ‘“When using this product™:
“[Bullet] increased blood pressure or
heart rate can occur, which could lead
to more serious problems such as heart
attack, stroke, and death. Your risk may
increase if you take more frequently or
more than the recommended dose.
[Bullet] * * * rapid heart beat * * *
may occur. If these symptoms persist or
get worse, consult a doctor right away.”

b. Warnings related to effects on the
nervous system (central and peripheral).
Ephedrine is known to elicit
physiological responses similar to
catecholamines (i.e., groups of
chemically related neurotransmitters,
such as epinephrine, norepinephrine,
and dopamine). These drugs have

stimulant effects on the sympathetic
nervous system and thus are classified
as sympathomimetic agents (i.e., agents
stimulating the sympathetic nervous
system (Refs. 12 and 13)). The central
effects of ephedrine and epinephrine
ingredients include tenseness,
nervousness, tremor, and sleeplessness.
The peripheral effects primarily include
the effects on the cardiovascular system.

The central nervous system effects
appear to limit the maximally tolerated
dose, which varies widely among
individuals as judged by clinical
experience (Ref. 14). Overdose results in
exaggeration of the side effects which
individuals describe as disagreeable and
may help to limit overuse or abuse.

Reported adverse drug events and the
known pharmacological data associated
with the use of ephedrine and
epinephrine ingredients include
nervousness, tremor, and seizure.
Because of these effects, FDA is
proposing to revise product labeling to
inform consumers that use of OTC
bronchodilator drug products more
frequently or at higher doses than
recommended may cause adverse effects
such as seizure and tremor. Current
labeling in § 341.76(c)(5)(ii) states
“Some users of this product may
experience nervousness, tremor,
sleeplessness * * *.If these symptoms
persist or get worse, consult your
doctor.” In this proposed rule, FDA is
placing these warnings under the
heading “When using this product”
(§341.76(c)(4)(ii)) and adding seizure to
this warning to read as follows:

‘“‘enervousness, sleeplessness,
tremor, and seizure may occur. If these
symptoms persist or get worse, consult
a doctor right away.”

FDA is aware that persons with
seizure disorders who use ephedrine are
at increased risk for experiencing a
seizure (Refs. 15, 16, and 17).
Epinephrine ingredients have similar
pharmacological effects (Refs. 11 and
12). Therefore, in this proposed rule,
FDA is amending the warnings to add
“seizures” as one of the conditions for
which a person should ask a doctor
before using OTC bronchodilator drug
products.

c. Warnings related to effects on
urination. Ephedrine and epinephrine
ingredients may cause difficulty in
urination in males, particularly in older
males, who might have an enlarged
prostate gland. Current labeling in
§ 341.76(c)(2) states ‘““Do not use this
product if you have * * * difficulty in
urination due to enlargement of the
prostate gland.” In this proposed rule,
FDA is simplifying this language under
the heading ““Ask a doctor before use if
you have” toread “* * * trouble

* * %
’
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urinating due to an enlarged prostate
gland”.

d. Warnings related to glaucoma.
Current warnings in the monograph for
OTC bronchodilator drug products do
not include any information about
glaucoma. Glaucoma is a group of
diseases that are distinguished by an
increase in pressure inside the eye.
There are two major types of glaucoma:
(1) Chronic or primary open-angle
glaucoma and (2) acute closed-angle
glaucoma (also known as narrow angle
glaucoma). Approximately 90 to 95
percent of people with glaucoma have
the open-angle variety, while 5 to 10
percent have closed-angle glaucoma
(Ref. 18). Normally, aqueous humor (a
clear fluid produced within the eye)
drains out of the eye through a drainage
site. However, in people with narrow
angle glaucoma, sympathomimetic
drugs (e.g., ephedrine) cause pupil
dilatation (mydrasis) that may result in
blockage of the normal drainage site
(Refs. 18 through 21). Because the fluid
within the eye cannot drain properly in
these predisposed individuals, the fluid
pressure inside the eyeball increases
quickly, leading to the symptoms of
narrow angle glaucoma (Ref. 19).
Therefore, in this proposed rule, FDA is
proposing to add “narrow angle
glaucoma” as one of the conditions
under the warning subheading “Ask a
doctor before use if you have”.

FDA considers it beneficial for
consumers to know this information and
encourages them to ask their physician
in order to be fully informed. FDA has
previously included this type of
information in the labeling of OTC
ophthalmic vasoconstrictor drug
products containing topically applied
ephedrine (21 CFR 349.75(c)(2)).

e. Warnings related to nausea and
loss of appetite. Ephedrine may cause
nausea and loss of appetite in some
people. Current labeling in
§ 341.76(c)(5)(ii) states ‘“Some users of
this product may experience * * *
nausea and loss of appetite. If these
symptoms persist or get worse, consult
your doctor.” In this proposed rule,
FDA is deleting “nausea” and “loss of
appetite” as side effects because they
are minor in comparison to other side
effects included in product labeling.

f. Warnings related to interactions
with drugs used for psychiatric or
emotional conditions. Current labeling
in § 341.76(c)(4) contains a drug
interaction precaution not to use an
OTC bronchodilator drug product ““if
you are now taking a prescription
monoamine oxidase inhibitor (MAOI)
(certain drugs for depression,
psychiatric, or emotional conditions
* * *).” In this proposed rule, to be

consistent with the Drug Facts labeling
format in § 201.66, FDA is deleting the
words “Drug interaction precaution.”
FDA believes that the information about
MAOIs in the labeling may be
ineffective because some users of OTC
bronchodilator drug products may not
know that a drug they are taking is an
MAQIL In this proposed rule, FDA is
including information about the use of
prescription drugs for depression or
psychiatric or emotional conditions
under the subheading “Ask a doctor or
pharmacist before use if you are”.
Therefore, in this proposed rule, FDA is
including an additional warning:

‘@ Ask a doctor or pharmacist before
use if you are taking prescription drugs
for * * * depression, or psychiatric or
emotional conditions”.

g. Warnings related to interactions
with other drugs, foods, and beverages.
FDA is aware that certain other drugs,
foods, and beverages can interact with
OTC ephedrine and epinephrine
ingredients and cause an increased
stimulant effect. The drugs include
other sympathomimetic agents such as
pseudoephedrine, phenylephrine,
phenylpropanolamine, and caffeine.
Some foods and beverages contain
caffeine, and some dietary supplements
contain other ingredients reported or
claimed to have a stimulant effect.

FDA previously determined that
certain combinations of these
ingredients presented a potential hazard
to health. In the Federal Register of
August 13, 1982 (47 FR 35344), FDA
announced that it had determined that
combination drug products consisting of
caffeine, phenylpropanolamine, and
ephedrine are new drugs and are
required to be the subject of an
approved new drug application.

A number of sympathomimetic
amines have been marketed as
prescription drugs used for the
treatment of obesity. These include
benzphetamine hydrochloride,
dextroamphetamine sulfate,
diethylpropion hydrochloride,
methamphetamine hydrochloride,
phendimetrazine tartrate, phentermine
hydrochloride and phentermine resin,
and sibutramine hydrochloride
monohydrate. These sympathomimetic
drugs can interact with OTC ephedrine
and epinephrine bronchodilator drug
products (also sympathomimetics) and
cause an increased stimulant effect.
Current labeling in § 341.76(c)(3) states
“Do not use this product * * * if you
are taking any prescription drug for
asthma unless directed by a doctor.” In
this proposed rule, FDA is adding
“obesity”” and ‘“weight control” to this
warning, which now appears under the
subheading “Ask a doctor or pharmacist

before use if you are,” to read as
follows:

“e taking prescription drugs for
obesity, weight control * * *”.

Two studies indicate that the
stimulant effects of ephedrine increase
when combined with caffeine (Refs. 22
and 23). Caffeine is a nervous system
stimulant that can induce nervousness,
insomnia, and tachycardia (rapid heart
rate) (Refs. 24, 25, and 26). FDA is
concerned that taking caffeine and
ephedrine at the same time may
increase sympathetic stimulation of the
cardiovascular system and nervous
system, e.g., increased heart rate,
insomnia, and nervousness. In the
Federal Register of September 27, 2001
(66 FR 49276), FDA issued a final rule
establishing that any oral OTC
bronchodilator active ingredient in
combination with certain
pharmacological drug categories,
including any stimulant active
ingredient, is not generally recognized
as safe and effective and is misbranded
for OTC use. FDA stated that it did not
believe that any such combination drug
products are currently marketed OTC.

Although OTC bronchodilator drug
products containing ephedrine
ingredients in combination with
caffeine are not allowed and are not
currently marketed, current labeling of
OTC ephedrine drug products does not
contain a warning about the concurrent
use of products containing caffeine or
other ingredients that may have a
stimulant effect. FDA considers it
essential to warn consumers of the risk
of excessive use of ephedrine and
epinephrine ingredients from any
source or use in combination with other
products that have stimulant effects.
These products include other
sympathomimetic drugs, foods or
beverages containing caffeine, and
dietary supplements containing
ingredients reported or claimed to have
a stimulant effect.

In this proposed rule, FDA is
proposing to add the following warnings
to the FM to address concurrent use of
different stimulant products:

e Under the subheading “Ask a doctor
or pharmacist before use if you are”, the
statement ‘“‘taking any drug that contains
phenylephrine, pseudoephedrine,
ephedrine, or caffeine (such as for
allergy, cough-cold, or pain)”.

e Under the subheading “When using
this product”, the statements “avoid
caffeine-containing foods or beverages”
and “avoid dietary supplements
containing ingredients reported or
claimed to have a stimulant effect”.

h. Other additional warnings. The FM
for OTC bronchodilator drug products
contains seven active ingredients (see

* % %



Federal Register/Vol. 70, No. 133/ Wednesday, July 13, 2005/Proposed Rules

40245

section I.B of this document). FDA
believes that additional warnings are
necessary to inform mild asthmatics of
the need to carefully follow the
warnings and directions for OTC
bronchodilator drug products
containing any of these active
ingredients. FDA is also concerned that
possible serious consequences could
develop from excessive use of OTC
bronchodilator drug products, or
continued use of these products by an
asthmatic who needs professional
medical attention. Therefore, in this
proposed rule, FDA is including
additional warnings in § 341.76 for OTC
bronchodilator drug products.

FDA considers it necessary to inform
mild asthmatics that asthma, if not
treated appropriately, can worsen and
be life-threatening. To emphasize this
concern in this proposed rule, FDA is
including the following “Asthma alert”
warning in § 341.76(c)(5)(i) for
ephedrine products:

Asthma alert: Because asthma can be
life threatening, see a doctor if you [in
bold typel:

e are not better in 60 minutes

e get worse

eneed [insert total number of dosage
units that equals 150 milligrams] in any
day

e use more than [insert total number of
dosage units that equals 100 milligrams]
a day for more than 3 days a week

ehave more than 2 asthma attacks in
a week

In this proposed rule, FDA is
including the following similar
“Asthma alert” warning in
§ 341.76(c)(6)(i) for epinephrine
products for use in a hand-held rubber
bulb nebulizer, which states:

Asthma alert: Because asthma can be
life threatening, see a doctor if you [in
bold type]

e are not better in 20 minutes

e get worse

eneed 12 inhalations in any day

e use more than 9 inhalations a day for
more than 3 days a week

ehave more than 2 asthma attacks in
a week

i. New labeling format. In order to
make OTC drug product labeling easier
to read and understand, and to help
ensure the safe and effective use of all
OTC drug products, FDA is revising the
current labeling in the OTC
bronchodilator FM to conform to the
standardized OTC drug product labeling
format in § 201.66. This labeling format
is included in this proposed rule and
requires the use of specific language in
the labeling of OTC bronchodilator drug
products.

3. Directions

FDA is proposing to revise the
directions in § 341.76(d)(1) and (d)(2) to
include the statement “do not exceed
dosage” [in bold type] as the first
bulleted statement under the heading
“Directions”. This revision is intended
to more prominently inform users of
these products not to exceed the
recommended dosage.

D. Related FDA Regulatory Actions

FDA has exercised its authority under
the act to take regulatory action against
OTC bronchodilator drug products
containing ephedrine ingredients being
marketed directly or indirectly for
unapproved uses (e.g., stimulant, weight
control, and athletic performance
enhancement) via a product name that
suggested one of these uses. Since the
1995 proposal, FDA issued warning
letters to companies whose products
have been linked to significant adverse
reactions.

One letter was for a product that
contained ephedrine and another
ingredient (an expectorant) (Ref. 27).
FDA noted that the “statement of
identity”” and “indications” portion of
the product label state the correct uses.
However, the trade name of this product
suggested it was intended to aid in
weight loss, an unapproved use for
these ingredients. FDA stated its belief
that because there are serious health
risks inherent in the promotion of
ephedrine for weight loss, the trade
name of the product must be changed in
order to ensure that the product is not
promoted for the unacceptable weight
loss use.

FDA stated in another letter that the
product’s trade name suggests it is
intended for stimulant and recreational
use (Ref. 28). FDA had received reports
of adverse reactions linked to the use of
this product as a stimulant.

FDA requested that these
manufacturers take action immediately
to correct these violations and stated
that failure to do so may result in
regulatory action (e.g., seizure and/or
injunction). In response to these
warning letters, the manufacturers
agreed to revise their ephedrine-
containing drug product trade names
(Refs. 29 and 30).

E. Related DEA Regulatory Actions

In the Federal Register of October 11,
1994 (59 FR 51365), DEA issued a final
rule eliminating the threshold for single-
entity ephedrine drug products. The
threshold is an amount of a listed
chemical that determines if a
transaction such as receipt or sale of the
chemical is a regulated transaction

under 21 CFR part 1310. The final rule
subjected all transactions involving bulk
ephedrine and single-entity ephedrine
drug products, regardless of size, to the
requirements for regulated transactions
for listed chemicals under the
applicable provisions of the Controlled
Substances Act (see 21 U.S.C.
802(39)(A)), which includes
recordkeeping, reporting, and
notification.

DEA regulations require that in retail
settings open to the public where single-
entity ephedrine products are sold, such
drugs must be stocked behind a counter
where only employees have access (21
CFR 1309.71(a)(2)). In addition, each
person who sells these products must
identify the other party to the
transaction by having the other party
present documents that would verify the
identity (i.e., a driver’s license and one
other form of identification) and address
of the other party (21 CFR 1310.06 and
1310.07(d)). The required recordkeeping
includes the date of the transaction,
quantity, form of packaging of the
ephedrine product, method of transfer
(company truck, picked up by customer,
etc.), and type of identification used by
the purchaser to the regulated person at
the time the order is placed (21 CFR
1310.06).

IV. FDA'’s Tentative Conclusions

A. Summary of Major Labeling Changes

Over the past 28 years since the Panel
report was published, updated
guidelines for the treatment of asthma
have been issued, e.g., “Guidelines for
the Diagnosis and Management of
Asthma” (Ref. 5). The benefits of
bronchodilator drug products
containing ephedrine or epinephrine as
a treatment for mild bronchospasms
continue to outweigh their risks. FDA
recognizes that some people with
asthma have used such products
intermittently for many years and obtain
a benefit from continued availability.
FDA is proposing to update the labeling
for these products to provide for safer
and more effective use. Based on the
available evidence, FDA is proposing to
amend the FM for OTC bronchodilator
drug products to make the changes set
forth in the following paragraphs
(sections IV.A.1 through IV.A.3 of this
document).

1. Indications

FDA is proposing to revise the
indications in § 341.76(b)(1) and (b)(2)
to a single indication in the new OTC
drug labeling format.



40246

Federal Register/Vol. 70, No. 133/ Wednesday, July 13, 2005/Proposed Rules

2. Warnings

FDA is proposing to revise the entire
warnings section as follows:

¢ Add an “Asthma alert” section that
lists four conditions in which the user
of the product should see a doctor. This
“Asthma alert” shall appear as the first
statement under the heading
“Warnings” and parts of the alert shall
be in bold type. This new warning
replaces the warning previously found
in § 341.76(c)(5)(i) for ephedrine
ingredients and in § 341.76(c)(6)(ii) for
epinephrine ingredients.

e List a number of statements that
follow the subheading “Do not use.”
These statements include the warnings
previously found in § 341.76(c)(1),
(c)(4), and (c)(6)(iii), where applicable,
for products intended for use in a hand-
held rubber bulb nebulizer.

e List a number of conditions for
which consumers should consult a
doctor before using these products
under the subheading “Ask a doctor
before use if you have.” This list
includes the conditions previously
stated in § 341.76(c)(2), plus several
additional conditions.

¢ List a number of other drugs that
people might also be taking at the same
time and thus should consult a doctor
before using the OTC bronchodilator
drug product. This information appears
under the subheading “Ask a doctor or
pharmacist before use if you are.”” This
list includes prescription drugs for
asthma previously stated in
§ 341.76(c)(3) plus a new list of other
drugs that could cause side effects when
used in conjunction with ephedrine or
epinephrine ingredients.

e List certain information that
consumers need to know under the
heading “When using this product.”
This information includes the following:

o Side effects that may occur

(including side effects currently
listed in § 341.76(c)(5)(ii)),

© Information about problems that
may occur if the drug is taken more
frequently or at a higher than
recommended dosage (currently in
§341.76(c)(6)(i) for products
containing epinephrine ingredients,
and which FDA is now proposing to
include for both products
containing ephedrine or
epinephrine ingredients), and
New information about avoiding
certain foods and dietary
supplements while using an OTC
bronchodilator drug product.

FDA considers the new information
about the risks associated with an
increase in blood pressure and heart rate
to be the most important of this
information and that consumers’

[e]

attention should be specifically directed
to this information. Accordingly, FDA is
proposing that this information appear
in bold type as the first statement in this
section.

3. Directions

FDA is proposing to revise the
directions in § 341.76(d)(1) and (d)(2) to
include the statement ““do not exceed
dosage” [in bold type] as the first
bulleted statement under the heading
“Directions”.

B. Statement About Warnings

Mandating warnings in an OTC drug
monograph does not require a finding
that any or all of the OTC drug products
covered by the monograph actually
caused an adverse event, and FDA does
not so find. Nor does FDA’s requirement
of warnings repudiate the prior OTC
drug monographs and monograph
rulemakings under which the affected
drug products have been lawfully
marketed. Rather, as a consumer
protection agency, FDA has determined
that warnings are necessary to ensure
that these OTC drug products continue
to be safe and effective for their labeled
indications under ordinary conditions
of use as those terms are defined in the
act. This judgment balances the benefits
of these drug products against their
potential risks (see § 330.10(a)).

FDA'’s decision to act in this instance
need not meet the standard of proof
required to prevail in a private tort
action (Glastetter v. Novartis
Pharmaceuticals, Corp., 252 F.3d 986,
991 (8th Cir. 2001)). To mandate
warnings, or take similar regulatory
action, FDA need not show, nor do we
allege, actual causation. For an
expanded discussion of case law
supporting FDA’s authority to require
such warnings, see the final rule on
Labeling of Diphenhydramine-
Containing Drug Products for Over-the-
Counter Human Use (67 FR 72555,
December 6, 2002).

V. Proposed Implementation

FDA proposes that the requirements
of a final rule based on this proposed
rule be effective within 6 months after
publication in the Federal Register to
provide for safe and effective use of
OTC bronchodilator drug products at
the earliest possible time because of the
safety issues involved with the use of
OTC bronchodilator drug products.
Therefore, on or after 6 months after the
date of publication in the Federal
Register of a final rule based on this
proposed rule, any OTC bronchodilator
drug product that is subject to the final
rule and that contains nonmonograph
labeling or packaging may not be

initially introduced or initially
delivered for introduction into interstate
commerce unless it is the subject of an
approved application. Any OTC
bronchodilator drug product that is
initially introduced or initially
delivered for introduction into interstate
commerce after the effective date of a
final rule, and is not in compliance with
the regulations, is subject to regulatory
action. Further, any OTC drug product
that was previously initially introduced
or initially delivered for introduction
into interstate commerce cannot be
repackaged or relabeled with the prior
monograph labeling for these products
after the effective date of a final rule
based on this proposed rule.
Manufacturers are encouraged to
comply voluntarily with this proposed
rule at the earliest possible date.

VI. Analysis of Impacts

FDA has examined the impacts of this
proposed rule under Executive Order
12866, the Regulatory Flexibility Act (5
U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (2 U.S.C.
1501 et seq.). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). Under the
Regulatory Flexibility Act, if a rule has
a significant economic impact on a
substantial number of small entities, an
agency must analyze regulatory options
that would minimize any significant
impact of the rule on small entities.
Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $115
million, using the most current (2003)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this proposed rule to result in any 1-
year expenditure that would meet or
exceed this amount.

FDA believes that this proposed rule
is consistent with the principles set out
in Executive Order 12866 and in these
two statutes. OMB has determined this
rule is a significant regulatory action
under the Executive order. The purpose
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of this proposed rule is to revise and
improve the labeling (add additional
warning statements, change the
directions, and change the format for the
indications) for OTC bronchodilator
drug products. The revised labeling is
intended to provide consumers more
and better information to help ensure
the safe and effective use of all OTC
bronchodilator drug products that
contain these ingredients. This
proposed rule amends the FM for OTC
bronchodilator drug products and
requires relabeling of all products
covered by the FM. Potential benefits
include safer use of these products by
consumers.

FDA’s Drug Listing System (DLS)
identifies approximately 25
manufacturers/distributors of
approximately 40 to 50 OTC
bronchodilator drug products.
Approximately half of the
manufacturers/distributors market
single-ingredient ephedrine drug
products, and the other half market
combination ephedrine/guaifenesin
drug products. There appears to be a
very limited number of manufacturers/
distributors marketing OTC epinephrine
solution products. There may be some
additional marketers and combination
products sold via magazines and the
Internet, which are not in the DLS.

A. Relabeling Costs

FDA believes that the proposed
relabeling costs of the type set forth in
this document generally average about
$3,000 to $4,000 per stock keeping unit
(SKU) (individual products, packages,
and sizes). Assuming that there are
about 50 affected OTC drug products in
the marketplace, total one-time costs of
relabeling would be $150,000 ($3,000
per SKU x 50 SKUs) to $200,000 ($4,000
per SKU x 50 SKUs). Even if there are
20 additional products that FDA is not
aware of, total one-time costs of
relabeling should not exceed $280,000
($4,000 per SKU x 70 SKUs). FDA
believes that actual costs would be
lower for several reasons. First, it is
FDA'’s understanding that most of the
label changes will be made by private
label manufacturers that tend to use
relatively simple and less expensive
labeling. Second, FDA has revised the
labeling format in this proposed rule
based on the OTC drug product labeling
format in § 201.66. Therefore,
manufacturers will not incur expenses
determining how to state the new
information in product labeling.
Manufacturers, however, may incur
some expense to redesign product
labeling.

Most of the manufacturers who
produce affected products are small

entities, using the U.S. Small Business
Administration designations for this
industry (750 employees). FDA believes
that any other unidentified
manufacturer of these products is also a
small entity. Those manufacturers who
must relabel a large number of their
products or manufacture a new smaller
size package will incur the greatest
economic impact.

B. Regulatory Alternatives Considered

Although FDA has rejected this
alternative, FDA had proposed in 1995
to amend the FM for OTC
bronchodilator drug products to remove
the ingredients ephedrine, ephedrine
hydrochloride, ephedrine sulfate, and
racephedrine hydrochloride and to
classify those ingredients as not
generally recognized as safe and
effective for OTC use. In this proposed
rulemaking, FDA considered but
rejected several other labeling and
packaging alternatives: (1) A longer
implementation period, (2) an
exemption from coverage for small
entities, and (3) less labeling
information. FDA does not consider
these alternatives acceptable because
they do not assure that consumers will
have the most recent needed
information for safe and effective use of
these OTC bronchodilator drug products
in a timely manner.

This proposed rule does not require
any new reporting and recordkeeping
activities. Therefore, no additional
professional skills are needed.

There is one other Federal rule that
overlaps, but does not conflict with, this
proposed rule. DEA regulations
(discussed in section IIL.E of this
document) control the distribution of
single-entity OTC ephedrine drug
products.

This analysis shows that this
proposed rule is not economically
significant under Executive Order 12866
and that FDA has analyzed regulatory
options that would minimize any
significant impact of the proposed rule
on small entities. Nevertheless, some
small entities, especially those private
label manufacturers that provide a
number of the affected products, may
incur significant impacts. Thus, this
economic analysis, together with other
relevant sections of this document,
serves as FDA'’s initial regulatory
flexibility analysis, as required under
the Regulatory Flexibility Act.

VII. Paperwork Reduction Act of 1995

FDA tentatively concludes that the
labeling requirements proposed in this
document are not subject to review by
the Office of Management and Budget
because they do not constitute a

“collection of information” under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.). Rather, the
proposed labeling statements are a
“public disclosure of information
originally supplied by the Federal
government to the recipient for the
purpose of disclosure to the public” (5
CFR 1320.3(c)(2)).

VIIL. Environmental Impact

FDA has determined under 21 CFR
25.31(a) that this action is of a type that
does not individually or cumulatively
have a significant effect on the human
environment. Therefore, neither an
environmental assessment nor an
environmental impact statement is
required.

IX. Federalism

FDA has analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. FDA
has determined that the proposed rule
does not contain policies 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. Accordingly, FDA
tentatively concludes that the proposed
rule does not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
has not been prepared.

X. Request for Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments regarding this proposed rule
and the agency’s economic impact
determination. Submit a single copy of
electronic comments or three paper
copies of any mailed comments, except
that individuals may submit one paper
copy. Comments are to be identified
with the docket number found in
brackets in the heading of this
document and may be accompanied by
a supporting memorandum or brief.
Received comments may be seen in the
Division of Dockets Management
between 9 a.m. and 4 p.m., Monday
through Friday.

XI. Proposed Effective Date

FDA is proposing that any final rule
that may issue based on this proposed
rule be effective 6 months after its date
of publication in the Federal Register.

XII. References

The following references are on
display in the Division of Dockets
Management (see ADDRESSES) under
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Docket No. 1995N-0205, unless
otherwise indicated, and may be seen by
interested persons between 9 a.m. and 4
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List of Subjects in 21 CFR Part 341

Labeling, Over-the-counter drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, it is proposed that
21 CFR part 341 be amended as follows:

PART 341—COLD, COUGH, ALLERGY,
BRONCHODILATOR, AND
ANTIASTHMATIC DRUG PRODUCTS
FOR OVER-THE-COUNTER HUMAN
USE

1. The authority citation for 21 CFR
part 341 continues to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 353,
355, 360, 371.

2. Section 341.76 is amended by
revising paragraphs (b), (c), and (d) to
read as follows:

§341.76 Labeling of bronchodilator drug
products.

* * * * *

(b) Indication. The labeling of the
product states the following under the
heading “Use”: “for temporary relief of
occasional symptoms of mild asthma:
[bullet]* wheezing [bullet] tightness of
chest [bullet] shortness of breath”. Other
truthful and nonmisleading statements,
describing only the indication for use
that has been established and listed in
this paragraph, may also be used as
provided in § 330.1(c)(2) of this chapter,
subject to the provisions of section 502
of the Federal Food, Drug, and Cosmetic
Act (the act) relating to misbranding and
the prohibition in section 301(d) of the
act against the introduction or delivery
for introduction into interstate
commerce of unapproved new drugs in
violation of section 505(a) of the act.

(c) Warnings. The labeling of the
product contains the following warnings
under the heading “Warnings’”:

(1) The following statements shall
appear after the subheading “Do not
use” [in bold type]:

(i) “[Bullet] unless a doctor said you
have asthma”.

(ii) “[Bullet] if you are now taking a
prescription monoamine oxidase
inhibitor (MAOQI) (certain drugs taken
for depression, psychiatric or emotional
conditions, or Parkinson’s disease), or
for 2 weeks after stopping the MAOI
drug. If you do not know if your
prescription drug contains an MAOI,
ask a doctor or pharmacist before taking
this product.”

(2) The following information shall
appear after the subheading “Ask a
doctor before use if you have” [in bold
typel “[bullet] ever been hospitalized for
asthma [bullet] heart disease [bullet]
high blood pressure [bullet] diabetes
[bullet] thyroid disease [bullet] seizures
[bullet] narrow angle glaucoma [bullet]
a psychiatric or emotional condition
[bullet] trouble urinating due to an
enlarged prostate gland”.

(3) The following information shall
appear after the subheading “Ask a
doctor or pharmacist before use if you
are” [in bold typel:

(i) “[Bullet] taking prescription drugs
for asthma, obesity, weight control,
depression, or psychiatric or emotional
conditions”.

(ii) “[Bullet] taking any drug that
contains phenylephrine,
pseudoephedrine, ephedrine, or caffeine

1See §201.66(b)(4) of this chapter for the
definition of “bullet.”
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(such as for allergy, cough-cold, or
ain)”’.

(4) The following information shall
appear after the subheading “When
using this product” [in bold typel]:

(i) “[Bullet] increased blood pressure
or heart rate can occur, which could
lead to more serious problems such as
heart attack, stroke, and death. Your risk
may increase if you take more
frequently or more than the
recommended dose.” [statements shall
appear in bold type as the first
statements under this subheading]

(ii) “[Bullet] nervousness,
sleeplessness, rapid heart beat, tremor,
and seizure may occur. If these
symptoms persist or get worse, consult
a doctor right away.”

(iii) “[Bullet] avoid caffeine-
containing foods or beverages”.

(iv) “[Bullet] avoid dietary
supplements containing ingredients
reported or claimed to have a stimulant
effect”.

(5) For products containing
ephedrine, ephedrine hydrochloride,
ephedrine sulfate, or racephedrine
hydrochloride identified in § 341.16(a),
(b), (c), and (f).—(i) The following
information shall appear after the
subheading ““Asthma alert: Because
asthma can be life threatening, see a
doctor if you” [in bold typel]:

(A) “[Bullet] are not better in 60
minutes”.

(B) “[Bullet] get worse”.

(C) “[Bullet] need [insert total number
of dosage units that equals 150
milligrams] in any day”.

(D) “[Bullet] use more than [insert
total number of dosage units that equals
100 milligrams] a day for more than 3
days a week”.

(E) “[Bullet] have more than 2 asthma
attacks in a week.”

(ii) This “Asthma alert” shall appear
on any labeling that contains warnings
and shall be the first warning statement
under the heading “Warnings”.

(6) For products containing
epinephrine, epinephrine bitartrate, or
racepinephrine hydrochloride identified
in § 341.16(d), (e), and (g).—(i) The
following information shall appear after
the subheading “Asthma alert: Because
asthma can be life threatening, see a
doctor if you” [in bold typel:

(A) “[Bullet] are not better in 20
minutes”.

(B) “[Bullet] get worse”.

(C) “[Bullet] need 12 inhalations in
any day”.

(D) “[Bullet] use more than 9
inhalations a day for more than 3 days
a week”.

(E) “[Bullet] have more than 2 asthma
attacks in a week.”

(ii) This “Asthma alert” shall appear
on any labeling that contains warnings

and shall be the first warning statement
under the heading “Warnings”.

(iii) For products intended for use in
a hand-held rubber bulb nebulizer. The
following statement shall also appear
after the subheading “Do not use” along
with the other information in paragraph
(c)(1) of this section: “[bullet] if product
is brown in color or cloudy”.

(d) Directions. The labeling of the
product contains the following
information under the heading
“Directions’:

(1) For products containing
ephedrine, ephedrine hydrochloride,
ephedrine sulfate, or racephedrine
hydrochloride identified in § 341.16(a),
(b), (c), and (f).—(i) “[Bullet] do not
exceed dosage” [sentence appears as
first bulleted statement under
“Directions” and in bold type].

(ii) “[Bullet] adults and children 12
years of age and over: oral dose is 12.5
to 25 milligrams every 4 hours as
needed, not to exceed 150 milligrams in
24 hours”.

(iii) “[Bullet] children under 12 years
of age: ask a doctor”.

(2) For products containing
epinephrine, epinephrine bitartrate, and
racepinephrine hydrochloride identified
in § 341.16(d), (e), and (g) for use in a
hand-held rubber bulb nebulizer. The
ingredient is used in an aqueous
solution at a concentration equivalent to
1 percent epinephrine.

(i) “[Bullet] do not exceed dosage”
[appears as first bulleted statement
under “Directions” and in bold type].

(ii) “[Bullet] adults and children 4
years of age and over: 1 to 3 inhalations
not more often than every 3 hours. The
use of this product by children should
be supervised by an adult.”

(iii) “[Bullet] children under 4 years
of age: ask a doctor”’.

Dated: June 30, 2005.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 05-13709 Filed 7-12-05; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF DEFENSE
Office of the Secretary

32 CFR 285

[0790-ZA05]

DoD Freedom of Information Act
(FOIA) Program (DoDD 5400.7)

AGENCY: Department of Defense.
ACTION: Proposed rule.

SUMMARY: This proposed rule conforms
to the requirements of the Electronic

Freedom of Information Act
Amendments of 1996. It promotes
public trust by making the maximum
amount of information available to the
public, in both hard copy and electronic
formats, on the operation and activities
of the Department of Defense, consistent
with DoD responsibility to protect
national security and other DoD
interests as provided by applicable law.
It also allows a requester to obtain
Agency records from the Department of
Defense that are available through other
public information services without
invoking the FOIA.

DATES: Comments must be received on
September 12, 2005.

FOR FURTHER INFORMATION CONTACT: Mr.
David W. Maier, 703-695-6428
SUPPLEMENTARY INFORMATION:

Executive Order 12866

This proposed regulatory action is not
a significant regulatory action, as
defined by Executive Order 12866.

Regulatory Flexibility Act of 1980 (5
U.S.C. 605(b))

This proposed regulatory action will
not have a significant adverse impact on
a substantial number of small entities.

Unfunded Mandates Act of 1995 (Sec.
202, Pub. L. 104-4)

This proposed regulatory action does
not contain a Federal mandate that will
result in the expenditure by State, local,
and tribal governments, in aggregate, or
by the private sector of $100 million or
more in any one year.

Paperwork Reduction Act of 1995 (44
U.S.C. Chapter 35)

This proposed regulatory action will
not impose any additional reporting or
recordkeeping requirements under the
Paperwork Reduction Act.

Federalism (Executive Order 13132)

This proposed regulatory action does
not have Federalism implications, as set
forth in Executive Order 13132. It will
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.

Public Law 96-354, ‘“‘Regulatory
Flexibility Act” (5 U.S.C. Chapter 6)

It has been certified that this rule is
not subject to the Regulatory Flexibility
Act (5 U.S.C. 601) because it would not,
if promulgated, have a significant
economic impact on a substantial
number of small entities. This rule
implements the Freedom of Information
Act (5 U.S.C. 552), a statute concerning
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the release of Federal Government
records, and does not economically
impact Federal Government relations
with the private sector.

Section 202, Public Law 104-4,
“Unfunded Mandates Reform Act”

It has been determined that this rule
does not involve a Federal mandate that
may result in the expenditure by State,
local and tribal governments, in the
aggregate, or by the private sector, of
$100 million or more and that such
rulemaking will not significantly or
uniquely affect small governments.

List of Subjects in 32 CFR Part 285

Freedom of information.

Accordingly, 32 CFR part 285 is
proposed to be revised to read as
follows:

PART 285—DOD FREEDOM OF
INFORMATION ACT (FOIA) PROGRAM

Sec.

285.1
285.2
285.3

Purpose.

Applicability and scope.
Policy.

285.4 Responsibilities.

285.5 Information requirements.

Authority: 5 U.S.C. 552.

§285.1 Purpose.

This part:

(a) Updates policies and
responsibilities for the implementation
of the DoD Freedom of Information Act
(FOIA) Program under 5 U.S.C. 552.

(b) Continues to delegate authorities
and responsibilities for the effective
administration of the FOIA program and
authorize the publication of DoD
5400.7-R,* which is the DoD Regulation
on the FOIA Program.

§285.2 Applicability and scope.

(a) This part applies to the Office of
the Secretary of Defense (OSD), the
Military Departments, the Chairman of
the Joint Chiefs of Staff, the Combatant
Commands, the Inspector General of the
Department of Defense, the Defense
Agencies, the DoD Field Activities, and
all other organizational entities in the
Department of Defense (hereafter
referred to collectively as the “DoD
Components”).

(b) National Security Agency/Central
Security Service records are subject to
this part unless the records are exempt
under 50 U.S.C. 402 note of title 50. The
records of the Defense Intelligence
Agency, the National Reconnaissance
Office, and the National Geospatial-
Intelligence Agency are also subject to
this Part unless the records are exempt
under 10 U.S.C. 424.

1This Regulation is codified at 32 CFR part 286.

§285.3 Policy.

It is DoD policy to:

(a) Promote public trust by making the
maximum amount of information
available to the public, in both hard
copy and electronic formats, on the
operation and activities of the
Department of Defense, consistent with
DoD responsibility to protect national
security and other DoD interests as
provided by applicable law.

(b) Allow a requester to obtain Agency
records from the Department of Defense
that are available through other public
information services without invoking
the FOIA.

(c) Make available, under the
procedures established by DoD 5400.7—
R, those Agency records that are
requested by a member of the public
who explicitly or implicitly cites the
FOIA.

(d) Answer promptly all other
requests for Agency information and
records under established procedures
and practices.

(e) Release Agency records to the
public unless those records are exempt
from mandatory disclosure as outlined
in 5 U.S.C. 552.

(e) Process requests by individuals for
access to records about themselves
contained in a Privacy Act system of
records under procedures set forth in
DoD 5400.11-R 2 and guidance outlined
in this part, as amplified by DoD
5400.7-R.

§285.4 Responsibilities.

(a) The Director, Administration and
Management (DA&M) shall:

(1) Serve as the appellate authority for
appeals to decisions of respective Initial
Denial Authorities within the OSD, the
Chairman of the Joint Chiefs of Staff, the
Combatant Commands, select Defense
Agencies, and the DoD Field Activities.
The DA&M may delegate this
responsibility to an appropriate member
of the DA&M or Washington
Headquarters Services’ staff.

(2) Issue a DoD FOIA regulation and
other discretionary instructions and
guidance to ensure timely and
reasonably uniform implementation of
the FOIA in the Department of Defense.

(b) The Director, Washington
Headquarters Services, under the
DA&M, shall:

(1) Direct and administer the DoD
FOIA Program to ensure compliance
with policies and procedures that
govern the administration of the
program.

(2) Internally administer the FOIA
Program, inclusive of training, for the

2Copies may be obtained via Internet at http://
www.dtic.mil/whs/directives/corres/pub1.html.

0SD, the Chairman of the Joint Chiefs
of Staff and, as an exception to DoD
Directive 5100.3,3 the Commanders of
the Combatant Commands.

(c) The General Counsel of the
Department of Defense shall provide
uniformity in the legal interpretation of
this Part. The General Counsel shall also
ensure that affected legal advisors,
public affairs officers, and legislative
affairs officers are aware of releases
through litigation channels which may
be of significant public, media, or
Congressional interest, or of interest to
senior DoD officials.

(d) The Heads of the DoD Components
shall:

(1) Internally administer the FOIA
Program and publish any instructions
that are not prescribed by this Part or by
other issuances of the DA&M which
have a major impact on the public. The
information specified in Section
552(a)(1) of 5 U.S.C. 552 shall be
published in accordance with
Administrative Instruction 102.4

(2) Ensure that respective chains of
command, affected legal advisors,
public affairs officers and legislative
affairs officers are aware of releases
through the FOIA, inclusive of releases
through litigation channels, which may
be of significant public, media, or
Congressional interest, or of interest to
senior DoD officials.

(3) Conduct training on the provisions
of this part, 5 U.S.C. 552, and DoD
5400.7-R for officials and employees
who implement the FOIA.

(4) Submit the Annual Report
prescribed in Chapter 7 of DoD 5400.7—
R.

(5) Make available for public
inspection and copying in an
appropriate facility or facilities, in
accordance with rules published in the
Federal Register, the records specified
in 5 U.S.C. 552(a)(2), unless such
records are published and copies are
offered for sale. These records shall be
made available to the public in hard
copy, by computer telecommunications,
or other electronic means.

(6) Maintain and make available for
public inspection and copying current
indices of all (a)(2) records as required
by 5 U.S.C. 552(a)(2)

§285.5

The reporting requirements in
Chapter 7 of DoD 5400.7-R have been
assigned Report Control Symbol DD-
DA&M(A)1365.

Information requirements.

3 See footnote 2 to §285.3(e).
4 See footnote 2 to § 285.3(e).
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Dated: July 7, 2005.
Jeannette Owings-Ballard,

OSD Federal Register Liaison Officer,
Department of Defense.

[FR Doc. 05-13742 Filed 7-12-05; 8:45 am]
BILLING CODE 5001-06-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 155

[OPP—2004-0404; FRL-7718-4]

RIN 2070-AD29

Pesticides; Procedural Regulations for
Registration Review

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: The Food Quality Protection
Act (FQPA) of 1996 amended the
Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA) to require
periodic review of pesticide
registrations to ensure that over time
they continue to meet statutory
standards for registration. FIFRA section
3(g) specifies that EPA establish
procedural regulations for conducting
registration review and the goal of the
regulations shall be Agency review of
pesticide registrations on a 15—year
cycle. This proposal describes the
Agency’s proposed approach to the
registration review program. The
proposed regulation is intended to
ensure continued review of pesticides
using procedures that provide for public
participation and transparency in an
efficient manner.

DATES: Comments must be received on
or before October 11, 2005.

ADDRESSES: Submit your comments,
identified by docket ID number OPP—
2004-0404, by one of the following
methods:

e Federal eRulemaking Portal:http://
www.regulations.gov/. Follow the on-
line instructions for submitting
comments.

e Agency Website:http://
www.epa.gov/edocket/. EDOCKET,
EPA’s electronic public docket and
comment system, is EPA’s preferred
method for receiving comments. Follow
the on-line instructions for submitting
comments.

e E-mail: Comments may be sent by
e-mail toopp-docket@epa.gov,
Attention: Docket ID Number OPP—
2004-0404.

e Mail: Public Information and
Records Integrity Branch (PIRIB)
(7502C), Office of Pesticide Programs
(OPP), Environmental Protection

Agency, 1200 Pennsylvania Ave., NW.,
Washington, DC 20460-0001, Attention:
Docket ID Number OPP-2004-0404.

e Hand Delivery: Public Information
and Records Integrity Branch (PIRIB),
Office of Pesticide Programs (OPP),
Environmental Protection Agency, Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA, Attention: Docket ID
Number OPP-2004-0404. Such
deliveries are only accepted during the
Docket’s normal hours of operation, and
special arrangements should be made
for deliveries of boxed information.

Instructions: Direct your comments to
docket ID numberOPP-2004-0404.
EPA’s policy is that all comments
received will be included in the public
docket without change and may be
made available online at http://
www.epa.gov/edocket/, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information (CBI) or other information
whose disclosure is restricted by statute.
Do not submit information that you
consider to be GBI or otherwise
protected through EDOCKET,
regulations.gov, or e-mail. The EPA
EDOCKET and the regulations.gov
websites are ‘““anonymous access”’
systems, which means EPA will not
know your identity or contact
information unless you provide it in the
body of your comment. If you send an
e-mail comment directly to EPA without
going through EDOCKET or
regulations.gov, your e-mail address
will be automatically captured and
included as part of the comment that is
placed in the public docket and made
available on the Internet. If you submit
an electronic comment, EPA
recommends that you include your
name and other contact information in
the body of your comment and with any
disk or CD ROM you submit. 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.
Electronic files should avoid the use of
special characters, any form of
encryption, and be free of any defects or
viruses. For additional information
about EPA’s public docket visit
EDOCKET on-line or see the Federal
Register of May 31, 2002 (67 FR 38102)
(FRL-7181-7).

Docket: All documents in the docket
are listed in the EDOCKET index at
http://www.epa.gov/edocket/. Although
listed in the index, some information is
not publicly available, i.e., CBI or other
information whose disclosure is
restricted by statute. Certain other
material, such as copyrighted material,
is not placed on the Internet and will be

publicly available only in hard copy
form. Publicly available docket
materials are available either
electronically in EDOCKET or in hard
copy at the Public Information and
Records Integrity Branch (PIRIB), Rm.
119, Crystal Mall #2, 1801 S. Bell St.,
Arlington, VA. This Docket Facility is
open from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays. The Docket telephone number
is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT:
Vivian Prunier, Field and External
Affairs Division (7506C), Office of
Pesticide Programs, Environmental
Protection Agency, 1200 Pennsylvania
Ave., NW., Washington, DC 20460—
0001; telephone number: 703—-308-9341;
fax number:703—-305-5884; e-mail
address:prunier.vivian@epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you hold pesticide
registrations. Pesticide users or other
persons interested in the regulation of
the sale, distribution, or use of
pesticides may also be interested in this
proposed procedural regulation. As
such, the Agency is soliciting comments
from the public in general. Potentially
affected entities may include, but are
not limited to:

e Producers of pesticide products
(NAICS code 32532)

e Producers of antifoulant paints
(NAICS code 32551)

¢ Producers of antimicrobial
pesticides (NAICS code 32561)

e Producers of nitrogen stablilizer
products (NAICS code 32531)

e Producers of wood preservatives
(NAICS code 32519)

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. To determine whether
you or your business may be affected by
this action, you should carefully
examine the applicability provisions in
proposed § 155.40 of the regulatory text.
If you have any questions regarding the
applicability of this action to a
particular entity, consult the person
listed under FOR FURTHER INFORMATION
CONTACT.
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B. How Can I Access Electronic Copies
of this Document and Other Related
Information?

In addition to using EDOCKET
(http://www.epa.gov/edocket/), you may
access this Federal Register document
electronically through the EPA Internet
under the “Federal Register” listings at
http://www.epa.gov/fedrgstr/. A
frequently updated electronic version of
40 CFR part 155 is available at E-CFR
Beta Site Two at http://
www.gpoaccess.gov/ecfr/.

C. What Should I Consider as I Prepare
My Comments for EPA?

1. Submitting CBI. Do not submit this
information to EPA through EDOCKET,
regulations.gov, or e-mail. Clearly mark
the part or all of the information that
you claim to be CBI. For CBI
information in a disk or CD ROM that
you mail to EPA, mark the outside of the
disk or CD ROM as CBI and then
identify electronically within the disk or
CD ROM the specific information that is
claimed as CBI. In addition to one
complete version of the comment that
includes information claimed as CBI, a
copy of the comment that does not
contain the information claimed as CBI
must be submitted for inclusion in the
public docket. Information so marked
will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2.

2. Tips for preparing your comments.
When submitting comments, remember
to:

i. Identify the rulemaking by docket
ID number and other identifying
information (subject heading, Federal
Register date, and page number).

ii. Follow directions. The Agency may
ask you to respond to specific questions
or organize comments by referencing a
Code of Federal Regulations (CFR) part
or section number.

iii. Explain why you agree or disagree;
suggest alternatives and substitute
language for your requested changes.

iv. Describe any assumptions and
provide any technical information and/
or data that you used.

v. If you estimate potential costs or
burdens, explain how you arrived at
your estimate in sufficient detail to
allow for it to be reproduced.

vi. Provide specific examples to
illustrate your concerns, and suggest
alternatives.

vii. Explain your views as clearly as
possible, avoiding the use of profanity
or personal threats.

viii. Make sure to submit your
comments by the comment period
deadline identified.

IL. Purpose of the Proposal

With this Proposal, the Agency
presents its proposed procedural
regulations for the registration review
program. The Agency describes:

e Statutory authority and legislative
history.

. T%/le Agency’s goals for the
registration review program.

e Evaluating approaches to
registration review.

e Factors considered in designing the
registration review program.

¢ Design options considered for the
registration review program.

e Testing the proposed registration
review decision process.

e Proposed procedures for
registration review.

e Relationship of registration review
to other FIFRA activities.

e Phase-in of the registration review
program.

The Agency also presents the results of
reviews required by statutes and other
required analyses.

III. Background

A. Statutory Authority

1. EPA’s authority to license
pesticides. FIFRA section 3(a) generally
requires a person to register a pesticide
product with EPA before the pesticide
product may be lawfully distributed or
sold in the U.S. A pesticide registration
is a license that allows a pesticide
product to be distributed or sold for
specific uses under specified terms and
conditions. A pesticide product may be
registered or remain registered only if it
meets the statutory standard for
registration given in FIFRA section
3(c)(5), as follows:

(A) its composition is such as to warrant
the proposed claims for it;

(B) its labeling and other material required
to be submitted comply with the
requirements of this Act;

(C) it will perform its intended function
without unreasonable adverse effects on the
environment; and

(D) when used in accordance with
widespread and commonly recognized
practice it will not generally cause
unreasonable adverse effects on the
environment.

FIFRA section 2(bb) defines
‘“unreasonable adverse effects on the
environment’’ as:

(1) any unreasonable risk to man or the
environment, taking into account the
economic, social, and environmental costs
and benefits of the use of any pesticide, or
(2) a human dietary risk from residues that
result from a use of a pesticide in or on any
food inconsistent with the standard under
section 408 of the Federal Food, Drug, and
Cosmetic Act.

The burden to demonstrate that a
pesticide product satisfies the criteria

for registration is at all times on the
proponents of initial or continued
registration. (Industrial Union Dept. v.
American Petroleum Institute, 448 U.S.
607, 653 n. 61 (1980); Environmental
Defense Fund v. Environmental
Protection Agency, 510 F.2d 1292, 1297,
1302 (D.C. Cir. 1975).

2. EPA’s authority for registration
review. The Food Quality Protection Act
(FQPA) of 1996 amended FIFRA to add,
among other things, section 3(g),
“REGISTRATION REVIEW,” as follows:

(1)(A) GENERAL RULE. The registrations
of pesticides are to be periodically reviewed.
The Administrator shall by regulation
establish a procedure for accomplishing the
periodic review of registrations. The goal of
these regulations shall be a review of a
pesticide’s registration every 15 years. No
registration shall be canceled as a result of
the registration review process unless the
Administrator follows the procedures and
substantive requirements of section 6.

(B) LIMITATION. Nothing in this
subsection shall prohibit the Administrator
from undertaking any other review of a
pesticide pursuant to this Act.

(2)(A) DATA. The Administrator shall use
the authority in subsection (c)(2)(B) to
require the submission of data when such
data are necessary for a registration review.

(B) DATA SUBMISSION,
COMPENSATION, AND EXEMPTION. For
purposes of this subsection, the provisions of
subsections (c)(1), (c)(2)(B), and (c)(2)(D)
shall be utilized for and be applicable to any
data required for registration review.

B. Legislative History

The Agency examined the legislative
history for FIFRA section 3(g) to further
its understanding of Congressional
intent for this program. A discussion of
registration review appears in House
Committee Report 104—669, Part One
(104th Congress, House of
Representatives, Committee on
Agriculture, July 11, 1996 to accompany
H.R. 1627) which states:

The bill requires the Administrator of EPA
to periodically review the registration of each
pesticide. It has become apparent that the
rapid development of science and the
subsequent application of that knowledge in
how it impacts human health and the
environment is not only important but
continuing to evolve. The goal of establishing
ongoing scientific look-back procedures will
enable the important process of registration
review to be considered every 15 years
during a product’s market life. This creates
a continuous reregistration process that both
the Agency and the registrant can plan for,
rather than creating the need for another
complete, resource-intensive reregistration of
all pesticide products at one time in the
future.
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IV. Agency’s Goals for the Registration
Review Program

A. Review Each Pesticide Every 15 Years
to Assure That Each Registration is
Based on Current Scientific Knowledge
Regarding the Pesticide’s Effects on
Human Health and the Environment

The science underlying the risk-
benefit assessments of pesticides is
continually evolving. Research may
show hazard endpoints that may not be
observable with available methods.
Accordingly, the Agency might adopt
new methods to assess these endpoints.
Models used to estimate exposures may
become more accurate as the Agency
refines these methods in light of
additional data. Risk assessment
procedures may be revised to reflect
new knowledge regarding mechanism of
toxicity, pharmaco-dynamics or
pharmaco-kinetics. If the Agency
periodically reviews the information
and risk assessments for each pesticide
consistent with new scientific
developments, it can better ensure
continued protection of human health
and the environment.

B. Develop a Credible and Manageable
Program to Review the Registration of
All Pesticides Every 15 Years

Using a credible and manageable
process, the Agency completes its
review of approximately 50 chemical
cases a year in the near term.

Credible--using an open and
transparent process and basing its
findings on sound science, the Agency
reaches a regulatory decision for each
pesticide in the chemical case.

Manageable--using an efficient and
flexible process, the Agency produces
50 decisions per year.

C. Attributes of a Credible Program for
Conducting Registration Review

1. Constructive stakeholder and
public participation. To accomplish this
goal, the Agency should have a reliable
schedule so stakeholders and the public
can decide how best to participate in the
review process and to plan their own
level of involvement. The Agency
should make information available to
stakeholders and the public early in the
process, i.e., before the Agency has
begun its registration review analysis.
The Agency should provide
opportunities for stakeholder and the
public participation at several stages in
the process generally at key decision
points. For example, the Agency will
ask for comment on draft risk
assessments and proposed risk
mitigation measures. Finally, broad
public participation will help the
Agency develop effective strategies for

communicating pesticide risk to the
public.

2. Transparent decisions based on
sound science. The Agency has
published the standards that it uses for
characterizing pesticide risk by
establishing data requirements and
issuing generic guidance regarding its
data requirements. Data requirements
are codified in 40 CFR part 158. The
Agency has also issued guidelines for
conducting the tests required in part
158. On a case-by-case basis, the Agency
may require data not required under 40
CFR part 158.

It is the Agency’s practice to publish
generic guidance explaining risk
assessment methods. The Agency
expects to continue this practice in the
future.

The Agency will continue to make
decisions using its published standards,
policy guidance, and risk assessment
methods. The Agency will explain its
reasoning when it makes exceptions.

3. Risk management decisions that
protect human health and the
environment. The Agency intends to use
States’ and Tribes’ field, compliance
monitoring, and enforcement experience
to assess the efficacy and practicality of
risk mitigation measures previously
adopted to address a risk of concern.
When new risks are identified, the
Agency will adopt appropriate,
effective, and enforceable risk
mitigation measures. The Agency’s
registration review decisions will
describe risk mitigation requirements,
including time frames and procedures
for assuring compliance, among other
things.

4. Timely implementation of risk
reduction measures. Pesticide product
labels communicate and put into effect
risk mitigation decisions that might be
made in a pesticide’s registration
review. In order to accomplish the
Agency’s goals of protecting human
health and the environment, it is
essential that registration review
decisions be implemented as soon as
practicable. The Agency intends to take
prompt action to assure compliance
with such requirements. Such actions
might include tracking submission and
initiating regulatory or enforcement
action for failure to comply with
requirements.

Because the pesticide product label is
the primary means to communicate the
safe and legal uses of any pesticide
product, the Agency also intends to
reduce the lag time between label
approval and the commercial
availability of products with new labels.
The Agency plans to continue to work
with stakeholders to improve
distribution of updated labels to users.

5. Accountability. Registration review
decisions should be documented,
promptly made available for public
review, and remain accessible for future
reference. Schedules should be publicly
available and updated regularly. The
Agency should provide timely and
accurate reports on the progress of
individual registration reviews and of
the registration review process.

6. Quality assurance and process
improvements. The Agency expects to
maintain the quality of its work
products. The Agency expects to
periodically evaluate its decision
processes to improve, for example, the
process used to decide the scope and
depth of a pesticide’s registration
review. The Agency expects to evaluate
the program to identify vulnerabilities
in the registration review process.

7. Meaningful environmental
outcomes. Under the Government
Performance and Results Act, the
Agency is required to measure the
effectiveness of programs such as the
registration review program. To meet
this requirement, the Agency will
develop measures for assessing the
environmental outcomes of the
registration review program.

D. Attributes of a Manageable Process
for Conducting Registration Review

1. Promote process efficiencies by
applying the knowledge gained through
experience with other programs. For
example, in such programs as the
reduced-risk pesticide program and the
tolerance reassessment program for inert
ingredients and other chemicals with
low toxicity, the Agency learned to
gauge the scope and depth of a pesticide
chemical’s review. This knowledge
should be applied in the registration
review process to help the Agency
accurately and reliably ascertain which
pesticides need intensive review.

2. Promote process efficiencies
through harmonization and work-
sharing with other authorities. The
Agency may also be able to achieve
efficiencies by harmonizing its data
requirements and risk assessment
methods with those used by foreign
governments, international bodies, or
State agencies. The Agency is involved
in cooperative work with the
Organization for Economic Cooperation
and Development (OECD), an
intergovernmental organization
consisting of 30 industrialized countries
in Europe, North America, Asia, and the
Pacific, to harmonize pesticide data
requirements, focus test guidelines on
pesticide regulatory needs, and
harmonize industry data submissions
and governments’ data review formats
and content. The OECD’s Vision
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Document, which outlines the
objectives of its harmonization program,
specifies that individual countries will
continue to conduct their own risk
assessments, make their own regulatory
decisions, and meet their own legal
requirements. In January 2005, the EPA
Acting Administrator and his Canadian
counterpart announced their
commitment to the Vision Document.
More information about this
harmonization program is available on
the Agency’s website at http://
www.epa.gov/oppfead1/international/
harmonization.htm.

The Agency may be able to leverage
its resources through other work-sharing
with its State or international partners.
The Agency works with its counterparts
in Canada and Mexico under the North
American Free Trade Agreement
(NAFTA) in the NAFTA Technical
Working Group on Pesticides.

Additionally, EPA and the California
Department of Pesticide Regulations
began in 1999 a workshare program for
reviewing residue field studies and
assessing dietary exposure to support
minor use actions and FIFRA section 18
actions which are of interest to
California agriculture. This joint
program has benefitted the Federal and
State regulatory agencies by shortening
the processing time of key pesticide
registrations.

3. Promote efficiencies through
improvements in information
management systems. One of the
Agency’s primary objective is to
assemble, develop, and manage the
documents needed to conduct the
registration review of a pesticide. The
objectives are easy access by EPA staff
and availability for public review.
Agency staff would have electronic
access to documents that they will
examine during a registration review.
The public would be able to access the
documents by means of the EDOCKET.

V. Evaluating Approaches to
Registration Review

This unit describes the information
the Agency gathered and evaluated in
developing possible approaches to
registration review. First, the Agency
evaluated its current programs for
assessing the safety of existing
pesticides to see whether lessons
learned from those programs would
apply to registration review. Secondly,
the Agency published an Advance
Notice of Proposed Rulemaking
(ANRPM) (65 FR 24585, April 26, 2000)
(FRL—-6488-9) to solicit public input on
its preliminary interpretation of the
statutory requirements and on its initial
concept of registration review. In
addition, the Agency consulted a

stakeholder group regarding the design
and implementation of the registration
review program. Finally, the Agency
conducted a feasibility study to test the
decision process that it developed with
the advice of the stakeholder group.
This feasibility study also provided
information the Agency used to estimate
the cost of the registration review
program to both the regulated
community and EPA.

A. Evaluate Experience Gained from
Reregistration and Tolerance
Reassessment Programs

The registration review program is a
brand new program to replace the
tolerance reassessment program
mandated by section 408 of the Federal
Food, Drug, and Cosmetic Act (FFDCA)
and the rereregistration program
mandated by FIFRA section 4. These
programs will be completed in 2006 and
2008, respectively.

The 1988 amendments to FIFRA
required the Agency to reregister all
pesticides registered before November
1984, prescribed procedures, and
established deadlines for accomplishing
various activities. In contrast to the 1988
legislation, the 1996 amendment to
FIFRA requiring registration review
does not specify procedures or
deadlines. Nonetheless, the Agency
evaluated the reregistration program to
see whether any of the procedures used
in reregistration could be used in the
new program.

1. Identification of pesticides that
were subject to reregistration. FIFRA
section 4(c) required the Agency to
publish lists of pesticides that were
subject to regregistration. To accomplish
this requirement, the Agency developed
criteria for deciding whether two or
more structurally related active
ingredients could be assigned to the
same reregistration case. Over the 16—
year course of reregistration, the Agency
applied new information about the
chemical or biological properties of
active ingredients assigned to a case
when deciding whether to add or
remove an active ingredient from a case.
The Agency proposes to use the
knowledge gained in implementing
FIFRA section 4(c) when it creates and
maintains a list of pesticide cases that
will be subject to registration review.

2. Applications for reregistration.
FIFRA section 4(d) required registrants
to notify the Agency whether they
intended to seek reregistration for their
products, and if so, to identify the data
required by regulation to support the
registration of the products, cite the data
that the registrant would rely on to
satisfy the applicable requirements, and
commit to provide studies to satisfy

outstanding data requirements that the
registrant identified. FIFRA section 4(e)
required registrants to summarize and
reformat the studies that they intend to
rely upon to support reregistration of
their products. In developing this
proposed rule, the Agency considered
whether to adopt similar procedures in
registration review, but decided that
reliance on the Data Call-In (DCI)
authority of FIFRA section 3(c)(2)(B), as
required under FIFRA section 3(g),
would be sufficient.

3. Identification of outstanding data
requirements (data gaps). FIFRA section
4(f) required the Agency to review the
registrants’ submissions, independently
identify data gaps, and issue DCI notices
under FIFRA section 3(c)(2)(B) for
submission of any outstanding data. The
Agency’s experience with these aspects
of the reregistration program showed
that registrants did not always correctly
identify the data requirements that
applied to their product registrations
and that the data registrants intended to
rely upon were not always adequate.
The Agency identified multiple data
gaps for virtually every pesticide in the
reregistration program.

Because the Agency made significant
effort in the reregistration and tolerance
reassessment programs to ensure that
data requirements were identified and
satisfied with appropriate data,
pesticide databases now meet or exceed
the standard established in 1984.
Although the Agency anticipates that it
will identify data gaps for many
pesticides in the registration review
program, it believes that the scope of the
DCI effort in this program will be
smaller than that of the reregistration
program. The results of an Agency’s
feasibility study of the proposed
registration review decision process
supports this expectation.

4. Quality of the submitted studies. In
the early 1990’s, the Agency frequently
found that the studies submitted in
response to DCI notices did not meet
applicable requirements and could not
be used to support a risk assessment.
Because the Agency was concerned
about the delay and expense that accrue
when studies must be repeated, it
conducted rejection analyses to
determine why so many studies were
inadequate. Among the outcomes of
these analyses were improved guidance
for the design, conduct, and reporting of
studies.

The Agency believes that
improvements in the guidance for
designing, conducting, and reporting
studies will carry forward into the
registration review program. The
Agency anticipates that few studies
submitted in this program will suffer
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from inadequate design, conduct, or
reporting.

5. Late submission of pertinent
information. The Agency found that
data and information affecting pesticide
exposure and risk were frequently
provided after the Agency had drafted
its risk assessments. The Agency was
obliged to redo the risk assessments.
This problem eased somewhat after the
Agency began to consult more regularly
with stakeholders before conducting the
review. The Agency hopes to avoid or
minimize this problem in registration
review by proposing procedures that
would promote early submission of
pertinent information.

6. Complex issues. A major challenge
in the reregistration program was the
number and complexity of the issues
presented by many of the older
pesticides subject to reregistration.
Many new studies reported new hazards
and raised new questions about the
potential risks posed by the pesticide.
The Agency often required additional
studies to further characterize the risks.

As a result of the work accomplished
since 1984 in the registration,
reregistration and tolerance
reassessment programs, the Agency
identified and resolved significant
issues regarding human health and the
environment. In the short-term, human
health issues encountered in registration
review are likely to be less complex
than those confronted in the
reregistration and tolerance
reassessment programs. Overall, because
scientific knowledge continuously
evolves, the Agency will encounter new
scientific or regulatory issues arising as
the registration review program
proceeds.

7. Public participation in
reregistration. The Agency gained
significant experience in stakeholder
consultation and public participation
processes during reregistration. While
not required by FIFRA section 4, the
Agency found value in consulting
stakeholders before beginning a
reregistration review. In particular, such
consultation clarified use practice and
usage patterns and identified uses that
were no longer economically viable. As
a result, the Agency was able to reduce
the amount of effort and rework
required to complete a reregistration
eligibility decision.

Public participation is also critical for
achieving transparency of the decisions
made in the reregistration program.
Under procedures adopted in 1998 and
formalized in a notice published in the
Federal Register of May 14, 2004 (69 FR
26819) (FRL-7357-9), the Agency
provided an opportunity to review draft
preliminary risk assessments. When the

Agency released the refined risk
assessment, it also provided a document
explaining how it had responded to the
comments. The Agency also invited
public comment on draft risk
management decisions.

The Agency has modified its public
participation procedures for
reregistration so that it can tailor public
participation in accordance to the
complexity of the issues and the degree
of stakeholder interest in the pesticide.
Although the public participation
process adds to the time frame for
making reregistration decisions
particularly in complex or controversial
cases, the process leads to better
decisions and more efficient use of
Agency resources. In addition, the
public benefits from the transparency
and openness of the decision process.
For these reasons, the Agency proposes
to include ample opportunities for
public participation in the registration
review process.

8. Reregistration Eligibility Decision
Document. The Agency found that a
highly structured decision document
did not always provide flexibility in
addressing the range of issues presented
by the diverse pesticides that were
reviewed in reregistration. In particular,
the reregistration report format and the
process used to create such reports did
not provide flexibility for expediting
review of pesticides that pose low
hazard and risk. The Agency proposes
to incorporate such flexibility in the
registration review process and in
registration review decision documents.

9. Scheduling reregistration decisions.
For much of the reregistration program,
the Agency did not have published
procedures for scheduling completion of
Reregistration Eligibility Decisions
(REDs). FIFRA section 4(c)(1) provided
general guidance for prioritizing
reregistration reviews which the Agency
accomplished early in the reregistration
process when it published lists A, B, C,
and D within the mandated time frames.
However, the Agency appeared not to
have criteria for setting priorities for
reviewing pesticides within each list.
Later, FFDCA section 408(q) established
a 10—year time frame for reassessing
tolerances and exemptions. This section
generally instructed the Agency to give
priority to reviewing tolerances or
exemptions that appear to pose the
greatest risk to public health. Initially,
the Agency did not have schedules for
conducting tolerance reassessments.

The Agency now has a priority
ranking for reregistration and tolerance
reassessment and publishes schedules
well in advance. These scheduling
procedures provide stakeholders ample
opportunity to share information, data,

and concerns to aid the Agency in
making well-informed and balanced
decisions.

The Agency proposes to use
chronologically based criteria to
establish priority of review and to
provide advance notice of registration
review schedules. The Agency’s
experience in reregistration and
tolerance reassessment shows that
adopting these practices will help the
Agency meet its objective of having a
predictable and reliable schedule.

10. Implementing reregistration
decisions. FIFRA section 4(g)(2)
specifies procedures for reregistering
individual pesticide products. A
criticism of this aspect of the program
is the lag time between issuance of a
RED and the appearance, at the retail
level, of products with labeling that put
into effect the risk mitigation measures
identified in the RED. This issue is
significant because the pesticide label is
the Agency’s chief means of
communicating risk management
procedures to pesticide users. Because
one of the objectives for the registration
review program is to ensure timely
implementation of risk reduction
measures, it is important to develop a
process for timely submission and
review of pesticide product labels.

B. Advance Notice of Proposed
Rulemaking (ANPRM)

The Agency published an ANPRM in
the Federal Register of April 26, 2000
(65 FR 24585) that presented the
statutory requirement for registration
review and alerted its stakeholders that
the Agency was initiating the
development of rulemaking to establish
procedures for a registration review
program. The Agency explained its
preliminary interpretation of the
statutory provisions and its preliminary
ideas regarding goals, objectives, and
how registration review might operate.
Soliciting public input on critical issues
about registration review early in the
planning process helped the Agency to
identify potential problems as early as
possible.

C. Summary of Comments on the
ANPRM

The Agency received eight comments
on the ANPRM, primarily from
pesticide manufacturers or other
persons with commercial interest in the
sale or use of pesticides. These
comments are available for review in the
public docket for the ANPRM under
docket control number OPP-36195. The
Agency has placed a summary of these
comments and EPA’s response to the
issues discussed in these comments in
the docket for this proposed rule.
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The four issues that stimulated the
most discussion were:

1. Standard for registration under
FIFRA. Some commenters asserted that
compliance with data requirements in
40 CFR part 158 would be sufficient to
satisfy the FIFRA requirements for
registration. Other commenters
advocated that the Agency use a
checklist approach to see whether a
pesticide continued to meet the FIFRA
standard for registration. Commenters
agreed that the Agency should use
existing data and data reviews and
avoidre-review where possible.

2. Predictable schedules. Industry
commenters generally stated that they
sought predictable schedules and
advocated using the date of the last
comprehensive review as the basis for
scheduling a pesticide’s registration
review. Most asserted that the risk-based
priority system described in the ANPRM
would not produce a predictable
schedule because priority-setting would
require too many resources and
schedules that rank pesticides by
perceived risk would be contentious.
Commenters advised the Agency to
handle emerging risks such as actions
based on information on adverse effects
that must be reported under FIFRA
section 6(a)(2) information outside of
the registration review process.

3. Public participation. Most
commenters wanted to be able to
participate throughout the registration
review process. However, some
commenters want to limit public
participation in various ways. Other
commenters acknowledged the value of
public participation but cautioned that
it could slow down decision-making.

4. Registrant’s role in registration
review. In general, commenters asserted
that the Agency should not expect
registrants to provide studies or other
information unless the Agency
specifically requires it.

D. Stakeholder Consultation

After reviewing the issues raised in
the comments to the ANPRM, the
Agency reconsidered its initial approach
to the design of the registration review
process. Before issuing a proposed rule,
however, the Agency decided to consult
with stakeholders to gain additional
views on the design of the registration
review process. The Agency chose to
present its revised approach to the
registration review process at a public
meeting of the Pesticide Program
Dialogue Committee (PPDC) held in
Arlington, VA in April 2003.

The PPDC is an advisory committee
established in 1995 under the Federal
Advisory Committee Act. Its charter was
renewed in November 2001 and 2004.

This Committee provides a forum for a
diverse group of stakeholders to discuss
and provide advice to the pesticide
program on various pesticide regulatory,
policy, and program implementation
issues. Topics of discussion at past
meetings have included, among other
things, implementation of the FQPA.

Membership to the PPDC includes
environmental and public interest
groups, pesticide manufacturers and
trade associations, user and commodity
groups, public health and academic
institutions, Federal and State agencies,
and the general public. The PPDC meets
two to three times a year and all
meetings are open to the public.
Background materials along with a
summary of each meeting held to date
are kept in a public docket at the Docket
facility identified under ADDRESSES.
Meeting summaries for the PPDC are
also available electronically at the
following internet address: http://
www.epa.gov/oppfead1/cb/ppdc/.

In response to the Agency’s April
2003 request for stakeholder input into
the design of the registration review
program, the PPDC agreed to form a
workgroup to develop recommendations
for the Agency.

In June 2003, the PPDC chartered the
PPDC Registration Review Workgroup.
The workgroup was composed of 23
members representing a broad and
balanced range of interests who were
drawn from the PPDC membership and
other stakeholders who were not
currently serving on the PPDC. Its
mission was to develop an assessment
of key registration review issues as a
basis for the full PPDC to provide EPA
advice and recommendations on issues
and topics related to developing the
Agency’s registration review program.

The workgroup held several public
meetings and teleconferences during the
summer and fall of 2003. At the PPDC
meeting in October 2003, the PPDC
Registration Review Workgroup
presented its recommendations on three
topics. The PPDC endorsed these
recommendations and asked the
workgroup to continue to meet and to
present additional recommendations at
the spring 2004 PPDC meeting. The
PPDC Registration Review Workgroup
resumed its deliberations in January
2004. The PPDC endorsed a second set
of recommendations at the April 2004
PPDC meeting. Meeting minutes and
background information for the
workgroup’s activities in 2003,
including a copy of the October 2003
presentation to the PPDC, may be found
in Docket OPP-2003-0252; meeting
minutes and background information for
the workgroup’s activities in 2004,
including a copy of the April 2004

presentation, may be found in Docket
OPP-2004-0014. You may access these
dockets electronically at the following
internet address: http://docket.epa.gov/
edkpub/index.jsp.

E. Summary of PPDC Recommendations

The PPDC considered a number of
procedural and implementation issues,
as follows:

1. How should pesticides be
scheduled for registration review? The
PPDC took into consideration that
approximately 1,200 active ingredients
and 15,000 products would be subject to
registration review and that new
pesticides will be added in the future.

The PPDC recommended that the
administrative procedures for
scheduling registration review should
not be subjective, resource intensive, or
time-consuming. There should be a
predictable schedule generally based on
a date 15 years from the date of
registration, reregistration, or other
major risk assessment. Specific criteria
for departure from scheduling should be
established by regulation. The Agency
should publish a comprehensive
schedule in the Federal Register and on
the Agency website with regular
updates.

The PPDC considered whether
scheduling procedures could be based
onrisk--“worst first”--but concluded that
scheduling procedures based on this
criterion would be resource intensive
and time-consuming.

2. Should there be different levels of
review? The PPDC recommended that
the degree of assessment not be a “one-
size-fits-all”” process. The workgroup
took into consideration that: (a) Not all
chemicals pose the same risks; (b) the
scope of the program mandates efficient
use of resources; and (c) changes in data
requirements, database, adverse effects
data, science policies, and use and
usage profiles could affect the scope or
depth of a pesticide’s registration
review.

The PPDC developed a flow chart for
the registration review process that
identified points in the review process
where the Agency could determine
whether further review was needed.
Specifically, the process should focus
on identifying what has changed since
the last review and determining whether
existing risk assessments could be used
as the basis of a risk-benefit analysis.

The PPDC recommended that the
registration review process allow for a
streamlined review for pesticides judged
to be low risk and for pesticides with a
stable regulatory history and science.
Pesticides with major complex issues
should receive a more comprehensive
assessment.
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3. How can meaningful public
participation be accomplished? The
PPDC took into consideration that a
pesticide’s registration review would
benefit from early participation by all
stakeholders. It noted that stakeholders
need a predictable schedule to prepare
and participate in registration review
and an understandable process where
opportunities and expectations for
public participation are clear.

The PPDC recommended that the
Agency seek stakeholder input
regarding use profiles, risk assessments,
benefit assessments, risk/benefit
analyses, and risk mitigation measures
and that stakeholder participation
should be commensurate with the level
of review. The PPDC recommended that
the Agency use modern electronic
technology to facilitate stakeholder
access to information and asked the
Agency to establish and maintain an
electronic docket for each pesticide that
would include comprehensive
information about the pesticide,
including history, status, public
comments, and all previous regulatory
decisions.

4. How does registration review relate
to other pesticide program activities?
Because registration review does not
supercede or replace EPA’s other
authorities under FIFRA, the PPDC
recommended that EPA manage risk
issues as they arise rather than relying
exclusively on registration review for
resolving these issues. To the extent
possible, registration review should be a
safety net to help assure that no risk-
related issues have been overlooked.

5. How should EPA initiate a
pesticide’s registration review? The
PPDC found that there is no need for a
registrant to submit an application for
registration review because payment of
annual maintenance fees attests to a
registrant’s willingness to support a
pesticide through the registration review
process. The PPDC advised the Agency
to publish aFederal Register notice to
initiate a pesticide’s registration review.
The notice would announce the public
availability of the documents that the
Agency intends to review in its
assessment of the pesticide. During the
comment period, registrants and other
persons could submit additional
information for the Agency to consider
during registration review.

6. How should EPA encourage early
submission of test data and other
information to support a pesticide’s
registration review? Before the Agency
begins its assessment, registrants and
other stakeholders should be allowed to
comment on the information that the
Agency had placed in the registration
review docket for the pesticide. At this

point, stakeholders could submit data
and other information that would be
pertinent to the review. However, the
PPDC noted that registrants need a clear
understanding of the Agency’s
requirements, guidelines, and issues of
concern to assess what additional
information would be useful. The
Agency should explain how the data
will be used. When necessary, the
Agency should issue DCI notices under
FIFRA section 3(c)(2)(B). The Agency
should support stakeholder efforts to
provide information by providing a
framework for communicating
information needs and by creating an
electronic listserve for use by
stakeholders who wish to participate in
the registration review.

7. What is a registration review
decision? The PPDC identified seven
potential outcomes of a registration
review:

o Registration review concluded—no
changes in current registration are
needed.

o Registration review concluded—
risk mitigation or other action required.
o Registration review concluded—

confirmatory data requested.

o Registration review cannot be
concluded until additional data are
submitted.

¢ Registration review concluded, but
there is ongoing generic DCI or other
action—registration review decision
may be revisited if necessary.

o Registration review concluded—
active ingredient voluntarily canceled.
e Registration review concluded—
FIFRA section 6 cancellation or

suspension action.

F. Feasibility Study

The Agency conducted a feasibility
study to test certain aspects o