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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

Animal and Plant Health Inspection
Service

7 CFR Part 301

[Docket No. 04—032—1]

Japanese Beetle; Domestic Quarantine
and Regulations

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Interim rule and request for
comments.

SUMMARY: We are amending the
Japanese beetle quarantine and
regulations to add the State of Arkansas
to the list of quarantined States. This
action is necessary to prevent the
artificial spread of Japanese beetle into
noninfested areas of the United States.
DATES: This interim rule is effective July
6, 2004. We will consider all comments
that we receive on or before September
7, 2004.

ADDRESSES: You may submit comments
by any of the following methods:

e EDOCKET: Go to http://
www.epa.gov/feddocket to submit or
view public comments, access the index
listing of the contents of the official
public docket, and to access those
documents in the public docket that are
available electronically. Once you have
entered EDOCKET, click on the “View
Open APHIS Dockets” link to locate this
document.

¢ Postal Mail/Commercial Delivery:
Please send four copies of your
comment (an original and three copies)
to Docket No. 04-032-1, Regulatory
Analysis and Development, PPD,
APHIS, Station 3C71, 4700 River Road
Unit 118, Riverdale, MD 20737-1238.
Please state that your comment refers to
Docket No. 04-032-1.

e E-mail: Address your comment to
regulations@aphis.usda.gov. Your
comment must be contained in the body

of your message; do not send attached
files. Please include your name and
address in your message and “Docket
No. 04-032-1" on the subject line.

e Agency Web site: Go to http://
www.aphis.usda.gov/ppd/rad/
cominst.html for a form you can use to
submit an e-mail comment through the
APHIS Web site.

e Federal eRulemaking Portal: Go to
http://www.regulations.gov and follow
the instructions for locating this docket
and submitting comments.

Reading Room: You may read any
comments that we receive on this
docket in our reading room. The reading
room is located in room 1141 of the
USDA South Building, 14th Street and
Independence Avenue, SW.,
Washington, DC. Normal reading room
hours are 8 a.m. to 4:30 p.m., Monday
through Friday, except holidays. To be
sure someone is there to help you,
please call (202) 6902817 before
coming.

Other Information: You may view
APHIS documents published in the
Federal Register and related
information, including the names of
groups and individuals who have
commented on APHIS dockets, on the
Internet at http://www.aphis.usda.gov/
ppd/rad/webrepor.html.

FOR FURTHER INFORMATION CONTACT: Dr.
S. Anwar Rizvi, Program Manager,
Invasive Species and Pest Management,
PPQ, APHIS, 4700 River Road Unit 134,
Riverdale, MD 20737-1236; (301) 734—
4313.

SUPPLEMENTARY INFORMATION:

Background

The Japanese beetle (Popillia
japonica) feeds on fruits, vegetables,
and ornamental plants and is capable of
causing damage to over 300 potential
hosts. The Japanese beetle quarantine
and regulations, contained in 7 CFR
301.48 through 301.48-8 (referred to
below as the regulations), quarantine the
States of Alabama, Connecticut,
Delaware, Georgia, Illinois, Indiana,
Kentucky, Maine, Maryland,
Massachusetts, Michigan, Minnesota,
Missouri, New Hampshire, New Jersey,
New York, North Carolina, Ohio,
Pennsylvania, Rhode Island, South
Carolina, Tennessee, Vermont, Virginia,
West Virginia, Wisconsin, and the
District of Columbia and restrict the
interstate movement of aircraft from
regulated airports in these States in

order to prevent the artificial spread of
the Japanese beetle to noninfested States
where the Japanese beetle could become
established (referred to below as
protected States). The list of
quarantined States, as well as the list of
protected States, can be found in
§301.48.

The Japanese beetle is active during
daylight hours only. Under § 301.48-2
of the regulations, an inspector of the
Animal and Plant Health Inspection
Service (APHIS) may designate any
airport within a quarantined State as a
regulated airport if he or she determines
that adult populations of Japanese beetle
exist during daylight hours at the airport
to the degree that aircraft using the
airport constitute a threat of artificially
spreading the Japanese beetle and
aircraft destined for any of the nine
protected States (Arizona, California,
Colorado, Idaho, Montana, Nevada,
Oregon, Utah, and Washington) may be
leaving the airport.

Also, under § 301.48—4 of the
regulations, aircraft from regulated
airports may move interstate to a
protected State only if: (1) An inspector,
upon visual inspection of the airport
and/or the aircraft, determines that the
aircraft does not present a threat of
artificially spreading the Japanese beetle
because adult beetle populations are not
present; or (2) the aircraft is opened and
loaded only while it is enclosed in a
hangar that APHIS has determined to be
free of and safeguarded against Japanese
beetle; or (3) the aircraft is loaded
during the hours of 8 p.m. to 7 a.m.
(generally non-daylight hours) only or
lands and departs during those hours
and, in either situation, is kept
completely closed while on the ground
during the hours of 7 a.m. to 8 p.m.; or
(4) if opened and loaded during daylight
hours, the aircraft is inspected, treated,
and safeguarded in accordance with the
requirements described in § 301.48—
4(d).

APHIS and State plant health officials
constantly monitor the Japanese beetle
population in the United States.
Trapping surveys indicate that the State
of Arkansas is now infested with the
Japanese beetle. In addition, two new
commercial air carriers have recently
begun service from Little Rock, AR, to
some of those protected Western States
listed in § 301.48(b). In view of these
developments, we have determined that
the State of Arkansas should be listed as
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a quarantined State prior to the start of
the 2004 season of Japanese beetle
activity, which begins in mid-June in
many parts of the country. Therefore, in
this interim rule we are amending the
regulations in § 301.48(a) by adding
Arkansas to the list of quarantined
States.

Emergency Action

This rulemaking is necessary on an
emergency basis to prevent the artificial
spread of Japanese beetle to noninfested
areas of the United States. Under these
circumstances, the Administrator has
determined that prior notice and
opportunity for public comment are
contrary to the public interest and that
there is good cause under 5 U.S.C. 553
for making this rule effective less than
30 days after publication in the Federal
Register.

We will consider comments we
receive during the comment period for
this interim rule (see DATES above).
After the comment period closes, we
will publish another document in the
Federal Register. The document will
include a discussion of any comments
we receive and any amendments we are
making to the rule.

Executive Order 12866 and Regulatory
Flexibility Act

This rule has been reviewed under
Executive Order 12866. For this action,
the Office of Management and Budget
has waived its review under Executive
Order 12866.

We are amending the Japanese beetle
quarantine and regulations to add the
State of Arkansas to the list of
quarantined States. This action is
necessary to prevent the artificial spread
of Japanese beetle into noninfested areas
of the United States.

In 2002, agricultural crop receipts for
the nine Japanese beetle protected States
(Arizona, California, Colorado, Idaho,
Montana, Nevada, Oregon, Utah, and
Washington) totaled $32 billion. A
majority of the agricultural producers in
those States can be classified as small
entities under the guidelines set by the
Small Business Administration (SBA) of
$750,000 or less in annual receipts.
Agricultural production is an important
part of these nine protected States’
economies. The benefits of protecting
these States from Japanese beetle are
worth the slight costs associated with
inspections and/or occasional
treatments within quarantined States as
required by the regulations.

The groups affected by this action will
be air carriers flying from regulated
airports in Arkansas to protected States.
The cost incurred by these entities is not
expected to significantly change due to

the few flights that will ultimately
require treatment. While it is impossible
to know exactly how many flights will
require inspection and/or treatment for
Japanese beetle, the number is expected
to be small.

The majority of air cargo is
transported by large businesses.
According to SBA size standards, an air
carrier with more than 1,500 employees
is considered to be large. The exact
number or percentage of small air
carriers who may be affected is not
currently known, however the economic
impacts will be limited since many
entities are already required to treat
cargo transported to those States
currently listed as protected States.

Under these circumstances, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that this action will not
have a significant economic impact on
a substantial number of small entities.

Executive Order 12372

This program/activity is listed in the
Catalog of Federal Domestic Assistance
under No. 10.025 and is subject to
Executive Order 12372, which requires
intergovernmental consultation with
State and local officials. (See 7 CFR part
3015, subpart V)

Executive Order 12988

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. This rule: (1) Preempts all State
and local laws and regulations that are
inconsistent with this rule; (2) has no
retroactive effect; and (3) does not
require administrative proceedings
before parties may file suit in court
challenging this rule.

Paperwork Reduction Act

This interim rule contains no
information collection or recordkeeping
requirements under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.).

List of Subjects in 7 CFR Part 301

Agricultural commodities, Plant
diseases and pests, Quarantine,
Reporting and recordkeeping
requirements, Transportation.

m Accordingly, 7 CFR part 301 is
amended as follows:

PART 301—DOMESTIC QUARANTINE
NOTICES

m 1. The authority citation for part 301
continues to read as follows:

Authority: 7 U.S.C. 7701-7772; 7 CFR 2.22,
2.80, and 371.3.

Section 301.75-15 also issued under Sec.
204, Title II, Pub. L. 106-113, 113 Stat.

1501A-293; sections 301.75—15 and 301.75—
16 also issued under Sec. 203, Title II, Pub.
L. 106—224, 114 Stat. 400 (7 U.S.C. 1421
note).

§301.48 [Amended]

m 2.In § 301.48, paragraph (a) is

amended by adding the word

“Arkansas,” after the word ‘“Alabama,”.
Done in Washington, DG, this 30th day of

June, 2004.

Kevin Shea,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 04—15214 Filed 7—2—04; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 981
[Docket No. FV04-981-4 IFR]

Almonds Grown in California; Revision
of Quality Control Provisions

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Interim final rule with request
for comments.

SUMMARY: This rule revises the quality
control provisions under the California
almond marketing order (order). The
order regulates the handling of almonds
grown in California and is administered
locally by the Almond Board of
California (Board). Under the order,
handlers receiving almonds from
growers must have them inspected to
determine the percentage of inedible
almonds in each lot. Based on these
inspections, handlers incur an inedible
disposition obligation. This obligation is
calculated by the Board for each variety
of almonds, and handlers must satisfy
the obligation by disposing of inedible
almonds or almond material in outlets
such as oil and animal feed. This rule
changes the varietal classifications of
almonds for which inedible obligations
are calculated. This will allow the Board
to determine handlers’ inedible
disposition obligations by varietal
classifications consistent with handler
reporting requirements and current
industry harvesting and marketing
practices.

DATES: Effective August 1, 2004;
comments received by September 7,
2004 will be considered prior to
issuance of a final rule.

ADDRESSES: Interested persons are
invited to submit written comments
concerning this rule. Comments must be
sent to the Docket Clerk, Marketing
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Order Administration Branch, Fruit and
Vegetable Programs, AMS, USDA, 1400
Independence Avenue SW., STOP 0237,
Washington, DC 20250-0237; Fax: (202)
720-8938, E-mail:
moab.docketclerk@usda.gov, or Internet:
http://www.regulations.gov. All
comments should reference the docket
number and the date and page number
of this issue of the Federal Register and
will be available for public inspection in
the Office of the Docket Clerk during
regular business hours, or can be viewed
at: http://www.ams.usda.gov/fv/
moab.html.

FOR FURTHER INFORMATION CONTACT:
Martin Engeler, Assistant Regional
Manager, California Marketing Field
Office, Marketing Order Administration
Branch, Fruit and Vegetable Programs,
AMS, USDA, 2202 Monterey Street,
Suite 102B, Fresno, California 93721;
telephone: (559) 4875901, Fax: (559)
487-5906; or George Kelhart, Technical
Advisor, 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.
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 Marketing Order No.
981, as amended (7 CFR part 981),
regulating the handling of almonds
grown in California, hereinafter referred
to as the “order.” The order is effective
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. Such
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 the date of the entry of the
ruling.

This rule revises the quality control
provisions under the order. Under the
order, handlers receiving almonds from
growers must have them inspected to
determine the percentage of inedible
almonds in each lot. Based on these
inspections, handlers incur an inedible
disposition obligation. This obligation is
calculated by the Board for each variety
of almonds, and handlers must satisfy
the obligation by disposing of inedible
almonds or almond material in outlets
such as oil and animal feed. This rule
changes the varietal classifications of
almonds for which inedible obligations
are calculated. This will allow the Board
to determine handlers’ inedible
disposition obligations by varietal
classifications consistent with handler
reporting requirements and current
industry harvesting and marketing
practices. This action was unanimously
recommended by the Board at a meeting
on May 20, 2004.

Section 981.42 of the almond
marketing order provides authority for
quality control regulations, including a
requirement that almonds must be
inspected prior to processing (incoming
inspection) to determine, by variety, the
percentage of inedible kernels in each
lot received. The percentage of inedible
kernels are reported to individual
handlers and the Board, by variety, as
determined by the incoming inspection.
The Board then calculates each
handler’s inedible disposition obligation
by variety, and handlers are required to
dispose of a quantity of almonds equal
to their inedible weight obligation.

Section 981.442(a)(2) of the order’s
rules and regulations defines “variety”
for the purpose of calculating handlers’
inedible disposition obligations.
Currently, “variety” is defined as that
variety of almonds which constitutes at
least 90 percent of the almonds in a lot.
Further, if no variety constitutes at least
90 percent of the almonds in a lot, the
lot is classified as “mixed”. One such
mixture is the combination of the Butte
and Padre varieties of almonds, which

have very similar characteristics. It has
become common practice within the
industry to harvest the two varieties
together and sell them under the
marketing classification known as
“California”. In addition to harvesting
and marketing these varieties together,
handlers also present them for
inspection and report them as ‘“‘Butte-
Padre”, rather than “mixed”, regardless
of the percentages of each variety that
comprise the lot. Mixtures of the Butte
and Padre varieties are classified by the
Board as “mixed” for purposes of
calculating inedible disposition
obligations if neither variety constitutes
at least 90 percent of the lot.

To be consistent with the harvesting,
reporting, and marketing of the Butte
and Padre varieties, mixtures of these
varieties should be classified as ‘“‘Butte-
Padre” for the purpose of determining
handlers” inedible disposition
obligations.

Currently, § 981.442(a)(2) also
specifies that in cases where it is not
known which variety constitutes at least
90 percent of a mixed lot, the lot should
be classified as “unknown”. In the past,
very small “door lot” deliveries were
accumulated by gathering almonds from
isolated trees of unknown varieties. This
practice is no longer common in the
industry, and virtually all almond
deliveries consist of known varieties of
almonds. Thus, the use of “unknown”
is no longer necessary or appropriate.

Harvesting, marketing, and reporting
mixtures of Butte and Padre varieties of
almonds together as one varietal type
and reporting lots of unknown varieties
of almonds as ‘““mixed” are now
common practices in the industry. In
order for the Board to calculate
handlers’ inedible disposition
obligations by variety and to be
consistent with current industry
practices, it is necessary to implement
changes to the administrative rules and
regulations. Thus, the Board
recommended that the rules and
regulations be revised.

Section 981.442(a)(2) of the quality
control regulations regarding the
classification of varietal types for the
purpose of determining handlers’
inedible disposition obligations is
therefore revised to add “Butte-Padre”
as the varietal classification for mixed
lots of the Butte and Padre varieties of
almonds, regardless of the percentage of
each variety in the lot. Other mixed
variety lots that do not contain at least
90 percent of one variety will continue
to be classified as “mixed”. Lots of
almonds for which the variety or
varieties are not specified will also be
classified as “mixed”. Accordingly, the
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“unknown” varietal classification is
eliminated.

Initial Regulatory Flexibility Analysis

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this rule on small entities. Accordingly,
AMS has prepared this initial regulatory
flexibility analysis.

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 the 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 6,000
producers of almonds in the production
area and approximately 119 handlers
subject to regulation under the
marketing order. Small agricultural
producers are defined by the Small
Business Administration (13 CFR
121.201) as those having annual receipts
less than $750,000, and small
agricultural service firms are defined as
those whose annual receipts are less
than $5,000,000.

Data for the most recently completed
crop year indicate that about 38 percent
of the handlers shipped over $5,000,000
worth of almonds and about 62 percent
of the handlers shipped under
$5,000,000 worth of almonds. In
addition, based on production and
grower price data reported by the
California Agricultural Statistics Service
(CASS), and the total number of almond
growers, the average annual grower
revenue is estimated to be
approximately $199,000. Based on the
foregoing, the majority of handlers and
producers of almonds may be classified
as small entities.

This rule revises the quality control
provisions under the order. Under the
order, handlers receiving almonds from
growers must have them inspected to
determine the percentage of inedible
almonds in each lot. Based on these
inspections, handlers incur an inedible
disposition obligation. This obligation is
calculated by the Board for each variety
of almonds, and handlers must satisfy
the obligation by disposing of inedible
almonds or almond material in outlets
such as oil and animal feed. This rule
changes the varietal types of almonds
for which inedible obligations are
calculated. This will allow the Board to
determine handlers’ inedible
disposition obligations by varietal types

that are consistent with current industry
harvesting and marketing practices, and
handler reporting requirements.

Specifically, this rule revises
§981.442(a)(2) of the regulations by
adding ‘“‘Butte-Padre” as the varietal
classification for mixed lots of Butte and
Padre almonds, regardless of the
percentage of each variety in the lot.
This rule also designates “mixed” as the
varietal classification for lots of
unidentified varieties of almonds.
Finally, the “unknown” classification is
removed. These revisions will permit
the Board to calculate handlers’ inedible
disposition obligations consistent with
current industry harvesting and
marketing practices, and handler
reporting requirements. This action was
reviewed and unanimously
recommended by the Food Quality and
Safety Committee (FQSC) at its April 27,
2004, meeting, and by the Board at its
meeting held on May 20, 2004.

These revisions are not expected to
have a financial impact on handlers,
including small businesses. The
regulations are applied uniformly on all
handlers, regardless of size. This action
imposes no additional reporting or
recordkeeping requirements on either
small or large California almond
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.

The meetings of the FQSC and the
Board were both widely publicized
throughout the California almond
industry and all interested persons were
invited to attend the meetings and
participate in deliberations on all issues.
Like all committee and Board meetings,
those held on April 27, and May 20,
2004, were public meetings and all
entities, both large and small, were able
to express views on this issue. Finally,
interested persons are invited to submit
information on the regulatory and
informational impacts of this action on
small businesses.

A small business guide on complying
with fruit, vegetable, and specialty crop
marketing agreements and orders may
be viewed at: 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.

This rule invites comments on a
change to the quality control
requirements under the California
almond marketing order. Any comments

received will be considered prior to
finalization of this rule.

After consideration of all relevant
material presented, including the
information and recommendation
submitted by the Board and other
available information, it is hereby found
that this rule, as hereinafter set forth,
will tend to effectuate the declared
policy of the Act.

Pursuant to 5 U.S.C. 553, it is also
found and determined upon good cause
that it is impracticable, unnecessary,
and contrary to the public interest to
give preliminary notice prior to putting
this rule into effect, and that good cause
exists for not postponing the effective
date of this rule until 30 days after
publication in the Federal Register
because: (1) The 2004-05 crop year
begins on August 1, 2004, and quality
control regulations apply to all almonds
received during the entire crop year; (2)
handlers are aware of this action which
was unanimously recommended by the
Board at a public meeting; and (3) this
interim final rule provides a 60-day
comment period, and all comments
timely received will be considered prior
to finalization of this rule.

List of Subjects in 7 CFR Part 981

Almonds, Marketing agreements,
Nuts, Reporting and recordkeeping
requirements.

m For the reasons set forth in the
preamble, 7 CFR part 981 is amended as
follows:

PART 981—ALMONDS GROWN IN
CALIFORNIA

m 1. The authority citation for 7 CFR part
981 continues to read as follows:

Authority: 7 U.S.C. 601-674.

m 2. Section 981.442 is amended by
revising paragraph (a)(2) to read as
follows:

§981.442 Quality control.

(a) * *x %

(1) * Kk %

(2) Variety. For the purpose of
classifying receipts by variety to
determine a handler’s disposition
obligation, “variety” shall mean that
variety of almonds which constitutes at
least 90 percent of the lot: Provided,
That lots containing a combination of
Butte and Padre varieties only, shall be
classified as “Butte-Padre”, regardless of
the percentage of each variety in the lot.
If no variety constitutes at least 90
percent of the almonds in a lot, the lot
shall be classified as ‘““mixed’’: Provided
further, That if the variety or varieties of
almonds in a lot are not identified, the
lot shall be classified as “mixed”,
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regardless of the percentage of each

variety in a lot.
* * * * *

Dated: June 30, 2004.
Kenneth C. Clayton,

Associate Administrator, Agricultural
Marketing Service.

[FR Doc. 04-15278 Filed 7—2—-04; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 25

[Docket No. NM282 Special Conditions No.
25-267-SC]

Special Conditions: Learjet Model 35,
35A, 36, and 36A Series Airplanes;
High Intensity Radiated Fields (HIRF)

AGENCY: Federal Aviation
Administration (FAA) DOT.

ACTION: Final special conditions; request
for comments.

SUMMARY: These special conditions are
issued for Learjet Model 35, 35A, 36,
and 36A series airplanes modified by
Flight Test Associates. These modified
airplanes will have novel and unusual
design features when compared to the
state of technology envisioned in the
airworthiness standards for transport
category airplanes. The modification
incorporates installation of a Honeywell
Model BA-250 altimeter indicator and a
Model AM-250 barometric altimeter.
The applicable airworthiness
regulations do not contain adequate or
appropriate safety standards for the
protection of these systems from the
effects of high-intensity radiated fields
(HIRF). These special conditions
contain the additional safety standards
that the Administrator considers
necessary to establish a level of safety
equivalent to that provided by the
existing airworthiness standards.
DATES: The effective date of these
special conditions is June 3, 2004.
Comments must be received on or
before August 5, 2004.

ADDRESSES: Comments on these special
conditions may be mailed in duplicate
to: Federal Aviation Administration,
Transport Airplane Directorate, Attn:
Rules Docket (ANM-113), Docket No.
NM282, 1601 Lind Avenue SW.,
Renton, Washington 98055-4056; or
delivered in duplicate to the Transport
Airplane Directorate at the above
address. All comments must be marked:
Docket No. NM282.

FOR FURTHER INFORMATION CONTACT: Mr.
Steve Edgar, FAA, Standardization

Branch, ANM-113, Transport Airplane
Directorate, Aircraft Certification
Service, 1601 Lind Avenue SW.,
Renton, Washington 98055-4056;
telephone (425) 227—-2025; facsimile
(425) 227-1149.

SUPPLEMENTARY INFORMATION:

Comments Invited

The FAA has determined that notice
and opportunity for prior public
comment is impracticable because these
procedures would significantly delay
certification of the airplane and thus
delivery of the affected aircraft. In
addition, the substance of these special
conditions has been subject to the
public comment process in several prior
instances with no substantive comments
received. The FAA therefore finds that
good cause exists for making these
special conditions effective upon
issuance; however, the FAA invites
interested persons to participate in this
rulemaking by submitting written
comments, data, or views. The most
helpful comments reference a specific
portion of the special conditions,
explain the reason for any
recommended change, and include
supporting data. We ask that you send
us two copies of written comments.

We will file in the docket all
comments we receive, as well as a
report summarizing each substantive
public contact with FAA personnel
concerning these special conditions.
The docket is available for public
inspection before and after the comment
closing date. If you wish to review the
docket in person, go to the address in
the ADDRESSES section of this preamble
between 7:30 a.m. and 4:00 p.m.,
Monday through Friday, except Federal
holidays.

We will consider all comments we
receive on or before the closing date for
comments. We will consider comments
filed late if it is possible to do so
without incurring expense or delay. We
may change these special conditions
based on the comments we receive.

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

Background

On December 19, 2003, Flight Test
Associates, Incorporated, of Mojave,
California, applied to the FAA, Los
Angeles Aircraft Certification Office, for
a supplemental type certificate (STC) to
modify Learjet Model 35, 35A, 36, and
36A series airplanes. These models are
currently approved under Type

Certificate No. A10CE. The proposed
modification incorporates installation of
the digital Honeywell Model BA-250
altimeter indicator and Model AM—-250
barometric altimeter as primary
altimeters. The information presented
by this equipment is flight critical. The
digital altimeters installed in these
airplanes have the potential to be
vulnerable to high-intensity radiated
fields (HIRF) external to the airplane.

Type Certification Basis

Under the provisions of 14 CFR
21.101, Flight Test Associates must
show that the Learjet Model 35, 35A, 36,
and 36A series airplanes, as changed,
continue to meet the applicable
provisions of the regulations
incorporated by reference in Type
Certificate No. A10CE, or the applicable
regulations in effect on the date of
application for the change. The
regulations incorporated by reference in
the type certificate are commonly
referred to as the “original type
certification basis.”

The regulations incorporated by
reference in Type Certificate No. A10CE
include 14 CFR part 25 as amended by
Amendments 25-2, 25—4, 25-7, 25-10,
and 25-18.

If the Administrator finds that the
applicable airworthiness regulations
(i.e., 14 CFR part 25, as amended) do not
contain adequate or appropriate safety
standards for the modified Learjet
Model 35, 35A, 36, and 36A series
airplanes because of a novel or unusual
design feature, special conditions are
prescribed under the provisions of
§21.16.

In addition to the applicable
airworthiness regulations and special
conditions, the Learjet Model 35, 35A,
36, and 36A series airplanes must
comply with the fuel vent and exhaust
emission requirements of 14 CFR part
34 and the noise certification
requirements of 14 CFR part 36.

Special conditions, as defined in 14
CFR 11.19, are issued in accordance
with § 11.38 and become part of the type
certification basis in accordance with
§21.101.

Special conditions are initially
applicable to the model for which they
are issued. Should Flight Test
Associates apply at a later date for a
supplemental type certificate to modify
any other model included on the same
type certificate to incorporate the same
or similar novel or unusual design
feature, these special conditions would
also apply to the other model under the
provisions of § 21.101.



40538

Federal Register/Vol.

69, No. 128/ Tuesday, July 6, 2004/Rules and Regulations

Novel or Unusual Design Features

As noted earlier, the Learjet Model 35,
35A, 36, and 36A series airplanes
modified by Flight Test Associates will
incorporate new dual primary altimeters
that will perform critical functions.
These systems may be vulnerable to
HIRF external to the airplane. The
current airworthiness standards of part
25 do not contain adequate or
appropriate safety standards for the
protection of this equipment from the
adverse effects of HIRF. Accordingly,
this system is considered to be a novel
or unusual design feature.

Discussion

There is no specific regulation that
addresses protection requirements for
electrical and electronic systems from
HIRF. Increased power levels from
ground-based radio transmitters and the
growing use of sensitive avionics/
electronics and electrical systems to
command and control airplanes have
made it necessary to provide adequate
protection.

To ensure that a level of safety is
achieved equivalent to that intended by
the regulations incorporated by
reference, special conditions are needed
for the Learjet Model 35, 35A, 36, and
36A series airplanes modified by Flight
Test Associates. These special
conditions require that new primary
altimeters that perform critical functions
be designed and installed to preclude
component damage and interruption of
function due to both the direct and
indirect effects of HIRF.

High-Intensity Radiated Fields (HIRF)

With the trend toward increased
power levels from ground-based
transmitters, and the advent of space
and satellite communications, coupled
with electronic command and control of
the airplane, the immunity of critical
digital avionics/electronics and
electrical systems to HIRF must be
established.

It is not possible to precisely define
the HIRF to which the airplane will be
exposed in service. There is also
uncertainty concerning the effectiveness
of airframe shielding for HIRF.
Furthermore, coupling of
electromagnetic energy to cockpit-
installed equipment through the cockpit
window apertures is undefined. Based
on surveys and analysis of existing HIRF
emitters, an adequate level of protection
exists when compliance is shown with
either HIRF protection special condition
paragraph 1 or 2 below:

1. A minimum threat of 100 volts rms
(root-mean-square) per meter electric
field strength from 10 KHz to 18 GHz.

a. The threat must be applied to the
system elements and their associated
wiring harnesses without the benefit of
airframe shielding.

b. Demonstration of this level of
protection is established through system
tests and analysis.

2. A threat external to the airframe of
the field strengths identifed in the
following table for the frequency ranges
indicated. Both peak and average field
strength components from the table are
to be demonstrated.

Field strength (volts per
Frequency meter)
Peak Average
10 kHz—-100 kHz ... 50 50
100 kHz-500 kHz 50 50
500 kHz-2 MHz ... 50 50
2 MHz-30 MHz ..... 100 100
30 MHz-70 MHz ... 50 50
70 MHz-100 MHz 50 50
100 MHz-200 MHz 100 100
200 MHz-400 MHz 100 100
400 MHz-700 MHz 700 50
700 MHz-1 GHz ... 700 100
1 GHz-2 GHz ....... 2000 200
2GHz—4 GHz ........ 3000 200
4 GHz-6 GHz ....... 3000 200
6 GHz-8 GHz ....... 1000 200
8 GHz-12 GHz ..... 3000 300
12 GHz-18 GHz ... 2000 200
18 GHz—-40 GHz ... 600 200

The field strengths are expressed in terms
of peak of the root-mean-square (rms) over
the complete modulation period.

The threat levels identified above are
the result of an FAA review of existing
studies on the subject of HIRF, in light
of the ongoing work of the
Electromagnetic Effects Harmonization
Working Group of the Aviation
Rulemaking Advisory Committee.

Applicability

As discussed above, these special
conditions are applicable to Learjet
Model 35, 35A, 36, and 36A series
airplanes modified by Flight Test
Associates. Should Flight Test
Associates apply at a later date for an
STC to modify any other model
included on Type Certificate No. A10CE
to incorporate the same or similar novel
or unusual design feature, these special
conditions would apply to that model as
well as under the provisions of 14 CFR
21.101.

Conclusion

This action affects only certain novel
or unusual design features on the Learjet
Model 35, 35A, 36, and 36A series
airplanes modified by Flight Test
Associates. It is not a rule of general
applicability and affects only the
applicant who applied to the FAA for

approval of these features on the
airplane.

The substance of these special
conditions has been subjected to the
notice and comment procedure in
several prior instances and has been
derived without substantive change
from those previously issued. Because a
delay would significantly affect the
certification of the airplane, which is
imminent, the FAA has determined that
prior public notice and comment are
unnecessary and impracticable, and
good cause exists for adopting these
special conditions upon issuance. The
FAA is requesting comments to allow
interested persons to submit views that
may not have been submitted in
response to the prior opportunities for
comment described above.

List of Subjects in 14 CFR Part 25

Aircraft, Aviation safety, Reporting
and record keeping requirements.

m The authority citation for these special
conditions is as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701,
44702, 44704.

The Special Conditions

m Accordingly, pursuant to the authority
delegated to me by the Administrator,
the following special conditions are
issued as part of the supplemental type
certification basis for the Learjet Model
35, 35A, 36, and 36A series airplanes
modified by Flight Test Associates:

1. Protection from Unwanted Effects
of High-Intensity Radiated Fields
(HIRF). Each electrical and electronic
system that performs critical functions
must be designed and installed to
ensure that the operation and
operational capability of these systems
to perform critical functions are not
adversely affected when the airplane is
exposed to high intensity radiated
fields.

2. For the purpose of these special
conditions, the following definition
applies:

Critical Functions: Functions whose
failure would contribute to or cause a
failure condition that would prevent the
continued safe flight and landing of the
airplane.

Issued in Renton, Washington, on June 3,
2004.
Franklin Tiangsing,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 04-15037 Filed 7—2—-04; 8:45 am]
BILLING CODE 4910-13-P
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DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2002-SW-25-AD; Amendment
39-13709; AD 2003-13-15 R1]

RIN 2120-AA64

Airworthiness Directives; Schweizer
Aircraft Corporation Model 269A,
269A-1, 269B, 269C, and TH-55A
Helicopters

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment revises an
existing airworthiness directive (AD),
for the specified Schweizer Aircraft
Corporation (Schweizer) model
helicopters, that currently requires
inspecting the lugs on certain aft cluster
fittings and each aluminum end fitting
on certain tailboom struts. Modifying or
replacing each strut assembly within a
specified time period and serializing
certain strut assemblies are also
required. Additionally, a one-time
inspection and repair, if necessary, of
certain additional cluster fittings, and
replacement and modification of certain
cluster fittings within 150 hours time-
in-service (TIS) or 6 months, whichever
occurs first, is required. This
amendment requires the same actions as
the existing AD, but revises the
Applicability section of the AD. This
amendment is prompted by the
discovery of an error in the
Applicability section of the existing AD.
The actions specified by this AD are
intended to prevent failure of a tailboom
support strut or a cluster fitting, which
could cause rotation of a tailboom into
the main rotor blades, and subsequent
loss of control of the helicopter.

DATES: Effective August 10, 2004.

The incorporation by reference of
certain publications listed in the
regulations was approved previously by
the Director of the Federal Register as of
August 12, 2003 (68 FR 40478, July 8,
2003).

ADDRESSES: The service information
referenced in this AD may be obtained
from Schweizer Aircraft Corporation,
P.O. Box 147, Elmira, New York 14902.
This information may be examined at
the FAA, Office of the Regional Counsel,
Southwest Region, 2601 Meacham
Blvd., Room 663, Fort Worth, Texas; or
at the National Archives and Records
Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030,
or go to: http://www.archives.gov/

federal_register/
code_of federal _regulations/
ibr_locations.html.

FOR FURTHER INFORMATION CONTACT:
George Duckett, Aviation Safety
Engineer, FAA, New York Aircraft
Certification Office, Airframe and
Propulsion Branch, 10 Fifth Street, 3rd
Floor, Valley Stream, New York,
telephone (516) 256-7525, fax (516)
568-2716.

SUPPLEMENTARY INFORMATION: A
proposal to amend 14 CFR part 39 by
revising AD 2003-13-15, Amendment
39-13217 (68 FR 40478, July 8, 2003),
for the specified Schweizer helicopters,
was published in the Federal Register
on February 19, 2004 (69 FR 7710). The
action proposed to require certified
persons to:

e Within 10 hours TIS and thereafter
at intervals not to exceed 50 hours TIS,
dye-penetrant inspect the lugs and
replace any cracked cluster fitting;

e Within 150 hours TIS or 6 months,
whichever occurs first, replace or
modify, using kit, part number (P/N)
SA-269K-106—1, each cluster fitting, P/
N 269A2234 and P/N 269A2235;

¢ For strut assemblies, P/N 269A2015
or P/N 269A2015-5, at intervals not to
exceed 50 hours TIS, visually inspect
the strut aluminum end fittings for
deformation or damage, dye-penetrant
inspect the strut aluminum end fittings
for a crack, and replace deformed,
damaged, or cracked parts. Within 500
hours TIS or one year, whichever occurs
first, modify or replace certain part-
numbered strut assemblies;

e Within 100 hours TIS, for Model
269C helicopters, serialize each strut
assembly, P/N 269A2015-5 and
269A2015-11;

e Within 25 hours TIS or 60 days,
whichever occurs first, inspect and
repair cluster fittings, P/N 269A2234-3
and P/N 269A2235-3; and

e Before further flight, replace any
cluster fitting that is cracked or has a
surface defect beyond rework limits.

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the
proposal or the FAA’s determination of
the cost to the public. The FAA has
determined that air safety and the
public interest require the adoption of
the rule as proposed.

The FAA estimates that 1,000
helicopters of U.S. registry will be
affected by the AD. It will take
approximately 2.5 work hours for each
dye-penetrant inspection, 12 work hours
to replace one cluster fitting, 4 work
hours to modify or replace the strut
assembly, 0.25 work hours to serialize

the strut assembly, and 16 work hours
to modify a cluster fitting. The average
labor rate is $65 per work hour.
Required parts will cost approximately
$5 for each fitting inspection, $1,635 to
replace a cluster fitting, $1,500 to
modify or replace the strut assembly,
and $1,688 for each cluster fitting
modification kit (2 cluster fittings).
Based on these figures, the total cost
impact of the AD on U.S. operators is
estimated to be $2,369,248 (assuming
2,000 cluster fittings are inspected, 50
cluster fittings are replaced, 6 strut
assemblies are modified or replaced, 6
strut assemblies are serialized, and
1,010 cluster fittings are modified).

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

For the reasons discussed above, I
certify that this action (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. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, pursuant to the authority
delegated to me by the Administrator,
the Federal Aviation Administration
amends part 39 of the Federal Aviation
Regulations (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. Section 39.13 is amended by
removing Amendment 39-13217 (68 FR
40478, July 8, 2003), and by adding a
new airworthiness directive (AD),



40540 Federal Register/Vol

. 69, No. 128/ Tuesday, July 6, 2004/Rules and Regulations

Amendment 39-13709, to read as
follows:
2003-13-15 R1 Schweizer Aircraft

Corporation: Amendment 39-13709.
Docket No. 2002—SW-25—-AD. Revises

AD 2003-13-15, Amendment 39-13217,
Docket No. 2002—SW-25-AD.
Applicability: Model 269A, 269A-1, 269B,
269C, and TH-55A helicopters, certificated
in any category, with a tailboom support strut

(strut) assembly, part number (P/N)
269A2015 or 269A2015-5; or with a center
frame aft cluster fitting, P/N 269A2234 or
269A2235, and an aft cluster fitting listed in
the following table:

Helicopter model number

Helicopter serial number

With aft cluster fitting, P/N

Model 269C
Model 269C
Model 269A, A-1, B, or C, or TH-55A

0570 through 1165
0500 through 1165
All

269A2234-3.

269A2235-3.

269A2234-3 or 269A2235—
3.

Exception: For the Model 269A, A-1, B, or

C or TH-55A helicopters with cluster fittings,
P/N 269A2234-3 or P/N 269A2235-3,
installed, if there is written documentation in
the aircraft or manufacturer’s records that
shows the cluster fitting was originally sold
by the manufacturer after June 1, 1988, the
requirements of this AD are not applicable.

269A2234

Aft cluster fitting

Left side shown

(269A2235 right side)

BILLING CODE 4910-13-C

Compliance: Required as indicated, unless
accomplished previously.

To prevent failure of a tailboom support
strut or lug on a cluster fitting, which could
cause rotation of a tailboom into the main
rotor blades, and subsequent loss of control
of the helicopter, accomplish the following:

(a) Within 10 hours time-in-service (TIS),
and thereafter at intervals not to exceed 50

Inspect both attachment
fugs (top and bottom sides).
Also, entire cluster fitting
-‘ncluding flange area.

hours TIS, for helicopters with cluster
fittings, P/N 269A2234 or P/N 269A2235:

(1) Using paint remover, remove paint from
the lugs on each cluster fitting. Wash with
water and dry. The tailboom support strut
must be removed prior to the paint stripping.

(2) Dye-penetrant inspect the lugs on each
cluster fitting. See the following Figure 1:
BILLING CODE 4910-13-P

Tailtboom support strat

Tailboom support strut

attachment lugs

Right side cluster fitting shown

Figure 1
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(3) If a crack is found, before further flight,
replace the cracked cluster fitting with an
airworthy cluster fitting.

(b) Cluster fittings, P/N 269A2234 and P/
N 269A2235, that have NOT been modified
with Kit P/N SA-269K-106—-1, are NOT
eligible replacement parts.

(c) Within 150 hours TIS or 6 months,
whichever occurs first, replace each cluster
fitting, P/N 269A2234 and P/N 269A2235,
with an airworthy cluster fitting or modify
each cluster fitting, P/N 269A2234 and P/N
269A2235, with Kit, P/N SA-269K-106-1.
Installing the kit is terminating action for the
50-hour TIS repetitive dye-penetrant
inspection for these cluster fittings. Broken or
cracked cluster fittings are not eligible for the
kit modification.

(d) For helicopters with strut assemblies,
P/N 269A2015 or 269A2015-5, accomplish
the following:

(1) At intervals not to exceed 50 hours TIS:

(i) Remove the strut assemblies, P/N
269A2015 or P/N 269A2015-5.

(ii) Visually inspect the strut aluminum
end fittings for deformation or damage and
dye-penetrant inspect the strut aluminum
end fittings for a crack in accordance with
Step II of Schweizer Service Information
Notice No. N-109.2, dated September 1, 1976
(SIN N-109.2).

(iii) If deformation, damage, or a crack is
found, before further flight, modify the strut
assemblies by replacing the aluminum end
fittings with stainless steel end fittings, P/N
269A2017-3 and -5, and attach bolts in
accordance with Step III of SIN N-109.2; or
replace each strut assembly P/N 269A2015
with P/N 269A2015-9, and replace each strut
assembly P/N 269A2015-5 with P/N
269A2015-11.

(2) Within 500 hours TIS or one year,
whichever occurs first, modify or replace the
strut assemblies in accordance with
paragraph (d)(1)(iii) of this AD.

(e) For the Model 269C helicopters, within
100 hours TIS, serialize each strut assembly,
P/N 269A2015-5 and P/N 269A2015-11, in
accordance with Schweizer Service
Information Notice No. N—108, dated May 21,
1973.

(f) Within 25 hours TIS or 60 days,
whichever occurs first, for cluster fittings, P/
N 269A2234-3 and P/N 269A2235-3,
perform a one-time inspection and repair, if
required, in accordance with Procedures, Part
II of Schweizer Service Bulletin No. B-277,
dated January 25, 2002.

(g) Before further flight, replace any cluster
fitting that is cracked or has surface defects
beyond rework limits with an airworthy
cluster fitting.

(h) To request a different method of
compliance or a different compliance time
for this AD, follow the procedures in 14 CFR
39.19. Contact the Manager, New York
Aircraft Certification Office (NYACO), Engine
and Propeller Directorate, FAA, for
information about previously approved
alternative methods of compliance.

(i) The inspections, modifications or
replacements, and serializing shall be done
in accordance with Schweizer Service
Information Notice No. N-109.2, dated
September 1, 1976; Schweizer Service
Information Notice No. N-108, dated May 21,

1973; and Schweizer Service Bulletin No. B—
277, dated January 25, 2002, as applicable.
The incorporation by reference of those
documents was approved previously by the
Director of the Federal Register, in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51, as of August 12, 2003 (68 FR 40478,
July 8, 2003). Copies may be obtained from
Schweizer Aircraft Corporation, P.O. Box
147, Elmira, New York 14902. Copies may be
inspected at the FAA, Office of the Regional
Counsel, Southwest Region, 2601 Meacham
Blvd., Room 663, Fort Worth, Texas; or at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA, call
202-741-6030, or go to: http://
www.archives.gov/federal_register/
code_of federal _regulations/
ibr_locations.html.

(j) This amendment becomes effective on
August 10, 2004.

Issued in Fort Worth, Texas, on June 24,
2004.
Kim Smith,

Acting Manager, Rotorcraft Directorate,
Aircraft Certification Service.

[FR Doc. 04-15128 Filed 7—2—04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 95-SW-30-AD, Amendment
39-13704, AD 95-26-05 R1]

RIN 2120-AA64
Airworthiness Directives; Robinson

Helicopter Company Model R44
Helicopters

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; rescission.

SUMMARY: This amendment rescinds an
existing Airworthiness Directive (AD)
for Robinson Helicopter Company
(Robinson) Model R44 helicopters,
which currently requires revisions to
the R44 Rotorcraft Flight Manual (RFM).
The RFM revisions limit operations in
high winds and turbulence. The RFM
revisions also provide information about
main rotor stall and mast bumping with
recommendations for avoiding these
situations and additional emergency
procedures for use in certain conditions.
This amendment is prompted by the
FAA’s determination that the
limitations and the procedures required
by that AD are no longer necessary to
correct an unsafe condition. The actions
specified by this AD rescind all the
requirements of AD 95-26-05,
Amendment 39-9463, Docket 95-SW—
30-AD.

DATES: Effective July 6, 2004.

FOR FURTHER INFORMATION CONTACT:
Gordon Acker, FAA, Los Angeles
Aircraft Certification Office, Flight Test
Branch, 3960 Paramount Blvd.,
Lakewood, California 90712—-4137,
telephone (562) 627-5374, fax (562)
627-5210.

SUPPLEMENTARY INFORMATION: A
proposal to amend 14 CFR part 39 by
rescinding AD 95-26-05, Amendment
39-9463, Docket 95—-SW-30—-AD (60 FR
66488, December 22, 1995), for the
Robinson Model R44 helicopters was
published in the Federal Register on
March 26, 2004 (69 FR 15743). That
action proposed to rescind the
limitations and procedures required by
AD 95-26-05.

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the
proposal or the FAA’s determination of
the cost to the public. The FAA has
determined that air safety and the
public interest require the adoption of
the rule as proposed.

The FAA estimates that 515
helicopters of U.S. registry are affected
by AD 95-26-05, and the required
actions take about %2 work hour per
helicopter to do at an average labor rate
of $65 per work hour. Based on these
figures, the total cost impact of the AD
on U.S. operators is estimated to be
$16,738. However, adopting this
rescission eliminates those costs.

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

For the reasons discussed above, I
certify that this action (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. A final evaluation has
been prepared for this action and is
contained in the Rules Docket. A copy
may be obtained from the Rules Docket
at the FAA, Office of the Regional
Counsel, Southwest Region, 2601
Meacham Blvd., Room 663, Fort Worth,
Texas.
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List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety

Adoption of the Amendment

m Accordingly, pursuant to 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. Section 39.13 is amended by
removing Amendment 39-9463 (60 FR
66488, December 22, 1995).

95-26-05 R1 Robinson Helicopter
Company: Amendment 39-13704,
Docket No. 95-SW-30-AD. Rescinds AD
95-26—05, Amendment 39-9463.

Applicability: Model R44 helicopters,
certificated in any category.
This rescission is effective July 6, 2004.

Issued in Fort Worth, Texas, on June 24,
2004.
Kim Smith,

Acting Manager, Rotorcraft Directorate,
Aircraft Certification Service.

[FR Doc. 04-15129 Filed 7—2-04; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Docket No. FAA—-2004-17427; Airspace
Docket No. 04-ACE-27]

Modification of Class E Airspace;
Oshkosh, NE

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Direct final rule; confirmation of
effective date.

SUMMARY: This document confirms the
effective date of the direct final rule
which revises Class E airspace at
Oshkosh, NE.

DATES: Effective Date: 0901 UTC, August
5, 2004.

FOR FURTHER INFORMATION CONTACT:
Brenda Mumper, Air Traffic Division,
Airspace Branch, ACE-520A, DOT
Regional Headquarters Building, Federal
Aviation Administration, 901 Locust,
Kansas City, MO 64106; telephone:

(816) 329-2524.

SUPPLEMENTARY INFORMATION: The FAA
published this direct final rule with a

request for comments in the Federal
Register on May 11, 2004 (69 FR 26029)
and subsequently published corrections
to the direct final rule on May 25, 2004
(69 FR 29653) and June 18, 2004 (69 FR
34054). The FAA uses the direct final
rulemaking procedure for a non-
controversial rule where the FAA
believes that there will be no adverse
public comment. This direct final rule
advised the public that no adverse
comments were anticipated, and that
unless a written adverse comment, or a
written notice of intent to submit such
an adverse comment, were received
within the comment period, the
regulation would become effective on
August 5, 2004. No adverse comments
were received, and thus this notice
confirms that this direct final rule will
become effective on that date.

Issued in Kansas City, MO, on June 21,
2004.
Paul J. Sheridan,
Acting Manager, Air Traffic Division, Central
Region.
[FR Doc. 04—-15249 Filed 7—2-04; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[COTP Savannah—04-066]
RIN 1625-AA00

Safety Zone; Shelter Cove, Hilton Head
Island, SC

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

SUMMARY: The Coast Guard is
establishing a temporary safety zone
extending a radius of 1,000 feet around
the fireworks barge located in Shelter
Cove, Hilton Head Island, SC. This
regulation is necessary to protect life
and property on the navigable waters of
Broad Creek due to possible dangers
associated with fireworks. No vessel
may enter the safety zone without the
permission of the Captain of the Port
Savannah.

DATES: This rule is effective from 8 p.m.
June 15, 2004, until 10 p.m. August 24,
2004.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket, are part of docket [COTP
Savannah-04-066] and are available for
inspection or copying at Coast Guard
Marine Safety Office Savannah, 100 W.
Oglethorpe Ave., Savannah, GA 31401

between 7:30 a.m. and 4 p.m., Monday
through Friday, except Federal
Holidays.

FOR FURTHER INFORMATION CONTACT:

Lieutenant Junior Grade Anthony J.

Quirino, Coast Guard Marine Safety
Office Savannah, 912-652—-4353 Ext
235.

SUPPLEMENTARY INFORMATION:
Regulatory Information

We did not publish a notice of
proposed rulemaking (NPRM) for this
rule. Under 5 U.S.C. 553(b), the Coast
Guard finds that good cause exists for
not publishing a NPRM. Publishing a
NPRM, which would incorporate a
comment period before a final rule
could be issued, would be contrary to
public safety interests since immediate
action is needed to minimize potential
danger to the public.

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

Background and Purpose

The temporary safety zone will be in
effect and enforced in an area extending
a radius of 1,000 feet around the barge
located in Shelter Cove, Hilton Head
Island, SC (32°10’55” N, 080°44” W). The
temporary safety zone will be enforced
from 8 p.m. through 10 p.m. each
Tuesday beginning on June 8, 2004
through August 24, 2004, and from 8
p.m. to 10 p.m. July 4, 2004. Marine
traffic will not be permitted to enter the
safety zone without the permission of
the Captain of the Port Savannah. Any
concerned traffic can contact the
representative of the Captain of the Port
on board U.S. Coast Guard Auxiliary
vessel, which will be on scene
throughout the closure. Traffic needing
permission to pass through this safety
zone can contact the representative for
the COTP on VHF-FM channel 16 or via
phone at (912) 652—-4181.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. It is not “significant” under the
regulatory policies and procedures of
the Department of Homeland Security
(DHS) because marine traffic should be
able to safely transit around the safety
zone and may be allowed to enter the
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zone with the permission of the COTP
or his representative.

Small Entities

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

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities
because small entities and marine traffic
should be able to safely transit around
the safety zone and may be allowed to
enter the zone with the permission of
the COTP.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pubic Law 104—
121), we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.
Small entities may contact the person
listed under FOR FURTHER INFORMATION
CONTACT for assistance in understanding
and participating in this rulemaking. We
also have a point of contact for
commenting on actions by employees of
the Coast Guard. Small businesses may
send comments on the actions of
Federal employees who enforce, or
otherwise determine compliance with,
Federal regulations to the Small
Business and Agriculture Regulatory
Enforcement Ombudsman and the
Regional Small Business Regulatory
Fairness Boards. The Ombudsman
evaluates these actions annually and
rates each agency’s responsiveness to
small business. If you wish to comment
on actions by employees of the Coast
Guard, call 1-888—REG-FAIR (1-888—
734-3247).

Collection of Information

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

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of

compliance on them. We have analyzed
this rule under that Order and have
determined that this rule does not have
implications for federalism.

Unfunded Mandates Reform Act

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

Taking of Private Property

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

Civil Justice Reform

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

Protection of Children

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

Environment

We have analyzed this rule under
Commandant Instruction M16475.1D,
which guides the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded that there are no factors
in this case that would limit the use of
a categorical exclusion under section
2.B.2 of the Instruction. Therefore, this
rule is categorically excluded, under
figure 2—1, paragraph (34)(g), of the
Instruction, from further environmental
documentation. A final “Environmental
Analysis Check List” and a final
“Categorical Exclusion Determination”
are not required for this rule.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,

because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

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

List of Subjects in 33 CFR Part 165

Harbors, Marine Safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701; 50 U.S.C. 191, 195; 33 CFR
1.05—1(g), 6.04—1, 6.04—6, and 160.5; Pub. L.
107-295, 116 Stat. 2064; Department of
Homeland Security Delegation No. 0170.1.
m 2. Add temporary § 165.T07—-108 to
read as follows:

§165.T07-108 Shelter Cove, Hilton Head,
SC.

(a) Location: The Coast Guard is
establishing a temporary safety zone
extending a radius of 1,000 feet around
the fireworks barge located in Shelter
Cove, Hilton Head Island, SC (32°10’55”
N, 080°(44’ W).

(b) Regulations: In accordance with
the general regulations in § 165.23 of
this part, anchoring, mooring or
transiting in this zone is prohibited,
except as provided for herein, or unless
authorized by the Coast Guard Captain
of the Port Savannah, GA or his
representative. Any concerned traffic
can contact the representative of the
Captain of the Port on board U.S. Coast
Guard Auxiliary vessel, which will be
on scene throughout the closure. Traffic
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needing permission to pass through this
safety zone can contact the
representative for the COTP on VHF—
FM channel 16 or via phone at (912)
652—4181.

(c) Enforcement: This rule will be
enforced from 8 p.m. until 10 p.m. each
Tuesday from June 15, 2004, through
August 24, 2004, and from 8 p.m. to 10
p-m. July 4, 2004.

Dated: June 11, 2004.
D.R. Penberthy,

Commander, U. S. Coast Guard, Acting
Captain of the Port Savannah.

[FR Doc. 04-15247 Filed 7—2—-04; 8:45 am]
BILLING CODE 4910-15-U

ADVISORY COUNCIL ON HISTORIC
PRESERVATION

36 CFR Part 800
RIN 3010-AA06

Protection of Historic Properties

AGENCY: Advisory Council on Historic
Preservation.

ACTION: Final rule.

SUMMARY: The Advisory Council on
Historic Preservation (ACHP) has
adopted amendments to the regulations
setting forth how Federal agencies take
into account the effects of their
undertakings on historic properties and
afford the ACHP a reasonable
opportunity to comment, pursuant to
Section 106 of the National Historic
Preservation Act (NHPA). Most of the
amendments respond to court decisions
which held that the ACHP could not
require a Federal agency to change its
determinations regarding whether its
undertakings affected or adversely
affected historic properties, and that
Section 106 does not apply to
undertakings that are merely subject to
State or local regulation administered
pursuant to a delegation or approval by
a Federal agency. Other amendments
clarify an issue regarding the time
period for objections to “No Adverse
Effect” findings and establish that the
ACHP can propose an exemption to the
Section 106 process on its own
initiative, rather than needing a Federal
agency to make such a proposal.

DATES: These amendments are effective
August 5, 2004.

FOR FURTHER INFORMATION CONTACT: If
you have questions about the
amendments, please call the Office of
Federal Agency Programs at 202—-606—
8503, or e-mail us at achp@achp.gov.
When calling or sending an e-mail,
please state your name, affiliation and
nature of your question, so your call or

e-mail can then be routed to the correct
staff person.

SUPPLEMENTARY INFORMATION: The
information that follows has been
divided into five sections. The first one
provides background information
introducing the agency and
summarizing the history of the
rulemaking process. The second section
highlights the amendments incorporated
into the final rule. The third section
describes, by section and topic, the
ACHP’s response to public comments
on this rulemaking. The fourth section
provides the impact analysis section,
which addresses various legal
requirements, including the Regulatory
Flexibility Act, the Paperwork
Reduction Act, the National
Environmental Policy Act, the
Unfunded Mandates Act, the
Congressional Review Act and various
relevant Executive Orders. Finally, the
fifth section includes the text of the
actual, final amendments.

I. Background

Section 106 of the National Historic
Preservation Act of 1966, as amended,
16 U.S.C. 470f, requires Federal
agencies to take into account the effects
of their undertakings on properties
included, or eligible for inclusion, in the
National Register of Historic Places
(“National Register”’) and to afford the
Advisory Council on Historic
Preservation (““ACHP”’) a reasonable
opportunity to comment on such
undertakings. The regulations
implementing Section 106 are codified
at 36 CFR part 800 (2001) (““Section 106
regulations”).

On September 18, 2001, the Federal
District Court for the District of
Columbia (“district court”) upheld the
Section 106 regulations against several
challenges. Nevertheless, the district
court invalidated portions of two
subsections of the Section 106
regulations insofar as they allowed the
ACHP to reverse a Federal agency’s
findings of “No Historic Properties
Affected” (previous Sec. 800.4(d)(2))
and “No Adverse Effects” (previous Sec.
800.5(c)(3)). See National Mining Ass’n
v. Slater, 167 F. Supp. 2d 265 (D.D.C.
2001)(NMA v. Slater); and Id. (D.D.C.
Oct. 18, 2001)(order clarifying extent of
original order regarding Section
800.4(d)(2) of the Section 106
regulations).

Prior to the district court decision, an
objection by the ACHP or the State
Historic Preservation Officer / Tribal
Historic Preservation Officer (‘“SHPO/
THPO”) to a “‘No Historic Properties
Affected” finding required the Federal
agency to proceed to the next step in the
process, where it would assess whether

the effects were adverse. An ACHP
objection to a “No Adverse Effect”
finding required the Federal agency to
proceed to the next step in the process,
where it would attempt to resolve the
adverse effects.

On appeal by the National Mining
Association, the D.C. Circuit Court of
Appeals (“D.C. Circuit”) ruled that
Section 106 does not apply to
undertakings that are merely subject to
State or local regulation administered
pursuant to a delegation or approval by
a Federal agency, and remanded the
case to the district court. National
Mining Ass’n v. Fowler, 324 F.3d 752
(D.C. Cir. 2003)(NMA v. Fowler). On
September 4, 2003, the district court
issued an order declaring sections
800.3(a) and 800.16(y) invalid to the
extent that they applied Section 106 to
the mentioned undertakings, and
remanding the matter to the ACHP.

On September 25, 2003, through a
notice of proposed rulemaking
(NPRM)(68 FR 55354-55358), the ACHP
proposed amendments to the mentioned
subsections of the Section 106
regulations so that they would comport
with the mentioned court rulings, while
still being consistent with the purpose
of helping Federal agencies avoid
proceeding with a project under an
erroneous determination that the project
would not affect or adversely affect
historic properties, and still triggering
Section 106 compliance responsibilities
for Federal agencies when they approve
or fund State-delegated programs. A
related, proposed amendment would
clarify that even if a SHPO/THPO
concur in a “No Adverse Effect”
finding, the ACHP and any consulting
party still have until the end of the 30
day review period to file an objection.
Such objections would require the
Federal agency to either resolve the
objection or submit the dispute to the
ACHP for its non-binding opinion.
Finally, the ACHP also took the
opportunity in that notice to submit an
amendment to clarify that the ACHP
could propose an exemption to the
Section 106 process on its own
initiative, rather than needing a Federal
agency to make such a proposal.

After considering the public
comments, during its business meeting
on May 4, 2004, the ACHP unanimously
adopted the final amendments to the
Section 106 regulations that appear at
the end of this notice of final rule.
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II. Highlights of Amendments

ACHP Review of “No Historic Properties
Affected” and “No Adverse Effect”
Findings

As stated above, the district court
held that the asserted power of the
ACHP to reverse Federal agency
findings of “No Historic Properties
Affected” and “No Adverse Effect”
exceeded the ACHP’s legal authority
under the NHPA. Accordingly, the final
amendments make it clear that ACHP
opinions on these effect findings are
advisory and do not require Federal
agencies to reverse their findings.

The final amendments still require a
Federal agency that makes an effect
finding and receives a timely objection
to submit it to the ACHP for a specified
review period. Within that period, the
ACHP will then be able to give its
opinion on the matter to the agency
official and, if it believes the issues
warrant it, to the head of the agency.
The agency official, or the head of the
agency, as appropriate, would take into
account the opinion and provide the
ACHP with a summary of the final
decision that contains the rationale for
the decision and evidence of
consideration of the ACHP’s opinion.
However, the Federal agency would not
be required to abide by the ACHP’s
opinion on the matter.

The amendments also change the time
period for the ACHP to issue its opinion
regarding “No Adverse Effect” findings,
by allowing the ACHP extend it 15 days.
This change is deemed necessary since,
among other things, the ACHP opinions
may now be addressed to the head of
the agency, and would therefore more
likely be ultimately formulated by
ACHP members, as opposed to such
tasks being mostly delegated to the staff.
Such formulation of opinions by ACHP
members is expected to require more
time considering that these ACHP
members are Special Government
Employees who reside in different areas
of the country and whose primary
employment lies outside the ACHP.

In response to public comments, as
detailed in the third section of this
preamble, the ACHP made several
changes to the originally proposed
amendments:

(1) When the ACHP decides to send
its opinion regarding effect findings to
the head of an agency, that decision
must be guided by the criteria of
appendix A of the Section 106
regulations;

(2) If the ACHP decides to object on
its own initiative to an agency finding
of effect within the initial 30-day review
period open to SHPO/THPOs and
consulting parties, the ACHP must

present its opinion to the agency at that
time, rather than merely objecting and
triggering the separate ACHP review
period for objection referrals;

(3) The head of an agency that has
received an ACHP opinion on an effect
finding may delegate the responsibility
of preparing the response to that
opinion to the Senior Policy Official of
his/her agency;

(4) When requesting the ACHP to
review effect findings, Federal agencies
must notify all consulting parties about
the referral and make the request
information available to the public;

(5) Regarding findings of “no adverse
effect,” the default period for ACHP
review is 15 days. However, the ACHP
may extend that time an additional 15
days so long as it notifies the Federal
agency prior to the end of the initial 15
day period;

(6) The amendments now clarify that,
when an agency and SHPO/THPO
disagree regarding a finding of “no
historic properties affected,” the Federal
agency has the option of either resolving
the disagreement or submitting the
matter for ACHP review; and

(7) The ACHP will retain a record of
agency responses to ACHP opinions on
findings of effect, and make such
information available to the public.

Clarification of the 30-Day Review
Period for No Adverse Effect Findings

As stated in the NPRM, questions had
arisen under the Section 106 regulations
as to whether a Federal agency could
proceed with its undertaking
immediately after the SHPO/THPO
concurred in a finding of “No Adverse
Effect.” The Section 106 regulations
specify a 30-day review period, during
which the SHPO/THPO, the ACHP and
other consulting parties can lodge an
objection. The result of such an
objection is that the Federal agency
must submit the finding to the ACHP for
review. If the SHPO/THPO concurs, for
example, on the fifth day of the 30 day
period, the language prior to these final
amendments may have given some the
erroneous impression that this would
cut off the right of other parties to object
thereafter within the 30 day period (e.g.,
on the 15th or 28th day).

The final amendment provides clearer
language, consistent with the original
intent expressed in the preamble to the
previous iteration of the Section 106
regulations (‘‘the SHPO/THPO and any
consulting party wishing to disagree to
the [no adverse effect] finding must do
so within the 30 day review period,” 65
FR 77720 (December 12, 2000)
(emphasis added)) and in subsequent
ACHP guidance on the regulations
(“Each consulting party has the right to

disagree with the [no adverse effect]
finding within that 30-day review
period;” www.achp.gov/
106q&a.html#800.5). All consulting
parties have the full 30 day review
period to object to a no adverse effect
finding regardless of SHPO/THPO
concurrence earlier in that period.

As explained below, a few public
comments objected to this amendment.
However, the ACHP decided to leave
the language regarding this issue as it
was proposed in the NPRM.

Authorization of the ACHP to Initiate
Section 106 Exemptions

Under the Section 106 regulations
prior to these final amendments, in
order for the ACHP to begin its process
of considering an exemption, the ACHP
needed to wait for a Federal agency to
propose such an exemption. Under the
final amendments, the ACHP will be
able to initiate the process for an
exemption on its own.

As stated in the NPRM, the ACHP
believes it is in a unique position, as
overseer of the Section 106 process, to
find situations that call for a Section 106
exemption and to propose such
exemptions on its own. There may also
be certain types of activities or types of
resources that are involved in the
undertakings of several different Federal
agencies that would be good candidates
for exemptions when looking at the
undertakings of all of these agencies, but
that may not be a high enough priority
for any single one of those agencies to
prompt it to ask for an exemption or to
ask for it in a timely fashion. The ACHP
will now be able to step into those
situations and propose such exemptions
on its own, and then follow the already
established process and standards for
such exemptions.

As detailed in the third section of this
notice, there were several comments on
this part of the amendments. However,
as explained below, the ACHP decided
to not make any changes to this part of
the proposed amendments.

ACHP Review of Objections Within the
Process for Agency Use of the NEPA
Process for Section 106 Purposes

A public comment correctly pointed
out that the proposed amendments
failed to adjust the process regarding
NEPA/106 reviews (under section
800.8(c)) in accordance with the NMA v.
Slater decision. If left unchanged, that
process could have been interpreted as
allowing the ACHP to overturn agency
findings of effect.

Accordingly, the final amendments
change that process to comport with the
NMA v. Slater decision, in a manner
consistent with the final amendments
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regarding the review of effects under the
regular Section 106 process at sections
800.4(d) and 800.5(c).

Applicability of Section 106 to
Undertakings That Are Merely Subject
to State or Local Regulation
Administered Pursuant To a Delegation
or Approval by a Federal Agency

As explained above and in the NPRM,
the D.C. Circuit held that Section 106
does not apply to undertakings that are
merely subject to State or local
regulation administered pursuant to a
delegation or approval by a Federal
agency. Accordingly, the final
amendment removes those types of
undertakings from the definition of the
term ‘“‘undertaking” on section
800.16(y).

Formerly, an individual project would
trigger Section 106 due to its regulation
by a State or local agency (through such
actions as permitting) pursuant to
federally-delegated programs such as
those under the Surface Mining Control
and Reclamation Act, 30 U.S.C. 1201 et
seq. Under the final amendment, such
State or local regulation will not, by
itself, trigger Section 106 for those
projects.

Nevertheless, it is the opinion of the
ACHP that the Federal agency approval
and/or funding of such State-delegated
programs does require Section 106
compliance by the Federal agency, as
such programs are ‘“undertakings”
receiving Federal approval and/or
Federal funding. Accordingly, Federal
agencies need to comply with their
Section 106 responsibilities regarding
such programs before an approval and/
or funding decision on them. Agencies
that are approaching a renewal or
periodic assessment of such programs
may want to do this at such time.

Due to the inherent difficulties in
prospectively foreseeing the effects of
such programs on historic properties at
the time of the program approval and/
or funding, the ACHP believes that
Section 106 compliance in those
situations should be undertaken
pursuant to a program alternative per 36
CFR 800.14. For example, that section of
the regulations provides that
“Programmatic Agreements” may be
used when “* * * effects on historic
properties cannot be fully determined
prior to approval of an undertaking; [or]
* * * when nonfederal parties are
delegated major decisionmaking
responsibilities * * *”” 36 CFR
800.14(b)(1). The ACHP stands ready to
pursue such alternatives with the
relevant Federal agencies.

While there were various comments
on this part of the amendments and the
explanatory material of the NPRM, the

ACHP decided not to change the
amendments regarding this issue. See
the discussion of those comments,
below.

III. Response to Public Comments

Following is a summary of the public
comments received in response to the
NPRM, along with the ACHP’s response.
The public comments are printed in
bold typeface, while the ACHP response
follows immediately in normal typeface.
They are organized according to the
relevant section of the proposed rule or
their general topic.

NMA v. Slater and Sayler Park Case

Several public comments asked the
ACHP to mention a case out of a District
Court in Ohio. In that case, Sayler Park
Village Council v. U.S. Army Corps of
Engineers, 2002 WL 32191511 (S.D.
Ohio Dec. 30, 2002); 2003 WL 22423202
(S.D. Ohio Jan. 17, 2003) (Sayler Park),
the judge specifically disagreed with the
NMA v. Slater decision regarding the
ACHP’s authority to overturn agency
effect findings. These public comments
also argued that the Sayler Park decision
relieved the ACHP from amending the
Section 106 regulations.

The Sayler Park case involved a Corps
of Engineers (Corps) Clean Water Act
permit needed for the construction of a
barge loading facility. A group of
residents who lived near the proposed
facility sued the Corps alleging that it
had issued the permit in violation of
Section 106. While the Corps
determined that the undertaking would
not have an effect on historic properties,
the SHPO and others disagreed and
argued that the Corps should continue
the Section 106 process. The Corps
upheld its determination of no effect
and, based on the NMA v. Slater
decision, decided its Section 106
responsibilities were concluded. It then
issued the permit and this lawsuit
followed.

The Sayler Park court expressly
disagreed with the NMA v. Slater
holding that section 800.4(d)(2) of the
Section 106 regulations was substantive
and therefore beyond the scope of the
ACHP’s authority. As explained above,
that section required an agency to move
to the next step of the Section 106
process if, among other things, the
ACHP and/or SHPO/THPO disagreed
with its finding that no historic
properties would be affected by the
undertaking. The court in Sayler Park
held that this provision of the
regulations was not substantive because,
rather than restraining the agency’s
ability to act, it merely added a layer of
consultation (“* * * no matter the
process, the agency never loses final

authority to make the substantive
determination * * *”).

The ACHP presented a similar
argument to the NMA v. Slater judge.
The ACHP continues to believe that
neither this provision nor the similar
one regarding ‘“‘no adverse effects” (nor
any other provisions of the regulations
for that matter) were substantive. None
of these provisions imposed an outcome
on a Federal agency as to how it would
decide whether or not to approve an
undertaking. They merely provided a
process that assured that the Federal
agency took into account the effects of
the undertaking on historic properties.
They did not impose in any way
whatsoever how such consideration
would affect the final decision of the
Federal agency on the undertaking.
They did not provide anyone with a
veto power over an undertaking. See 65
FR 77698, 77715 (Dec. 12, 2000).

While the ACHP still disagrees with
the NMA v. Slater partial invalidation of
sections 800.4(d)(2) and 800.5(c)(3), it
nevertheless believes it must proceed
with the amendments in this
rulemaking. The NMA v. Slater court
(the D.C. District Court) has direct
jurisdiction over the ACHP and has
issued specific orders (1) partially
invalidating the provisions that are the
main subject of these amendments and
(2) remanding these matters to the
ACHP for action consistent with its
decisions. Moreover, as opposed to the
situation in the Sayler Park cases, the
ACHP was a party before the court in
the NMA cases. The ACHP is not
confronted with conflicting orders from
different courts. Under these
circumstances, the ACHP did not
believe it had the option of ignoring the
NMA v. Slater and NMA v. Fowler
decisions and orders, despite the
ACHP’s disagreement with them. It
therefore has proceeded with this
rulemaking, which now has culminated
with the amendments described herein.

Sections 800.4(d) and 800.5(c)—Review
of “No Historic Properties Affected”” and
“No Adverse Effect” Findings

Make the stipulation regarding “‘no
historic properties affected” consistent
with that regarding “no adverse effect”
objections, and direct an agency and
SHPO/THPO to continue to consult
when there is disagreement with an
agency’s determination, as opposed to
requiring automatic referral to the
ACHP. It was not the purpose of the
ACHP to foreclose the opportunity of
Federal agencies and SHPO/THPOs to
attempt to work out their differences
regarding this finding. Therefore, the
amendments now explicitly state that,
upon disagreement, Federal agencies
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“shall either consult with the objecting
party to resolve the disagreement, or
forward the finding and supporting
documentation to the Gouncil” for
review. See Section 800.4(d)(1)(ii).

If the option is invoked by the ACHP
to require decisions from agency heads
in other than very rare instances, the
work of Federal agencies could be
seriously impeded (particularly those
agencies with multi-member agency
heads like the FCC). Even if used
sparingly, this would delay the
deployment of needed service to the
public, and could also delay FCC
consideration of other important issues
of telecommunications policy having no
historic preservation implications. If the
ACHP concludes that these provisions
are necessary and within its statutory
authority, we urge the ACHP to invoke
the proposed rules sparingly with a
view toward requiring a response from
agency heads only in cases presenting
the most significant questions of law or
policy or having such magnitude as to
potentially cause the destruction of, or
other very significant impact on,
historic properties. The ACHP believes
it has the legal authority to issue
comments on agency effect findings to
the heads of agencies. Among other
things, the statutory language of Section
106 specifies that “[t/he head of any
such Federal agency shall afford the
Advisory Council on Historic
Preservation * * * areasonable
opportunity to comment with regard to
such undertaking.” 16 U.S.C. 470f
(emphasis added). A more than
reasonable interpretation of that
statutory language would indicate that
the ACHP could provide its opinion on
the effects of an undertaking to the head
of an agency. Now that such ACHP’s
opinions on effects are advisory, this
could be the ACHP’s last reasonable
opportunity to comment on the
undertaking within the Section 106
process. Nevertheless, in response to
this and other similar comments, the
ACHP has changed the proposed
amendments so that the head of an
agency can delegate the duty of
responding to the ACHP’s opinions on
effects to the agency’s Senior Policy
Official. The Senior Policy Official, as
now defined in the Section 106
regulations, is the senior policy level
official designated by the head of the
agency pursuant to Section 3(e) of
Executive Order 13287. In addition, the
final amendments provide that ACHP
decisions to issue opinions to heads of
agencies must be guided by the criteria
of appendix A to the regulations.

In consultations where the ACHP has
entered the process, there appears to be
no good reason to allow the ACHP to

object and appeal to itself. Doing so
merely adds unnecessary expense and
delay to an already overly burdensome
process. * * * If the ACHP desires to
object to the finding, it should do so and
communicate its comments to the
agency within the original 30-day
review period. The ACHP has changed
the proposed amendments in response
to this and other similar comments. The
amendments regarding effect findings,
as originally proposed, could allow the
ACHP to object twice to Federal agency
findings of effect: once during the initial
30-day period for parties to review the
finding, and a second time once the
agency finalized its finding and, upon
objection, needed to refer the matter to
the ACHP for an advisory opinion
within a separate review period. This
could have allowed the ACHP to object
in the initial period and then object
again, thereby giving the ACHP two
independent opportunities to review
and object to the finding. This was not
intended. The amendments were edited
so that if the ACHP provides a written
objection to the agency within the initial
30-day review period, the agency does
not need to refer the same matter to the
ACHP for the “second” review.
However, the ACHP written objection in
the initial 30-day period would be
subject to the same conditions that
would have applied for the “second”
referral (e.g., ACHP discretion to send
the opinion to the head of the agency;
and requirement that a response come
from the agency head or the Senior
Policy Official if the matter is sent to the
head of the agency).

The ACHP is not required to respond
to frivolous or unfounded objections, or
in fact to objections of any kind, but as
written in these amendments, the full
30-day delay from the filing of such
objections is automatic and
unavoidable. In order to limit
unnecessary objections and minimize
wasteful delay, objections that trigger a
30-day review ought to be limited to
written objections that assert and
substantiate a substantial likelihood of
significant adverse effect, consisting of
damage or destruction to a highly
important historic property. Another
proposed idea is to add a process for
agencies or applicants to dismiss
insufficiently supported objections. The
ACHP disagrees. While the ACHP may
(and does) disagree with certain SHPO/
THPO objections from time to time, it
does not believe such objections are
frivolous or unfounded. Moreover, with
regard to objections to ‘“no adverse
effect” findings, the ACHP has changed
the proposed amendments so that the
default time period for ACHP response

is 15 days. An objection that is frivolous
or unfounded would, at worst, only
cause a 15 day delay in the process. The
documentation that agencies are already
required to provide the ACHP would
adequately show the seriousness (or
lack thereof) of objections. Particularly
with regard to the idea of a motion to
dismiss process, the ACHP also does not
believe that adding such an additional
layer of process would achieve much in
terms of saving time or providing for
predictability. As the comment itself
points out, time (the comment suggests
ten days) would be needed for the
ACHP to consider and dispose of such
motions to dismiss, not to mention the
time for the agency or applicant to draft
and provide the ACHP with the motion
itself. In addition, this additional layer
of process would provide a further area
of potential, time-consuming litigation
for those who want to challenge an
ACHP’s decision to dismiss their
objection. Moreover, inserting this
motion to dismiss process into the
regulations would further clutter what
many industry commenting parties
deem to be an overly complicated
process. Finally, the comment provides
no basis for limiting the analysis to
“significant” adverse effects or “highly
important” historic properties. As
explained in the preambles to previous
iterations of the Section 106 regulations
and case law, the ACHP believes it has
properly defined the “adverse effects”
that should be considered in the Section
106 process, and properly defined the
scope of “historic properties” to be
considered in the process. See NMA v.
Slater.

The proposal exceeds the standards
explained in the NMA v. Slater case, in
that it imposes a further procedural
requirement, after the agency has made
a determination of effect, which
additional requirement is obviously
designed to put pressure on the agency
to reconsider or reverse its decision. The
ACHP disagrees. The amendments do
not exceed the standards explained in
the NMA v. Slater case. The court
partially invalidated sections 800.4(d)(2)
and 800.5(c)(3) insofar as they forced an
agency to proceed to the next step of the
process when the ACHP objected to
such agency’s effect finding, because the
court viewed this as the ACHP
effectively reversing the agency’s
substantive effect findings. The
amendments make it clear that the
ACHP’s opinions on effect findings are
not binding on the agency and that only
the agency can reverse its own findings.
If the agency disagrees with the ACHP’s
opinion as to whether there is an effect
or an adverse effect, the agency



40548

Federal Register/Vol.

69, No. 128/ Tuesday, July 6, 2004/Rules and Regulations

responds to the ACHP opinion and is
done with the Section 106 process.

The ACHP should be required to keep
and report statistics, as a part of its
annual report, on the number of times
that federal agencies have bypassed the
Section 106 process by maintaining
initial findings of no effect and no
adverse effect despite SHPO/THPO and
ACHP objections. This and similar
comments reflected the opinion that
certain Federal agencies, knowing that
the ACHP could no longer “overturn”
their findings of effect, would take
advantage of the situation and be more
willing to make questionable findings of
“no historic properties affected” or “no
adverse effects.” The ACHP has changed
the proposed amendments so that they
now include a requirement for the
ACHP to keep track of how agencies
respond to ACHP opinions regarding
effects, and make a report of such data
available to the public. This will help
the ACHP in overseeing the Section 106
process. The ACHP intends to use this
information in order to, among other
things, bring any recurring problems to
the heads of the relevant agencies and
suggest ways in which they can improve
the effectiveness, coordination, and
consistency of their policies and
programs with those of the NHPA. See
16 U.S.C. 470j(a)(6). The ACHP decided
that, in order to present a fuller and
more accurate picture, the information
to be collected must include not only
the occasions where an agency proceeds
in disagreement with the ACHP, but
also those occasions where an agency
changes its finding in accordance with
the ACHP advice. The ACHP will also
keep track of the instances where the
ACHP decides to not respond to an
agency referral of an objection. Finally,
while the ACHP will maintain
discretion as to how it makes this
information available to the public, its
intent is to be flexible in using
mechanisms such as its web-site or
other means. The ACHP will not require
members of the public to file Freedom
of Information Act requests in order to
get that information.

While there is great value in a process
that would allow time for the ACHP to
comment to the head of a federal agency
where the issue warrants, many of the
review requests that the ACHP will
receive will not warrant such attention.
In the interest of streamlining the
compliance process, a 15-day review
period for “no adverse effect”
determinations is adequate for most of
these requests, and an amendment
could provide for a 30-day review
period in certain situations. Specific
criteria, such as those contained in
Appendix A of the current regulations,

are needed to provide a threshold
between standard staff review and full
ACHP involvement. The ACHP received
this and other similar comments. In
response, the ACHP decided to change
the amendments so that when it
receives a referral for review of a “no
adverse effect” objection, the default
time period for such review is 15 days.
If the ACHP deems that it needs more
time, it can extend the review period an
additional 15 days so long as it notifies
the agency. This allows simple or weak
objections to be dispatched sooner,
while also allowing the ACHP staff and/
or membership to better manage their
workload so that they can dedicate the
necessary time to properly review and
respond to objections that present more
significant and complex issues. The
ACHP does not believe that the 15
additional days, when actually invoked
by the ACHP, would seriously affect
project planning and could be
accommodated by agencies in their
establishment of the project review and
approval schedule. Finally, in response
to this and similar comments, the ACHP
changed the amendments so that an
ACHP decision to send its opinion to
the head of an agency must be guided
by appendix A of the regulations.

At the very least, agencies should be
required to copy SHPOs on the
documentation submitted to the ACHP
when an objection is referred to the
ACHP. Absent this, the SHPOs will have
no assurance that their position has
been accurately represented to the
ACHP or that the documentation
provided by the agency is the same as
that submitted to the SHPO for review—
or, for that matter, that the project has
been forwarded to the ACHP. In
response to this and other similar
comments, the ACHP changed the
proposed amendments so that agencies
are now required to notify consulting
parties (which includes SHPO/THPOs)
that a referral has been made to the
ACHP and to make the information
packet sent to the ACHP available to the
public. It is the understanding of the
ACHP that many agencies already
proceed in this way anyhow.

Provide for Tribes and THPOs to
request additional time for review,
rather than allowing the federal agency
to wait out an absolute cut-off time of
thirty (30) days. The ACHP believes that
the amendments strike an appropriate
balance between the need for an
adequate time period for review, and the
need for projects decisions to be made
in a timely manner and within a
predictable time frame. However, the
ACHP strongly encourages Federal
agencies to facilitate effective tribal

involvement by being receptive to tribal
requests for additional time for review.

Strike “assume concurrence with the
agency’s finding” and replace with
“proceed in accordance with the agency
official’s original finding.” No reason for
the agency to assume anything about the
ACHP’s position due to its silence. The
ACHP agrees that the terminology
regarding ‘‘assuming concurrence’” may
not necessarily reflect the position of
the entity that fails to respond within
the regulatory time frame. Accordingly,
that terminology has been removed.
Nevertheless, the legal and procedural
effect of a failure to respond within the
provided time frame remains exactly the
same as before (e.g., “the agency
official’s responsibilities under section
106 are fulfilled” if neither the ACHP
nor the SHPO/THPO object to a no
historic properties affected finding
within the 30-day review period).

Concerned about the requirement that
the agency provide “evidence” that the
agency considered the ACHP’s opinion.
We understand the need of the agency
to provide a responsive reply to the
ACHP, however the Department finds
this requirement confusing, overly
burdensome, and unjustified. The ACHP
clarifies that this requirement for
providing “evidence” simply means
that the agency’s written response must
explain the agency’s rationale for either
following or not following the ACHP
opinion so that the document reflects
the fact that the agency actually
considered the ACHP opinion.

Require the agency to prepare
additional documentation for the
ACHP’s review, beyond the existing
requirements of 36 CFR 800.11(d)-(e).
This should specifically include
responses from the agency to any
objections raised by a consulting party
or the SHPO/THPO, for both “no
historic properties affected”” and “no
adverse effect” findings. Several
comments raised this issue. However, it
has been the ACHP’s experience that the
current documentation requirements at
the cited provision of the regulations are
sufficient for the ACHP to carry out an
informed and adequate review.
Moreover, it is the ACHP’s experience
that in most, if not all, cases of objection
referrals to the ACHP, the Federal
agencies explain why they believe the
objection is incorrect. This explanation
necessarily responds to the objection
itself.

If the SHPO/THPO or a consulting
party disagrees with the agency’s
determination regarding effects, require
the finding to be certified by the Federal
Preservation Officer, and/or another
agency official who is a historic
preservation professional, meeting the
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Secretary of the Interior’s Professional
Qualifications Standards, 62 FR 33707
(June 20, 1997), prior to sending the
finding to the ACHP for review. The
ACHP declined to follow the
recommendation in this comment.
Many Federal agencies have historic
preservation professionals in their staff
who review and/or develop agency
findings in the Section 106 process. In
addition, other professionals at the
SHPO/THPO offices, and sometimes the
ACHP, also review the findings in the
course of the normal process.
Accordingly, the ACHP did not believe
that the delay that could be created by
such an additional layer of process
would be justified.

Actual comments should be required
from the ACHP to help rule on effect
disagreements. The ACHP simply does
not have the staff resources that would
be needed to respond to every objection
referred to it regardless of merit.

Clarification of the 30-Day Review
Period for No Adverse Effect Findings

Federal agencies should not have to
wait until the end of the 30-day period
if the agency obtains the agreement of
all the consulting parties within that
period. This concept was rejected since
there was a concern that it could
motivate agencies to allow fewer
consulting parties into the process in
order to increase the chances of having
a shorter review period. The ACHP also
wanted to provide those who may have
been denied consulting party status or
who may not have found out about the
undertaking until late, a better
opportunity to bring their concerns to
the ACHP.

Conferring authority to trigger ACHP
review on every consulting party would
be counterproductive and inefficient
since the mere assertion of a
disagreement, regardless of its merit,
could result in the elevation of the
dispute to the ACHP. This would create
delays. The proposed amendments do
not change this aspect of the process.
Assessing the merit (or lack thereof) of
disagreements would insert uncertainty
in the process. Once the ACHP has
received a referral of a disagreement, it
could dispose of those which it deems
to have no merit with little delay.

Section 800.14(c)—Exemptions

Suggest that the ACHP provide a
specific mechanism that ensures
notification of and input from the
affected agency. The ACHP will notify
and consult with those agencies affected
by any exemption proposed by it.

Authorizing the ACHP to exempt
“certain” arbitrary projects from Section
106 weakens the Act. The process for

exemptions retains the high standard
that has to be met by any program or
category of undertakings seeking an
exemption. Their potential effects upon
historic properties must be “foreseeable
and likely to be minimal or not adverse”
and the exemption must be consistent
with the purposes of the NHPA. See 16
U.S.C. 470v and 36 CFR 800.14(c)(1).

Since the members of the ACHP are
presidential appointees, it would be
disingenuous to contend that political
partisanship would have no effect on
these exemptions. There also seems to
be a conflict of interest in the ACHP
proposing an exemption, and then
deciding on it. “Partisanship” plays no
role in these decisions. As stated above,
exemptions must meet high, non-
partisan standards in order to be
adopted. See 16 U.S.C. 470v and 36 CFR
800.14(c)(1). Moreover, even without
the amendments, Federal agencies other
than the ACHP could propose
exemptions. Those Federal agencies are
led by presidential appointees. Finally,
under the ACHP’s operating procedures,
ACHP Federal agency members are not
permitted to vote on matters in which
their agency has a direct interest not
common to the other members.

The exemptions process should be
amended to include a procedure for
SHPOs/THPOs or other consulting
parties to request a determination from
ACHP that a specific undertaking that
would normally be exempt should be
reviewed. The ACHP believes this is
unnecessary. The exemptions
themselves, as adopted by the ACHP,
can contain such a process. Moreover,
the exemptions can be drafted so that
they place situations that could present
adverse effects beyond their scope.
Finally, the regulations allow the ACHP
to revoke exemptions. Section
800.14(c)(7). Those who believe an
exemption should be revoked can ask
the ACHP to do so under the cited
section.

If the ACHP is authorized to propose
and approve exemptions on its own
initiative, where will we turn with our
objections to these exemptions? The
consultation process regarding
exemptions has not changed. Those who
object to the exemptions can present
such objections to the ACHP. Much like
the rulemaking process, the fact that the
ACHP has submitted a proposal does
not necessarily mean that the ACHP will
adopt the proposal without changes or
adopt the proposal in the first place.
The ACHP will consider objections to
exemptions it proposes the same way it
will consider those regarding
exemptions other agencies propose.

The ACHP fails to make a persuasive
case as to why it needs additional

authority to search out and adopt
exemptions from Section 106. There is
no claim that the current regulation has
caused any particular problems, or has
been found inadequate in some way. If
a potential Section 106 exemption is
“not * * * a high enough priority for
any single * * * agenc[y] to prompt it
to ask for an exemption or to ask for it
in a timely fashion,” it is not clear why
it should be a priority for the ACHP. As
opposed to most of the other agencies of
the Federal government, the ACHP has
a mission focused on historic
preservation matters and assisting other
agencies regarding such matters. Other
agencies have missions that are focused
on other matters. It is not surprising,
therefore, that their priorities are not
focused on historic preservation issues.
This does not mean, however, that such
issues are unimportant or not deserving
of the ACHP’s attention. If a program or
category of undertakings meet the
standards for an exemption, such
exemptions should be considered by the
ACHP whether or not the relevant
agency can focus its energies on the
issue. Also, due to its size and flatter
management structure, the ACHP can
address these issues more promptly.
Furthermore, the ACHP believes this
amendment appropriately and
responsibly promotes the goal of
environmental streamlining. Finally, as
stated in the NPRM, the ACHP is in an
unique position to identify cross-cutting
exemptions that could benefit several
agencies.

The ACHP should be required to keep
and report statistics, as a part of its
annual report, on the number and name
of project exemptions that it has
initiated. The ACHP does not see a
reason for such reporting considering
the fact that exemptions must be
published in the Federal Register before
they go into effect. See Section
800.14(c)(8).

This is an unreasonably indefinite
provision that short-circuits protection
of historic properties encouraged by
current regulations requiring Federal
agencies to propose exemptions
individually rather than in broad
classes. The proposed amendments will
inevitably result in failures to appreciate
unique characteristics of individual
properties subsumed in exempted
categories or affected by an
unacceptably undefined “certain types
of activities,” and therefore, a
significant erosion of preservation
standards. The amendments do not alter
the scope of possible exemptions (e.g.,
program or category of agency
undertakings). They also do not change
the high standards that exemptions
must meet. See 16 U.S.C. 470v and 36
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CFR 800.14(c)(1). Finally, they do not
change the consultative process through
which proposed exemptions are
considered.

The rule does not allot a specific time
period for the THPOs/SHPOs to
comment on the proposed exemptions.
THPOs/SHPOs should be given the
same period of time to comment on
proposed exemptions as the ACHP. The
THPOs/SHPOs review and comment
period should occur prior to the ACHP
review and comment period so that the
ACHP may take into account the input
of the THPOs/SHPOs in their decision-
making. The exemptions process does
not specify a time period for THPO/
SHPOs to comment because different
exemptions, due to their varying
complexity and impact, may call for
widely different comment periods. The
process points to section 800.14(f),
which fleshes out the details of
consulting with tribes and specifies that
the agency official and the ACHP must
take tribal views into account in
reaching a final decision.

ACHP Review of Objections Within the
Process for Agency Use of the NEPA
Process for Section 106 Purposes

36 CFR 800.8(c)(3) states that the
“Council shall notify the Agency
Official either that it agrees with the
objection, in which case the Agency
Official shall enter into consultation in
accordance with 800.6(b)(2) ...””. This
appears to contradict the court decision
that the asserted power of the ACHP to
reverse Federal agency determinations
of effect exceeded the ACHP’s legal
authority under the Act. This was an
oversight. The ACHP agreed that the
referred section of the regulations
needed to be edited to better comport
with the NMA v. Slater decision and
therefore added an amendment to
incorporate into that section changes
similar to those incorporated by the
amendments to the review process for
effect findings at sections 800.4(d) and
800.5(c).

Section 800.16(y)—State Permits Under
Delegated Programs

It is difficult for us to understand the
basis for the proposed rule change given
that the rule’s definition of
“undertaking’” was taken verbatim from
the 1992 revisions to the NHPA. With
regard to licensing, the appellant in the
NMA v. Fowler case argued that Section
106, by its own terms, only applied to
“Federal . . . agenc[ies] having
authority to license any undertaking.’
16 U.S.C. 470f. Accordingly, it argued
that no matter how broadly Congress
defined the term undertaking, Section
106 only deals with the subset of

’

undertakings that actually receive a
license from a Federal agency, as
opposed to a State agency. The
appellants, and the court, saw Section
106 itself as placing a limit on the
“undertakings” subject to its provision.
The court also believed that the case of
Sheridan Kalorama Historical
Association v. Christopher, 49 F.3d 750
(D.C. Cir. 1995), barred it from a
different interpretation. In that opinion,
the court held that “however broadly
the Congress or the [ACHP] define
“undertaking,” Section 106 applies only
to: (1) “any Federal agency having
* * *jurisdiction over a proposed
Federal or federally assisted
undertaking’; and (2) “any Federal
* * * agency having authority to
license any undertaking.”” Although the
ACHP disagrees with the NMA v.
Fowler interpretation of the NHPA, the
ACHP is bound by the court’s decision.
The ACHP should disclose contrary
legal interpretations. This comment
referred to the case of Indiana Coal
Council v. Lujan, 774 F. Supp. 1385
(D.D.C. 1991), vacated in part and
appeal dismissed, Nos. 91-5397, 91—
5405, 91-5406, 1993 U.S. App. LEXIS
14561, 1993 WL 184022 (D.C. Cir. Apr.
26, 1993), appeal dismissed, No. 91—
5398 (D.C. Cir. Dec. 2, 1993). In that
case, the court held that permits issued
by State agencies pursuant to a
delegated authority from the Office of
Surface Mining were undertakings
requiring compliance with Section 106.
Soon after that decision was issued,
Congress amended the NHPA definition
of “undertaking” to specifically include
“those subject to State or local
regulation administered pursuant to a
delegation or approval by a Federal
agency.” 16 U.S.C. 470w(7). Some,
including the ACHP, argue that
Congress did this to codify the ruling in
the Indiana Coal Council case. See 138
Cong. Rec. S17681 (Oct. 8, 1992). In fact,
the Indiana Coal Council, the National
Coal Association, and the American
Mining Congress asked the D.C. Circuit
to dismiss their appeal of the Indiana
Coal Council case based on the 1992
amendment to the NHPA definition of
“undertaking.” As a result, the appeal
was dismissed and the decision vacated
in part by the D.C. Circuit because the
1992 amendments made the case moot.
A new section should be added to the
regulations that specifically addresses
“State and Local Delegated Programs.”
The ACHP should provide Federal
agencies and the public with clear and
unambiguous language concerning these
programs and their level of
consideration, consistent with the
Federal Court ruling, under Section 106
of the Act. As stated in the NPRM, the

ACHP believes that Federal agency
approval of, amendments or revisions
to, and funding of delegated programs
trigger Section 106 review. The ACHP
does not believe a new section in the
regulations would be required for such
programs because it believes the already
existing processes in those regulations
can be used to adequately cover such
Federal agency approvals and/or
funding. Specifically, the delegated
programs could be covered by
Programmatic Agreements under section
800.14(b) of the regulations. The ACHP
looks forward to working with the
Department of the Interior, the
Environmental Protection Agency, and
other agencies in developing such
agreements.

The proposed changes to the
regulation itself at 36 CFR 800.16(y) are
appropriate and consistent with the D.C.
Circuit’s opinion in NMA v. Fowler.
However, the Preamble discussion of
the rule is inappropriate (decision on
whether there is an undertaking is up to
the agency), improperly characterizes
the nature of the Federal government’s
role in annual funding of State programs
(while initial approval may be an
undertaking, it is a leap to say each
renewal, assessment or funding event
will trigger Section 106), and is
inconsistent with the ACHP’s official
position set forth in its brief before the
court (regarding the agency having the
final word on whether it has an
undertaking). The discussion is not
inappropriate since, while procedurally
the agency makes the determination as
to whether it has an undertaking, the
ACHP has the right (and the expertise)
to provide its opinion on that issue.
Furthermore, the Office of Surface
Mining (OSM) has long acknowledged
that its approval, amendment, and at
least the initial funding of State-
delegated programs triggers Section 106
review. See Indiana Coal Council, 774
F.Supp. at 1400 (this portion of the
opinion was not vacated by the D.C.
Circuit). The ACHP looks forward to
working with the affected agencies,
historic preservation officers, industries,
and other stakeholders in reaching an
agreement for handling these programs
under Section 106.

Objects to the suggestion that “For
existing programs, this [compliance
with section 106] could occur during
renewal or periodic assessment of such
programs.” There will be no way to
know that the delegation includes
adequate and enforceable provisions
until after the “renewal or periodic
assessment”’ occurs at some uncertain
date years in the future. Waiting on
renewal or periodic reviews in such
instances means that untold damage to
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the Nation’s heritage will occur in the
intervening years. Improper delegations
must immediately be rescinded until
such time as the agency official has
properly complied with section 106 and
36 CFR Part 800. While the ACHP
desires to move quickly and reach
adequate agreements on these programs,
the ACHP does not have the authority
to rescind other agencies’ approvals of
programs. The idea of pursuing an
agreement at the moment of renewal or
reassessment (to cover a delegated
program as a whole) was mostly a
practical recommendation, so that
agencies that are nearing such stages
would take advantage of such occasions
(when they may be preparing to undergo
some form of review process anyhow) to
work on and resolve this issue.

Concerned with the ACHP’s
“opinion” that Federal agency approval
and/or funding of such delegated
programs does require Section 106
compliance by the Federal agency, as
such programs are ‘“undertakings”
receiving Federal approval and/or
Federal funding. This appears as an
attempt to accomplish through the back
door what the ACHP has been barred by
the courts from doing through the front
door. The ACHP is not aware of any
court opinion barring its interpretation
of such Federal approval and funding
decisions as being undertakings subject
to Section 106. The D.C. Gircuit
specifically mentioned this
interpretation, without ruling on it,
when it quoted the appellant’s brief:
“For example, although the NMA
concedes that ‘[t|he Federal
government’s approval of a State’s
overall SMCRA permitting program may
arguably be an action subject to Section
106, because the federal government
contributes funds to the general
administration of state permitting
programs and approves those programs,’
it contends that individual state mining
permits do not fall within that section
since ‘the Federal government does not
retain the authority to approve or reject
any one mining project application.”” In
any event, OSM has long acknowledged,
and the U.S. District Court for the
District of Columbia has ruled, that
OSM approval, amendment, and at least
the initial funding of delegated
programs triggers Section 106 review.
See Indiana Coal Council, 774 F.Supp.
at 1400 (this portion of the opinion was
not vacated by the D.C. Circuit).

Section 106 reviews should definitely
be required for individual permits
issued by state agencies under
delegation by federal agencies. Our
cities and counties receive large
amounts of money wherein they are
allowed to issue permits under

delegation by federal agencies (e.g.,
HUD programs). The ACHP wants to
clarify that under certain Housing and
Urban Development (HUD) programs,
such as the Community Development
Block Grant (CDBG) program, Federal
statute specifically provides that States
or local agencies act on behalf of HUD
in meeting HUD’s Section 106
responsibilities. Those HUD grant
programs are not affected by the issue of
delegated programs being addressed in
these amendments, which pertain only
to regulatory and permitting programs.

Rulemaking Process

Urges ACHP to engage in consultation
with preservation stakeholders when
developing a revised draft of the
regulations, rather than drafting them
behind closed doors, as was done with
the current proposal. The ACHP
engaged in the consultation required by
the Administrative Procedure Act for
rulemaking. It published the proposed
amendments on the Federal Register
and provided the public with 30 days in
which to provide comments. In
response to requests, this period was
thereafter extended an additional 30
days. As reflected in this preamble, the
ACHP seriously considered all public
comments and, in response to those
comments, edited the proposed
amendments in several ways. Moreover,
the ACHP membership, composed by
representatives of various stakeholders
in the process (including Federal
agencies, the National Trust for Historic
Preservation, the National Conference of
State Historic Preservation Officers,
citizen members, a Native Hawaiian
organization representative and expert
members), fully vetted the proposed
amendments and changes to them. In
the end, as explained above, the ACHP
had to amend the regulations and
respond in a timely manner to the
court’s order. Moreover, it is important
to note that this rulemaking involved a
fairly limited scope of issues.

Miscellaneous Issues

Several public comments addressed
issues beyond the limited scope of this
rulemaking. Again, this rulemaking was
intended to respond primarily to the
issues raised by the NMA v. Slater and
NMA v. Fowler decisions regarding the
authority of the ACHP to overturn
agency effect determinations and the
issue of delegated programs. The ACHP
decided to respond to the following
comments, even though they were not
particularly germane to the present
rulemaking. The ACHP may consider
some of those issues in future
rulemakings.

If the dispute is over eligibility for
inclusion on the National Register, the
Keeper should be included in the
process. Several members of the public
made this comment. However, it is
unclear what was meant since the
Section 106 regulations already provide
for referral to the Keeper when an
agency and SHPO/THPO disagree
regarding the eligibility of a property for
listing on the National Register of
Historic Places. 36 CFR 800.4(c)(2). To
the extent that the comment advocates
that such referral be made when
consulting parties other than the SHPO/
THPO dispute a determination
regarding a property’s eligibility, the
ACHP disagrees. The practice of agency
and SHPO/THPO eligibility
determinations has been long establish
in practice and in law (see 36 CFR 63.3),
and there is no indication of such an
arrangement having presented problems
in the Section 106 process.

The ACHP rules contain no
significance or materiality limitations,
such as those contained in the National
Environmental Policy Act that limit
most of that statute’s key provisions
only to actions that might significantly
affect the environment. In contrast, the
ACHP Section 106 rules seek to require
agencies to examine all effects of any
intensity, whether or not the effects are
significant. Where there is an alteration
of a historic property, any diminishment
of any aspect of its historic integrity,
however measured and however great or
small, can support a finding of adverse
effect. While the NEPA statute itself
contains the limiting factors of “‘major”
Federal actions and “significant”
effects, the NHPA does not. Regardless,
the Section 106 regulations allow
agencies to weed out at the very start of
the process those undertakings that
generically would not affect historic
properties (Section 800.3(a)), and
provides a shortened process for those
undertakings that would not affect
historic properties within their area of
potential effects (Section 800.4(d)).

Opponents of the Section 4(f) review
process claimed its protections were
unnecessary because Section 106 was in
place. Now the opponents of
responsible procedure aim to
significantly weaken Section 106.
Section 4(f) could still be eliminated
when the Transportation Act comes
before Congress in January. If Section
4(f) is removed and Section 106 severely
weakened, there will be no meaningful
protection for significant historic
resources. Several members of the
public repeated this comment verbatim.
The ACHP does not believe the
amendments in this rulemaking
“significantly weaken” the Section 106
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process. Moreover, as of the date of this
notice, Congress has not taken action on
the legislation mentioned in these
comments. Various versions of the bill
are under consideration by the

Congress. Due to the uncertainty of the
actual legislation that may or may not be
passed by Congress, the ACHP can only
speculate on the eventual relationship
between Section 106 and Section 4(f).
Once Congress and the President have
acted on the legislation, the ACHP will
be able to assess the situation and
determine whether any future regulatory
action is needed.

Restrict the ability of agencies to
exclude consulting parties in order to
silence objections: This could be
accomplished, for example, by allowing
the SHPO/THPO or the ACHP to invite
a consulting party to participate in the
Section 106 review if the federal agency
has rejected the party’s request. Several
members of the public endorsed this
concept. In light of the limited scope of
this rulemaking and the fact that this
issue was not identified in the NPRM,
the ACHP does not believe it is
appropriate to address this issue in the
final rulemaking. The ACHP also notes
that the current provision was the
subject of extensive comment and
negotiation in the previous rulemaking
and any alteration of it would require
thorough public airing.

Very concerned with the ACHP’s
rules extending the protections of
Section 106 to properties only
“potentially eligible” for the National
Register of Historic Places. Only those
properties actually listed on the
National Register or formally
determined eligible for such listing by
the Keeper should be within the scope
of Section 106. This very same issue
was raised in the NMA v. Slater case.
That court sided with the ACHP’s
interpretation of the NHPA that the
properties within the scope of Section
106 include those that meet the criteria
for listing on the National Register, even
though they have not been formally
determined eligible by the Keeper and
that the process for identifying them in
the Section 106 regulations is
appropriate. As the ACHP stated in a
previous preamble to the Section 106
regulations (which the court specifically
cited approvingly in its decision):
“Well-established Department of the
Interior regulations regarding formal
determinations of eligibility specifically
acknowledge the appropriateness of
section 106 consideration of properties
that Federal agencies and SHPOs
determine meet the National Register
criteria. See 36 CFR 63.3. * * * Not
only does the statute allow this
interpretation, but it is the only

interpretation that reflects (1) the reality
that not every single acre of land in this
country has been surveyed for historic
properties, and (2) the NHPA’s intent to
consider all properties of historic
significance. It has been estimated that
of the approximately 700 million acres
under the jurisdiction or control of
Federal agencies, more than 85 percent
of these lands have not yet been
investigated for historic properties. Even
in investigated areas, more than half of
identified properties have not been
evaluated against the criteria of the
National Register of Historic Places.
These estimates represent only a part of
the historic properties in the United
States since the section 106 process
affects properties both on Federal and
non-Federal land. Finally, the fact that
a property has never been considered by
the Keeper neither diminishes its
importance nor signifies that it lacks the
characteristics that would qualify it for
the National Register.” 65 FR 77705.

IV. Impact Analysis
The Regulatory Flexibility Act

The ACHP certifies that the
amendments will not have a significant
economic impact on a substantial
number of small entities. The
amendments in their proposed version
only impose mandatory responsibilities
on Federal agencies. As set forth in
Section 106 of the NHPA, the duties to
take into account the effect of an
undertaking on historic resources and to
afford the ACHP a reasonable
opportunity to comment on that
undertaking are Federal agency duties.
Indirect effects on small entities, if any,
created in the course of a Federal
agency’s compliance with Section 106
of the NHPA, must be considered and
evaluated by that Federal agency.

The Paperwork Reduction Act

The amendments do not impose
reporting or record-keeping
requirements or the collection of
information as defined in the Paperwork
Reduction Act.

The National Environmental Policy Act

It is the determination of the ACHP
that this action is not a major Federal
action significantly affecting the
environment. Regarding the National
Environmental Policy Act (NEPA)
documents for the rule that is being
amended, as a whole, please refer to our
Notice of Availability of Environmental
Assessment and Finding of No
Significant Impact at 65 FR 76983
(December 8, 2000). A supplemental
Environmental Assessment and Finding
of No Significant Impact are not deemed

necessary because (1) these amendments
do not present substantial changes in
the rule that are relevant to
environmental concerns; (2) most of the
amendments are a direct result of a
court order; and (3) there are no
significant new circumstances or
information relevant to environmental
concerns and bearing on the rule or its
impacts.

Executive Orders 12866 and 12875

The ACHP is exempt from compliance
with Executive Order 12866 pursuant to
implementing guidance issued by the
Office of Management and Budget’s
(OMB) Office of Information and
Regulatory Affairs in a memorandum
dated October 12, 1993. The ACHP also
is exempt from the documentation
requirements of Executive Order 12875
pursuant to implementing guidance
issued by the same OMB office in a
memorandum dated January 11, 1994.

The Unfunded Mandates Reform Act

The amendments do not impose
annual costs of $100 million or more,
will not significantly or uniquely affect
small governments, and are not a
significant Federal intergovernmental
mandate. The ACHP thus has no
obligations under sections 202, 203, 204
and 205 of the Unfunded Mandates
Reform Act.

Executive Order 12898

The amendments do not cause
adverse human health or environmental
effects, but, instead, seek to avoid
adverse effects on historic properties
throughout the United States. The
participation and consultation process
established by the Section 106 process
seeks to ensure public participation—
including by minority and low-income
populations and communities—by those
whose cultural heritage, or whose
interest in historic properties, may be
affected by proposed Federal
undertakings. The Section 106 process
is a means of access for minority and
low-income populations to participate
in Federal decisions or actions that may
affect such resources as historically
significant neighborhoods, buildings,
and traditional cultural properties. The
ACHP considers environmental justice
issues in reviewing analysis of
alternatives and mitigation options,
particularly when Section 106
compliance is coordinated with NEPA
compliance.

Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
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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. The Council 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. This rule is not a “‘major rule”
as defined by 5 U.S.C. 804(2). This rule
will be effective August 5, 2004.

V. Text of Amendments

List of Subjects in 36 CFR Part 800

Administrative practice and
procedure, Historic preservation,
Indians, Inter-governmental relations,
Surface mining.

m For the reasons stated in the preamble,
the Advisory Council on Historic
Preservation amends 36 CFR part 800 as
set forth below:

PART 800—PROTECTION OF
HISTORIC PROPERTIES

m 1. The authority citation for part 800
continues to read as follows:

Authority: 16 U.S.C. 470s.

m 2. Amend § 800.4 by revising
paragraph (d) to read as follows:

§800.4 Identification of historic properties.

(d) Results of identification and
evaluation.

(1) No historic properties affected. If
the agency official finds that either there
are no historic properties present or
there are historic properties present but
the undertaking will have no effect
upon them as defined in § 800.16(i), the
agency official shall provide
documentation of this finding, as set
forth in § 800.11(d), to the SHPO/THPO.
The agency official shall notify all
consulting parties, including Indian
tribes and Native Hawaiian
organizations, and make the
documentation available for public
inspection prior to approving the
undertaking.

(i) If the SHPO/THPO, or the Council
if it has entered the section 106 process,
does not object within 30 days of receipt
of an adequately documented finding,
the agency official’s responsibilities
under section 106 are fulfilled.

(ii) If the SHPO/THPO objects within
30 days of receipt of an adequately
documented finding, the agency official
shall either consult with the objecting
party to resolve the disagreement, or

forward the finding and supporting
documentation to the Council and
request that the Council review the
finding pursuant to paragraphs
(d)(1)(iv)(A) through (d)(1)(iv)(C) of this
section. When an agency official
forwards such requests for review to the
Council, the agency official shall
concurrently notify all consulting
parties that such a request has been
made and make the request
documentation available to the public.

(iii) During the SHPO/THPO 30 day
review period, the Council may object to
the finding and provide its opinion
regarding the finding to the agency
official and, if the Council determines
the issue warrants it, the head of the
agency. A Council decision to provide
its opinion to the head of an agency
shall be guided by the criteria in
appendix A to this part. The agency
shall then proceed according to
paragraphs (d)(1)(iv)(B) and (d)(1)(iv)(C)
of this section.

(iv) (A) Upon receipt of the request
under paragraph (d)(1)(ii) of this
section, the Council will have 30 days
in which to review the finding and
provide the agency official and, if the
Council determines the issue warrants
it, the head of the agency with the
Council’s opinion regarding the finding.
A Council decision to provide its
opinion to the head of an agency shall
be guided by the criteria in appendix A
to this part. If the Council does not
respond within 30 days of receipt of the
request, the agency official’s
responsibilities under section 106 are
fulfilled.

(B) The person to whom the Council
addresses its opinion (the agency
official or the head of the agency) shall
take into account the Council’s opinion
before the agency reaches a final
decision on the finding.

(C) The person to whom the Council
addresses its opinion (the agency
official or the head of the agency) shall
then prepare a summary of the decision
that contains the rationale for the
decision and evidence of consideration
of the Council’s opinion, and provide it
to the Council, the SHPO/THPO, and
the consulting parties. The head of the
agency may delegate his or her duties
under this paragraph to the agency’s
senior policy official. If the agency
official’s initial finding will be revised,
the agency official shall proceed in
accordance with the revised finding. If
the final decision of the agency is to
affirm the initial agency finding of no
historic properties affected, once the
summary of the decision has been sent
to the Council, the SHPO/THPO, and
the consulting parties, the agency

official’s responsibilities under section
106 are fulfilled.

(D) The Council shall retain a record
of agency responses to Council opinions
on their findings of no historic
properties affected. The Council shall
make this information available to the
public.

(2) Historic properties affected. If the
agency official finds that there are
historic properties which may be
affected by the undertaking, the agency
official shall notify all consulting
parties, including Indian tribes or
Native Hawaiian organizations, invite
their views on the effects and assess
adverse effects, if any, in accordance
with § 800.5.

m 3. Amend § 800.5 by revising
paragraphs (c)(1), (2) and (3) to read as
follows:

§800.5 Assessment of adverse effects.
* * * * *

(C) * x %

(1) Agreement with, or no objection to,
finding. Unless the Council is reviewing
the finding pursuant to papagraph (c)(3)
of this section, the agency official may
proceed after the close of the 30 day
review period if the SHPO/THPO has
agreed with the finding or has not
provided a response, and no consulting
party has objected. The agency official
shall then carry out the undertaking in
accordance with paragraph (d)(1) of this
section.

(2) Disagreement with finding.

(i) If within the 30 day review period
the SHPO/THPO or any consulting party
notifies the agency official in writing
that it disagrees with the finding and
specifies the reasons for the
disagreement in the notification, the
agency official shall either consult with
the party to resolve the disagreement, or
request the Council to review the
finding pursuant to paragraphs (c)(3)(i)
and (c)(3)(ii) of this section. The agency
official shall include with such request
the documentation specified in
§800.11(e). The agency official shall
also concurrently notify all consulting
parties that such a submission has been
made and make the submission
documentation available to the public.

(ii) If within the 30 day review period
the Council provides the agency official
and, if the Council determines the issue
warrants it, the head of the agency, with
a written opinion objecting to the
finding, the agency shall then proceed
according to paragraph (c)(3)(ii) of this
section. A Council decision to provide
its opinion to the head of an agency
shall be guided by the criteria in
appendix A to this part.

(iii) The agency official should seek
the concurrence of any Indian tribe or
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Native Hawaiian organization that has
made known to the agency official that
it attaches religious and cultural
significance to a historic property
subject to the finding. If such Indian
tribe or Native Hawaiian organization
disagrees with the finding, it may
within the 30 day review period specify
the reasons for disagreeing with the
finding and request the Council to
review and object to the finding
pursuant to paragraph (c)(2)(ii) of this
section.

(3) Council review of findings.

(i) When a finding is submitted to the
Council pursuant to paragraph (c)(2)(i)
of this section, the Council shall review
the finding and provide the agency
official and, if the Council determines
the issue warrants it, the head of the
agency with its opinion as to whether
the adverse effect criteria have been
correctly applied. A Council decision to
provide its opinion to the head of an
agency shall be guided by the criteria in
appendix A to this part. The Council
will provide its opinion within 15 days
of receiving the documented finding
from the agency official. The Council at
its discretion may extend that time
period for 15 days, in which case it shall
notify the agency of such extension
prior to the end of the initial 15 day
period. If the Council does not respond
within the applicable time period, the
agency official’s responsibilities under
section 106 are fulfilled.

(ii) (A) The person to whom the
Council addresses its opinion (the
agency official or the head of the
agency) shall take into account the
Council’s opinion in reaching a final
decision on the finding.

(B) The person to whom the Council
addresses its opinion (the agency
official or the head of the agency) shall
prepare a summary of the decision that
contains the rationale for the decision
and evidence of consideration of the
Council’s opinion, and provide it to the
Council, the SHPO/THPO, and the
consulting parties. The head of the
agency may delegate his or her duties
under this paragraph to the agency’s
senior policy official. If the agency
official’s initial finding will be revised,
the agency official shall proceed in
accordance with the revised finding. If
the final decision of the agency is to
affirm the initial finding of no adverse
effect, once the summary of the decision
has been sent to the Council, the SHPO/
THPO, and the consulting parties, the
agency official’s responsibilities under
section 106 are fulfilled.

(C) The Council shall retain a record
of agency responses to Council opinions
on their findings of no adverse effects.

The Council shall make this information
available to the public.

* * * * *

m 4. Amend § 800.8 by revising
paragraph (c)(3) to read as follows:

§800.8 Coordination with the National
Environmental Policy Act.

(C] * % %

(3) Resolution of objections. Within 30
days of the agency official’s referral of
an objection under paragraph (c)(2)(ii) of
this section, the Council shall review
the objection and notify the agency as to
its opinion on the objection.

(i) If the Council agrees with the
objection:

(A) The Council shall provide the
agency official and, if the Council
determines the issue warrants it, the
head of the agency with the Council’s
opinion regarding the objection. A
Council decision to provide its opinion
to the head of an agency shall be guided
by the criteria in appendix A to this
part. The person to whom the Council
addresses its opinion (the agency
official or the head of the agency) shall
take into account the Council’s opinion
in reaching a final decision on the issue
of the objection.

(B) The person to whom the Council
addresses its opinion (the agency
official or the head of the agency) shall
prepare a summary of the decision that
contains the rationale for the decision
and evidence of consideration of the
Council’s opinion, and provide it to the
Council. The head of the agency may
delegate his or her duties under this
paragraph to the agency’s senior Policy
Official. If the agency official’s initial
decision regarding the matter that is the
subject of the objection will be revised,
the agency official shall proceed in
accordance with the revised decision. If
the final decision of the agency is to
affirm the initial agency decision, once
the summary of the final decision has
been sent to the Council, the agency
official shall continue its compliance
with this section.

(ii) If the Council disagrees with the
objection, the Council shall so notify the
agency official, in which case the
agency official shall continue its
compliance with this section.

(iii) If the Council fails to respond to
the objection within the 30 day period,
the agency official shall continue its
compliance with this section.

* * * * *

m 5. Amend § 800.14 by revising
paragraph (c) to read as follows:

§800.14 Federal agency program
alternatives.
* * * * *

(c) Exempted categories.

(1) Criteria for establishing. The
Council or an agency official may
propose a program or category of
undertakings that may be exempted
from review under the provisions of
subpart B of this part, if the program or
category meets the following criteria:

(i) The actions within the program or
category would otherwise qualify as
“undertakings” as defined in § 800.16;

(ii) The potential effects of the
undertakings within the program or
category upon historic properties are
foreseeable and likely to be minimal or
not adverse; and

(iii) Exemption of the program or
category is consistent with the purposes
of the act.

(2) Public participation. The
proponent of the exemption shall
arrange for public participation
appropriate to the subject matter and the
scope of the exemption and in
accordance with the standards in
subpart A of this part. The proponent of
the exemption shall consider the nature
of the exemption and its likely effects
on historic properties and take steps to
involve individuals, organizations and
entities likely to be interested.

(3) Consultation with SHPOs/THPOs.
The proponent of the exemption shall
notify and consider the views of the
SHPOs/THPOs on the exemption.

(4) Consultation with Indian tribes
and Native Hawaiian organizations. If
the exempted program or category of
undertakings has the potential to affect
historic properties on tribal lands or
historic properties of religious and
cultural significance to an Indian tribe
or Native Hawaiian organization, the
Council shall follow the requirements
for the agency official set forth in
paragraph (f) of this section.

(5) Council review of proposed
exemptions. The Council shall review
an exemption proposal that is supported
by documentation describing the
program or category for which the
exemption is sought, demonstrating that
the criteria of paragraph (c)(1) of this
section have been met, describing the
methods used to seek the views of the
public, and summarizing any views
submitted by the SHPO/THPOs, the
public, and any others consulted.
Unless it requests further information,
the Council shall approve or reject the
proposed exemption within 30 days of
receipt, and thereafter notify the
relevant agency official and SHPO/
THPOs of the decision. The decision
shall be based on the consistency of the
exemption with the purposes of the act,
taking into consideration the magnitude
of the exempted undertaking or program
and the likelihood of impairment of
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historic properties in accordance with
section 214 of the act.

(6) Legal consequences. Any
undertaking that falls within an
approved exempted program or category
shall require no further review pursuant
to subpart B of this part, unless the
agency official or the Council
determines that there are circumstances
under which the normally excluded
undertaking should be reviewed under
subpart B of this part.

(7) Termination. The Council may
terminate an exemption at the request of
the agency official or when the Council
determines that the exemption no longer
meets the criteria of paragraph (c)(1) of

this section. The Council shall notify
the agency official 30 days before
termination becomes effective.

(8) Notice. The proponent of the
exemption shall publish notice of any
approved exemption in the Federal
Register.

* * * * *

m 6. Amend § 800.16 by revising
paragraph (y) and adding paragraph (z) to
read as follows:

§800.16 Definitions.

* * * * *

(Y) Undertaking means a project,
activity, or program funded in whole or

in part under the direct or indirect
jurisdiction of a Federal agency,
including those carried out by or on
behalf of a Federal agency; those carried
out with Federal financial assistance;
and those requiring a Federal permit,
license or approval.

(z) Senior policy official means the
senior policy level official designated by
the head of the agency pursuant to
section 3(e) of Executive Order 13287.

Dated: June 30, 2004.
John M. Fowler,
Executive Director.
[FR Doc. 04—15218 Filed 7—2—04; 8:45 am]
BILLING CODE 4310-10-P
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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 AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 78

[Docket No. 02-070-2]

Official Brucellosis Tests

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Proposed rule; reopening of
comment period.

SUMMARY: We are reopening the
comment period for our proposed rule
that would amend the brucellosis
legislation by adding the fluorescence
polarization assay to the list of official
tests for determining the brucellosis
disease status of test-eligible cattle,
bison, and swine. This action will allow
interested persons additional time to
prepare and submit comments.

DATES: We will consider all comments
that we receive on or before July 21,
2004.

ADDRESSES: You may submit comments
by any of the following methods:

e Postal Mail/Commercial Delivery:
Please send four copies of your
comment (an original and three copies)
to Docket No. 02—-070-1, Regulatory
Analysis and Development, PPD,
APHIS, Station 3C71, 4700 River Road
Unit 118, Riverdale, MD 20737-1238.
Please state that your comment refers to
Docket No. 02-070-1.

e E-mail: Address your comment to
regulations@aphis.usda.gov. Your
comment must be contained in the body
of your message; do not send attached
files. Please include your name and
address in your message and ‘‘Docket
No. 02-070-1" on the subject line.

e Agency Web Site: Go to http://
www.aphis.usda.gov/ppd/rad/
cominst.html for a form you can use to
submit an e-mail comment through the
APHIS Web site.

e Federal eRulemaking Portal: Go to
http://www.regulations.gov and follow

the instructions for locating this docket
and submitting comments.

Reading Room: You may read any
comments that we receive on Docket
No. 02-070-1 in our reading room. The
reading room is located in room 1141 of
the USDA South Building, 14th Street
and Independence Avenue SW.,
Washington, DC. Normal reading room
hours are 8 a.m. to 4:30 p.m., Monday
through Friday, except holidays. To be
sure someone is there to help you,
please call (202) 690-2817 before
coming.

Other Information: You may view
APHIS documents published in the
Federal Register and related
information, including the names of
groups and individuals who have
commented on APHIS dockets, on the
Internet at http://www.aphis.usda.gov/
ppd/rad/webrepor.html.

FOR FURTHER INFORMATION CONTACT: Dr.
Arnold Gertonson, National Center for
Animal Health Programs, VS, APHIS,
2150 Centre Avenue, Bldg. B, MSC
3E20, Fort Collins, CO 80526-8117;
(970) 494-7963.

SUPPLEMENTARY INFORMATION: On May 6,
2004, we published in the Federal
Register (69 FR 25338-25340, Docket
No. 02—-070-1) a proposal to amend the
brucellosis regulations in 9 CFR part 78
to add the fluorescence polarization
assay to the list of official tests for
determining the brucellosis disease
status of test-eligible cattle, bison, and
swine.

Comments on the proposed rule were
required to be received on or before June
21, 2004. We are reopening the
comment period on Docket No. 02—-070—
1 for an additional 30 days, ending July
21, 2004. This action will allow
interested persons additional time to
prepare and submit comments. We will
also consider all comments received
between June 22, 2004 (the day after the
close of the original comment period)
and the date of this notice.

Authority: 7 U.S.C. 8301-8317; 7 CFR 2.22,
2.80, and 371.4.

Done in Washington, DC, this 29th day of
June 2004.
W. Ron DeHaven,

Administrator, Animal and Plant Health
Inspection Service.

[FR Doc. 04-15213 Filed 7—2—-04; 8:45 am)]
BILLING CODE 3410-34-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 56
[Docket No. 2004N-0242]

Institutional Review Boards;
Registration Requirements

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
require institutional review boards
(IRBs) to register at a site maintained by
the Department of Health and Human
Services (HHS). The registration
information would include contact
information, the number of active
protocols involving FDA-regulated
products reviewed in the previous
calendar year, and a description of the
types of FDA-regulated products
involved in the protocols reviewed. The
proposed IRB registration requirements
would make it easier for FDA to inspect
IRBs and to convey information to IRBs.

DATES: Submit written or electronic
comments on this proposed rule by
October 4, 2004. Submit written
comments on the information collection
provisions by August 5, 2004. See
section III of this document for the
proposed effective date of any final rule
based on this document.

ADDRESSES: You may submit comments,
identified by Docket No. 2004N—-0242,
by any of the following methods:

¢ Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.

e Agency Web site: http://
www.fda.gov/dockets/ecomments.
Follow the instructions for submitting
comments on the agency Web site.

¢ E-mail: fdadockets@oc.fda.gov.
Include Docket No. 2004N—-0242 in the
subject line of your e-mail message.

e FAX: 301-827—-6870.

¢ 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. 2004N-0242 for this
rulemaking. All comments received will



Federal Register/Vol. 69, No. 128/Tuesday, July 6, 2004 /Proposed Rules

40557

be posted without change to http://
www.fda.gov/dockets/ecomments,
including any personal information
provided. For detailed instructions on
submitting comments and additional
information on the rulemaking process,
see section IX of this document.

Docket: For access to the docket to
read background documents or
comments received, go to http://
www.fda.gov/dockets/ecomments and/
or the Division of Dockets Management,
5630 Fishers Lane, rm. 1061, Rockville,
MD 20852. You may submit comments
on the information collection provisions
to the Office of Management and Budget
(OMB) by the following method:

e FAX: 202-395-6974. OMB is still
experiencing significant delay in the
regular mail, including first class and
express mail, and messenger deliveries
are not being accepted. To ensure that
comments on the information collection
are received, OMB recommends that
written comments be faxed to the Office
of Information and Regulatory Affairs,
OMB, Attn: Fumie Yokota, Desk Officer
for FDA.

FOR FURTHER INFORMATION CONTACT:
Philip L. Chao, Office of Policy and
Planning (HF-23), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827-0587.

SUPPLEMENTARY INFORMATION:
I. Introduction

IRBs are boards, committees, or
groups formally designated by an
institution to review, to approve the
initiation of, and to conduct periodic
review of, biomedical research
involving human subjects. (See
§56.102(g) (21 CFR 56.102(g)).) An IRB’s
primary purpose during such reviews is
to assure the protection of the rights and
welfare of human subjects (§ 56.102(g)).
FDA'’s general regulations pertaining to
IRBs are in part 56 (21 CFR part 56).
(While section 520(g) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 360j(g)) refers to
“institutional review committees”
rather than IRBs, FDA considers
institutional review committees to be
IRBs and to be subject to the IRB
regulations.)

Even though IRBs play an important
role in the conduct of clinical
investigations regulated by FDA, FDA
has never compiled a comprehensive
list of IRBs involved in reviewing
clinical investigations regulated by
FDA. Existing FDA regulations have
required some, but not all, clinical
investigators or sponsors of clinical
investigations to provide IRB names and
addresses to FDA, and the requirements
differ slightly. For example, for human

drug products, the sponsor must
disclose the name and address of “each
reviewing” IRB. (See 21 CFR
312.23(a)(6)(iii)(b).) For medical
devices, the sponsor must disclose the
names and addresses of IRBs that have
“been asked or will be asked” to review
the investigation (see 21 CFR
812.20(b)(6)) (emphasis added). For
other types of clinical investigations
regulated by FDA (such as food additive
studies involving human subjects), the
regulations do not expressly require the
sponsor or the clinical investigator to
disclose or keep records showing an
IRBs name and address, and they make
no distinction between “‘reviewing
IRBs” and IRBs that have been asked or
will be asked to review a study.

In 1998, HHS’s Office of Inspector
General (OIG) issued several reports on
IRBs. OIG sought to identify the
challenges facing IRBs and to make
recommendations on improving Federal
oversight of IRBs. One recommendation
was that all IRBs should register with
the Federal Government on a regular
basis as part of an effort to develop more
streamlined, coordinated, and probing
means of assessing IRB performance and
to enhance the Federal Government’s
ability to identify and respond to
emerging problems before they result in
““serious transgressions” (Ref. 1, pp. 20
and 21).

After reviewing the OIG’s
recommendation, FDA has concluded
that IRB registration would serve several
important goals. IRB registration would:

¢ Enable FDA to identify more
precisely those IRBs reviewing clinical
investigations regulated by FDA. At
present, much of FDA’s knowledge
about the identities and numbers of
IRBs reviewing clinical investigations
regulated by FDA is based on
information from persons conducting or
sponsoring clinical investigations rather
than from IRBs themselves. This
information may be obsolete (because
there may be no obligation to update the
information) or incomplete (because the
requirements to report the names and
addresses of IRBs are not uniform across
all FDA-regulated products);

¢ Enable FDA to send educational
information and other information to
IRBs. Because FDA lacks an accurate list
of IRBs, FDA'’s outreach and educational
efforts are not as efficient as they might
be. Changes in IRB addresses result in
returned mail, and newly-formed IRBs
may not appear on FDA’s mailing lists;
and

¢ Help FDA identify IRBs for
inspection, because the agency would
have a more accurate list of IRBs.

FDA, in conjunction with HHS’ Office
for Human Research Protection (OHRP),

is developing an Internet site for IRB
registration purposes. The goal is to
create a simple, electronic registration
system that all IRBs, regardless of
whether they review clinical
investigations regulated by FDA or
research conducted or supported by
HHS, can use. (FDA discusses the
Internet site in greater detail later in this
document.)

Elsewhere in this issue of the Federal
Register, OHRP has published a
proposed rule to require IRB registration
of IRBs that review research that is
conducted or supported by HHS and
that are designated under an assurance
of compliance with HHS human
subjects protection regulations. FDA
and OHRP proposed rules would create
a single HHS IRB registration system.
Information regarding public disclosure
of IRB registration information, the
Freedom of Information Act (FOIA), and
the Privacy Act of 1974 may be found
in the OHRP proposed rule. However,
insofar as IRB registration information
required by FDA’s proposed rule is
concerned, the name of the institution
operating the IBR, as well as the IRB’s
name, will be publicly accessible. All
other IRB registration information that
would be required by FDA under this
proposal would be subject to public
disclosure under FOIA and FDA’s
public information regulations at 21
CFR part 20.

II. Description of the Proposed Rule

The proposed rule would amend the
IRB regulations at part 56 to require IRB
registration. The proposed rule would
also delete an obsolete cross-reference to
a nonexistent FDA regulation.

A. IRB Registration (Proposed § 56.106)

1. Who Must Register? (Proposed
§56.106(a))

The proposal would create a new
§56.106, entitled ‘“‘Registration” to
require IRBs to register at a site
maintained by HHS. In brief, proposed
§56.106(a) would require registration of:

e Each IRB in the United States that
reviews clinical investigations regulated
by FDA under section 505(i) or 520(g) of
the act (21 U. S. C. 355(i)). A research
permit under section 505(i) of the act is
usually known as an investigational
new drug application (IND), and a
research permit under section 520(g) of
the act is usually known as an
investigational device exemption (IDE);
and

e Each IRB in the United States that
reviews clinical investigations that
support applications for research or
marketing permits for FDA-regulated
products.
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FDA requests comment on whether
there are circumstances in which
foreign IRBs should be required or
invited to register.

Proposed § 56.106(a) would also
specify that an individual authorized to
act on the IRB’s behalf must submit the
registration information. The individual
may be an IRB member or any other
person authorized by the IRB to submit
the registration information.

FDA considered requiring sponsors or
clinical investigators to submit IRB
registration, but rejected such an
approach because it created the
potential for multiple IRB registrations
for the same IRB. For example, if two
sponsors used a particular IRB and the
proposed rule would require sponsors to
submit IRB registration information, the
result would be two registrations for the
same IRB. Thus, it would be more
practical and efficient to require the
IRBs themselves to register.

2. What Information Must an IRB
Provide When Registering? (Proposed
§56.106(b))

Proposed § 56.106(b) would describe
the information to be submitted as part
of the registration process. In brief, the
proposal would require IRBs to provide:

e The name and mailing address of
the institution operating the IRB and the
name, mailing address, phone number,
fax number, and e-mail address of the
senior officer of that institution who is
responsible for overseeing activities
performed by the IRB. The senior officer
must not be an IRB member, IRB staff,
or a sponsor or investigator participating
in an investigation under review by that
IRB. This information would enable
FDA to identify the institution with
which the IRB is affiliated. Information
on the institution would also enable
FDA to determine, if there are problems
with an IRB, whether similar problems
exist at other IRBs affiliated with that
institution. Information on the senior
officer of the institution would enable
FDA to contact that person directly if
significant issues or problems arose that
involved or could involve the
institution;

e The IRB’s name, the IRB
chairperson’s name, the name of the
contact person for the IRB (if different
from the IRB chairperson), and the
mailing addresses and street addresses
(if different from the mailing address),
phone numbers, fax numbers, and e-
mail addresses for the IRB chairperson
and contact person (if different from the
IRB chairperson). This information
would enable FDA to contact an IRB
contact person on routine issues and to
contact an IRB chairperson quickly, if
necessary, on important issues and to

send electronic mail to the IRB
chairperson and contact person;

e The number of active protocols
involving FDA-regulated products
reviewed (both initial reviews and
continuing reviews). In this case,
““active protocol” would mean any
protocol for which an IRB conducted an
initial review or a continuing review
during the preceding calendar year. The
proposal would not require an IRB to
report a specific number of protocols;
instead, IRBs would indicate the range
of the numbers of protocols they had
reviewed in the preceding calendar
year. The proposal would consider a
“small” number of protocols to be 1 to
25 protocols; “medium” would be 26 to
499, and “large” would be 500 protocols
or more. This information would enable
FDA to determine how active an IRB is
and to assign its inspection resources
based on an IRB’s activity level;

e A description of the types of FDA-
regulated products, such as human
drugs, biological products (which
include, but are not limited to, vaccines,
blood, blood products, and tissues),
medical devices, food additives, and/or
color additives involved in the protocols
that the IRB reviews. This information
would allow FDA to send appropriate
information (such as information
pertaining to the product or a class of
products, new regulatory requirements,
or new guidance documents) to the IRB
and to assign appropriate personnel to
conduct IRB inspections; and

¢ An indication as to whether the IRB
is accredited and, if it is accredited, the
date of its last accreditation and the
name of the accrediting body or
organization. FDA recognizes that IRB
accreditation is a developing concept, so
information on IRB accreditation will
help FDA evaluate the extent and value
of IRB accreditation and help identify
the accrediting bodies or organizations.
FDA specifically solicits public
comment related to the perceived value
of collecting information on the
accreditation status of IRBs.

Due to statutory and regulatory
differences between FDA and OHRP, the
Internet registration site may request
more information from IRBs reviewing
research conducted or supported by
HHS than those reviewing clinical
investigations regulated by FDA that are
not conducted or supported by HHS.
For example, OHRP may request
information concerning the IRB
chairperson’s status (e.g., physician-
scientist, other scientist, or nonscientist)
and educational degrees and also ask for
a list of IRB members and alternates. In
those instances where the Internet
registration site would seek more
information than FDA would require

under this proposal, the site would
clarify that IRBs regulated solely by
FDA may, but are not required to,

provide the additional information.

3. When Must an IRB Register?
(Proposed § 56.106(c))

Proposed § 56.106(c) would require
IRBs to register once and to renew their
registrations every 3 years. The proposal
would require initial IRB registration
within 30 days before the date when the
IRB intends to review clinical
investigations regulated by FDA. To
show how this would work, assume that
a newly formed IRB has been asked to
review a protocol for a clinical
investigation regulated by FDA under
section 505(i) of the act. The IRB would
then be subject to FDA’s IRB regulations
(§56.101(a)), and the IRB, under
proposed § 56.106(c), would submit its
initial registration 30 days before the
date the IRB intends to review the
protocol. (If the IRB declined to review
the protocol, the IRB would not
necessarily be subject to FDA regulation
and would not have to register under
this proposal.) Requiring IRBs to renew
their registrations periodically would
help ensure that FDA’s list of IRBs
remains current. (See section III of this
document regarding the rule’s
implementation for IRBs already
reviewing clinical investigations when
FDA issues a final rule.)

Under the proposal, IRB registration
would become effective when HHS
posts that information on its Web site.
FDA also recognizes that some IRBs may
have voluntarily registered under the
OHRP system, and OHRP will continue
to recognize such registrations.

4. Where Can an IRB Register?
(Proposed §56.106(d))

Proposed § 56.106(d) would direct
IRBs to register at a specific Internet
address (which FDA will provide when
it issues any final rule) or, if an IRB
lacks the ability to register
electronically, to send its registration
information to a specific mail address
(which FDA will provide in a final rule).
Although electronic registration may be
easier and faster than written
registration, FDA cannot determine how
widespread Internet access is among
IRBs. Thus, the agency will allow for
written registration as an alternative to
electronic registration, but invites
comment on whether it should
discontinue written IRB registration
procedures after some time period has
elapsed.
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5. How Does an IRB Revise Its
Registration Information? (Proposed
§56.106(e))

Under proposed § 56.106(e), if an
IRB’s contact registration information
changes, the IRB must revise its
registration information within 90 days
of the change. All information involving
changes other than changes in an IRB
contact or an IRB chairperson only need
to be updated at the time of the 3- year
renewal under proposed § 56.106(c). For
example, if an IRB selects a new
chairperson, the IRB would, under
proposed § 56.106(e), revise its
registration information within 90 days
of the new chairperson’s selection. If an
IRB reviews new types of FDA-regulated
products, the IRB, under proposed
§56.106(e), would revise its registration
information to reflect this change within
30 days.

Proposed §56.106(e) would also
consider an IRB’s decision to disband or
stop reviewing clinical investigations
regulated by FDA to be a change that
must be reported. Requiring IRBs to
report when they have disbanded or
stopped reviewing clinical
investigations regulated by FDA will
enable FDA to stop sending educational
information to the IRB and also forego
inspecting the IRB.

Revised registration information
would be submitted electronically at the
Internet address (which FDA will
identify by the time it issues a final
rule). If an IRB lacks Internet access, it
would submit any revised registration
information, in writing, to a specific
mail address (which FDA will identify
by the time it issues a final rule).

6. What Happens if an IRB Does Not
Register?

As stated earlier, requiring IRBs to
register will help FDA send educational
information to IRBs and identify IRBs
for inspection. If sponsors of clinical
investigations or marketing applications
and investigators could use unregistered
IRBs, those IRBs would not have had the
benefit of receiving educational
materials from FDA and would not have
been identified on an FDA IRB
registration list for future inspection.
Therefore, to the extent that any existing
FDA regulation requires a sponsor or
investigator to comply with part 56 or
to use an IRB that complies with part
56, FDA will consider sponsors and
investigators using an unregistered IRB
to be in conflict with their regulatory
obligations. For example, the IND
regulations in § 312.66 (21 CFR
§ 312.66), require an investigator to use
an IRB that complies with part 56. If the
investigator uses an unregistered IRB,

FDA would consider the sponsor or
investigator to be in violation of its
obligations under § 312.66. (See also
§312.53(c)(1)(vii) (IND sponsor must
obtain a commitment by the investigator
that an IRB that complies with part 56
will be responsible for the initial and
continuing review and approval of the
clinical investigation); 21 CFR
361.1(d)(5) (investigators studying
radioactive drugs must obtain review
and approval by an IRB that complies
with part 56); § 812.42 (21 CFR 812.42)
(sponsor shall not begin a device
investigation until an IRB and FDA have
approved the application or
supplemental application relating to the
investigation); § 812.60 (IRB reviewing
and approving device investigations
must comply with part 56 in all
respects)). An IRB that refuses to register
may be subject to administrative action
for noncompliance (see, e.g., §§56.120,
56.121, and 56.124). FDA believes that
the proposed registration requirement is
both simple and straightforward and
beneficial to IRBs, so the agency does
not expect that many IRBs will refuse or
fail to register.

FDA considered other options to
require sponsors and investigators to
use only registered IRBs. For example,
one option would be to refuse to
consider information from an
application for a research permit for a
clinical investigation that is reviewed or
is to be reviewed by an unregistered
IRB. This would have given sponsors
and investigators a strong incentive to
use only registered IRBs and would
have been similar to §56.121(d) (which
describes FDA’s actions if a clinical
investigation is reviewed by a
disqualified IRB). However, the agency
did not consider an IRB’s failure to
reregister to be comparable to an IRB’s
status as disqualified, so FDA did not
include such a provision in the
proposed rule. FDA invites comments
on how it could best ensure that all
sponsors and investigators involved in
clinical investigations using human
subjects use only registered IRBs to
review and approve those clinical
investigations. The agency is
particularly interested in the following
issues:

¢ What sanctions or administrative
mechanisms, if any, should be or might
be used against sponsors and
investigators who use unregistered
IRBs? For example, should FDA amend
the IND regulations to authorize the
agency to place a study on clinical hold
if a sponsor or investigator uses an
unregistered IRB?

o Are additional changes to FDA
regulations necessary? For example,
would FDA have to revise or create

requirements for sponsors and
investigators? If so, which provisions
would FDA have to revise? What new
regulations would be needed?

e Are there other ways to ensure the
use of registered IRBs?

B. Nonsubstantive, Technical
Amendment to Part 56

The proposal would also make a
nonsubstantive amendment to part 56.
The proposal would revise the
definition of “An Application for an
Investigational Device Exemption” at
§56.102(b)(12) to eliminate the
reference to part 813 (21 CFR part 813).
This change is necessary because FDA
removed the regulations at part 813
(which pertained to intraocular lenses)
in 1997 (see 62 FR 4164, January 29,
1997).

III. Implementation

FDA intends to make any final rule
based on this proposal effective within
60 days after the final rule is published
in the Federal Register. Because the
registration requirement would be new,
the agency would then give all IRBs an
additional 60 days to submit their initial
registrations. For example, if FDA
published the final rule in the Federal
Register on January 1, 2005, the final
rule would become effective on March
1, 2005 (60 days after the final rule’s
publication date), and IRBs would have
another 60 days, to April 30, 2005, to
submit their initial registration
information. After this initial deadline,
all subsequent registrations would
adhere to the timeframes in proposed
§56.106(c).

FDA invites comment as to whether
this tentative implementation schedule
should be revised. Because IRB
registration will eventually occur
primarily through the Internet, the
actual effective date of any final rule
may change should any software or
hardware problems arise that affect
FDA'’s ability to obtain IRB registration
information electronically.

IV. Legal Authority

In general, the act authorizes FDA to
issue regulations pertaining to
investigational uses of FDA-regulated
products (see, e.g., section 409(j) of the
act (21 U. S. C. 348(j)) (investigations
involving food additives); section 505(i)
of the act (investigations involving
human drugs); section 520(g) of the act
(investigations involving devices); and
721(f) of the act (21 U.S.C. 379¢(f))
(investigations involving color
additives)). Two provisions specifically
refer to the use of IRBs as part of the
investigational process (see sections
505(i) and 520(g) of the act (section
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520(g) of the act refers to “institutional
review committees” rather than IRBs,
but the terms are synonymous)).

The act also requires the submission
of a petition or application to FDA (see,
e.g., sections 409(b) of the act (food
additive petitions); section 505(b) of the
act (new drug applications); section
505(j) of the act (abbreviated new drug
applications); section 515(c) of the act
(21 U.S.C. 360e(c)) (premarket approval
applications for devices); and section
721(b) of the act (color additive
petitions)) before marketing begins.

To implement these provisions of the
act, section 701(a) of the act (21 U.S.C.
371(a)) gives FDA the authority to issue
regulations for the efficient enforcement
of the act. By requiring IRB registration,
the proposed rule would, if finalized,
aid in the efficient enforcement of the
act’s provisions regarding the
investigational use of various FDA-
regulated products (because then FDA
would be able to conduct IRB
inspections more efficiently). IRB
registration would also help enforce
those provisions regarding marketing
applications (because marketing
applications usually depend on clinical
investigations involving human
subjects, and IRBs are supposed to
provide protections for the rights and
welfare of such human subjects).
Moreover, by requiring IRBs to register,
the proposed rule would enable FDA to
contact IRBs more quickly and
efficiently on various issues, such as
adverse reactions that may be attributed
to a particular product, new regulatory
requirements or policies, or problems
associated with a particular protocol or
clinical investigator. FDA’s authority to
regulate IRBs was discussed in more
detail in the preambles to the initial
proposed rule and the final rule
establishing part 56 (43 FR 35186 at
35197, August 8, 1978 and 46 FR 8958
at 8959 and 8960, January 27, 1981). For
the reasons discussed in the earlier
preambles and previously on this
document FDA concludes that it has
sufficient legal authority to issue the
proposed rule.

V. Economic Impact Analysis

FDA has examined the impacts of the
proposed rule under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104—4). 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 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 an expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
(adjusted annually for inflation) in any
one year.”

The proposed rule is consistent with
the principles set forth in Executive
Order 12866 and these two statutes. As
explained below, the proposed rule is
not an economically significant
regulatory action as defined in
Executive Order 12866 and does not
require a Regulatory Flexibility
Analysis. The Unfunded Mandates
Reform Act does not require FDA to
prepare a statement of costs and benefits
for the proposed rule because the
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 approximately
$110 million.

The proposed rule would require IRBs
to register with FDA. The information
sought through the registration process
would be minimal, consisting largely of
names and addresses for a contact
person, the institution operating the IRB
(if an institution exists), the senior
officer of the institution who is
responsible for overseeing the activities
performed by the IRB, the IRB, and the
IRB chairperson. The registration would
also indicate whether the IRB reviews a
“small,” “medium,” or ‘“large” number
of FDA-regulated protocols and the
types of FDA-regulated products
involved. IRBs would also indicate
whether they are accredited and identify
the accrediting body or organization.
FDA estimates that initial IRB
registration may require 1 hour to
complete. If the average wage rate is $40
per hour, this means that each IRB
would spend $40 for an initial
registration ($40 per hour x 1 hour per
initial registration).

FDA estimates that reregistration
would require less time, especially if the
IRB verifies existing information. If
reregistration requires 30 minutes, then
the cost of reregistration to each IRB

would be approximately $20 ($40 per
hour x 0.5 hours per reregistration).

Revising an IRB’s registration
information would probably involve
costs similar to reregistration costs. If
the revision requires 30 minutes, then
the cost of revising an IRB’s registration
information would be approximately
$20 per IRB.

Given the minimal registration
information that would be required and
the low costs associated with
registration, this proposed rule is not a
significant regulatory action, and FDA
certifies that the proposed rule would
not have a significant economic impact
on a substantial number of small
entities. Therefore, the proposal is not a
significant regulatory action under
Executive Order 12866 and does not
require a Regulatory Flexibility Act
analysis.

Additionally, assuming that an
estimated 5,000 IRBs would register, the
proposed rule, if finalized, would result
in a 1-year expenditure of $200,000
(5,000 IRBs x $40 registration wage costs
per IRB). Because the total expenditure
under the rule will not result in a 1-year
expenditure of $100 million or more,
FDA is not required to perform a cost-
benefit analysis under the Unfunded
Mandates Reform Act.

VI. Environmental Impact

FDA has determined under 21 CFR
25.30(h) 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. Paperwork Reduction Act of 1995

This proposed rule contains
information collection requirements that
are subject to review by OMB under the
Paperwork Reduction Act of 1995 (the
PRA) (44 U.S.C. 3501-3520). The title,
description, and respondent description
of the information collection provisions
are shown below with an estimate of the
annual reporting and recordkeeping
burden. Included in the estimate is the
time for reviewing instructions,
searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
each collection of information.

FDA invites comments on these
topics: (1) Whether the collection of
information is necessary for the proper
performance of FDA’s functions,
including whether the information will
have practical utility; (2) the accuracy of
FDA'’s estimate of the burden of the
proposed collection of information,
including the validity of the
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methodology and assumptions used; (3)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the

use of automated collection techniques,
when appropriate, and other forms of
information technology.

Title: Institutional Review Boards:
Registration Requirements.

Description: The proposed rule would
require IRBs to register with FDA.

Description of Respondents:
Businesses and individuals.

The estimated burden associated with
the information collection requirements
of this proposed rule is 8,750 hours.

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN!

: Annual Frequency per Total Annual
21 CFR Section No. of Respondents Response Responses Hours per Response Total Hours
56.106(c) (initial registration) 5,000 1 5,000 1 5,000
56.106(c) (reregistration) 2,500 1 2,500 0.5 1,250
56.106(e) 5,000 1 5,000 0.5 2,500
Total 8,750

1There are no capital costs or operating and maintenance costs associated with this collection of information.

FDA'’s estimates are based on the
following considerations. According to a
1998 OIG report, there are 3,000 to 5,000
IRBs in the United States, and most are
associated with hospitals and academic
centers (Ref. 1, p. 3). While not all IRBs
are involved in clinical investigations
regulated by FDA, the agency, for
purposes of the PRA, will use 5,000 as
the maximum number of IRBs subject to
the proposed rule. Additionally,
because the proposed rule would
require basic information about an IRB
(such as names and addresses) and
because registration would, in most
cases, be done electronically, FDA will
assume that registration will take only 1
hour per IRB. Thus, the total burden
hours would be 5,000 hours (5,000 IRBs
x 1 hour per IRB).

Reregistration and revisions to
existing registration information should
require less time than initial
registration. FDA will assume that
reregistration and revisions will take
only 30 minutes per IRB. FDA will also
assume, based on OHRP’s experience
with its IRB registration program, that
50 percent of IRBs (2,500) will reregister
and that all (5,000) will revise their
registration information. Therefore, the
total burden hours for reregistration will
be 1,250 hours (2,500 IRBs x 0.5 hours
per IRB), and the total burden hours for
revisions will be 2,500 hours (5,000
IRBs x 0.5 hours per IRB).

In compliance with the PRA (44
U.S.C. 3507(d)), the agency has
submitted the information collection
requirements of this rule to OMB for
review. Interested persons are requested
to send comments regarding information
collection by August 5, 2004, to the
Office of Information and Regulatory
Affairs, OMB. Submit written comments
on the information collection provisions
by August 5, 2004. See section III of this
document for the effective date of any
final rule based on this document.

VIII. Federalism

FDA has analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. FDA
has determined that the 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, the
agency has concluded that the rule does
not contain policies that have
federalism implications as defined in
the order and, consequently, a
federalism summary impact statement is
not required.

IX. Request for Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments regarding this proposal.
Submit written comments to OMB (see
the ADDRESSES in section VII of this
document) on the information collection
provisions. Two paper copies of any
comments are to be submitted, 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. Received comments may be
seen in the Division of Dockets
Management between 9 a.m. and 4 p.m.,
Monday through Friday.

X. Reference

The following reference has been
placed on display in the Division of
Dockets Management (see ADDRESSES)
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday.

1. OIG, HHS, “Institutional Review Boards:
A Time for Reform,” June 1998.

List of Subjects in 21 CFR Part 56

Human research subjects, Reporting
and recordkeeping requirements, Safety.

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 56 be amended as follows:

PART 56—INSTITUTIONAL REVIEW
BOARDS

1. The authority citation for 21 CFR
part 56 continues to read as follows:

Authority: 21 U.S.C. 321, 343, 346, 346a,
348, 350a, 350b, 351, 352, 353, 355, 360,
360c—360f, 360h—360j, 371, 379e¢, 381; 42
U.S.C. 216, 241, 262, 263b—263n.

§56.102 [Amended]

2. Section 56.102 is amended in
paragraph (b)(12) by removing the
phrase “parts 812 and 813" and by
adding in its place the phrase “part
812.”

3. Section 56.106 is added to subpart
A to read as follows:

§56.106 Registration.

(a) Who must register? Each IRB in the
United States that reviews clinical
investigations regulated by FDA under
section 505(i) or 520(g) of the act and
each IRB in the United States that
reviews clinical investigations that are
intended to support applications for
research or marketing permits for FDA-
regulated products must register at a site
maintained by the Department of Health
and Human Services (HHS). (A research
permit under section 505(i) of the act is
usually known as an investigational
new drug application (IND), while a
research permit under section 520(g) of
the act is usually known as an
investigational device exemption (IDE).)
An individual authorized to act on the
IRB’s behalf must submit the
registration information.
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(b) What information must an IRB
register? Each IRB must provide the
following information:

(1) The name and mailing address of
the institution operating the IRB and the
name, mailing address, phone number,
facsimile number, and electronic mail
address of the senior officer of that
institution who is responsible for
overseeing activities performed by the
IRB;

(2) The IRB’s name, the names of each
IRB chair person and each contact
person (if one exists) for the IRB, and
the IRB’s mailing address, street address
(if different from the mailing address),
phone number, facsimile number, and
electronic mail address;

(3) The number of active protocols
(small, medium, or large) involving
FDA-regulated products reviewed (both
initial reviews and continuing reviews).
For purposes of this regulation, an
“active protocol” is any protocol for
which an IRB conducted an initial or
continuing review during the preceding
calendar year. A ‘“small” number of
protocols is 1 to 25 protocols;
“medium” is 26 to 499 protocols, and
“large” is 500 protocols or more;

(4) A description of the types of FDA-
regulated products (such as biological
products, color additives, food
additives, human drugs, or medical
devices) involved in the protocols that
the IRB reviews; and

(5) An indication whether the IRB is
accredited and, if so, the date of the last
accreditation and the name of the
accrediting body or organization.

(c) When must an IRB register? Each
IRB must submit an initial registration
within 30 days before the date when the
IRB intends to review clinical
investigations regulated by FDA. Each
IRB must renew its registration every 3
years. IRB registration becomes effective
when HHS posts that information on its
Web site.

(d) Where can an IRB register? Each
IRB may register electronically through
[Web site address to be added in the
final rule]. If an IRB lacks the ability to
register electronically, it must send its
registration information, in writing, to
[mailing address to be added in the final
rule].

(e) How does an IRB revise its
registration information? If an IRB’s
contact or chair person information
changes, the IRB must revise its
registration information by submitting
any changes in that information within
90 days of the change. An IRB’s decision
to disband or to discontinue reviewing
clinical investigations regulated by FDA
is a change that must be reported within
30 days of the change. All other
information changes may be reported

when the IRB renews its registration.
The revised information must be sent
either electronically or in writing in
accordance with paragraph (d) of this
section.

Dated: June 23, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04—15131 Filed 7—2—04; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF THE INTERIOR

National Park Service

36 CFR Part 7

RIN 1024-AD14

Delaware Water Gap National
Recreation Area, Pennsylvania and

New Jersey; U.S. Route 209
Commercial Vehicle Fees

AGENCY: National Park Service, Interior.
ACTION: Notice of proposed rulemaking.

SUMMARY: The National Park Service
(NPS) proposes to change the fee
schedule for those commercial vehicles
permitted to travel U.S. Route 209
through Delaware Water Gap National
Recreation Area. This paragraph sets a
fee schedule by number of axles. It also
lists the exceptions to commercial fee
requirements. Congress authorized
collection of the fees to establish a
sustainable program to manage
commercial traffic. In recent years, the
cost of fee collection has been
significantly greater than annual
revenue. The intent of the proposed rule
is to increase fees to a level that will
allow the program to be completely
supported by commercial entities using
the route.

DATES: Comments must be submitted on
or before August 5, 2004.

ADDRESSES: Address all comments
concerning this proposed rule to the
Chief Ranger’s Office, Delaware Water
Gap National Recreation Area, River
Road, Bushkill, PA 18324.

You may submit comments by
sending electronic mail (E-mail) to:
DEWA_Public_Comment@nps.gov.

FOR FURTHER INFORMATION CONTACT:
Chief Ranger Philip Selleck, at 570—
588-2414.

SUPPLEMENTARY INFORMATION:

Commercial Use Background

On March 14, 1983, the
Commonwealth of Pennsylvania
transferred ownership of approximately
21 miles of U.S. Route 209 within the
boundaries of Delaware Water Gap

National Recreation Area to the National
Park Service. This portion of road was

a heavily traveled commercial vehicle
route between Interstates 80 and 84,
primarily because it is shorter and
flatter and more direct than the alternate
routes, and therefore was preferred by
the commercial vehicle operators. Since
§ 5.6 of Title 36 Code of Federal
Regulations (36 CFR 5.6), prohibits the
use of roads within National park areas
by commercial through traffic, the
National Park Service announced that
U.S. Route 209 would be closed to
commercial vehicles on April 25, 1983.
Due to negative comments from the
trucking industry concerning the
announced closure, the NPS Director,
on April 23, 1983, announced a 180-day
delay in the implementation of the
closure.

On July 30, 1983, Congress enacted
Public Law 98-63, closing U.S. Route
209 to commercial vehicle use, with
certain exceptions, and directed the
National Park Service to establish a
commercial operation fee for certain
commercial vehicles excepted from the
closure. In order to implement the
statute, Delaware Water Gap National
Recreation Area began operation of two
commercial vehicle check stations, one
each near the North and South
entrances to the recreation area on U.S.
Route 209. The check stations were
operated 24 hours a day.

Public Law 98-63, as amended by
Public Law 98-151 and Public Law 99—
88, closed U.S. Route 209 to all
commercial vehicles except:

(1) Those vehicles operated by
businesses based within the recreation
area;

(2) Those vehicles operated by
businesses which as of July 30, 1983,
operated a commercial vehicular facility
in Monroe, Pike, or Northampton
Counties, PA, and the vehicle operation
originates or terminates at such facility;

(3) Those vehicles operated in order
to provide services to businesses and
persons located in or contiguous to the
boundaries of the recreation area, that
area determined to be composed of
Lehman, Delaware, Milford, Dingman,
Stroud, Westfall, Smithfield, Middle
Smithfield and Upper Mount Bethel
townships in Pennsylvania;

(4) Up to 125 northbound, and 125
southbound, commercial vehicles
serving businesses and persons in
Orange, Ulster, Rockland and Sullivan
Counties, New York.

The exceptions to the closure of U.S.
Route 209 were to remain in effect
unless further action was taken by
Congress.

Under the Omnibus Parks and Public
Lands Management Act of 1996, Public
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Law 100-333, enacted on November 12,
1996, U.S. Route 209 will be closed to
commercial vehicle traffic on September
30, 2005. Commercial vehicles
connected with the operation of the
recreation area, or serving ‘‘businesses
within or in the vicinity of the
recreation area’” will be permitted to use
the highway. The Act directs the
Secretary of the Interior to define the
term ‘‘businesses within or in the
vicinity of the recreation area”.

Commercial Vehicle Fee Background

Public Law 98-63, as amended by
Public Law 99-88, directed the
Secretary of the Interior to establish a
fee for the use of U.S. Route 209 by

commercial vehicles. The law directed
the National Park Service to set aside all
fees in a special account, the funds to
be available for the management,
operation, construction, and
maintenance of U.S. Route 209 within
the boundary of the recreation area. The
fee schedule was not to exceed $7 per
trip. Those commercial vehicles serving
businesses within, or contiguous to the
boundaries of, the recreation area were
exempted from the fee.

In accordance with Public Law 98-63,
the National Park Service published in
the Federal Register (48 FR 46779,
October 14, 1983), a fee schedule based
on the number of axles of lightweight
and heavy commercial vehicles. The

fees ranged from $0.50 for two axle cars,
vans or pickups, to $5.00 for a five or
more axle vehicle. The full 1983 fee
schedule can be found in Table 1.

On August 23, 1985, the National Park
Service revised the fee schedule,
publishing a final rule in the Federal
Register (50 FR 34128), revising the fee
schedule. The rule was based on the
revised estimates of costs for
management, operation, construction
and maintenance of U.S. Route 209. The
raised fees ranged from $1.00 for two
axle cars, vans or pickups, to $7.00 for
a five or more axle vehicle. The full
1985 fee schedule can be found in Table
1.

TABLE 1.—1983 AND 1985 FEE SCHEDULES

1983 1985
TWO AXI€ CAN, VAN OF PICKUD ..ttt ettt ettt sttt sa et sh et eeh e e s e e b e ea e R e ea s e et ea e e b e ea e et e eaeea e e ah e e s e ab e e s eabeeas e et e easenbennnennenne $0.50 $1.00
Two axle—four Wheel VENICIE With TFAIIET ..........ooiiiieiee et e e e e st e e e e e et e e e e seeeesteeeeneeeeansaeeeansneennnneeans 1.00 2.00
TWO aXIE—SIX WHEEI VENICIE ...ttt e e e e e et e e e e e e e e s astaeeeeae e e asaaaeeeeeeaaasseeeeeassaannnsaeaeaeaesanssenneaanan 2.00 3.00
LT C TR L= Y=Y T = SRR 3.00 4.00
FOUF @XIE VERICIE ..ottt e e e e ettt e e e e e e e e e eeaeee s asbaeeeeaeeeassssaeeeaeeeaansseeeeeeeeesssssseeeeaesaansnsaeeaeeeasnsaeneeaanan 4.00 5.00
AN o T 0 T (== D L= T 1= (o = RS 5.00 7.00

Public Law 98-63 Authority

Authority to collect fees for those
commercial vehicles permitted to use
U.S. Route 209 terminated on July 30,
1993. The NPS stopped collecting fees
on that date, but was required to
continue to enforce the statutory closure
and exceptions to the commercial use of
the highway. The commercial vehicle
check stations were operated as before
July 30, 1993, but no fees were
collected.

On November 12, 1996, Congress
enacted Public Law 100-333, which
reinstated the National Park Service’s
authority to collect commercial vehicle
fees on U.S. Route 209. Public Law 100—

333 specified that fees could not exceed
$25 per trip. The NPS resumed the
collection of fees, using the 1985 fee
schedule, on November 26, 1996.

Proposal To Increase Fees

Congress specified that the fees
collected from commercial vehicles
excepted from the closure of U.S. Route
209 be made available, “without further
appropriation, for the management,
operation, construction, and
maintenance of highway 209 within the
boundaries of the recreation area”.
Congress intended the income from the
commercial vehicle fee program to equal
or exceed the cost of operating the
program, and to fund the program

without further appropriation or use of
other operating funds.

Initially, fee collection revenues from
U.S. Route 209 provided enough
revenue to operate the commercial use
program, purchase equipment related to
the operation of U.S. Route 209, and do
some maintenance. The amount of
revenue generated has decreased over
time as several large commercial vehicle
facilities closed their local terminals,
and stopped traveling on U.S. Route
209. Fluctuations in the local economy
have also had an effect. A comparison
of revenue generated through the fee
operation from fiscal years 1984 to 2002
is illustrated in Figure 1.
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Fee Income, 1984 to 2002
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Fig. 1. Fee collection revenue, FY 1984 to FY 2001. (No fees collected, 7/30/93 to 11/26/96.)

Large 5-axle tractor-trailers have been  paying the maximum fee of $7.00 for a received. A comparison of the percent of
the most important permitted five-axle vehicle account for total fee vehicles, by number of vehicles
commercial vehicles to use U.S. Route approximately 75 percent of the total and revenue collected, for each class of
209, both in total number of commercial number of fee-paying vehicles, and vehicle may be found in Figure 2.

vehicles, and in fees generated. Trucks  nearly 90 percent of the total revenue
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Fig. 2. Percent of total fee vehicles by class of vehicle, FY 2000, number and dollars

collected.
In recent years the cost of operating remaining relatively steady and park operations (ONPS funds). A year
the commercial operation program has increasing expenses is expected to by year comparison of income and

largely exceeded the income generated ~ continue. The operating deficit is made  expenditures may be found in Figure 3.
by fees. The trends of fee revenue up with funds appropriated for normal
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|DEXPENSES $165,234 $153,386 $158,607 $195,192 $202,563 $200,122

Fig. 3. Income vs. expenses, fiscal years 1996 through 2001.

Justification for the Fee Schedule

When the current commercial vehicle
policy on U.S. Route 209 was begun in
1983, closing the highway and charging
a fee for permitted uses were very
controversial issues. Under the
circumstances, promulgating special
regulations implementing the closure
and fees was an appropriate action. The
revenue generated was much greater
than the cost of operating the fee
program at that time, and there was a
carry-over balance that was available for
other uses related to the operation and
maintenance of U.S. Route 209. As
documented above, in recent years the
cost of managing commercial operations
has been more than the revenue
collected. The collection of fees for
commercial vehicle use of U.S. Route
209 is authorized by federal statute, and
Congress’s intent is that the commercial
vehicle fees collected fund the
commercial traffic management
program. The National Park Service thus
intends for the revenue collected to
approximately equal or exceed the cost
of collection, and to fund the
commercial traffic management program
with the collected revenue. There is no
plan to set fees at a level that would
provide funds for maintenance of the
highway or any other use. The proposed
fee schedule is provided in Table 2.

TABLE 2.—PROPOSED NEW FEE

SCHEDULE
Vehicle description Fee
2 axle cars, vans, trucks .............. $3
2 axle vehicles with trailer .... 5
2 axle, 6 wheeled vehicles ... 8
3 axle vehicles ......ccccceveeeiiiinnnnnn. 10
4 axle vehicles ......coccceeeeveiccuvvennnn.. 13
5 axle vehicles .......ccccceeeeeiciinnnnnnn. 18

Effect of a Fee Increase on the Trucking
Industry

Prior to the partial closure of U.S.
Route 209 to commercial vehicles in
1983, more than 2,000 tractor-trailers
per day traveled through the recreation
area. That number has been reduced to
fewer than 200 per day in 2001,
including fee-paying and fee-exempt
trucks. The 5-axle, fee-paying tractor-
trailers using U.S. Route 209 use the
highway because it is the most
convenient route between their points of
origin and destination. A majority of
these trucks are making trips between
points within one hundred miles north
or south of the recreation area.
Generally, these trucks are either based
in Monroe or Northampton Counties,
PA, or are serving businesses in the
four-county New York area. Relatively
few trucks originating more than a
hundred miles from Delaware Water

Gap National Recreation Area use the
highway, even if they would be
permitted to use the highway based on
their destination. The trucks using U.S.
Route 209 do so because it is the most
convenient, and economically feasible,
alternative.

There are two potential alternate
routes available to the majority of trucks
currently using U.S. Route 209. The first
is to bypass the highway through the
recreation area by traveling between
Interstates 80 and 84 via Route 402. This
route is not usable to the majority of
trucks because there is a weight limit of
20,000 lbs.; an average weight for a
loaded tractor-trailer is 80,000 lbs. The
second alternative is to use Interstate
380 between Routes 80 and 84. This
route adds approximately 46 miles to
each one-way trip. Using a 2003
estimate of $1.45 per mile for shipping
freight via tractor trailers, travel via
Interstate 380 adds an additional $66.
Other alternatives, such as using Route
94 or Interstate 287, are unlikely to be
chosen because of traffic congestion,
additional miles, and tolls. Therefore,
NPS expects the large 5-axle, fee-paying
traffic to remain relatively constant.

NPS has identified the six most
common companies using U.S. Route
209 on a fee basis. These six companies
paid approximately 45 percent of all the
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5-axle fees paid in fiscal year 2001. NPS
received approximately $46,277 from
these companies in calendar year 2001,
out of a total of $103,838 paid by all 5-
axle vehicles in fiscal year 2001. This
compares a calendar year to a fiscal

year, so therefore these are estimates,
but they should be approximately
correct because the traffic from these six
companies is relatively constant. These
companies will be the most affected by
a fee increase. Increasing the fees by

155% will proportionally increase the
cost of using U.S. Route 209 to these
companies. Table 3 summarizes the
total number of paid trips by these
companies and the revenue received
from them in calendar year 2001.

TABLE 3.—TOTAL 5-AXLE FEE TRIPS AND REVENUE RECEIVED CALENDAR YEAR 2001

. East . Moyer
Dicks Rollin ; Roadway F.T.
Concrete Penn Johnson Packing Express Silfies,
Co Trucking Inc Co. Inc Inc
: Co. : (MOPAC) ) )
Total number of 5 axle fees trips 1,941 274 1,607 678 859 1,252
Total fees paid ($) ..ccevvvevverernanns 13,587 1,918 11,249 4,746 6,013 8,764

Effect of Proposed Fee Increase on NPS

NPS anticipates fee revenue will
increase by about 155% the when the
proposed rule becomes final and the fee
schedule is increased. Revenue from
commercial vehicles decreased over the
years of the program, but NPS does not
have enough years of data since the
resumption of fee collection in 1996 to
predict future collections. A small
percentage of commercial vehicles may
elect to use an alternate route, rather
than using U.S. Route 209. However, the
larger 5-axle trucks are still expected to

use the highway, as $18 per trip will
still be less expensive than driving the
additional miles on alternate routes. If
those assumptions are correct, the
revenue collected will be affected
mostly by economic conditions.

The NPS estimates the fee revenue
will be $270,300 in the first fiscal year
following implementation of the revised
fee schedule. NPS believes the fee
increase will be implemented on or
shortly before the beginning of fiscal
year 2005 on October 1, 2004. NPS
anticipates spending an average

additional 3.3% per year to operate the
commercial vehicle fee program, based
on increases in personnel costs. Figure
4 illustrates expected revenue collected,
expenses, and carryover until the end of
fiscal year 2005. This projection is based
on the current hours of operation which
targets about 90% of the commercial
traffic. If the fee collection operation
were extended beyond the end of fiscal
year 2005, and revenue remained
constant, the operation would be
operating at a deficit during fiscal year
2007.
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Figure 4. Revenue, expenses and carryover, FY01-05.

Compliance With Other Laws

Regulatory Planning and Review
(Executive Order 12866)

This document is not significant rule
and has not been reviewed by the Office
of Management and Budget under
Executive Order 12866.

(1) This rule will not have an effect of
$100 million or more on the economy.
It will not adversely affect in a material
way the economy, productivity,
competition, jobs, the environment,
public health or safety, or State, local,
or tribal governments or communities.

The NPS has prepared an Initial Cost-
Benefit analysis to support this
statement. That analysis can be viewed
at www.nps.gov/dewa.

(2) This rule will not create a serious
inconsistency or otherwise interfere
with an action taken or planned by
another agency. Actions taken under
this rule will not interfere with other
agencies or local government plans,
policies, or controls. This is an agency-
specific rule.

(3) This rule does not alter the
budgetary effects of entitlements, grants,
user fees, or loan programs or the rights

or obligations of their recipients. This
rule will have no effects on
entitlements, grants, user fees, or loan
programs or the rights or obligations of
their recipients. No grants or other
forms of monetary supplements are
involved.

(4) This rule does not raise novel
policy issues.

Regulatory Flexibility Act

The Department of the Interior
certifies that this document will not
have a significant economic effect on a
substantial number of small entities
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under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.). This certification is
based on a Regulatory Flexibility
threshold analysis performed by NPS
economists in October 2003. That
document can be viewed at
www.nps.gov/dewa.

Small Business Regulatory Enforcement
Fairness Act (SBREFA)

This rule is not a major rule under 5
U.S.C. 804(2), the Small Business
Regulatory Enforcement Fairness Act.
This rule:

a. Does not have an annual effect on
the economy of $100 million or more.

b. Will not cause a major increase in
costs or prices for consumers,
individual industries, Federal, State, or
local government agencies, or
geographic regions.

c. Does not have significant adverse
effects on competition, employment,
investment, productivity, innovation, or
the ability of U.S.-based enterprises to
compete with foreign-based enterprises.

Unfunded Mandates Reform Act

This rule does not impose an
unfunded mandate on State, local, or
tribal governments or the private sector
of more than $100 million per year. The
rule does not have a significant or
unique effect on State, local or tribal
governments or the private sector.

This rule is an agency-specific rule
and imposes no other requirements on
other agencies, governments, or the
private sector.

Takings (Executive Order 12630)

In accordance with Executive Order
12630, the rule does not have significant
taking implications. A taking
implication assessment is not required.
No takings of personal property will
occur as a result of this rule.

Federalism (Executive Order 13132)

In accordance with Executive Order
13132, the rule does not have sufficient
federalism implications to warrant the
preparation of a Federalism Assessment.

This proposed rule only affects use of
NPS-administered lands and waters. It
has no outside effects on other areas.

Civil Justice Reform (Executive Order
12988)

In accordance with Executive Order
12988, the Office of the Solicitor has
determined that this rule does not
unduly burden the judicial system and
meets the requirements of sections 3(a)
and 3(b)(2) of the Order.

Paperwork Reduction Act

This regulation does not require an
information collection from 10 or more

parties and a submission under the
Paperwork Reduction Act is not
required. An OMB form 83-I is not
required.

National Environmental Policy Act

A Final Environmental Impact
Statement for the management of U.S.
Route 209 was issued in September
1983. The Department has determined
that further compliance under this Act
is not required for any of these proposed
actions.

Government-to-Government
Relationship With Tribes

In accordance with the President’s
memorandum of April 29, 1994,
“Government to Government Relations
with Native American Tribal
Governments” (59 FR 22951) and 512
DM 2:

We have evaluated potential effects
on federally recognized Indian tribes
and have determined that there are no
potential effects.

Clarity of Rule

Executive Order 12866 requires each
agency to write regulations that are easy
to understand. We invite your
comments on how to make this rule
easier to understand, including answers
to questions such as the following: (1)
Are the requirements in the rule clearly
stated? (2) Does the rule contain
technical language or jargon that
interferes with its clarity? (3) Does the
format of the rule (grouping and order
of sections, use of headings,
paragraphing, etc.) aid or reduce its
clarity? (4) Would the rule be easier to
read if it were divided into more (but
shorter) sections? (A “section” appears
in bold type and is preceded by the
symbol “§” and a numbered heading;
for example § 7.71 Delaware Water Gap
National Recreation Area.) (5) Is the
description of the rule in the
SUPPLEMENTARY INFORMATION section of
the preamble helpful in understanding
the proposed rule? What else could we
do to make the rule easier to
understand?

Send a copy of any comments that
concern how we could make this rule
easier to understand to: Office of
Regulatory Affairs, Department of the
Interior, Room 7229, 1849 C Street,
NW., Washington, DC 20240.

Drafting Information

The principle contributors to this
proposed rulemaking are Joel Schwartz,
Fee Collection Program Manager, and
Brian McDonnell, Park Ranger, and
Philip A. Selleck, Chief Ranger,
Delaware Water Gap NRA.

List of Subjects in 36 CFR Part 7

District of Columbia, National parks,
Reporting and recordkeeping
requirements.

For the reasons stated in the
preamble, the National Park Service
proposes to amend 36 CFR Part 7 as
follows:

PART 7—SPECIAL REGULATIONS,
AREAS OF THE NATIONAL PARK
SYSTEM

1. The authority citation for Part 7
continues to read as follows:

Authority: 16 U.S.C. 1, 3, 9a, 460(q),
462(k); Sec. 7.96 also issued under DC Code
8—137 (1981) and DC Code 40-721 (1981).

2. Section 7.71 is amended by revising
paragraphs (e)(1)(i) through (vi) to read
as follows:

§7.71 Delaware Water Gap National
Recreation Area.
* * * * *
(e) * *x %
* %

(1=

(i) Two-axle car, van or truck—$3

(ii) Two-axle vehicle with trailer—$5
(iii) Two-axle 6-wheeled vehicle—$8
(iv) Three-axle vehicle—$10
(v) Four-axle vehicle—$13
(vi) Five or more-axle vehicle—$18

* * * * *

Dated: June 14, 2004.
Paul Hoffman,

Deputy Assistant Secretary for Fish and
Wildlife and Parks.

[FR Doc. 04—14114 Filed 7—2—04; 8:45 am]
BILLING CODE 4312-JG-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 271
[FRL-7781-8]

Connecticut: Proposed Final
Authorization of State Hazardous
Waste Management Program
Revisions

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Proposed rule and notice of
informational meeting.

SUMMARY: The State of Connecticut has
applied to EPA for Final authorization
of changes to its hazardous waste
program under the Resource
Conservation and Recovery Act (RCRA).
The revisions consist of State
regulations which update the State’s
program to meet federal requirements
through January 1, 2001. The revisions
cover the EPA RCRA Clusters Non-
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HSWA VI, HSWA I, HSWA II, and
RCRA I through XI, and include such
important rules as Corrective Action,
land disposal restrictions, toxicity
characteristic amendments, burning
hazardous waste in boilers and
industrial furnaces, recycled used oil,
universal wastes, and the expanded
RCRA public participation rule. EPA
proposes to grant final authorization to
Connecticut for these revisions to its
hazardous waste program. EPA has
determined that these State regulations
meet the requirements for authorization
as set forth in the RCRA statute and
EPA’s regulations.

DATES: Comments on the proposed rule
must be received on or before August 5,
2004. Comments submitted
electronically will be considered timely
submitted if they are received by 11:59
p-m. (eastern time) on the deadline date.
An informational meeting relating to the
proposed authorization will be held on
July 21, 2004 from 10 a.m. to 12 noon
in Hartford, Connecticut.

ADDRESSES: Written comments should
be mailed to Robin Biscaia, Hazardous
Waste Unit, EPA Region I, One Congress
St., Suite 1100 (CHW), Boston, MA
02114-2023, or e-mailed to:
biscaia.robin@epa.gov.

The informational meeting will be
held on July 21, 2004 from 10 a.m. to
12 noon at the Phoenix Auditorium
located on the 5th floor of the
Connecticut Department of
Environmental Protection, 79 Elm
Street, in Hartford, Connecticut.

Dockets containing copies of the State
of Connecticut’s revision application
and the materials which the EPA used
in evaluating the revision have been
established at the following two
locations: (i) Connecticut Department of
Environmental Protection, Bureau of
Waste Management, Waste Engineering
and Enforcement Division, 79 Elm
Street—4th floor, Hartford, CT 06106—
5127, business hours Monday through
Friday 9 a.m. to 4 p.m., tel: (860) 424—
3023; and (ii) EPA Region I Library, One
Congress Street—11th Floor, Boston,
MA 02114-2023, business hours
Monday through Thursday 10 a.m.—3
p.m., tel: (617) 918-1990. Records in
these dockets are available for
inspection and copying during normal
business hours.

FOR FURTHER INFORMATION CONTACT:
Robin Biscaia, Hazardous Waste Unit,
EPA Region I, One Congress St., Suite
1100 (CHW), Boston, MA 02114-2023,
tel: (617) 918-1642, e-mail:
biscaia.robin@epa.gov.
SUPPLEMENTARY INFORMATION:

Informational meeting. The EPA and
the Connecticut Department of

Environmental Protection (CTDEP) will
hold an informational meeting in order
to address questions related to
authorization, including the
implementation and transition of the
Corrective Action program to the
CTDEP. EPA and State personnel will
also be available to discuss other
program elements. This meeting will not
be a public hearing in which comments
are formally entered into the
administrative record. Instead, all
comments related to this proposed
action must be submitted in writing,
and must be received by the EPA in
accordance with the procedures
specified above.

A. Why Are Revisions to State
Programs Necessary?

States with final authorization under
section 3006(b) of RCRA, 42 U.S.C.
6926(b), have a continuing obligation to
maintain a hazardous waste program
that is equivalent to, consistent with,
and no less stringent than the Federal
hazardous waste program. As the
Federal hazardous waste program
changes, the States must revise their
programs and apply for authorization of
the revisions. Revisions to State
hazardous waste programs may be
necessary when Federal or State
statutory or regulatory authority is
modified or when certain other changes
occur. Most commonly, States must
revise their programs because of
changes to EPA’s regulations in 40 Code
of Federal Regulations (CFR) parts 124,
260 through 266, 268, 270, 273 and 279.

B. What Has Connecticut Previously
Been Authorized for Under RCRA?

The State of Connecticut received
Final Authorization on December 17,
1990, effective December 31, 1990 (55
FR 51707), to implement its base
hazardous waste management program.
This previously authorized program
generally tracks Federal hazardous
waste requirements through July 1,
1989.

C. What Decisions Is the EPA Proposing
To Make in This Rule?

We believe that the State of
Connecticut’s application to revise its
authorized program meets all of the
statutory and regulatory requirements
established by RCRA. Therefore, we
propose to grant Connecticut Final
authorization to operate its hazardous
waste program with the changes
described in the authorization
application.

D. What Happens if EPA Receives
Written Comments That Oppose This
Action?

If EPA receives written comments that
oppose this authorization, we will
evaluate and address them prior to
issuing any final rule. You may not have
another opportunity to comment. If you
want to comment on this authorization,
you should do so at this time.

E. What Changes Is the EPA Proposing
To Authorize With Today’s Action?

The EPA is proposing to authorize
Connecticut regulations which update
the State’s hazardous waste program to
meet federal requirements through
January 1, 2001. The revisions track the
following federal rules in RCRA Clusters
Non-HSWA VI, HSWA I, HSWA II, and
RCRA I through XI:

Non-HSWA VI

64 Delay of Closure Period for
Hazardous Waste Management
Facilities (54 FR 33376, 8/14/89)

65 Mining Waste Exclusion I (54 FR
36592, 9/1/89)

67 Testing and Monitoring Activities
(54 FR 40260, 9/29/89)

70 Changes to Part 124 Not Accounted
for by Present Checklists

(70) Environmental Permit
Regulations; RCRA Hazardous Waste;
SDWA Underground Injection Control;
CWA National Pollutant Discharge
Elimination System; CWA Section 404
Dredge or Fill Programs; and CAA
Prevention of Significant Deterioration
(48 FR 14146, 4/1/83)

(70) Hazardous Waste Management
System; Permit Program;
Requirements for Authorization of
State Programs; Procedures for
Decisionmaking; Identification and
Listing of Hazardous Waste;
Standards for Owners and
Operators of Hazardous Waste
Storage, Treatment, and Disposal
Facilities; Interim Status Standards
for Owners and Operators of
Hazardous Waste Storage,
Treatment, and Disposal Facilities;
Correction (48 FR 30113, 6/30/83)

(70) Underground Injection Control
Program; Hazardous Waste Disposal
Injection

Restrictions; Amendments to
Technical Requirements for Class I
Hazardous Waste Injection Wells;
and Additional Monitoring
Requirements Applicable to All
Class I Wells (53 FR 28118, 7/26/88)

(70) Safe Drinking Water Act;
National Drinking Water
Regulations; Underground Injection
Control Regulations; Indian Lands
(53 FR 37396, 9/26/88)
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(70) National Pollutant Discharge
Elimination System Permit
Regulations (54 FR 246, 1/4/89)

71 Mining Waste Exclusion II (55 FR
2322, 1/23/90)

72 Modifications of F019 Listing (55
FR 5340, 2/14/90)

73 Testing and Monitoring Activities;
Technical Corrections (55 FR 8948,
3/9/90)

76 Criteria for Listing Toxic Wastes;
Technical Amendment (55 FR
18726, 5/4/90)

78N Land Disposal Restrictions for
Third Third Scheduled Wastes (55
FR 22520, 6/1/90)

HSWA I

CP Hazardous and Used Oil Fuel
Criminal Penalties, (HSWA
§3006(h), § 3008(d) § 3014

HSWA Date of Enactment Provisions,
11/8/84; 50 FR 28702, 7/15/85)

14 Dioxin Waste Listing and
Management Standards (50 FR
1978, 1/14/85)

16 Paint Filter Test (See Revision
Checklist 25 in HSWA Cluster I) (50
FR 18370, 4/30/85)

SI Sharing of Information With the
Agency for Toxic Substances and
Disease Registry (HSWA §3019(b),
7/15/85)

17 HSWA Codification Rule (50 FR
28702, 7/15/85)

17E Location Standards for Salt
Domes, Salt Beds, Underground
Mines and Caves (50 FR 28702, 7/
15/85)

17G Dust Suppression (50 FR 28702,
7/15/85)

17L  Corrective Action (50 FR 28702,
7/15/85)

17N Permit Life (50 FR 28702, 7/15/
85)

170 Omnibus Provision (50 FR
28702, 7/15/85)

18 Listing of TDI, TDA, DNT 50 FR
42936, 10/23/85

20 Listing of Spent Solvents (50 FR
53315, 12/31/85)

21 Listing of EDB Waste (51 FR 5327,
2/13/86)

22 Listing of Four Spent Solvents (51
FR 6537, 2/25/86)

25 Codification Rule; Technical
Correction (Paint Filter Test, 51 FR
19176, 5/28/86)

30 Biennial Report; Correction (51 FR
28556, 8/8/86)

31 Exports of Hazardous Waste (51 FR
28664, 8/8/86)

32 Standards for Generators; Waste
Minimization Certifications (51 FR
35190, 10/1/86)

33 Listing of EBDC (51 FR 37725,10/
24/86)

HSWA II

44

HSWA Codification Rule 2 (52 FR
45788, 12/1/87)

44A Permit Application

Requirements Regarding Corrective
Action

44B Corrective Action Beyond

Facility Boundary

44C Corrective Action for Injection

Wells

44D Permit Modification
44E Permit as a Shield Provision
44F Permit Conditions to Protect

48

66

68

69

74

75

Human Health and the
Environment

Farmer Exemptions; Technical
Corrections (53 FR 27164, 7/19/88)
Land Disposal Restrictions;
Correction to First Third Wastes
(includes revision checklist 66.1
correction) (54 FR 36967, 9/6/89 as
amended by 54 FR 9596, 3/7/89)
Reportable Quantity Adjustment
Methyl Bromide Production Waste
(54 FR 41402, 10/6/89)

Reportable Quantity Adjustment
(F024 and F025) (54 FR 50968,12/
11/89)

Toxicity Characteristics Revision
(includes revision checklist 74.1
correction) (55 FR 11798, 3/29/90 as
amended by 55 FR 26986, 6/29/90)
Listing of 1,1-Dimethylhydrazine
Production Wastes (55 FR 18496, 5/
2/90)

78H Land Disposal Restrictions for

79

Third Third Wastes (55 FR 22520,
6/1/90)

Organic Air Emission Standards for
Process Vents and Equipment Leaks
(55 FR 25454, 6/21/90)

RCRAI

80

81

82

83

84

85

86

Toxicity Characteristic;
Hydrocarbon Recovery Operations
(55 FR 40834, 10/5/90 as amended
by 56 FR 3978, 2/01/91 and 56 FR
13406, 4/2/91)

Petroleum Refinery Primary and
Secondary Oil/Water/Solids
Separation Sludge Listings (F037
and F038) (55 FR 46354, 11/2/90 as
amended by 55 FR 51707, 12/17/90)
Wood Preserving Listings (55 FR
50450, 12/6/90)

Land Disposal Restrictions for
Third Third Scheduled Wastes;
Technical Amendment (56 FR 3864,
1/31/91)

Toxicity Characteristic;
Chlorofluoro-carbon Refrigerants
(56 FR 5910, 2/13/91)

Burning of Hazardous Waste in
Boilers and Industrial Furnaces (56
FR 7134, 2/21/91)

Removal of Strontium Sulfide From
the List of Hazardous Waste;
Technical Amendment (56 FR 7567,
2/25/91)

87

88

89

90

91

Organic Air Emission Standards for
Process Vents and Equipment
Leaks; Technical Amendment (56
FR 19290, 4/26/91)

Administrative Stay for K069
Listing (56 FR 19951, 5/1/91)
Revision to F037 and F038 Listings
(56 FR 21955, 5/13/91)

Mining Exclusion III (56 FR 27300,
6/13/91)

Administrative Stay for F032, F034,
and F035 Listings (Superseded by
57 FR 5859 and 57 FR 61492, see
revision checklists 101 and 120 in
RCRA Clusters II and III,
respectively) (56 FR 27332, 6/13/91)

RCRAII

92

94

95

96

97

98

99

Wood Preserving Listings;
Technical Corrections (56 FR
30192, 7/1/91)

Burning of Hazardous Waste in
Boilers and Industrial Furnaces;
Corrections and Technical
Amendments I (56 FR 32688, 7/17/
91)

Land Disposal Restrictions for
Electric Arc Furnace Dust (K061)
(56 FR 41164, 8/19/91)

Burning of Hazardous Waste in
Boilers and Industrial Furnaces;
Technical Amendments II (56 FR
42504, 8/27/91)

Exports of Hazardous Waste;
Technical Correction (56 FR 43704,
9/4/91)

Coke Ovens Administrative Stay
(56 FR 43874, 9/5/91)
Amendments to Interim Status
Standards for Downgradient
Ground-Water Monitoring Well
Locations (56 FR 66365, 12/23/91)

100 Liners and Leak Detection

Systems for Hazardous Waste Land
Disposal Units (57 FR 3462, 1/29/
92)

101 Administrative Stay for the

Requirement That Existing Drip
Pads be Impermeable (Superseded
by 57 FR 61492, see Revision
Checklist 120 in RCRA Cluster III)
(57 FR 5859, 2/18/92)

102 Second Correction to the Third

Third Land Disposal Restrictions
(57 FR 8086, 3/6/92)

103 Hazardous Debris Case-by-Case

Capacity Variance (57 FR 20766, 5/
15/92)

104 Oil Filter Exclusion (57 FR 21524,

5/20/92)

105 Recycled Coke By-Product

Exclusion (57 FR 27880, 6/22/92)

106 Lead-Bearing Hazardous Materials

Case-by-Case Capacity Variance (57
FR 28628, 6/26/92)

RCRA IIT

107

Used Oil Filter Exclusion
Corrections (57 FR 29220, 7/1/92)
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108 Toxicity Characteristic Revisions =~ RCRA IV Pesticides
(57 FR 30657, 7/10/92) 125 Boilers and Industrial Furnaces: 142D Specific Provisions for
109 Land Disposal Restrictions for ; Thermostats

Newly Listed Waste and Hazardous
Debris (57 FR 37194, 8/18/92)

110 Coke-By-Products Listings (57 FR
37284, 8/18/92)

111 Boilers and Industrial Furnaces;
Technical Amendment III (57 FR
38558, 8/25/92)

112 Recycled Used Oil Management
Standards (57 FR 41566, 9/10/92)

113 Consolidated Liability
Requirements: Financial
Responsibility for Third-Party
Liability, Closure, and Post-Closure
(includes revision checklists 113.1
and 113.2) [(57 FR 42832, 9/16/92
which amends 53 FR 33938, 9/1/88
(formerly revision checklist 51) and
56 FR 30200, 7/1/91(formerly
revision checklist 93)]

114 Boilers and Industrial Furnaces;
Technical Amendment IV (57 FR
44999, 9/30/92)

115 Chlorinated Toluenes Production
Waste Listing (57 FR 47376, 10/15/
92)

116 Hazardous Soil Case-by-Case
Capacity Variance (57 FR 47772,
10/20/92)

117A Reissuance of the “Mixture” and
“Derived From” Rules (includes
revision checklists 117A.1 and
117A.2) (57 FR 7628, 3/3/92 as
amended by 57 FR 23062, 6/1/92
and 57 FR 49278, 10/30/92)

117B Toxicity Characteristic
Amendment (57 FR 23062, 6/1/92)

118 Liquids in Landfills IT (57 FR
54452, 11/18/92)

119 Toxicity Characteristic Revision;
TCLP Correction (includes checklist
119.1 revision) (57 FR 55114, 11/
24/92 as amended by 58 FR 6854,
2/2/93)

120 Wood Preserving; Amendments to
Listings and Technical
Requirements (57 FR 61492, 12/24/
92)

121 Corrective Action Management
Units and Temporary Units (58 FR
8658, 2/16/93)

122 Recycled Used Oil Management
Standards; Technical Amendments
and Corrections (includes checklist
122.1 revisions) (58 FR 26420, 5/3/
93 and 58 FR 33341 6/17/93)

123 Land Disposal Restrictions;
Renewal of the Hazardous Waste
Debris Case-by-Case Capacity
Variance (58 FR 28506, 5/14/93)

124 Land Disposal Restrictions for
Ignitable and Corrosive
Characteristic Wastes Whose
Treatment Standards Were Vacated
(58 FR 29860, 5/24/93)

Changes for Consistency with New
Air Regulations (58 FR 38816, 7/20/
93)

126 Testing and Monitoring Activities
(includes checklists 126.1 revisions)
(58 FR 46040, 8/31/93 as amended
by 59 FR 47980, 9/19/94)

127 Boilers and Industrial Furnaces;
Administrative Stay and Interim
Standards for Bevill Residues (58
FR 59598, 11/9/93)

128 Wastes From the Use of
Chlorophenolic Formulations in
Wood Surface Protection (59 FR
458, 1/4/94)

129 Revision of Conditional
Exemption for Small Scale
Treatability Studies (59 FR 8362, 2/
18/94)

130 Recycled Used Oil Management
Standards; Technical Amendments
and Corrections II (59 FR 10550, 3/
4/94)

131 Recordkeeping Instructions;
Technical Amendment (59 FR
13891, 3/24/94)

132 Wood Surface Protection;
Correction (59 FR 28484, 6/2/94)

133 Letter of Credit Revision (59 FR
29958, 6/10/94)

134 Correction of Beryllium Powder
(PO15) Listing (59 FR 31551, 6/20/
94)

RCRAV

135 Recovered Oil Exclusion (59 FR
38536, 7/28/94)

136 Removal of the Conditional
Exemption for Certain Slag
Residues (59 FR 43496, 8/24/94)

137 Universal Treatment Standards
and Treatment Standards for
Organic Characteristic Wastes and
Newly Listed Waste (includes
checklist 137.1 revisions) (59 FR
47982, 9/19/94 as amended by 60
FR 242, 1/3/95)

139 Testing and Monitoring Activities
Amendment I (60 FR 3089, 1/13/95)

140 Carbamate Production
Identification and Listing of
Hazardous Waste (includes revision
checklists 140.1 and 140.2) (60 FR
7824, 2/9/95 as amended by 60 FR
19165, 4/17/95 and 60 FR 25619, 5/
12/95)

141 Testing and Monitoring Activities
Amendment II (includes checklist
140.1 revisions) (60 FR 17001, 4/4/
95 and 60 FR 19165, 4/17/95)

142 Universal Waste Rule (60 FR
25492, 5/11/95)

142A General Provisions

142B Specific Provisions for
Batteries

142C Specific Provisions for

142E Petition Provisions to Add a
New Universal Waste
144 Removal of Legally Obsolete Rules
(60 FR 33912, 6/29/95)

RCRA VI

148 RCRA Expanded Public
Participation (60 FR 63417, 12/11/
95)

150 Identification and Listing of
Hazardous Waste; Amendments to
Definition of Solid Waste (61 FR
13103, 3/26/96)

151 Land Disposal Restrictions Phase
III (61 FR 15566, 4/8/96)

(151.1) Land Disposal Restrictions
Phase III—Decharacterized
Wastewaters, Carbamate Wastes,
and Spent Potliners; Partial
Withdrawal and Amendment (61
FR 15660, 4/8/96)

(151.2) Land Disposal Restrictions
Phase III—Decharacterized
Wastewaters, Carbamate Wastes,
and Spent Potliners; Correction (61
FR 19117, 4/30/96)

(151.3) Land Disposal Restrictions
Phase III—Decharacterized
Wastewaters, Carbamate Wastes,
and Spent Potliners; Technical
Correction (61 FR 33680, 6/28/96)

(151.4) Land Disposal Restrictions
Phase III—Decharacterized
Wastewaters, Carbamate Wastes,
and Spent Potliners; Correction (61
FR 36419, 7/10/96)

(151.5) Land Disposal Restrictions
Phase III—Decharacterized
Wastewaters, Carbamate Wastes,
and Spent Potliners; Emergency
Revision (61 FR 43924, 8/26/96)

(151.6) Land Disposal Restrictions
Phase III—Decharacterized
Wastewaters, Carbamate Wastes,
and Spent Potliners; Correction (62
FR 7502, 2/19/97)

RCRA VII

153 Conditionally Exempt Small
Quantity Generator Disposal
Options Under Subtitle D (61 FR
34252, 7/1/96)

154 Consolidated Organic Air

Emission Standards for Tanks,

Surface Impoundments, and

Containers 154 (includes revisions

checklists 154.1-154.6) (59 FR

62896, 12/6/94 as amended by 60

FR 26828, 5/19/95; 60 FR 50426, 9/

29/95; 60 FR 56952, 11/13/95; 61

FR 4903, 2/9/96; 61 FR 28508, 6/5/

96; and 61 FR 59932, 11/25/96)

Land Disposal Restrictions Phase

III—Emergency Extension of the

K088 Capacity Variance (62 FR

1992, 1/14/97)

155
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156 Military Munitions Rule (62 FR
6622, 2/12/97)

157 Land Disposal Restrictions—Phase
IV (62 FR 25998, 5/12/97)

158 Testing and Monitoring Activities
Amendment III (62 FR 32452, 6/13/
97)

159 Carbamate Production,
Identification and Listing of
Hazardous Waste; Land Disposal
Restrictions (Conformance With the
Carbamate Vacatur) (62 FR 32974,
6/17/97)

RCRA VI

160 Land Disposal Restrictions Phase
III: Emergency Extension of K088
National Capacity Variance (62 FR
37694, 7/14/97)

161 Second Emergency Revision of the
Land Disposal Restrictions
Treatment Standards for Listed
Hazardous Wastes from Carbamate
Production (62 FR 45568, 8/28/97)

162 Clarification of Standards for
Hazardous Waste LDR Treatment
Variances (62 FR 64504, 12/5/97)

163 Organic Air Emissions Standards
for Tanks, Surface Impoundments
and Containers; Classification and
Technical Amendment (62 FR
64636, 12/8/97)

164 Kraft Mill Steam Stripper and
Condensate Exclusion (63 FR
18504, 4/15/98)

166 Recycled Used Oil Management
Standards’ Technical Correction
and Clarification (including
revision checklist 166.1) (63 FR
24963, 5/6/98 and 63 FR 37780, 7/
14/98)

167A-F Land Disposal Restrictions
Phase IV—Treatment Standards for
Metal Wastes and Mineral
Processing Wastes; Mineral
Processing Secondary Metals and
Bevill Exclusion Issues; Treatment
Standards for Hazardous Soils, and

Exclusion of Recycled Wood
Preserving Wastewaters (includes
revision checklist 167C.1) (63 FR
28556, 5/26/98)

RCRA IX

169 Petroleum Refining Process
(including revision checklist 169.1)
(63 FR 42110, 8/6/98 as amended
by 63 FR 54356, 10/9/98)

170 Land Disposal Restriction—Phase
IV (63 FR 46332, 8/31/98)

171 Emergency Revision of LDR
Treatment Standards (63 FR 47410,
9/4/98)

172 Emergency Revision of LDR
Treatment Standards (63 FR 48124,
9/9/98)

173 Land Disposal Restrictions
Treatment Standards (Spent
Potliners) (63 FR 51254, 9/24/98)

176 Universal Waste Rule: Technical
Amendment (63 FR 71225, 12/24/
98)

177 Organic Air Emission Standards
(64 FR 3382, 1/21/99)

178 Petroleum Refining Process
Wastes (64 FR 6806, 2/11/99)

179 Land Disposal Treatment
Standards: Technical Corrections
and Clarifications (64 FR 25408, 5/
11/99)

180 Test Procedures for the Analysis
of Oil and Grease and Non-Polar
Material (64 FR 26315, 5/14/99)

RCRA X

181 Universal Waste Rule (64 FR
36466, 7/6/99)

182 NESHAPS: Final Standards for
Hazardous Air Pollutants for
Hazardous Waste Combustors
(MACT Rule) (including revision
checklist 182.1) (64 FR 52828, 9/30/
99 as amended by 64 FR 63209, 11/
19/99)

183 Land Disposal Restrictions; Wood
Preserving Wastes, Metal Wastes,

Zinc Micronutrients Fertilizer, etc.
(correction) (64 FR 56469, 10/20/99)

184 Wastewater Treatment Sludges
from Metal Finishing Industry; 180-
day Accumulation Time (65 FR
12378, 3/8/00)

185 Organobromine Production
Wastes (65 FR 14472, 3/17/00)

187 Organobromine Production Waste
and Petroleum Refining Process
Waste: Technical Correction (65 FR
36365, 6/8/00)

RCRA XI

189 Hazardous Waste Management
System; Identification and Listing
of Hazardous Waste; Chlorinated
Aliphatics Production Wastes; Land
Disposal Restrictions for Newly
Identified Wastes; and CERCLA
Hazardous Substance Designation
and Reportable Quantities (65 FR
67068, 11/8/00)

190 Deferral of Phase IV Standards for
PCBs as a Constituent Subject to
Treatment in Soil (65 FR 81373, 12/
26/00)

The revisions also include other State
regulations which address federal
requirements, including the state
provisions identified in Table 3 in the
Program Description and including
changes that the State has made to its
base program regulations that were
authorized in 1990.

The specific State regulations that the
EPA is proposing to authorize are listed
in the table below. The Federal
requirements in the table are identified
by reference to the Code of Federal
Regulations (CFR). The following
abbreviation is used in defining
corresponding state authority: R.C.S.A.
(Regulations of Connecticut State
Agencies).

Description of Federal requirements

Analogous state authority

40 CFR part 260:
None
NONE ..o
Various record Kkeeping provisions and

262.40(d), 263.22(e), 264.74(b),
265.74(b) and 268.7(a)(8).

260.10—definition of small quantity gener-
ator.
260.2
260.3
260.10 Intro ...
260.11(b)
261.1(c)(8)
None, other than definition of Administrator
and Regional Administrator in 260.10,
270.2 and State director in 270.2.

22a-449(c)-100(a)(1)
22a-449(c)-100(a)(2)
22a-449(c)-100(a)(5)

a)(2)(B), 22a—449(c)-101(a)(2)(D) and (F), and 22a—449(c)—106(b)(1)(A)

22a—449(c)-100(c)(28)

22a-449(c)-100(a)(7) (partially broader in scope)
22a-449(c)-100(c) Intro

22a—-449(c)-100(c)(28)

22a—449(c)-100(b)(1)(B)
22a—-449(c)-100(b)(2)(A)
22a—-449(c)-100(b)(2)(B)
22a—-449(c)-100(b)(2)(C)

22a—-449(c)-101( )

22a-449(c)-100(c)(1)
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Description of Federal requirements

Analogous state authority

None, other than definition of EPA region in

22a-449(c)-100(c)(2)

260.10 and EPA and Environmental Pro-
tection Agency in 270.2.

NONE . 22a-449(c)—100(c)(3)
260.10—definition of battery ...........cccceeee. 22a-449(c)-100(c)(4)
NONE e 22a-449(c)-100(c)(5)
260.10, 270.2—definition of corrective ac- | 22a—449(c)—100(c)(7)
tion management unit, CAMU.
NONE .o 22a-449(c)—-100(c)(10)
260.10—definition of designated facility ...... 22a-449(c)-100(c)(11)
260.10—definition of destination facility and | 22a—449(c)—100(c)(12)
273.80.
270.2—definition of Director ..........c.cccceeueee. 22a—-449(c)-100(c)(13)
NONE .o 22a—449(c)-100(c)(14)
260.10—definition of Facility .........ccccceeeeeen. 22a-449(c)-100(c)(15)
None (c) (c)(16)
None (c) (c)(17)
260.10, 273.9—definition of Lamp, Uni- | 22a—449(c)—100(c)(18)

versal waste lamp.

260.10—definition of Miscellaneous Unit .... | 22a—449(c)—100(c)(21

NONE .o 22a—-449(c)-119(a)(2)(J) and (FFF)
NONE .o 22a-449(c)-100(c)(24)
260.10—definition of Remediation waste .... | 22a—449(c)—100(c)(26)
260.10—definition of Small quantity gener- | 22a—449(c)—-100(c)(28)

ator.

None other than definition of State in | 22a—449(c)—100(c)(29)
260.10, 270.2 and Approved program
and Approved state in 270.2.

260.10, 273.9—definition of Universal | 22a—-449

Waste and 273.80.
273.80 s 22a—449(c)-100(c)(34)

260.10 and 279.1—definition of Used oil .... | 22a-449(c)-100(c)(35) (partially broader in scope)

40 CFR part 261:

261.1(C)(B) eeeereeieeeiieie et 22a—-449(c)-101(a)(2)(B), 22a—449(c)-101(a)(2)(D) and (F) and 22a—-449(c)-106(b)(1)(A)
2671.2(Q)(2)(IV) -verreeeerreeeenieeeeneee e 22a—-449(c)-101(a)(1)(A)
261.4(2)(16) cvoveeveceeeeeeeeeeeeeeeeeeeeeee e 22a-449(c)-101(a)(1)(B)
2671.4(D)(B) werveeneerreeieeieeeee e 22a—449(c)-101(a)(1)(C)
261.4(D)(11) e 22a-449(c)-101(a)(1)(D)
261.4(Q) cvoeveeeeeereeeeeeeee e 22a-449(c)-101(a)(1)(E)
261.38 oo 22a-449(c)-101(a)(1)(F)
261.2(C)(B) eeerreereerieee e 22a-449(c)-101(a)(2)(D)
261.2(8) eeereeeeieeniee et 22a-449(c)-101(a)(2)(F)
2671.3(2)(2)(V) cveerreereeerieeeieeree e 22a-449(c)-101(a)(2)(G)
261.3(C)(2)(i) +ovveerrerereerieeeiee e 22a-449(c)-101(a)(2)(H)
261.4(2)(1)(I1) wveerrereeeeneeeee e 22a-449(c)-101(a)(2)(I)
261.4(2)(15) weevveerereieenieeee e 22a—-449(c)-101(a)(2)(J)
261.4(@)(17)([i1) weeereeeeeie e 22a—-449(c)-101(a)(2)(K)
261.4(@)(17)(V) eereeeene 22a—449(c)-101(a)(2)(N)
261.5(c)(6)/273.80 22a—449(c)-101(a)(2)(Q)
261.5(f)(3)(iv)—261.5(f)(3)(Vil) cerrvererrerreenne 22a-449(c)-101(a)(2)(S)
2671.5(9)(2) weveeeerreeeerreeieneee s 22a-449(c)-101(a)(2)(T)
261.5(9) () (IV)—(Vil) +erveereereereereeeereeee e 22a-449(c)-101(a)(2)(V)
261.5(]) covveeeeeneeeee e 22a-449(c)-101(a)(2)(W)
261.6(2)(4) eeereeie e 22a-449(c)-101(a)(2)(Y) (partially broader in scope)
P2 T (o) [ ) 22a-449(c)-101(a)(2)(Z) (partially broader in scope)
261.9/273.80 ..o 22a-449(c)-101(a)(2)(AA)
261.9(d)/273.80 ..eevieeeieeieeeeee e 22a-449(c)-101(a)(2)(CC)
261.31(2) ovorveeeereeeceeeeeeeeeeeeeee e 22a-449(c)-101(a)(2)(DD)
261.32 22a-449(c)-101(a)(2)(EE)
261 Appendix VI .....coooiiiiiiiiiiiiieeeeee 22a—449(c)-101(a)(2)(GG)
261 Appendix VI .....ccoeeviieeeiiie e 22a-449(c)-101(a)(2)(HH)
NONE .o 22a-449(c)-101(b) intro
NONE e 22a-449(c)-101(b)(1)
NONE .o 22a-449(c)-101(b)(2)
NONE e 22a-449(c)-101(a)(1), 22a—449(c)-101(a)(2)(D) and (F), and 22a—449(c)—106(b)(1)(A)
NONE .o 22a-449(c)-101(c)(2)
NONE e 22a-449(c)-101(c)(3)
260.40 and 260.41 .......cccoeueerrreererereriennn 22a-449(c)-101(c)(4)
40 CFR parts 262:
262.34(9)(A)([1) weeeereieeeieeee e 22a-449(c)-102(a)(1)(B)

262.10(g) formerly 262.10(€) ....ceervvrrvveeennn 22a-449(c)-100(a)(7)
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Description of Federal requirements Analogous state authority
26211 e 22a-449(c)-102(a)(2)(A)
262.11(d)/273.80 ..coveeeeeeeeeeeee e 22a-449(c)-102(a)(2)(B)
262.20(F) weveereeeee e 22a-449(c)-102(a)(2)(C)
262.34(2) e s 22a—449(c)-102(a)(2)(D)
262.34(a)(1)(i) formerly 262.34(a)(1) ........... 22a-449(c)-102(a)(2)(E)
262.34(a)(1)(ii) formerly 262.34(a)(1) .......... 22a-449(c)-102(a)(2)(F)
262.34(a)(1)(iil) wereeeeeeereeeeereeeee e 22a-449(c)-102(a)(2)(G)
262.34(a)(1)(iv) iNtro ..cceeeceeieeeie e 22a-449(c)-102(a)(2)(H)
262.34(a)(1)(IV)(A) woeeereererreeeeseeeseeee e 22a-449(c)-102(a)(2)(1)
262.34(a)(3) eeoeeeene . | 22a—449(c)-102(a)(2)(J)
262.34(a)(4) . . | 22a-449(c)-102(a)(2)(K) (Also see 22a—-449(c)-102(a)(2)(D), 2nd bullet)
262.34(b) ..... 22a-449(c)-102(a)(2)(L)
262.34(c)(1)(i) . | 22a-449(c)-102(a)(2)(M)
262.34(c)(1)(ii) . . | 22a—449(c)-102(a)(2)(N)
262. 34(d)(5)(|v)(C) . | 22a-449(c)-102(a)(2)(P)
262.34(9)(1) ceeeeeeeeeee e 22a-449(c)-102(a)(2)(R)
262.34(9)(2) e 22a-449(c)-102(a)(2)(S)
262.34(9)(4)(I)(A) eeeereeeeeeeee e 22a—449(c)-102(a)(2)(T)
262.34(9)(4)(I)(C) weevverreereieeeeeeeneee e 22a—-449(c)-102(a)(2)(V)
262.34(9)(4)(IV) werreereereeeeeeeee e 22a—-449(c)-102(a)(2)(W)
262.34(9)(4)(V) eerreereireeeneees e 22a—-449(c)-102(a)(2)(X)
262.41(2) e 22a—-449(c)-102(a)(2)(AA)
262.43 e 22a—449(c)-102(a)(2)(DD)
262.44 ..o 22a—-449(c)-102(a)(2)(EE)
262 APPENIX ..oooreiriieiieniieiee e 22a-449(c)-102(a)(2)(ll) (partially broader in scope)
NONE i 22a-449(c)-102(b)(2) and (3)
NONE .o 22a-449(c)-102(b)(4)

NONE .o 22a-449(c)-100(c)(28)
NONE e 22a-449(c)-102(c)(2)

40 CFR part 263:
263.10(f) . | 22a—449(c)-103(a)(1)(A)

263.10(a) .
263.30(c)(1) .
40 CFR part 264:

. | 22a-449(c)-103(a)(2)(A)
. | 22a-449(c)-103(a)(2)(D)

2L 0 1 () NSO 22a-449(c)—104(a)(1)(D)

2L L0 1) SO 22a-449(c)—-104(a)(1)(E)

264.90(8) ovorveeeeeeeeeeeeee e, 22a-449(c)-104(a)(1)(G)

264.90(F) .ovoeeeeeeeeeeeeeeeee e, 22a-449(c)-104(a)(1)(H)

264.101(A) wevoveeeeeeeeeeeeee e, 22a-449(c)—104(a)(1)(1)

264.110(C) wvoveveeereeeeeeeeeee e 22a-449(c)-104(a)(1)(J)

264.112(D)(8) -veerveereeeieeeieeseeeee e 22a-449(c)-104(a)(1)(K)

264.112(C)(2)(IV) veveveeeeeeieereeeeee e 22a-449(c)-104(a)(1)(L)

264.118(D)(4) veereeeeieeeeeeeeee e 22a-449(c)-104(a)(1)(M)

264.118(d)(2)(IV) veveveeeereieenieeeee e eiee e 22a-449(c)-104(a)(1)(N)

264.140(d) eeeieeeee e 22a-449(c)-104(a)(1)(0)

264.314(8) eeeeeeeiieeeeeee et 22a-449(c)-104(a)(1)(S)

264.340() .voeeeeeeeeeeeeeeee e, 22a-449(c)—104(a)(1)(T)

264.554 ..o 22a-449(c)-104(a)(1)(V)

264, subpart EE ... 22a-449(c)-104(a)(1)(W)

264.13(2)(4) wooeeeeieeeee e None (Former state requirement was deleted).

264.1(Q)(2) veeeveerrereieeeie et 22a-449(c)-104(a)(2)(A)

264.1(g)(11) intro and 273.80 . | 22a-449(c)-104(a)(2)(B)

264.1(g)(11)(iv)/273.80 . . | 22a-449(c)-104(a)(2)(D)

264.13(c)(3) . . | 22a—449(c)—-104(a)(2)(F), see also 22a—449(c)-104(a)(2)(GG)

264.70 .......... . | 22a-449(c)-104(a)(2)(G)

264.73(b)(17) . | 22a-449(c)-104(a)(2)(L)

264.75 .......... . | 22a-449(c)-104(a)(2)(M)

264.90(2)(1) woveeerrreeeeieeeeeree e e e 22a-449(c)-104(a)(2)(N) (Note: 40 CFR 264.90(b) is not incorporated into the state’s regula-
tions. See 22a—449(c)-104(a)(1)(F).)

264.107(2) eeeereenreeeieee e 22a-449(c)-104(a)(2)(0)

264.143(N) eoooeeeeeeeeeeee e, 22a-449(c)-104(a)(2)(P)

264.145(h) oo 22a-449(c)-104(a)(2)(R)

264151 oo 22a-449(c)—104(a)(2)(V)

264.192(d) .eeeiieiie e 22a-449(c)-104(a)(2)(W)

264.196(A)(1) oveeeeeeeeeeeeeeeeieereeeeeeeeee e, 22a-449(c)-104(a)(2)(2)

264.222(2) eeeieeeieeiieee e 22a-449(c)-104(a)(2)(AA)

264.252(8) ..ooeeeeeeeeeeeeeeee e 22a-449(c)—104(a)(2)(BB)

264.302(2) eeeeveeieeeeeee e 22a-449(c)-104(a)(2)(FF)

264.316(5) .eoveveeeeeeeeeeeeeeeee e, 22a-449(c)-104(a)(2)(GG)

264.340(C) iNtrO .eevveeeeeeieeeeeee e 22a-449(c)-104(a)(2)(HH)

264.552(8) ..eoeeeeereeeeeeeeeeee e 22a-449(c)—104(a)(2)(JJ)

264.552(2) (1) wveerreereeeieeeeeree e 22a-449(c)-104(a)(2)(KK)

264.552(8)(2) veveeeereeeeeeeeeeeeee e, 22a-449(c)—104(a)(2)(LL)

264.552(D)(2) veerreiiieeieeeeee e 22a-449(c)-104(a)(2)(MM)
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Description of Federal requirements

Analogous state authority

264.552(C) iNtro ..ovocveeiieieeeecec e
264.552(C)(4) veerieriiee et
264.552(C)(5) veerrerrrienieenieene e
264.552(8) eeiiveeieieeee e
264.552(8)(4)(1)(B) vereereieeeneee e
264.552(8)(4)(ll1)(F) verreeeeereeeeneeeneeeeeeenes
264.552(8)(4)(IV) wveerverreereneeeene e
264.552(0) .erveevrerreeeneeene s
264.553(2) .erreererreeneneerese s
264.553(c)(7)
264.553(d) ...
264.553(e)
264.553(f)
264.570(a) ...

264.570(c)(1)(iv)
264.601 intro ................................................

264.1083(2)(1)(1) wvvvvvvrrrrrrrrmmermereeeereeseesseeseo
264.1083(@)(1)([i) -vrvvvvorvvvervreroreroeen

264.1083 b)(1)(||) .........................................

)(2)(|) ..........................................

(0123 1(1) ISR
264.1084(T)(1) vovevrrrrrrrrssssssssrereeeeeeesseesso

(

(

(

(

(

(

(

(

(

(

(

(

(

(

E

264.1084(f)(1)(I) vvvvoevverrererereereeeererersennean.

264.1084(f)(1)(ii)(A) —rvvoreererreeereeneiceneaae.

264.1084(N)(1) <.eeeoreveerceriecereceneenenseneenn

264.1084(1)(1) weorveverreeeeieieneieerieene e,

264.1084(1)(1)(ii)

264.1085(b) ......

264.1085(c)(1) .

264.1085(c)(1)(i)

264.1085(d)(1)(i)

264.1085(d)(1)(ii) ..

264.1085(g)(2) .......... .

264.1086(C)(4)(iii) -..erverrreeerreeerieeneisenieiee.

264.1086(A)(A) (i) «..vvermerererereeieereeeeeenn.

264.1086(E)(2)(i) --vrrevvvrereererreieerieeneisenieiae.

264.1086(G)(1) -evvvrveerrererenereeneerenesennenns

264.1086(g)(2) -orvvvrereerrerreneeeenieeneeeenieea.
(
(
(
(
(
(
(
(
(
(
(

P

264 1087(D) e
264.1087(C) «vveeerreeeereeeeneeee e
N2)(VI) e

)16 (L)
2641087

264.1089(D)(1)(1)(A) worrrrrrerrrroeommoerrrrso
264.1089(D)2)(I) +vvvrerrerereererrereerrreseeseseereen
264.1089(D)(2)({11)(B) +errvverrrererrrererreererrer.

22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a—-449

. | 22a-449
. | 22a-449
. | 22a—449
. | 22a-449
. | 22a—449
. | 22a-449

22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449

. | 22a-449
. | 22a—449
. | 22a—449
. | 22a—449
. | 22a—449
. | 22a—449

(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(o)~
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
22a-449(c)-
22a-449(c)-
22a-449(c)-
22a-449(c)-
22a-449(c)—
22a-449(c)-
22a-449(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-
(c)-

104(a)(2)(NN)
104(a)(2)(00)
104(a)(2)(PP)
104(a)(2)(QQ)
104(a)(2)(RR)
104(a)(2)(SS)
104(a)(2)(TT)
104(a)(2)(UV)
104(a)(2)(WW)
104(a)(2)(XX)
104(a)
104(a)(2)(Z22)

104(a)(2)(AAA)

104(a)(2)(BBB)

104(a)(2)(CCC) (partially broader in scope)
104(a)(2)(FFF)

104(a)(2)(GGG)

(2)(YY)

a
a
a
a
a
a
a
a
a
a
a
a
a
a
a
a
a
104(a)(2)(HHH)
104(a)(2)(1l1)
104(a)(2)(KKK)
104(a)(2)(LLL)
104(a)(2)(MMM)
104(a)(2)(NNN)
104(a)(2)(000)
104(a)(2)(PPP)
104(a)(2)(QQQ)
104(a)(2)(RRR)
104(a)(2)(SSS)
—104(a)(2)(TTT)
a)(2)(UUU)
a)(2)(VVV)
a)(2)(WWW)
a)(2)(XXX)
4 (a)(2)(222)
a)(2)(BBBB)
a)(2)(CCCC) (partially broader in scope)
a)(2)(DDDD) (partially broader in scope)
a)(2)(EEEE)
a)(2)(FFFF)
a)(2)(GGGG)
a
a

104(
104(
~104(
104
10
104(
104(
104(
104(
104(
104(
(
(

—104(a)(2)(HHHH)
—104 )(2)(||||)

2)(ZZZZ) (partially broader in scope)
2)(BBBBB)
2)(CCCCCQ)
2)(EEEEE)

2)(00000)
2)(QQQQAQ) (partially broader in scope)

2)(TTTTT)
2)(UUUUU)

2)(AAAAAA)
2)(BBBBBB)
2)(CCCCCC)
2)(DDDDDD)
2)(EEEEEE)

.
_
.
1
b
»
b
»
b
»
b
»
b
»
b
»
b
»
b
»
b
»
b
»
b
»
b
»
b
»
b
-1 2)(FFFFFF)

a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(2)(NNNNN)
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
a)(
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Description of Federal requirements

Analogous state authority

None
None

40 CFR Part 265:

265.90(c)

265.121
265.140(d)
265.314(f)

265.340(b)
265.1082(a)
265.13(a)(4)

265.13(c)(3)
265.15(b)(4) ...
265.70

26

265.90(c)
265.143(g)
265.145(g)
265.147(b)(1) .
265.192(d)
265.193(C) .......
265.196(d)(1)
265.222(0)/265.221(g) ..
265.222(a)
265.222(b)
265.223/265.224

265.229(b)(2), (3),

265.255(a)
265.255(b)
265.272(a)
265.301(a) ...
265.302(a) ...
265.302(b) ...
265.316(b)
265.340(c)
265.440(a)

265.440(c)(1)(iv)
265.1033(k) intro ...

(c)-104 (a)(2)(GGGGGG)
(c)-104 (a)(2)(HHHHHH)
(c)-104 (a)(2)(I11)
(©)-104 (a)(2)(JJJJJJ)
(c)-104 (a)(2)(KKKKKK)

22a-449(c)~104(c)

22a-449(c)-104(e)

22a—449(c)-105(a)(1) (Note: CT’s previously authorized program does not incorporate a waiv-
er of groundwater monitoring requirements if the owner or operator can demonstrate that
there is a low potential for migration of hazardous waste or hazardous waste constituents
from the facility via the uppermost aquifer to water supply wells or surface water. The state’s
revised regulations, for which it is now seeking authorization, incorporate this waiver through
the general incorporation by reference of the federal regulations in 22a—449(c) 105(a)(1).)
22a-449(c)-105(a)(1)(A)
22a—449(c)-105(a)(1)(C)
22a—449(c)-105(a)(1)(E)
22a—449(c)-105(a)(1)(F)
22a-449(c)-
22a—-449(c)-
22a—-449(c)-
(c)-105
(c)-105
(c)-105
(c)-105(a
22a-449(c)-105(a)(1)(R) (Note: Since CT does not allow free liquids treated with a sorbent to
be landfilled, the state did not incorporate provisions related to sorbents (see 22a—449(c)—
105(a)(1)(Q))-
22a-449(c)-105(a)(1)(S)
22a-449(c)—105(a)(1)(V) 265, subpart EE 22a—449(c)—105(a)(1)(W)
None 265.1(b)
22a-449(c)-105(a)(2)(A)
22a-449(c)-105(a)(2)(F) (See 22a—-449(c)— 104(a)(2)(MM)).
22a-449(c)-105(a)(2)(G)
22a-449(c)-105(a)(2)(H) (Note: CT does not incorporate 40 CFR 266.203(a) which exempts
waste military munitions from manifest requirements. See 22a—-449(c)-106(a)(1)(D).)
22a—449(c)-105(a)(2)(K) and (L)
22a—449(c)-105(a)(2)(M) (Note: CT’s revised regulations require biennial reports rather than
annual reports which is equivalent to the federal program.)
22a—449(c)-105(a)(2)(N)
22a—449(c)-105(a)(2)(0)
22a—449(c)-105(a)(2)(Q)
22a—-449(c)-105(a)(2)(R)
22a—-449(c)-105(a)(2)(S
22a-449(c)-105(
(c)—105(
(c)—105(
(c)—105(
(c)—105(
(c)-

(a

(

(

(@)

105(a)(1)(H)

(@)

(@)
22a-449 (
22a-449 (

(a

C
C
C
C
C

22a—-449(c)-105
22a—449(c)-105
22a—449 105
22a-449(c)-105(a)(2)(2)
22a-449(c)-105(a)(2)(AA) & (BB) (Note: Corrected two federal provisions with the same cita-
tion and clarified containment system provision.)
22a-449(c)-105(a)(2)(DD), (EE), and (FF) (Note: Sec. 22a-449(c)-104(a)(2)(DD), deletes
paragraph (b)(2) of 40 CFR 265.229 because the paragraph is incorrectly placed within the
section (see 40 CFR 265.228(b)(2)). Authorized state citations 22a—449(c)—104(a)(2)(K) and
(L) have been redesignated as (EE) and (FF) and the federal citations modified by these
subparagraphs have been revised to reflect the new citations numbers in the July 1, 2000
CFR. CT’s revisions to the federal requirements at 265.229(b)(3) and (4) remain unchanged
and more stringent.)
22a-449(c)-105(a)(2)(GG), 1st-3rd bullets
22a-449(c)-105(a)(2)(HH)
22a-449(c)-105(a)(2)(I1)
22a-449(c)-105(a)(2)(JJ)
22a-449(c)—105(a)(2)(KK)
(
(
(

OOOOOO

OO0 00

vvvvvvvv

Y

22a-449(c)-105(a)(2)(LL)

22a-449(c)-105(a)(2)(MM)

22a-449(c)-105(a)(2)(NN)

22a—449(c)-105(a)(2)(PP) (Note: Clarify applicable effective dates for HSWA drip pads (those
used to manage F032 wastes) and non-HSWA drip pads (those that manage all other
wastes).

22a-449(c)-

/—\/\/—\/\/\AAA
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Description of Federal requirements

Analogous state authority

265.1063(f) .......
265.1080(b)(3) ..
265.1080(b)(4) ..
265.1080(c) intro
265.1080(d)(1) ..
265.1080(d)(3) ..
265.1081 ...........
265.1082(b)(2) (i)
265.1082(C) ......

265.1082
265.1083(c
265.1083(d
265.1085(c)(2) ..
265.1085(c)(2)(i)
265.1085(c)(2)(ii)
265.1085(f)(1) ...

265.1085(f)(1)(i)

265.1085(f)(1)(i1)(A) wrverereererreeerereeeererereen

265.1085(h)(1) ..
265.1085(1)(1)(ii)

) e
265.1086(c

c
d
d
9
265 1087(C)(A)([i1) werverreerreneerreneereseere e
d)(4)(|||) ........................................
c
c
c
b
a

265.1087
265.1088
265.1088

(3)(ii)

265.1090(b)(1)(ii)
265.1090(b)(2) (i)

265.1090(D)(2) i))(B) +rvvvereveerrrerererrrerrrrnnes

265.1090(c)(3)(i)

(
(
(
(
(
(
(
(
(
(
(b
(c
E
265 1086(
(
(
(
(c)
(
(
(
(
(
(
§
265.1090(i) intro

None .....ccccoeee.
265.201(b)(3) ....
None .....ccccoeee.

264.101 interim status land disposed facili-

ties.
40 CFR part 266:
266.80 ...ccoeceennne
266.100(b) ........

266.100(0)(3)(1)(D) «vverereererreeererereeserrreee

266, subpart M .
None .......ccee..
266.100(a)
266.100(d)
266.100(d)(

)

)

intro

1)
266.100(d)(1)(ii)
266.100(d)(1) i)

)(5)(iii)
;(2)(”) .

;(2)(VI) .....

1] (0 R

. | 22a-449
. | 22a—449
. | 22a-449
. | 22a—449
. | 22a—449

(A) .

. | 22a-449
. | 22a-449
. | 22a—449
. | 22a-449
. | 22a-449

22a-449
22a-449
22a-449
22a-449

22a-449

22a-449
105(a)

(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
22a-449(
22a-449(
22a-449(
22a-449(
22a-449(
22a-449(
22a-449(
22a-449(
22a-449(
22a-449(
22a-449(
22a-449(
22a-449(
22a-449(
22a-449(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(
(

22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a-449
22a—-449(c)-

c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
2)
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-
c)-

22a-449(c)-

22a-449(c)-
22a-449(c)-
(

105(a
105(a
105(a
105(a)(2)(CCC)
a
a
a

(@)(2)(YY)

ﬁ
105§X2XEEE)

:

)(2)(Z2)

—105(a)(2)(FFF)
-105(2)(2)(GGG)
—105(a)(2)(HHH)
105(2)(2)(Ill) (Note:

(HHH).)
105(2)(2)(JJJ)
-105(a

)(2)(SSS)

)(2)(2Z2)

)(2)(AAAA)

)(2)(BBBB)

)(2)(EEEE)

)(2)(FFFF)

-105
-105
-105
-105
-105

(a
(a
(a
(a
(a
(a
105(a
105(a)(2)(GGGG)
105(a)(2)(KKKK)
105(a)(2)(PPPP)
105(a)(2)(QQQQ)
105(a)(2)(SSSS)
—105(a)(2)(TTTT)
—105(a)(2)(WWWW)
—105(a)(2)(XXXX)
—105(a)(2)(AAAAA)
105(a)(2)(BBBBB)
—-105(a)(2)(CCCCC)
105(a)(2)(LLLLL)
105(a)(2)(MMMMM)
(a)(2)(NNNNN)
(a)(2)(PPPPP)
(a)(2)(QQQQQ)
105(a)(2)(RRRRR)
105(a)(2)(SSSSS)
—105(a)(2)(TTTTT)
(a@)(2)(Uuuuuv)
(a
(a
(c
(c
(c
(c
(c
(c
(c

105
105
105

-105
-105
-105
-105

(2)(VVVVV)
(2)(WWWWW)
(1(A)

105
105
105
105
105
105

)
)
)
)(1)(B)
)(2)(A)
)(2)(B)
)(3)(A)
; 3)(A)(ii)

105(c)(3)(B)(ii)

u
105(c ¥3)(B)
105(c)(3)(B)(ii)

Modification made for consistency with 22a—-449(c)—

)(2)(RRR), 2nd bullet

3)(A)(iii) (Note: Technical correction required since sampling can now
occur on a frequency other than quarterly (see 22a—-449(c)-105(c)(2)(B)).

22a-449(c)-105(c)(3)(B)(iv)/(v) (Note: Requirement to submit a groundwater flow contour map
moved from 22a—449(c)—105(c)(3)(B)(iii) to 22a—449(c)—105(c)(3)(B)(iv). Provision remaining

at section 22a—449(c)—105(c)(3)(B)(iii) redesignated as 22a—449(c)—105(c)(3)(B)(v).

22a-449(c)-105(c)(3)(B)(xi) (Note: Technical correction required since sampling can now

occur on a frequency other than quarterly (see 22a—449(c)—105(c)(2)(B)).

22a-449(c)-
22a-449(c
22a-449(
22a-449(c)-
22a-449(c)-
22a-449(c)-

105(c)(4)(B)
—-105(c)(4)(C)
-105

[eNooNoNoNoloNoNoNe]
DA D

c)
)
)(2) (Also see 22a—449(c)— 105(a)(1)(0))
)
)

(1) =(11) and 22a-449(c)-110(a)(2)(RR)
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Description of Federal requirements Analogous state authority
NONE .o 22a-449(c)-106(a)(2)(G)
266.100(d)(3) INtro ...ccveeeereeeieieeieseeee e 22a-449(c)-106(a)(2)(J)
266.100(d)(B)([1) «veereerreeeerrereerereereerneereeens 22a-449(c)-106(a)(2)(N)
266.100(Q)(2) wevverreereermeeeerreeeereeeeseeeeeseeenes 22a—449(c)-106(a)(2)(0)
266.100(9)(B) wovverreeeerrereerreeeesreeee e 22a—449(c)-106(a)(2)(P)
NONE e 22a—449(c)-106(a)(2)(Q)
266.100(N) .oveeeeereeeeeeeee e 22a—-449(c)-106(a)(2)(R)
266.100(8)(3)(I)(E) +overreererreereneereneeeeseene 22a—449(c)-106(a)(2)(T)
266.112(b)(2 )(|) ............................................ 22a—-449(c)-106(a)(2)(V)
279.12/279.71 . . | 22a-449(c)-119(a)(2)(J) and (a)(2)(TTT)
None . . | 22a-449(c)-106(b)(1)(A)
None . | 22a—449(c)-106(b)(1)(B)
None . | 22a—449(c)—106(c)(1)
None .... . | 22a-449(c)-106(c)(1)(A)
None .... . | 22a-449(c)-106(c)(1)(B)
NONE .o 22a-449(c)-106(c)(1)(C)
NONE e 22a-449(c)—106(c)(1)(D)
266.80(2) evrreererreeeee s 22a—449(c)-106(c)(2)
266.80(D)(1) eveveereeeeeee e 22a—449(c)-106(c)(3)
266.80(D)(2) eeererreereeeeee e 22a—449(c)-106(c)(4)
NONE .o 22a—449(c)-106(c)(5)
NONE ..o 22a—449(c)-106(c)(6)
261.32, see entry for K174 and K175 ......... 22a—-449(c)—106(d)(1)
261.32 (K174 1isting) ..coooveeveieiieiieeeeee 22a-449(c)-106(d)(2) (partially broader in scope)
261.32 (K174 1iSting) .eeoveveeeierieeierieeieneee 22a—-449(c)-106(d)(3)
261.32 (K174 1iSting) .cevvvveeeieieeierceeeseene 22a-449(c)-106(d)(4)
261.32 (K174 1iSting) .cooveveeeieieeeseeeneene 22a-449(c)-106(d)(5)
266.202(d) .eeeeeeieeeee e 22a—-449(c)-106(e)

40 CFR Part 268:
268.6 ..o None
268.1(c)(3) 22a—449(c)-108(a)(1)(A)
268.37(b) . . | 22a—449(c)-108(a)(1)(C)
268.50(g) ..... . | 22a—449(c)-108(a)(1)(D)
None ............ . | 22a—449(c)-108(a)(2)
268.1(f) and 273.80 .. . | 22a—449(c)-108(a)(2)(A)
268.1(f)(4)/273.80 ...oeoveeeeeeeeeee 22a—449(c)-108(a)(2)(C)
268.2(C) eeeueerreeeeriieiene et e 22a—449(c)-108(a)(2)(D)
268.7(2)(2) weveeneerreeeenieeeere e 22a-449(c)-108(a)(2)(E)
268.7(Q)(B)(I) +eereerreereermeereerreeiereeneneeeee e 22a-449(c)-108(a)(2)(F)
268.7(Q)(B) (1) wereerreererrmeeeereeeereeeereeeee s 22a—-449(c)-108(a)(2)(G)
268.7(2)(B)([l1) wverreeeerreeeereee e 22a—449(c)-108(a)(2)(H)
268.7(2)(4) oo 22a-449(c)-108(a)(2)(1)
268.7(Q)(7) werveeeerreerereeee s 22a—-449(c)-108(a)(2)(J)
268.7(2)(9)(1) +ververreererreereneereneee e 22a-449(c)-108(a)(2)(K)
268.7(2)(9)([1) wevverreererreerereeere e 22a—449(c)-108(a)(2)(L)
268.7(D)(B)(I) +vevverreeeerreerenreereneere s 22a—449(c)-108(a)(2)(N)
268.7(D)(B) weveeeerreeeinieeere s 22a—-449(c)-108(a)(2)(M)
268.7(D)(A)(1) eeeerreeeereeeee e 22a—449(c)-108(a)(2)(0)
268.7(d)(1) werveeeerreeienreeese e 22a—449(c)-108(a)(2)(R)
268.7(8)(2) werveeeerreeeerreee e 22a—449(c)-108(a)(2)(V)
268.32-268.33 .....oooiiiieeieeeee e 22a-449(c)-108(a)(2)(V)
268.37(a) ..... 22a-449(c)-108(a)(2)(W)
268.38(a) . 22a—-449(c)-108(a)(2)(X)
268.38(b) 22a—449(c)-108(a)(2)(Y)
268.39(b) 22a—-449(c)-108(a)(2)(2)
268.40(e) . 22a—449(c)-108(a)(2)(AA)
268.40 Table 22a—449(c)-108(a)(2)(BB)
268.44(h)(5) . . | 22a—449(c)-108(a)(2)(CC)
268.48 Table ....oceeeeieeiiieeeeeee 22a—449(c)-108(a)(2)(DD)
268.49(d) i 22a—449(c)-108(a)(2)(EE)
268 Appendix I-lI ..o 22a-449(c)-108(a)(2)(FF)
268.48 Appendix VIl .....cocovvveeciieeiiieeeeeene 22a-449(c)-108(a)(2)(GG)
NONE .o 22a-449(c)-108(a)(3)
NONE .o 22a-449(c)-108(b)
NONE .o 22a-449(c)-108(c)

40 CFR parts 270 and 124:
NONE .o 22a—449(c)-110(a)(1) (Note: CT added federal citations inadvertently omitted from 40 CFR

271.14.)
270.1(C)(1)(I) weeeerreeeerreeereeeese e 22a—-449(c)-110(a)(1)(B)
270.1(C)(7) e 22a—449(c)-110(a)(1)(D)
270.10(E)(2) eveeerreeeenreeereeese e 22a—-449(c)-110(a)(1)(E)
270.11(d)(2) v 22a—449(c)-110(a)(1)(G)
27012 22a—449(c)-110(a)(1)(H) (Note: Claims of confidentiality are subject to state FOIA require-
ments. See C.G.S. 1-200 et. seq.)
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Analogous state authority

Description of Federal requirements
270.19(8) ceerreeeereeeeeee e 22a—449(c)-110(a)(1)(l)
270.22 INrO .ooiveieieiieeee et 22a-449(c)-110(a)(1)(J)
270.28 .o s 22a-449(c)-110(a)(1)(K)
270.42(N) e e 22a-449(c)-110(a)(1)(M)
270.42(1) eeoeeeeeeeeee e 22a-449(c)-110(a)(1)(N)
270.42(]) oo 22a—449(c)-110(a)(1)(0)
270.42, App |, Item L(9) .oooeeiieiieiiee 22a-449(c)-110(a)(1)(P)
270.62 INtr0 .eoveeeieeeiieee et 22a-449(c)-110(a)(1)(S)
270.84 ..o 22a-449(c)-110(a)(1)(T)
270.66 intro .. . | 22a—449(c)-110(a)(1)(U)
270.68 .......... . | 22a-449(c)-110(a)(1)(V)
270.72(b)(8) . . | 22a-449(c)-110(a)(1)(W)
270, subpart H . | 22a—449(c)-110(a)(1)(X)
124.10(c)(1)(viii) . | 22a-449(c)-110(a)(1)(2)
270.1(c) intro .... . | 22a-449(c)-110(a)(2)(A)
270.2 s 22a-449(c)-110(a)(2)(F)
270.4 () wooereeeeeee e 22a—449(c)-110(a)(2)(G)
270.10()(4) eeoeereeeeeeeeee e 22a—-449(c)-110(a)(2)(1)
270.10(F)(2) wovvererreeeereeeeee e 22a-449(c)-110(a)(2)(J)
270.10(9) (1)) werreererreereeeereseeeseee e 22a-449(c)-110(a)(2)(L)
270.14(2) coereeeeeeeee e 22a-449(c)-110(a)(2)(N)
270.14(D)(18) e 22a—-449(c)-
270.14(D)(22) .eeeeeeeeeeeeeee e 22a—449(c)-110(a)(2)(P)
270.19(d) iNtrO ..eveeeeeeeeeeeee e 22a-449(c)-110(a)(2)(R)
270.27(2)(3) cveererreeeneee e 22a-449(c)-110(a)(2)(S)
270.29 o 22a-449(c)-110(a)(2)(T)
270.30(K)(B) eeeverreerenreerenreerene s 22a-449(c)-110(a)(2)(V)
270.32(C) woverreenrenreeeenre et 22a—-449(c)-110(a)(2)(X)
270.40(2) cverreeeeeeee e 22a—-449(c)-110(a)(2)(Y)
27041 .......... 22a-449(c)-110(a)(2)(Z)
270.42(b)(2) . . | 22a-449(c)-110(a
270.42(b)(5) . . | 22a-449(c)-110(a)(2)(CC
270.42(b)(7) . . | 22a-449(c)-110(a)(2)(DD
270.42(c)(2) . . | 22a—449(c)-110(a)(2)(EE)
270.42(d)(1) 22a—449(c)-110(a)(2)(FF)
270.42(f)(1) 22a-449(c)-110(a)(2)(GG)
270.42 APP | oo 22a—-449(c)-110(a)(2)(HH)
270,43 o 22a—-449(c)-110(a)(2)(I1)
270.62(D)(5) eveverreererreeeneee e 22a-449(c)-110(a)(2)(KK)
270.62(D)(B) .veverreeriereeienie e 22a—449(c)-110(a)(2)(LL)
270.62(D)(B) (1) -verveerverreeeerrereeniene e 22a—449(c)-110(a)(2)(MM
270.62(d) ceereeeeeeeeee e 22a—-449(c)-110(a)(2)(NN
270.66(d)(B) eeeeerreeieneeere e 22a-449(c)-110(a)(2)(00)
270.66(d)(3)(i) -veerreerreerrrerirrenieeree e 22a-449(c)-110(a)(2)(PP)
P01 (o ) 22a-449(c)-110(a
270.73(2) coeereeeeeeeeeee e s 22a-449(c)-110(a
270.73 s 22a—449(c)-110(a)(2)(SS)
124.3(8) -veveeeeeneeeeeneeee e 22a—449(c)-110(a)(2)(TT)
124.5(8) oooeeeeeeeee s 22a-449(c)-110(a)(2)(UV)
124.5(C)(B) wereerrereeriesieeiesiee e 22a—449(c)-110(a)(2)(VV
124.6(a) . | 22a—-449(c)-110(a)(2)(XX
124.6(e) . | 22a-449(c)-110(a)(2)(YY)
124.8(a) ... . | 22a-449(c)-110(a)(2)(Z22)
124.8(b)(4) ... . | 22a-449(c)-110(a)(2)(AAA)
124. 10(a)(1)( . | 22a—449(c)-110(a)(2)(BBB)
124.10(b)(2) . 22a-449(c)-110(a)(2)(DDD)
124.10(d)(1)(v) .. . | 22a—449(c)-110(a)
124.10(d)(2) cevereeeeereeeeeeeeeee e 22a—-449(c)-110(a)(2)(GGG)
124.10(d)(2)(ii) and (iii) .veeerevreerriereereeeerenn. 22a-449(c)-110(a)(2)(HHH)
124.12(2) covveeeeeeeeeee e 22a—-449(c)-110(a)(2)(Il)
12413 s 22a—449(c)-110(a)
124.17(2) coveeeeieeeee e 22a-449(c)-110(a)(2)(KKK)
124.17(C) oo 22a—449(c)-110(a)(2)(LLL)
124.31(2) covveeeeeeeeeeeee e 22a—-449(c)-110(a)(2)(MMM)
124.31(0) coveeeeeee e 22a—449(c)-110(a)(2)(NNN)
124.31(d) coveeieeeeee e 22a—-449(c)-110(a)(2)(000)
124.31(d)(1)(0) woveeeeeeeeeeee e 22a—449(c)-110(a)
124.31(d)(1) (1) vveeeereeeeereeeeeeeee e 22a-449(c)-110(a)(2)(QQQ)
124.31(d)(1) (i) eeeereeeeeeeeee e 22a—449(c)-110(a)(2)(RRR)
124.32(2) covveeeeeeeeeeeeeee s 22a—449(c)-110(a)(2)(TTT,
124.32(D)(1) coveeeeee e 22a—449(c)-110(a)
124.32(D)(2) ceverveeeereeeeeeeeeee e 22a-449(c)-110(a)(2)(VVV)
124.32(D)(3) cvereeeee e 22a—449(c)-110(a)(2)(WWW)

110(a)(2)(O) (Note: Since CT administers the financial requirements of 40 CFR

264, subpart H, CT does not incorporate 40 CFR 264.149. See 22a—449(c)-104(a)(1)(P).)

)(2)(BB), 1st bullet

)(2)(QQ), 2nd, 3rd, and 4th bullets
)(2)(RR), 1st and 2nd bullets

(2)(PPP), 2nd bullet
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Description of Federal requirements

Analogous state authority

124.33(0) oo
40 CFR part 273:
273.32(a)(3)

273.32(a)(3)
40 CFR part 279:
279.10(b)(3)
279.82(b) and (c)

2791 i

279.10(b)(1)(ii)
279.10(b)(2) .
279.10(b)(2)(ii
279.11

279 21(b)
279.22 intro
279.22(d)
279.22(d)(3)
279.23

279.31 e

(
(h
279.45(
279.51(a)
279.52(a)(3)

(

(

(

(c

279.52(b)(6)(iv)(B)
279.53(b)(1)
279.53(b)(2)
R

279 53
279.54 intro

(
(
279.54(h)(1)(i)
279.54(h)(2)(ii)
(
(
(

279.55(b)
279.57(a)(2)

279.63(b)(1)
279.63(b)(2)

22a-449(c)—110(a)(2)(XXX)
22a-449(c)-110(a)(2)(YYY), 1st and 2nd bullets
22a-449(c)-110(a)(2)(ZZZ), 2nd bullet
22a-449(c)-110(a)(2)(AAAA), 1st bullet
22a-449(c)-110(a)(2)(BBBB)
22a—-449(c)-110(a)(3)

22a-449(c)-113(a)(1) (Note: CT did not adopt 40 CFR 273.32(a)(3) because the alternate no-
tification allowed for large quantity handlers of recalled universal waste pesticides under 40
CFR 165 has been repealed.)

. | 22a—449(c)-113(a)(2)(C)

. | 22a—449(c)-113(a)(2)(F)
. | 22a-449(c)-113(a)(2)(G)
. | 22a—449(c)-113(a)(2)(H)
. | 22a—449(c)-113(a)(2)(l)
22a-449(c)-113(a)(2)(K)
22a-449(c)-113(a)(2)(N) (Also see 22a—-449(c)-113(a)(1))
22a-449(c)-113(a)(2)(Q)
22a-449(c)-113(a)(2)(R)
22a-449(c)-113(a)(2)(S)
22a-449(c)-113(a)(2)(T)
22a-449(c)-113(a)(2)(V)
22a-449(c)-113(a)(2)(AA) (partially broader in scope)
22a-449(c)-113(a)(2)(DD) (Also see 22a—449(c)-100(b)(1)(C).)
22a—-449(c)-113(a)(2)(EE)
22a-449(c)-113(a)(2)(FF)

22a-449(c)-119(a)(1)(A)

22a-449(c)-119(a)(1)(B) (See 22a—449(c)-119(a)(2)(H) for associated revision to 40 CFR
279.12(b).)

22a-449(c)-119(a)(2)(A) 1st bullet (See 22a—-449(c)-100(b)(2)(B)) 2nd—4th bullets and 6th—-9th
bullets

22a-449(c)-119(a)(2)(B)
22a-449(c)-119(a)(2)(C)
22a-449(c)-119(a)(2)(D)
22a-449(c)-119(a)(2)(G)
22a-449(c)-119(a)(2)(H)
22a-449(c)-119(a)(2)(J)
22a-449(c)-119(a)(2)(L)
22a-449(c)-119(a)(2)(M)
22a-449(c)—-119(a)(2)(N)
22a-449(c)-119(a)(2)(0)
22a-449(c)-119(a)(2)(P)
22a-449(c)-119(a)(2)(Q)
22a-449(c)-119(a)(2)(R)
22a-449(c)-119(a)(2)(V)
22a-449(c)-119(a)(2)(V)
22a-449(c)-119(a)(2)(W)
22a-449(c)-119(a)(2)(X)
22a-449(c)-119(a)(2)(2)
22a-449(c)-119(a)(2)(AA)

. | 22a—449(c)-119(a)(2)(BB)

. | 22a-449(c)-119(a)(2)(CC)

. | 22a—449(c)-119(a)(2)(DD), 1st bullet

. | 22a-449(c)-119(a)(2)(EE)

. | 22a—449(c)-119(a)(2)(FF)
22a—-449(c)-119(a)(2)(GG)
22a-449(c)-119(a)(2)(I1)
22a-449(c)-119(a)(2)(MM)
22a-449(c)-119(a)(2)(PP)
22a-449(c)-119(a)(2)(QQ)
22a-449(c)-119(a)(2)(RR)
22a—449(c)-119(a)(2)(SS)
22a-449(c)-119(a)(2)(TT)
22a—-449(c)-119(a)(2)(UV)
22a—-449(c)-119(a)(2)(VV)
22a-449(c)-119(a)(2)(WW)
22a-449(c)-119(a)(2)(XX)
22a-449(c)-119(a)(2)(Z2)
22a-449(c)-119(a)(2)(AAA)
22a-449(c)-119(a)(2)(BBB)
22a-449(c)-119(a)(2)(FFF)
22a-449(c)-119(a)(2)(lll)
22a—-449(c)-119(a)(2)(JJJ)
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Description of Federal requirements

Analogous state authority

279.63(c)
279.63(c)(2)
279.64 intro ....
279.64(qg)
279.64(9)(3)
279.70(b)(1)
279.71
279.72(a) ...
279.72(b)
279.74(b)(4)
279.81
279.82(a)

22a-449(c)-119(a)(2)(KKK)
22a-449(c)-119(a)(2)(LLL)
22a-449(c)-119(a)(2)(MMM)
22a-449(c)-119(a)(2)(000)
22a-449(c)-119(a)(2)(PPP)
22a-449(c)-119(a)(2)(SSS)
22a-449(c)-119(a)(2)(TTT)
22a—-449(c)-119(a)(2)(UUU)
22a-449(c)-119(a)(2)(VVV)
22a-449(c)-119(a)(2)(WWW)
22a-449(c)-119(a)(2)(YYY)
22a-449(c)-119(a)(2)(2Z2)
22a-449(c)-119(b)
22a-449(c)-119(c)
22a-449(c)-119(d)
22a-449(c)-119(e)

Notes:

1. Various state regulations are proposed to be authorized even though they are listed opposite “none” in the description of the corresponding
federal requirements, because the state regulations either are equivalent to the federal regulations overall (e.g., add clarifying language) or be-
cause the state regulations add more stringent requirements which will become part of the federally enforceable RCRA program.

2. In addition to authorizing the particular state regulations listed above, the EPA is proposing to authorize the various state regulations which
generally incorporate federal requirements by reference, namely R.C.S.A. 22a-449(c)-100(b)(1), 22a—449(c)-101(a)(1), 22a—449(c)—102(a)(1),
22a—449(c)—-103(a)(1), 22a—449(c)—104(a)(1), 22a—449(c)—105(a)(1), 22a—449(c)-106(a)(1), 22a—449(c)—108(a)(1), 22a—449(c)—-110(a)(1), 22a—
449(c)-113(a)(1), and 22a—449(c)—-119(a)(1). Many of these regulations were previously authorized insofar as they incorporated federal require-
ments through July 1, 1989. The EPA now is proposing to authorize all of these regulations in order to include in the authorized Connecticut pro-
gram federal requirements through January 1, 2001.

3. In addition to authorizing the state universal waste regulations listed in the 40 CFR part 273 part of the tables above, the EPA is proposing
to authorize the state regulations regarding used electronics in R.C.S.A. 22a—449(c)-113(b) through (f).

4. In addition to the regulations listed in the tables above and in footnotes 2 and 3 above, there are various state regulations to which the state
has made minor editorial, error correction or similar changes, or to which the state has changed the regulation number (redesignated), as de-
scribed in the footnotes to the State Regulatory Checklists (in the docket). The EPA also is proposing to authorize these minor changes.

5. The proposed authorization of new state regulations and regulation changes is in addition to the previous authorization of state regulations,
which have not changed and remain part of the authorized program.

Following review of the Connecticut
regulations, the EPA has determined
that they are equivalent to, no less
stringent than and consistent with the
Federal program. The reasons for these
determinations are set forth in the
Administrative Docket, which is
available for public review. Many of the
State regulations incorporate Federal
requirements by reference and are
virtually identical. In some cases, the
State regulations add clarifying
language, and the EPA considers the
clarifications to be equivalent to the
federal regulations. Finally, there are
some State regulations which are more
stringent than, broader in scope than, or
different but equivalent to the federal
regulations, as described in the Program
Description and summarized below.

F. Where Are the Proposed State Rules
Different From the Federal Rules?

The most significant differences
between the proposed State rules and
the Federal rules are summarized below.
It should be noted that this summary
does not describe every difference, or
every detail regarding the differences
that are described. Members of the
regulated community are advised to
read the complete regulations to ensure
that they understand all of the
requirements with which they will need
to comply.

1. More Stringent Provisions

There are aspects of the Connecticut
program which are more stringent than
the Federal program. All of these more
stringent requirements are or will
become part of the federally enforceable
RCRA program when authorized by the
EPA, and must be complied with in
addition to the State requirements
which track the minimum Federal
requirements. These more stringent
requirements include the following,
which are more fully described in the
Program Description:

—Additional registration, reporting and
other requirements for hazardous
waste recyclers;

—Additional specifications regarding
when to make hazardous waste
determinations;

—Additional waste handling and other
requirements for large quantity
generators, small quantity generators
and conditionally exempt small
quantity generators. Note also that the
State more stringently defines who
may qualify to be small quantity
generators or conditionally exempt
small quantity generators (e.g., anyone
accumulating more than 1,000 kg of
hazardous waste is a large quantity
generator in Connecticut vs. the
federal accumulation limit is 6,000

kg);

—Additional requirements regarding
manifests;

—Additional requirements regarding
transporter temporary storage and
personnel training;

—Additional requirements regarding
management of lead acid batteries;

—Additional requirements regarding
Boilers and Industrial Furnaces. Note
also that Connecticut did not
incorporate by reference 40 CFR
266.100(b), which replaced the
standards applicable to BIFs in 40
CFR part 266, subpart H with the
Maximum Achievable Control
Technology requirements of 40 CFR.
part 63, subpart EEE, and thus
Connecticut continues to require
following the more stringent part 266,
subpart H standards;

—Prohibition of the underground
injection of hazardous waste;

—Additional groundwater monitoring
requirements for interim status
facilities;

—Additional requirements for permitted
facilities;

—Additional requirements for used oil.

2. Broader-in-Scope Provisions

There also are aspects of the
Connecticut program which are broader
in scope than the Federal program. The
State requirements which are broader in
scope are not considered to be part of
the Federally enforceable RCRA
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program. However, they are fully
enforceable under State law and must be
complied with by sources within
Connecticut. These broader-in-scope
requirements include the following,
which are more fully described in the
Program Description:

—While the EPA generally does not
regulate the recycling process itself,
and exempts some recyclable
materials from all RCRA regulation,
the CTDEP Commissioner may
impose additional requirements on
persons engaging in recycling
activities, including those recycling
activities and recyclable materials that
would otherwise be exempt from
regulation. Such additional
requirements will generally involve
matters beyond the scope of EPA’s
regulations;

—Connecticut regulates certain
recyclable materials that are exempt
from RCRA regulation under the
federal regulations, including scrap
metals meeting the characteristics of
ignitability or reactivity, and
commercial chemical products when
accumulated speculatively;

—Connecticut requires hazardous waste
transporters to obtain state permits
and prohibits generators from offering
hazardous wastes to any transporters
who do not have permits;

—In addition to the federally
enforceable RCRA permitting
requirements, Conn. Gen. Stat. 22a—
454 requires persons engaged in
certain additional activities to obtain
permits (e.g., facilities in the business
of collecting, storing, or treating used
oil);

—~Connecticut law requires approval by
the Connecticut Siting Council for
hazardous waste facilities;

—Connecticut has established fees for
hazardous waste permits and certain
status changes;

—Connecticut expanded the definition
of “used o0il” to include oil that has
not been used but is no longer
suitable for the services for which it
was manufactured due to the presence
of impurities or a loss of original
properties. This expanded definition
results in the regulation under the
State’s used oil program of some
additional oils which would not be
regulated in the federal used oil
program. Also, some of these oils are
not characteristically hazardous and
thus would not be regulated as fully
regulated hazardous wastes in the
federal RCRA program. (This
expanded definition also allows for
the regulation of some additional oils
which are characteristically
hazardous, under the used oil

program rather than under the full
RCRA program.)

3. Different But Equivalent Provisions

There also are some Connecticut
regulations which differ from, but have
been determined to be equivalent to, the
Federal regulations. These State
regulations are or will become part of
the Federally enforceable RCRA
program when authorized by the EPA.
These different but equivalent
requirements include some
requirements related to Corrective
Action described in the next section,
and also the following:

—In addition to batteries, pesticides,
thermostats and mercury-containing
lamps included in the federal
universal waste rule, Connecticut
added used electronics (including
CRTs) to the State’s universal waste
rule;

—Under federal regulations, K174
wastes are not classified as hazardous
wastes if certain requirements are
met. Connecticut classifies K174
wastes as hazardous wastes but
excludes these wastes from certain
hazardous waste requirements
provided certain requirements are
met. While Connecticut’s approach is
different, the State’s requirements for
these wastes are equivalent to the
federal requirements;

—Connecticut modified the federal
provisions for rebutting the
presumption that used oil has been
mixed with FO01 or FOO2 wastes in
order to incorporate a long-standing
EPA policy interpretation.

G. What Is the Connecticut Corrective
Action Program That Is Being
Authorized?

As part of this program update, the
State will be assuming responsibility for
operating the federal Corrective Action
program. The program proposed to be
authorized covers all Treatment Storage
and Disposal Facilities (TSDFs) subject
to 40 CFR 264.101, which includes (i)
active facilities which need permits to
conduct ongoing treatment, storage or
disposal, and (ii) interim status land
disposal facilities which have been
required to seek post closure permits
under the EPA regulations.

The State regulations incorporate 40
CFR 264.101 by reference with certain
more stringent changes and thus meet
the federal Corrective Action
requirements with respect to all
facilities which have been or will be
permitted. In addition, the State has
adopted regulations (R.C.S.A. 22a—
449(c)-105(h) and 22a—449(c)-
110(a)(2)(RR)) which will accelerate
Corrective Action at the interim status

land disposal facilities, prior to
permitting. Under these regulations, all
of the interim status land disposal
facilities have been required to submit
Environmental Condition Assessment
Forms (ECAFs) to the CTDEP. Following
review by the CTDEP of the ECAFs, the
regulations require that Corrective
Action occur either under the direct
supervision of the CTDEP or under the
direction of a Licensed Environmental
Professional (LEP). Whether sites are
remediated under the direction of the
CTDEP or under the direction of a LEP,
the regulations specify that there will be
a review of the remediation by the
CTDERP prior to any determination that
remediation is complete. Sites will
remain in interim status until there is
such a completeness determination. The
regulations further provide for
opportunities for public comment for all
sites both at the time of remedy
selection and prior to any completeness
determination.

The State’s regulations also recognize
that some sites have or will undertake
Corrective Action pursuant to
Connecticut General Statutes sections
22a—134 to 22a—134e (the “Transfer
Act”). Corrective Action at such sites
will be subject to the same requirements
for CTDEP review (including review of
LEP determinations) and the same
public comment procedures as specified
above.

The EPA believes that the proposed
State program is “equivalent” to the
EPA Corrective Action program, for the
reasons explained below, and further
explained in the January 30, 2002
Memorandum entitled “Connecticut
Corrective Action Regulations” by EPA
Assistant Regional Counsel Jeffry
Fowley (in the docket). The EPA
regulations contemplate that Corrective
Action will occur at sites subject to 40
CFR 264.101, pursuant to permits (or
orders). Under the State program,
permits similarly will be issued to
active facilities and ultimately to some
interim status facilities requiring long
term operation and maintenance (e.g.,
closed landfills). While other interim
status facilities may satisfy their closure
obligations at regulated units and
achieve full remediation pursuant to the
State regulations and the Transfer Act
prior to being issued post closure
permits, and thus may never need to be
issued post closure permits, this
involves an acceleration of effort which
is environmentally beneficial. The EPA
believes that the State’s approach—of
having the State agency review whether
Corrective Action is complete, after
Corrective Action has been carried out
under the State regulations and the
Transfer Act (sometimes under the
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direction of a LEP)—is equivalent to the
EPA approach of carrying out Corrective
Action under the direction of the EPA
through a permit. Also, the
opportunities for public comment
required by the State regulations are
equivalent to the public comment
procedures applicable to EPA permits.
Finally, the State has the needed
enforcement authority to ensure that
Corrective Action is promptly and fully
carried out at sites subject to the State
regulations and Transfer Act.

In determining whether remediation
is complete, the State and EPA will
utilize the Connecticut Remediation
Standard Regulations (RSRs), R.C.S.A.
22a-133k-1 et seq., as their primary
tool. The EPA believes that the State’s
approach will meet the federal (section
264.101) requirement for protection of
human health and the environment for
the reasons explained below, and
further explained in the June 2, 2004
Memorandum entitled “CT Remediation
Standard Regulations” by David Lim,
CT State Coordinator, EPA RCRA
Corrective Action Section (in the
docket). The RSRs contain numeric
standards for the remediation of soil and
groundwater which generally are at least
as protective as what would be achieved
through site specific assessments in EPA
directed cleanups. For those rare
situations where the general standards
of the RSRs might not be sufficient, the
RSRs contain “Omnibus” provisions
(sections 22a—133k—2(i) and 22a—133k—
3(i)) that allow the State to require
additional measures. In the
Memorandum of Agreement, the EPA
and CTDEP have identified particular
situations in which this Omnibus
authority will be used at Corrective
Action sites.

In addition to the sites subject to 40
CFR section 264.101, there are other
sites in Connecticut subject to
Corrective Action under RCRA section
3008(h). These are former non-land
disposal facilities (mostly container
storage areas and tanks) which may no
longer need permits. However, under
the federal Corrective Action program,
as permit applicants initially, these
facilities acquired site-wide Corrective
Action obligations that must be met.
The EPA has not established a
mechanism for authorizing States to
administer the Corrective Action
program for such sites. However, in the
Memorandum of Agreement (MOA), the
EPA and CTDEP have agreed on a
coordinated approach to avoid
duplication of effort with respect to
such sites. In particular, the EPA and
CTDEP expect that many of these sites
will undertake Corrective Action under
the Transfer Act. The CTDEP has agreed

in the MOA to utilize the same
governmental review and public
comment procedures with respect to
these non-land disposal facilities as it
follows for the land disposal facilities.
As also specified in the MOA, the EPA
will retain all of its statutory
enforcement authority with respect to
the non-land disposal facilities, just as
it retains its statutory enforcement
authority even with respect to the sites
subject to the formal authorization.
However, the EPA generally does not
anticipate taking enforcement action
against non-land disposal facilities
which promptly and fully carry out
Corrective Action pursuant to the
Transfer Act, just as the EPA generally
does not anticipate taking enforcement
action against land disposal facilities
which promptly and fully carry out
Corrective Action pursuant to the State
regulations described above and the
Transfer Act. This agreement entered
into by the EPA and CTDEP to avoid
duplication of effort is further described
in the MOA. While the statements in the
MOA (and in this Federal Register
notice) do not create any legal rights or
defenses, the EPA hopes that the agreed
upon coordination between the EPA and
the CTDEP will foster site cleanups
using a One-Cleanup approach.

It is the long-term ganof the EPA and
CTDEP that the CTDEP will be the lead
overseeing agency for all sites subject to
Corrective Action in Connecticut.
However, the EPA will continue to be
the lead agency for certain sites for a
variety of reasons that could include
maximizing the federal and state
resources available to oversee the
program, implementing special
initiatives such as achieving
environmental indicators or enhancing
enforcement. Further, the EPA and
CTDEP will at times provide technical
and/or logistical support to one another.

H. What Will Be the Effect of the
Proposed Authorization Decision?

At the Federal level, the effect of the
proposed authorization decision will be
that entities in Connecticut subject to
RCRA will be able to comply with the
authorized State requirements instead of
the Federal requirements, with respect
to the matters covered by the authorized
State requirements, in order to comply
with RCRA. However, there will
continue to be a dual Federal RCRA
program in Connecticut for the few
HSWA rules (adopted since January 1,
2001) for which the state is not
presently seeking authorization, and for
any self-implementing HSWA statutory
requirements for which the State has not
adopted regulations (e.g., RCRA section
3005(j), 42 U.S.C. 6925(j)). RCRA was

amended by the Hazardous and Solid
Waste Amendments (“HSWA”) in 1984.
Section 3006(g) of RCRA, 42 U.S.C.
6906(g), provides that when the EPA
promulgates new regulatory
requirements pursuant to HSWA, the
EPA shall directly carry out these
requirements in states authorized to
administer the underlying base
hazardous waste program, until the
states are authorized to administer these
new requirements. The EPA has
established a few new regulatory
requirements pursuant to HSWA which
are not yet proposed to be authorized to
be administered by Connecticut.
Regulated entities will need to comply
with these HSWA requirements as set
out in the Federal regulations and
statute in addition to authorized State
program requirements. A complete list
of HSWA requirements is set out in 40
CFR 271.1, Tables 1 and 2.

1. Who Handles Permits After the
Authorization Takes Effect?

With respect to TSDF permitting,
Connecticut will continue to issue
permits for all the provisions for which
it is authorized and will administer the
permits it issues. The EPA will continue
to administer any RCRA hazardous
waste permits or portions of permits it
has issued. The EPA also will continue
to issue permits or portions of permits
covering HSWA requirements for which
Connecticut is not authorized.

J. How Will Today’s Proposed Action
Affect Indian Country in Connecticut?

Connecticut is not authorized to carry
out its hazardous waste program in
Indian country within the State (land of
the Mohegan Nation and the
Mashantucket Pequot Tribal Nation).
The proposed action will have no effect
on Indian country. The EPA will
continue to implement and administer
the RCRA program in these lands.

K. What Is Codification and Will EPA
Codify Connecticut’s Hazardous Waste
Program as Authorized in This Rule?

The EPA is proposing to authorize but
not codify the enumerated revisions to
the Connecticut program. Codification is
the process of placing the State’s
statutes and regulations that comprise
the State’s authorized hazardous waste
program into the Code of Federal
Regulations. The EPA does this by
referencing the authorized State rules in
40 CFR part 272. The EPA reserves the
amendment of 40 CFR part 272, subpart
H for the codification of the
Connecticut’s program until a later date.
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L. Administrative Requirements

The EPA has examined the effects of
the proposed State authorization
decision discussed above and reached
the conclusions set out below.

The Office of Management and Budget
has exempted this action from the
requirements of Executive Order 12866
(58 FR 51735, October 4, 1993), and
therefore this action is not subject to
review by OMB.

This action authorizes State
requirements for the purpose of RCRA
3006 and imposes no additional
requirements beyond those imposed by
State law. Accordingly, the EPA certifies
that this action will not have a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.).

Because this action authorizes 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). For
the same reason, this action also does
not significantly or uniquely affect the
communities of Tribal governments, as
specified by Executive Order 13175 (65
FR 67249, November 9, 2000). This
action 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, as
specified in Executive Order 13132 (64
FR 43255, August 10, 1999), because it
merely authorizes State requirements as
part of the State RCRA hazardous waste
program without altering the
relationship or the distribution of power
and responsibilities established by
RCRA.

This action also is not subject to
Executive Order 13045 (62 FR 19885,
April 23, 1997), because it is not
economically significant and it does not
make decisions based on environmental
health or safety risks. This rule is not
subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355 (May
22, 2001)) because it is not a significant
regulatory action under Executive Order
12866.

Under RCRA 3006(b), EPA grants a
State’s application for authorization as
long as the State meets the criteria
required by RCRA. It would thus be
inconsistent with applicable law for
EPA, when it reviews a State

authorization application, to require the
use of any particular voluntary
consensus standard in place of another
standard that otherwise satisfies the
requirements of RCRA. 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.

As required by section 3 of Executive
Order 12988 (61 FR 4729, February 7,
1996), in issuing this rule, EPA has
taken the necessary steps to eliminate
drafting errors and ambiguity, minimize
potential litigation, and provide a clear
legal standard for affected conduct. EPA
also has complied with Executive Order
12630 (53 FR 8859, March 15, 1988) by
examining the takings implications of
the rule in accordance with the Attorney
General’s Supplemental Guidelines for
the Evaluation of Risk and Avoidance of
Unanticipated Takings issued under the
Executive Order.

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

List of Subjects in 40 CFR Part 271

Environmental protection,
Administrative practice and procedure,
Confidential business information,
Hazardous materials transportation,
Hazardous waste, Indians-lands,
Intergovernmental relations, Penalties,
Reporting and recordkeeping
requirements.

Authority: RCRA sections 2002 and 3006,
42 U.S.C. 6912 and 6926.

Dated: June 23, 2004.

Robert W. Varney,

Regional Administrator, EPA New England.
[FR Doc. 04-15102 Filed 7—2—-04; 8:45 am]
BILLING CODE 6560-50-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

45 CFR Part 46

RIN 0940-AA06

Institutional Review Boards:
Registration Requirements

AGENCY: Office of Public Health and
Science, HHS.

ACTION: Notice of proposed rulemaking.

SUMMARY: The Office for Human
Research Protections (OHRP), Office of
Public Health and Science, Department
of Health and Human Services (HHS), is
proposing to require registration of
institutional review boards (IRBs) that
review human subjects research
conducted or supported by HHS and

that are designated under an assurance
of compliance approved for federalwide
use by OHRP. The registration
information would include contact
information, approximate numbers of
active protocols involving research
conducted or supported by HHS,
accreditation status, IRB membership,
and staffing for the IRB. The proposed
registration requirements will make it
easier for OHRP to convey information
to IRBs and will support the current IRB
registration system operated by OHRP.
Under the current OHRP IRB
registration system, the submission of
certain information is required by the
existing HHS human subjects protection
regulations, and certain other
information may be submitted
voluntarily. A request for the approval
of this collection of information
requirement will be submitted to the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act. Under the proposed rule, all
registration information will be
required, making the IRB registration
system uniform with the proposed IRB
registration requirements of the Food
and Drug Administration (FDA), and
creating a single HHS IRB registration
system. FDA simultaneously is
publishing a proposed rule regarding
FDA IRB registration requirements.
DATES: You may submit written or
electronic comments on this proposed
rule, RIN number 0940-AA06, by
October 4, 2004.

ADDRESSES: You may submit comments
by any of the following methods:

e Federal eRulemaking Portal:
http:www.regulations.gov. Follow the
instructions for submitting comments.

e E-mail:
irbregistrationohrp@osophs.dhhs.gov.

e Fax: 301—402-2071.

e Mail to: Irene Stith-Coleman, Office
for Human Research Protections, The
Tower Building, 1101 Wootton
Parkway, Suite 200, Rockville, MD
20852.

e Hand Delivery or Courier to: Irene
Stith-Coleman, Office for Human
Research Protections, The Tower
Building, 1101 Wootton Parkway, Suite
200, Rockville, MD 20852

Comments received within the
comment period will be available for
public inspection as they are received,
generally beginning approximately 3
weeks after publication of this notice, at
the above address on Monday through
Friday of each week from 8:30 a.m. to
4 p.m.

FOR FURTHER INFORMATION CONTACT:
Irene Stith-Coleman, Office for Human
Research Protections, The Tower
Building, 1101 Wootton Parkway, Suite
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200, Rockville, MD 20852, 301—-402—
7005 or by e-mail to:
(istithco@osophs.dhhs.gov).

SUPPLEMENTARY INFORMATION:
1. Introduction

IRBs are boards, committees, or
groups formally designated by an
institution to review, approve, and have
continuing oversight of research
involving human subjects. An IRB’s
primary purpose during such reviews is
to ensure the protection of the rights
and welfare of human research subjects.
The HHS regulations regarding the
protection of human research subjects,
which address the appropriate role of
IRBs in helping to ensure this
protection, are found at 45 CFR part 46.

In 1998, the HHS Office of Inspector
General (OIG) issued several reports on
IRBs. The OIG sought to identify the
challenges facing IRBs and to make
recommendations on improving Federal
oversight of IRBs. One recommendation
was that all IRBs should register with
the Federal government on a regular
basis as part of an effort to develop a
more streamlined, coordinated, and
probing means of assessing IRB
performance and to enhance the Federal
government’s ability to identify and
respond to emerging problems before
they result in “serious transgressions.”
(Ref. 1, pp. 20 and 21).

After reviewing OIG’s
recommendation, OHRP concluded that
IRB registration would serve several
important goals. IRB registration would
enable OHRP to: (1) Identify more
precisely those IRBs reviewing research
conducted or supported by HHS under
an assurance of compliance approved
for federalwide use by OHRP; (2) keep
an accurate, up-to-date list of IRBs; (3)
send educational information and other
information to IRBs, increasing the
efficiency of OHRP educational and
outreach efforts; and (4) help OHRP
identify IRBs that are subject to HHS
regulations for monitoring and oversight
purposes.

In December 2000, OHRP initiated a
process for registering IRBs. This IRB
registration system was designed to
collect information required under the
HHS human subjects protection
regulations at 45 CFR 46.103(b)(3). That
regulatory provision requires
institutions that are engaged in human
subjects research conducted or
supported by HHS to file with OHRP an
assurance of compliance with the HHS
human subjects protection regulations.
Under 45 CFR 46.103(a), other Federal
Department or Agency heads shall
accept an assurance on file with HHS
that is approved for federalwide use by

OHRP, and that is appropriate for the
research in question. Among other
things, assurances of compliance must
include information on the institution’s
designated IRB, and a list of IRB
members identified by name, earned
degrees, representative capacity,
experience, and any employment or
other relationship with the institution,
45 CFR 46.103(b)(2),(3). The IRB
registration system also was designed to
collect additional information, to be
provided voluntarily by institutions or
IRBs, regarding the accreditation status
of the institution or IRB organization,
total numbers of active research
protocols reviewed by the IRB
(including protocols supported by other
Federal departments or agencies) and
the nature of those protocols, and IRB
staffing. The current OHRP IRB
registration form can be accessed at:
http://ohrp.osophs.dhhs.gov/
humansubjects/assurance/regirb.rtf.

OHRP now proposes to require that
any IRB designated under an assurance
of compliance approved for federalwide
use by OHRP that reviews human
subjects research conducted or
supported by HHS submit most of the
information listed on the IRB
registration form that is currently used
by OHRP. By requiring IRBs to provide
such information, OHRP IRB
registration requirements will become
substantially consistent with
requirements for IRB registration that
are simultaneously being proposed by
FDA elsewhere in this issue. OHRP and
FDA plan to operate a single registration
system for HHS in which all IRBs that
review research conducted or supported
by HHS or clinical investigations
regulated by FDA can be registered. The
HHS IRB registration system will be
operated at a single Internet site on the
OHRP Web site.

OHRP currently posts all registered
IRBs on its Web site, including the name
and location of the organization
operating the IRB(s), called the IRB
organization, and the name and location
of each IRB. Numbers are assigned to
the IRB organization and each IRB is
given a unique IRB registration number.
An institution submitting an assurance
includes the IRB registration number for
each IRB designated under its
assurance, thereby eliminating the need
for multiple submissions of the same
information to OHRP.

The Privacy Act does not apply to the
information contained in the IRB
registration database. OHRP will not be
retrieving information about individuals
from this Internet site by name or other
individual identifier. Therefore, this
Internet site will not be a “system of

records” that would be subject to the
requirements of the Privacy Act of 1974.

Upon the effective date of the rule,
OHRP will continue to post the name
and location of each registered IRB and
its IRB registration number on the OHRP
Web site. All other information
collected in the IRB registration,
including names of individual IRB
members, would be subject to the
Freedom of Information Act, and
therefore, may be available to the public
upon request. Beyond such access to the
information, OHRP will maintain the
confidentiality of the information
submitted with the IRB registration to
the extent allowed by law.

All of the IRB registration information
that is submitted to the Internet site will
be transferred to a separate server which
will not be accessible via the Internet.
In this manner, a high level of security
can be maintained for the IRB
Registration database.

OHRP will provide browse-only
access to the database containing all
information collected in the IRB
Registration, via a password protected
mechanism, to all Federal departments
and agencies that have adopted the
Federal Policy for the Protection of
Human Subjects, known as the
“Common Rule,” which HHS has
codified as 45 CFR part 46, subpart A.

II. Description of the Proposed Rule

The proposed rule would amend the
HHS human subjects protection
regulations at 45 CFR part 46 by adding
subpart F, entitled ‘“‘Registration of
Institutional Review Boards.” The
proposed rule would require IRBs that
review human subjects research
conducted or supported by HHS and
that are designated under an assurance
of compliance approved for federalwide
use by OHRP to register with HHS.

1. Who Must Register? (Proposed
§46.601)

Proposed § 46.601 requires
registration of each IRB that is
designated by an institution under an
assurance of compliance with HHS
human subjects protection regulations
that has been approved for federalwide
use by OHRP, under 45 CFR 46.103(a),
and that reviews human subjects
research conducted or supported by
HHS.

Proposed § 46.601 also specifies that
an individual authorized to act on
behalf of the institution or IRB must
submit the registration information. The
individual may be an IRB member or
any other person authorized by the
institution, or IRB, to submit the
registration information.



40586

Federal Register/Vol. 69, No. 128/Tuesday, July 6, 2004 /Proposed Rules

2. What Information Must an IRB
Provide When Registering? (Proposed
§46.602)

Proposed §46.602 describes the
information to be submitted as part of
the registration process. The proposal
requires IRBs to provide the following
information:

e The name and mailing address of
the institution or organization operating
the IRB; the name, earned degree, title,
mailing address, phone number, fax
number, and e-mail address of the
senior or head official of that institution
or organization who is responsible for
overseeing the activities performed by
the IRB; and the name, title, telephone
number, fax number, and e-mail address
of the person providing the registration
information must be provided. The
senior or head official should not be an
IRB member or IRB staff. This
information enables OHRP to identify
the institution(s) or organization(s) with
which the IRB is affiliated. Information
about the senior or head official of the
institution enables OHRP to contact that
person directly if significant issues or
problems arise that involve or could
involve the institution, and to forward
educational information to that person.
Information about the contact person
enables OHRP to contact that person
directly on routine issues, forward
information, and send electronic mail to
the contact person.

e The IRB number, registration name
and address; the name, earned degree,
title, area of specialty, affiliation,
gender, telephone, fax, e-mail address,
and mailing address of the IRB
chairperson; and an IRB roster that
includes the names, earned degrees,
gender, area of specialty and affiliation
of each voting (including the IRB
chairperson) and alternate IRB members
must be provided. Collection of this
information is consistent with the
requirements of 45 CFR 46.103(b)(3) and
46.107(a), and helps OHRP to contact
the IRB chairperson quickly, if
necessary, on important issues, to send
educational information and electronic
mail, and to confirm that IRB
membership meets the minimum
regulatory requirements.

e The approximate number of active
protocols undergoing initial and
continuing review; the approximate
number of active protocols supported by
HHS; and the approximate number of
full time positions devoted to the IRB’s
administrative activities. In this
proposal, “active protocol” would mean
any protocol or study for which an IRB
conducted an initial review or a
continuing review during the preceding
calendar year.

The proposal would not require an
institution or IRB organization to report
a specific number of protocols; instead,
registration would indicate the range of
the number of protocols reviewed in the
preceding calendar year. The proposal
would consider a “small” number of
protocols to be 1 to 25 protocols,
“medium” to be 26 to 499, and ‘“‘large”
to be 500 or more protocols. This
information will enable OHRP to
determine how active an IRB is and to
assign its quality improvement,
educational, and compliance oversight
resources based on an IRB’s activity
level. For example, scheduling the site
of an OHRP national workshop could
involve assessment of the volume of
research conducted by an institution in
a potential locale. Furthermore, HHS
regulations for the protection of human
subjects at 45 CFR 46.103(b)(2) require
that assurances of compliance
applicable to HHS conducted or
supported research include the
designation of one or more IRBs for
which, among other things, provisions
are made for meeting space and
sufficient staff to support the IRB’s
review and record keeping duties. In
OHRP’s experience, the number of FTEs
and the volume of research are useful
parameters for assessing whether an IRB
has sufficient staff, as required by HHS
regulations for the protection of human
subjects at 45 CFR 46.103(b)(2).

¢ An indication as to whether the
assured institution or IRB organization
is currently accredited by a human
subjects protection program accrediting
organization, and if so, the date of its
last accreditation and the name of that
accrediting organization must be
provided. OHRP recognizes that
accreditation is a developing concept, so
information on accreditation will help
OHRP to evaluate the extent and value
of IRB accreditation. OHRP specifically
solicits public comment related to the
perceived value of collecting
information on the accreditation status
of IRBs.

In addition, the IRB registration
process includes information required
by FDA under its proposed rule: the
number of active protocols (small,
medium, or large) involving FDA-
regulated products reviewed (both
initial reviews and continuing reviews);
and a description of the types of FDA-
regulated products (such as biological
products, color additives, food
additives, human drugs, or medical
devices) involved in active protocols
that the IRB reviews.

Due to statutory and regulatory
differences between OHRP and FDA, the
Internet registration site may request
more information from IRBs reviewing

research conducted or supported by
HHS than those reviewing clinical
investigations regulated by FDA that are
not conducted or supported by HHS. In
those instances where the registration
site would seek more information than
FDA would require under its proposal,
the internet site would clarify that IRBs
regulated solely by FDA are not required
to provide the additional information.

The proposed rule would not require
submission of one element of
information that currently is submitted
voluntarily. It would not require IRBs to
provide information on the approximate
number of currently active protocols
supported by other Federal departments
or agencies. OHRP determined that
collection of such information should
not be required because the proposed
rule would apply only to IRBs that are
designated under an OHRP-approved
assurance of compliance and that
review research conducted or supported
by HHS.

3. When Must an IRB Register?
(Proposed § 46.603)

Proposed § 46.603 requires IRBs to
register when designated under an
assurance approved for federalwide use
by OHRP. Specifically, the proposal
would require an IRB to register when
any institution files with OHRP an
assurance of compliance with the HHS
human subjects protection regulations
under 45 CFR 46.103(a), that is to be
approved for federalwide use by OHRP,
and that designates the IRB to review
human subjects research conducted or
supported by HHS. IRB registration will
become effective on the date that OHRP
lists the IRB registration on its website.

To show how this would work,
assume that an institution is engaged,
for the first time, in human subjects
research conducted or supported by
HHS. The institution then would be
subject to the HHS human subjects
protection regulations, and would be
required to file an assurance of
compliance with those regulations
under 45 CFR 46.103(a). Designation of
an IRB is part of that assurance process.
If the institution’s assurance is
submitted to, and approved for
federalwide use by, OHRP, the IRB(s)
designated under the assurance would
have to register with HHS if not
previously registered. Further, if the
institution designates an additional IRB
under its assurance, the additional IRB
must first register and the assurance
must be updated to include the new
IRB. As discussed under item 5 below,
OHRP will continue to recognize IRB
registrations that were completed prior
to the effective date of the rule, and will
give such IRBs 90 days from the
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effective date of the rule to submit to
OHRP revisions to the existing
registration information, if necessary, to
meet additional requirements of the
proposed rule.

Proposed § 46.603 also requires IRBs
to renew their registrations every 3
years. Requiring IRBs to renew their
registrations periodically helps to
ensure that HHS information remains
current.

4. Where Can an IRB Register?
(Proposed § 46.604)

Proposed §46.604 directs IRBs to
register at a specific HHS Internet site
or, if the institution or IRB organization
lacks the ability to register
electronically, to send registration
information to OHRP’s mailing address.
Although Internet registration may be
easier and faster than written
registration, OHRP cannot determine
how widespread Internet access is
among IRBs. Thus, OHRP also allows for
written registration in addition to
Internet registration.

5. How Does an IRB Revise Its
Registration Information? (Proposed
§46.605)

Under proposed § 46.605, if contact or
IRB membership registration
information changes, the IRB must
revise its registration information within
90 days of the change. All information
involving changes other than changes in
an IRB contact, an IRB chairperson or
the IRB roster only need to be updated
at the time of the 3 year renewal
pursuant to proposed §46.603. For
example, if an IRB selects a new
chairperson, the IRB, under proposed
§46.605, would revise its registration
information within 90 days after the
new chairperson’s selection.

Proposed §46.605 also considers an
assured institution’s or IRB
organization’s decision, to disband a
registered IRB, or to stop reviewing
research conducted or supported by
HHS, to be a change that must be
reported to HHS within 30 days.
Requiring an IRB to report to HHS when
it has disbanded or discontinued
reviewing research conducted or
supported by HHS will enable OHRP to
stop sending educational information to
the IRB and ensure that the HHS IRB
registration system is accurate and up to
date. More importantly, funding
agencies that rely on the HHS IRB
registration system will then be able to
rely on the IRB registration website for
a current, accurate list of designated
IRBs for an institution.

OHRP will continue to recognize IRB
registrations that were completed prior
to the effective date of the rule, but will

give IRBs that previously did not
include complete information 90 days
from the effective date of the rule to
provide such information. That is, IRBs
that chose not to provide registration
information that previously was
considered voluntary would be
expected to complete the registration
form and provide that information
within 90 days of enactment of the rule.
Revised registration information may
be submitted electronically to OHRP or,
if an IRB lacks Internet access, in
writing, to OHRP’s mailing address.

6. What Happens if an IRB Does Not
Register or Fails To Revise its
Registration Information?

An IRB cannot be designated under an
assurance of compliance approved for
federalwide use by OHRP if it fails to
register. For example, if an assurance
submitted to OHRP for approval lists
only one IRB that reviews research
conducted or supported by HHS, and
that IRB fails to register, OHRP would
not approve that assurance. If an
assurance approved for federalwide use
by OHRP lists two or more IRBs that
will review research conducted or
supported by HHS, and one IRB fails to
register, OHRP could issue a restricted
approval of the assurance so that the
unregistered IRB may not review HHS-
conducted or supported research.

If an IRB designated under an
assurance approved for federalwide use
by OHRP fails to appropriately revise its
registration information in accordance
with §46.605 of the proposed rule,
OHRP could restrict or revoke its
approval of the assurance. For example,
if an IRB fails to appropriately revise its
registration information in accordance
with § 46.605 of the proposed rule, and
the IRB is reviewing human subjects
research conducted or supported by
HHS, OHRP could take appropriate
action under the institution’s assurance
and OHRP’s compliance oversight
policies and procedures. OHRP believes
that the proposed registration
requirement is both simple and
straightforward, so it does not expect
that many institutions or IRB
organizations will refuse or fail to
register or revise its registration
information.

III. Implementation

OHRP intends to make any final rule
based on this proposal effective within
60 days after the final rule is published
in the Federal Register. Initial
registration with all required
information and required revisions to
registration must be submitted within
60 days of the effective date of the rule.

IRBs voluntarily may register before the
required registration deadline.

IV. Legal Authority

Section 491 of the Public Health
Service Act authorizes the Secretary, by
regulation, to require each entity which
applies for a grant, contract, or
cooperative agreement under the Act for
any project or program which involves
the conduct of biomedical or behavioral
research involving human subjects to
submit assurances satisfactory to the
Secretary that it has established an IRB
to review research conducted at or
supported by the entity in order to
protect the rights of the human subjects
(see 42 U.S.C. 289(a)). Section 491 of the
Public Health Service Act also
authorizes the Secretary to establish a
program under which requests for
clarification and guidance with respect
to ethical issues raised in connection
with biomedical or behavioral research
involving human subjects are responded
to promptly and appropriately (see 42
U.S.C. 289(b)). These authorities are
delegated to OHRP (see 67 FR 10216-18,
March 6, 2002).

By requiring IRB registration, the
proposed rule would, if finalized, aid in
the efficient implementation of the
Public Health Service Act’s provisions
regarding assurances and providing
guidance and education to IRBs
involved in human subjects research
conducted or supported by HHS.
Moreover, by requiring IRBs to register,
the proposed rule would enable OHRP
to contact IRBs more quickly and
efficiently on various issues, such as
new regulatory requirements or policies
or other matters related to the conduct
of human subjects research. OHRP
concludes that it has sufficient legal
authority to issue the proposed rule.

V. Economic Impact Analysis

OHRP has examined the impact of the
proposed rule under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612) (as amended by
subtitle D of the Small Business
Regulatory Fairness Act of 1996 (Pub. L.
104—-121)), and the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4).
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 impact on a substantial
number of small entities, an agency
must analyze regulatory options that
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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).

The proposed rule is consistent with
the principles set forth in Executive
Order 12866 and these two statutes. As
explained below, the proposed rule is
not an economically significant
regulatory action as defined in
Executive Order 12866 and does not
require a Regulatory Flexibility Act
Analysis. The Unfunded Mandates
Reform Act does not require HHS to
prepare a statement of costs and benefits
for the proposed rule because the
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 approximately
$110 million.

The proposed rule would require IRBs
designated under an assurance of
compliance approved for Federalwide
use by OHRP to register with HHS. The
information sought through the
registration process would be minimal,
consisting largely of names and
addresses for a contact person, the
institution operating the IRB (if an
institution exists), the senior or head
officer of the institution who is
responsible for overseeing the activities
performed by the IRB, the IRB
chairperson, and limited information
about the IRB members’ gender, earned
degree, scientific or nonscientific
specialty, and affiliation. The

registration would also indicate whether
the IRB reviews a “small,” “medium,”
or “large” number of research protocols.
IRBs would also indicate whether they
are accredited and, if so, identify the
accrediting body or organization. OHRP
estimates that initial IRB registration
may require 1 hour to complete. If the
average wage rate is $40 per hour, this
means that each IRB would spend $40
for an initial registration ($40 per hour
x 1 hour per initial registration).

OHRP estimates that renewal of
registration would require less time,
especially if the IRB is only verifying
existing information. If renewal
registration requires 30 minutes, then
the cost of renewal registration to each
IRB would be approximately $20 ($40
per hour x 0. 0.5 hour per renewal
registration).

Revising an IRB’s registration
information would probably involve
costs similar to renewal registration
costs. If the revision requires 30
minutes, then the cost of revising an
IRB’s registration information would be
approximately $20 per IRB.

Additionally, assuming that the
maximum number of IRBs that would be
subject to the proposed rule would be
5,000: 2,000 initial registrations; 1,000
renewals; and 2,000 revisions, the
proposed rule, if finalized, would result
in a 1-year expenditure of $140,000
(2,000 x $40 = $80,000; 1,000 x $20 =
$20,000; and 2,000 x $20 = $40,000).

Given the minimal registration
information that would be required and
the low costs associated with
registration, this proposed rule is not a
significant regulatory action, and OHRP
certifies that the proposed rule would
not have a significant economic impact
on a substantial number of small
entities. The proposal is not a
significant regulatory action under

Executive Order 12866 and does not
require a Regulatory Flexibility Act
analysis.

Because the total expenditure under
the rule will not result in a 1-year
expenditure of $100 million or more,
OHRP is not required to perform a cost-
benefit analysis under the Unfunded
Mandates Reform Act.

VI. Environmental Impact

OHRP has determined 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.

This proposed rule contains
information collection requirements that
are subject to review by OMB under the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501-3520). OHRP submitted the
IRB Registration form to OMB for
approval pursuant to the Paperwork
Reduction Act prior to issuing this
proposed rule.

Title: Institutional Review Boards:
Registration Requirements.

Description: The proposed rule would
require institutions and IRB
organizations to register their designated
IRBs with HHS.

Description of Respondents:
Businesses and individuals.

The estimated annual burden
associated with the current information
collection is 3,500 hours. The estimated
annual burden associated with the
information collection requirements of
this proposed rule is 3,500 hours. One
element of information currently
collected would not be collected after
adoption of the proposed rule (i.e.,
information on the approximate number
of active protocols supported by other
Federal departments or agencies).

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN (CURRENT)

: No. of re- Frequency of Total annual Hours per re-
45 CFR section spondents responses responses sponse Total hours
§46.603 (initial registration) ...........cccceeereeiiniciereecnees 2,000 1 2,000 1 2,000
§46.603 (re-registration) .........ccceceereerieeniensiee e 0 0 0 0 0
§46.605 (FEVISIONS) ...eoveeeeeieeiieiieriesieesie et 2,090 1 2,090 0.5 1045
TOMAL s | ceereee s | e | eeseeeee e | eeseesaee e 3,045
TABLE 2.—ESTIMATED ANNUAL REPORTING BURDEN (PROPOSED RULE)
; No. of re- Frequency of Total annual Hours per re-
45 CFR Section spondents responses responses sponse Total hours
§46.6083 (initial registration) ...........ccoveeeiniiiiienieeeee 2,000 1 2,000 1 2,000
§46.603 (re-registration) 1,000 1 1,000 0.5 500
§46.605 (FEVISIONS) ...ecverrieireiieieste et 2,000 1 2,000 0.5 1,000
TOMAL e | e s | e | eeseeeee e | eeseesaee e 3,500
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There are no capital costs or operating
and maintenance costs associated with
this collection of information.

OHRP’s estimates are based on the
following considerations. According to a
1998 OIG report, there are 3,000 to 5,000
IRBs in the United States, and most are
associated with hospitals and academic
centers (Ref. 1, p. 3). While not all IRBs
review human subjects research
conducted or supported by HHS or
otherwise covered under an assurance
approved by OHRP, the agency, for
purposes of the Paperwork Reduction
Act, will use 5,000 as the maximum
number of IRBs subject to the proposed
rule. Additionally, because the
proposed rule would require basic
information about an IRB (such as
names and addresses) and because
registration would, in most cases, be
done electronically, OHRP assumes that
registration currently takes, and will
take (under the proposed rule), only 1
hour per IRB for new registrations, and
one half hour per IRB for revisions or
renewals.

Thus, the total burden hours would be
2,000 for new registrations per year
(2,000 IRBs x 1 hour per IRB).

Renewal registration and revisions to
existing registration information should
require less time than initial
registration. OHRP assumes that
renewal registration and revisions
currently takes, and will take (under the
proposed rule), only 30 minutes per IRB
for a total of 500 burden hours for
renewals (1,000 IRBs x 0.5 hour = 500)
and 1,000 for revisions (2,000 IRBs hour
x .5 hour) = 1,000 hours.

A notice seeking public comments on
the existing IRB registration
requirements was published in the
Federal Register on April 19, 2002 (67
FR 19438). OHRP is inviting additional
comments on both the current
information collection and the proposed
information collection.

Request for Comment: In compliance
with the requirements of section
3506(c)(2)(A) of the Paperwork
Reduction Act of 1995 for an agency to
provide opportunity for public comment
on current information collections and
also on proposed information collection
projects, OHRP invites comments on: (1)
Whether the collection of information is
necessary for the proper performance of
OHRP’s functions, including whether
the information will have practical
utility; (2) the accuracy of OHRP’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4)
ways to minimize the burden of the

collection of information on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology. In this same
issue of the Federal Register, OHRP also
is soliciting public comment on the
information collection in the
Federalwide Assurance (FWA).

Interested persons are requested to
send comments regarding the current
and proposed information collections by
August 5, 2004 to the following:

Department of Health and Human
Services, Naomi Cook, OS/ASBTF/
OIRM/OIRM/OITP, IT Desk Officer/
GPEA, 200 Independence Ave., SW.,
Washington, DC 20201

and

Office of Information and Regulatory
Affairs, Office of Management and
Budget, fax number (202) 395-6974,
Attn: Fumie Yokota.

VIII. Federalism

OHRP has analyzed this proposed
rule in accordance with the principles
set forth in Executive Order 13132.
OHRP has determined that the 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, the
agency has concluded that the rule does
not contain policies that have
federalism implications as defined in
the order and, consequently, a
federalism summary impact statement is
not required.

IX. Request for Comments

Interested persons may submit to
OHRP (see ADDRESSES) written or
electronic comments regarding this
proposal by October 4, 2004.

X. Reference

The following reference is available
from OHRP through the contact listed
above or can be accessed at: http://
oig.hhs.gov/oei/ reports/oei- 01-97-
00193.pdf.

1. OIG, HHS, “Institutional Review

Boards: A Time for Reform,” June
1998.

List of Subjects in 45 CFR Part 46

Health—Clinical research, Medical
research, Human research subjects,
Reporting and recordkeeping
requirements

Dated: June 2, 2004.

Cristina V. Beato,

Acting Assistant Secretary for Health.
Approved: June 22, 2004.

Tommy G. Thompson,

Secretary of Health and Human Services.

For the reasons set forth in the
preamble, it is proposed that 45 CFR
part 46 be amended as follows:

PART 46—PROTECTION OF HUMAN
SUBJECTS

1. The authority citation for 45 CFR
part 46 continues to read as follows:

Authority: 5 U.S.C. 301; 42 U.S.C.289; 42
U.S.C.300v-1(b).

2. Subpart F is added to part 46 to
read as follows:

Subpart F—Registration of Institutional

Review Boards

Sec.

46.601 Who must register?

46.602 What information must an IRB
provide?

46.603 When must an IRB register?

46.604 Where can an IRB register?

46.605 How does an IRB revise its
registration information?

Subpart F—Registration of Institutional
Review Boards

§46.601 Who must register?

Each IRB that is designated by an
institution under an assurance of
compliance approved for federalwide
use by the Office for Human Research
Protections (OHRP) under § 46.103(a)
and that reviews research involving
human subjects conducted or supported
by the Department of Health and Human
Services (HHS) must register with HHS.
An individual authorized to act on
behalf of the institution or IRB must
submit the registration information.

§46.602 What information must an IRB
provide?

Each IRB must provide the following
information to HHS:

(a) The name and mailing address of
the institution or organization operating
the IRB; and the name, earned degree,
title, mailing address, telephone
number, facsimile number, and
electronic mail address of the senior or
head official of that institution or
organization who is responsible for
overseeing activities performed by the
IRB;

(b) The name, title, telephone number,
facsimile number, and electronic mail
address of the contact person providing
the registration information;

(c) The IRB number, registration name
(for an initial registration, OHRP will
assign the IRB number and registration
name), and address;
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(d) The name, gender, earned degree,
title, mailing address, telephone
number, facsimile number and
electronic mail address of each IRB
chairperson;

(e) An IRB roster that includes the
name, gender, degree, scientific or
nonscientific specialty, and affiliation of
each voting and alternate IRB member,
including the chairperson;

(f) Using the measures ‘“‘small,”
“medium,” and “large,” the
approximate number of total active
protocols undergoing initial and
continuing review; and active protocols
supported by HHS. For purposes of this
subpart, an “active protocol” is any
protocol or study for which an IRB
conducted an initial review or a
continuing review during the preceding
calendar year. A ‘“‘small”” number of
protocols is 1 to 25 protocols,
“medium” is 26 to 499 protocols, and
“large” is 500 protocols or more;

(g) The approximate number of full
time positions devoted to the IRB’s
administrative activities;

(h) An indication whether the
institution or IRB organization is
accredited and, if so, the date of the last
accreditation and the name of the
accrediting body or organization.

§46.603 When must an IRB register?

Each IRB must register when
designated under an assurance
approved for federalwide use by OHRP
under § 46.103(a). The registration will
be effective for 3 years. Each IRB must
renew its registration every three years.
Any complete update or renewal that is
submitted to, and approved by, OHRP,
begins a new 3-year effective period.
IRB registration becomes effective when
HHS posts that information on its Web
site.

§46.604 Where can an IRB register?

Each IRB may register electronically
through [Web site address to be added

in the final rule]. If an IRB lacks the
ability to register electronically, it must
send its registration information, in
writing, to OHRP.

§46.605 How does an IRB revise its
registration information?

If registration information regarding
an IRB contact, an IRB chairperson or
IRB roster changes, the IRB must revise
that information within 90 days by
submitting any changes in that
information. An assured institution’s or
IRB organization’s decision to disband a
registered IRB or to discontinue
reviewing research conducted or
supported by HHS also must be reported
within 30 days. All other information
changes may be reported when the IRB
renews its registration. The revised
information may be sent to HHS either
electronically or in writing in
accordance with §46.604.

[FR Doc. 04-14679 Filed 7-2—-04; 8:45 am]|
BILLING CODE 4150-36—P
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DEPARTMENT OF AGRICULTURE
Forest Service

Notice of Public Meeting, Davy
Crockett National Forest Resource
Advisory Committee

AGENCY: Forest Service, USDA.
ACTION: Notice of meeting.

meeting will also have time, as
identified above, allocated for hearing
public comments. Depending on the
number of persons wishing to comment
and time available, the time for
individual oral comments may be
limited.

Dated: June 29, 2004.

Raoul W. Gagne,

Designated Federal Officer, Davy Crockett
National Forest RAC.

[FR Doc. 04-15221 Filed 7—2—-04; 8:45 am)]
BILLING CODE 3410-11-M

SUMMARY: In accordance with the Secure
Rural Schools and Community Self
Determination Act of 2000 (Pub. L. 106—
393) and the Federal Advisory
Committee Act of 1972 (FACA), the U.S.
Department of Agriculture, Forest
Service, Davy Crockett National Forest
Resource Advisory Committee (RAC)
meeting will meet as indicated below.

DATES: The Davy Crockett National
Forest RAC meeting will be held on July
29, 2004.

ADDRESSES: The Davy Crockett National
Forest RAC meeting will be held at the
Davy Crockett Ranger Station located on
State Highway 7, approximately one-
quarter mile west of FM 227 in Houston
County, Texas. The meeting will begin
at 6 p.m. and adjourn at approximately
9 p.m. A public comment period will be
at 8:45 p.m.

FOR FURTHER INFORMATION CONTACT:
Raoul Gagne, District Ranger, Davy
Crockett National Forest, Rt. 1, Box 55
FS, Kennard, Texas 75847: Telephone:
936—655—2299 or e-mail at:
rgagne@fs.fed.us.

SUPPLEMENTARY INFORMATION: The Davy
Crockett National Forest RAC proposes
projects and funding to the Secretary of
Agriculture under section 203 of the
Secure Rural Schools and Community
Self Determination Act of 2000. The
purpose of the July 29, 2004, meeting is
to discuss the operational requirements
of the RAG, including a process to
solicit and evaluate project proposals.
These meetings are open to the public.
The public may present written
comments to the RAC. Each formal RAC

DEPARTMENT OF AGRICULTURE

Forest Service
RIN 0596-AB73
National Environmental Policy Act

Documentation Needed for Certain
Special Use Authorizations

AGENCY: Forest Service, USDA.

ACTION: Notice of issuance of final
directive.

SUMMARY: The Forest Service is revising
procedures for implementing the
National Environmental Policy Act
(NEPA) and the Council on
Environmental Quality (CEQ)
regulations for certain actions, which
can be categorically excluded from
documentation in an environmental
assessment or an environmental impact
statement. These final implementing
procedures will be issued in an
amendment to Forest Service
Environmental Policy and Procedures
Handbook (FSH) 1909.15, Chapter 30,
sections 31.12 and 31.2. This
amendment creates two new categorical
exclusions for the amendment to or
replacement of special use
authorizations involving administrative
changes when no changes are proposed
in the authorized facilities and no
increase in the scope or intensity of
authorized activities is proposed. The
intent of these categorical exclusions is
to facilitate employees’ consistent
interpretation and application of CEQ
regulations and related agency policy.
The Forest Service is also making
technical changes to the Zero Code
Chapter and Chapters 10, 30, and 40 of
FSH 1909.15. These technical changes
do not substantively change the
agency’s NEPA procedures. The
amendments incorporate into parent

text of the agency policy and procedures
previously set forth in interim directives
to Chapter 30; reformat the Handbook;
and make minor editorial changes
throughout the Handbook. The
amendment to Chapter 30 revises
incorrect section codes 31.1a and 31.1b
to 31.11 and 31.12 respectively.
Accordingly, references to section 31.1b
in the proposal to revise the agency’s
NEPA procedures (66 FR 48412) now
relate to section 31.12.

EFFECTIVE DATE: These amendments
Nos. 19090.15-2004-1 through 4 are
effective July 6, 2004.

ADDRESSES: These new categorical
exclusions are available electronically
from the Forest Service via the World
Wide Web/Internet at http://
www.fs.fed.us/im/directives. Single
paper copies of these categorical
exclusions are also available by
contacting Dave Sire, Forest Service,
USDA, Ecosystem Management
Coordination Staff (Mail Stop 1104),
1400 Independence Avenue, SW.,
Washington, DC 20250-1104.

FOR FURTHER INFORMATION CONTACT:
Dave Sire, Ecosystem Management
Coordination Staff, 202—205-2935 or
Melissa Hearst, Lands Staff, 202—205—
1196.

SUPPLEMENTARY INFORMATION:

Summary of the Categorical Exclusions
for Certain Special Use Authorizations

A special use is defined in 36 CFR
Part 251, Subpart B as “All uses of
National Forest System lands,
improvements, and resources, except
those provided for in regulations
governing the disposal of timber (part
223) and minerals (part 228) and the
grazing of livestock (part 222) * * *”
The Forest Service controls the
occupancy and use of National Forest
System lands, improvements, and
resources through issuance of special
use authorizations, such as permits,
leases, or easements.

It is important to note that ski areas
and organizational camps are the two
types of special uses of National Forest
System lands that are not addressed by
the new final categorical exclusions. Ski
area permits are addressed by an
existing categorical exclusion (FSH
1909.15 sec. 31.12 para. 9). The
ministerial issuance or amendment of
an organizational camp special use
authorization is not subject to the



40592

Federal Register/Vol. 69, No. 128/ Tuesday, July 6, 2004 /Notices

National Environmental Policy Act (16
U.S.C. 6231 et seq.).

In April 1997, the Forest Service
completed a study of its special uses
program to identify changes needed to
manage the program in a more efficient
and customer service oriented manner.
The study may be viewed at http://
www.fs.fed.us/recreation/permits/
final1.htm. The study revealed a large
backlog of unprocessed special use
applications involving administrative
changes of ownership or control of
authorized facilities or activities, or
applications for a new special use
authorization to replace an expired
authorization. The study concluded that
a primary cause of this backlog is the
inconsistent application and
misinterpretation of agency policy
found in Forest Service Handbook (FSH)
1909.15, Environmental Policy and
Procedures Handbook, Chapter 30,
which addresses categorical exclusion
from documentation in an
environmental assessment (EA) or
environmental impact statement (EIS).
Some units were categorically excluding
administrative changes to special use
authorizations, while others preparing
EAs, which emphasized a need for
clarification.

Proposed Interim Directive to Forest
Service Handbook 1909.15, Chapter 30

On September 20, 2001, the Forest
Service published a notice of proposed
interim directive to Forest Service
Handbook (FSH) 1909.15, Chapter 30,
which would partially revise the
agency’s direction on the use of
categorical exclusions (66 FR 48412).
The intent of this proposed interim
directive was to assist employees in
interpreting and complying with the
National Environmental Policy Act
(NEPA) and the Council on
Environmental Quality (CEQ)
regulations for certain special use
authorization actions, which can be
categorically excluded from
documentation in an environmental
assessment or an environmental impact
statement. The proposed interim
directive would have added three new
categories for special use authorizations
involving administrative changes when
no changes are proposed in the
authorized facilities or activities. The
proposal also included a modification of
Handbook text to clarify agency policy
concerning extraordinary
circumstances.

Nearly 26,000 responses in the form
of letters, postcards, and e-mail
messages were received during the 60-
day comment period. These comments
came from private citizens, elected
officials, and from groups and

individuals representing businesses,
private organizations, and Federal
agencies. Responses consisted of over
800 original letters and over 25,000 form
letters.

Public comment on the proposed
interim directive addressed a wide
range of topics, many of which were
directed at general Forest Service
management direction, particularly the
management of roadless areas. Most
comments revealed a significant split in
opinion on the proposal. Many people
opposed the proposed interim directive
or recommended further restriction of
the use of categorical exclusions, both in
general and for those proposed for
certain special use authorizations, while
many others supported the proposed
interim directive, or favored further
expansion of the use of categorical
exclusions. Some respondents agreed
that existing direction concerning
special use authorizations needed
clarification.

Because of the volume and nature of
comments received on the proposed
interim directive, the agency separated
the special use authorization categorical
exclusions portion of the proposal from
the clarification of extraordinary
circumstances. On August 23, 2001, the
Forest Service published a final interim
directive to Forest Service Handbook
(FSH) 1909.15, Chapter 30, which
revised and clarified the agency’s
direction on extraordinary
circumstances (67 FR 54622).
Accordingly, this notice addresses only
those comments received on the
proposed categorical exclusions for
certain special use authorization
actions.

The proposed additions to the
Handbook were intended to provide
clear direction to agency personnel
regarding certain types of special use
authorization actions that the agency
has concluded do not individually or
cumulatively have a significant effect on
the human environment, and therefore,
may be categorically excluded from
documentation in an EA or EIS. The
proposed additions to sections 31.1b
(now coded 31.12) and 31.2 included
the following:

Section 31.1b Categories Established
by the Chief

Two new categories of actions were
proposed to be added to this section:

10. Amendment to an existing special
use authorization during its term,
involving no change in the authorized
use and occupancy other than
administrative changes. Examples
include but are not limited to:

a. Amending a special use
authorization to reflect administrative

changes, such as changes to the land use
rental fee or conversion to a new type

of special use authorization for a
particular occupancy or use (for
example, converting a permit to a lease
or easement).

b. Amending a special use
authorization to include
nondiscretionary environmental
standards or updating a special use
authorization to bring it into
conformance with current laws or
regulations (for example, new water
quality standards that require
monitoring).

11. Change in ownership of
authorized improvements during the
term of an existing special use
authorization, involving no change in
the authorized use and occupancy of
National Forest System lands other than
administrative changes. Examples
include but are not limited to issuance
of a new special use authorization to a
new owner of the authorized
improvements, when there is no change
to the authorized use and occupancy.

Section 31.2 Categories of Actions for
Which a Project or Case File and
Decision Memo Are Required

One new category was proposed to be
added to this section:

10. Issuance of a new special use
authorization to the holder of an
existing special use authorization when:

a. The existing special use
authorization terminates at the end of its
term;

b. The holder is in full compliance
with the terms and conditions of the
terminating special use authorization;
and

c. There would be no change in the
physical environment or facilities or the
scope or intensity of the operations.

Based on further study and review of
the comments received, the proposed
special use authorization categorical
exclusions have been revised and are
printed in their entirety at the end of
this notice.

Comments on the Need for the Proposed
Interim Directive

Comment: Many respondents
commented that there is no need for the
proposed changes. Some respondents
said that proposed actions can be
analyzed with a concise EA, if necessary
and, therefore, there is no need to create
additional categorical exclusions.
Others expressed strong disapproval of
the agency’s use of categorical
exclusions altogether and recommended
either further restricting their use, or a
complete elimination of categorical
exclusions. Conversely, other
respondents supported the proposed
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categories and some advocated that the
agency should make greater use of
categorical exclusions.

Response: The CEQ regulations (40
CFR 1500.4(p)) encourage the
appropriate use of categorical
exclusions to reduce paperwork and
unnecessary delays. The agency believes
that its use of categorical exclusions has
been and continues to be appropriate.
The agency further believes that the
time and expense required by even the
most concise EA is not justified for
those actions that qualify for categorical
exclusion. Categorical exclusions are a
legitimate tool for reducing excessive
paperwork and to avoid allocating
resources where they are not needed,
thereby allowing the agency to devote
more resources to environmental
analysis and documentation for those
requests for new special use
authorizations that may have significant
effects. Therefore, the agency will
proceed with issuance of the categorical
exclusions.

Comment: The preamble for the
proposed categorical exclusions referred
to a backlog of unprocessed special use
authorizations resulting from
inconsistent application of agency
policy. One respondent commented that
a backlog exists not due to inconsistent
application of policy by the agency, but
rather because demand is growing for
special use authorizations.

Response: While it is true that there
has been some increase in demand for
new special use authorizations for new
facilities or activities, the categorical
exclusions make no changes to how the
agency deals with new uses proposed
on National Forest System lands. As
identified in the preamble to the
proposed categorical exclusions (66 FR
48412), the 1997 study determined that
much of the backlog of applications was
associated with proposed administrative
actions related to ongoing or expiring
special use authorizations.

Comment: Some respondents stated
there was a real need for this proposal
because uncertainty caused by not
knowing whether or when an ongoing
authorization was going to be replaced
with a new authorization causes
extreme financial and emotional
hardship. They suggested that issuance
of a new special use authorization to
replace an existing authorization prior
to its expiration will increase certainty
and not disrupt ongoing uses and
management of facilities and activities.

Response: The Forest Service agrees.
The proposed categorical exclusion at
section 31.2, paragraph 10 addressed
issuing new special use authorizations
when an existing special use
authorization terminates at the end of its

term. However, administratively, it
would be more efficient to issue the new
special use authorization before it
expires. Therefore, this categorical
exclusion has been modified to address
existing special use authorizations that
are due to expire, as well as those that
have expired, when there is no change
to the authorized facilities or in the
scope or intensity of the authorized
activity, when the applicant or holder is
in full compliance with the terms and
conditions of the authorization, and the
only changes are administrative.

Due to the development of other
agency categorical exclusions, the
proposed categorical exclusion
originally identified as paragraph 10 of
section 31.2 is now paragraph 15 of
section 31.2.

Comments on Compliance With Law
and Regulation

Comment: Many respondents believed
the proposed categorical exclusions did
not comply with the CEQ NEPA
regulations because special use
authorizations are used for a broad array
of activities including actions that may
have the potential for significant effects.

Response: The CEQ regulations define
categorical exclusion as a “category of
actions which do not individually or
cumulatively have a significant effect on
human environment * * *” (40 CFR
1508.4). The proposed categories of
actions described specific
administrative actions to existing
special use authorizations that would
involve no change in the authorized
facilities or activities other than
administrative changes. In other words,
the categorical exclusion is designed to
cover situations where administrative
actions would not cause an individually
or cumulatively significant effect on the
human environment.

Discussions and follow-up took place
with special use authorization
specialists and environmental policy
compliance specialists throughout the
Forest Service regarding their
experience with special use
authorizations of all kinds, in all types
of forests, over many years. The
specialists involved represent over 800
years of combined experience in Forest
Service special uses administration and
environmental compliance. They
reviewed and discussed the
environmental effects of special use
authorizations individually and
cumulatively over time, of
administrative changes, and of the
extension of the term or time period of
the occupancy and use in situations
when the occupancy and use is
conducted in accordance with the terms
and conditions of the authorization.

After that review, they concluded that
the activities described in the final
categorical exclusions do not have
individual or cumulative significant
effects. In those few situations where
the potential for significant
environmental effects arose, they
concluded that the scoping and/or
review of extraordinary circumstances
in accordance with direction in FSH
1909.15, Section 30.3 resulted in
preparation of either an EA or an EIS.

Comment: Some respondents believe
that the proposed categorical exclusions
did not comply with the CEQ
regulations. Their reason was that when
considering all of the actions that the
Forest Service authorizes through
special use authorizations, these actions
may have cumulative effects.

Response: The actions that the agency
is categorically excluding are specific
administrative actions that do not result
in significant effects on the
environment. As described above, the
agency has determined they do not have
individually or cumulatively significant
effects, and therefore, these categorical
exclusions meet the CEQ regulations’
definition of categorical exclusions.

Comment: Some respondents stated
that many special use authorizations
have never undergone NEPA analysis
even though the authorizations may
have resulted in significant impacts to
the human environment. Respondents
believed that using a categorical
exclusion to amend a current
authorization or to issue a new
authorization to replace an existing
special use authorization, which had
not been analyzed under NEPA would
not comply with the CEQ regulations.

Response: While it is true that there
are some existing special use
authorizations that were issued without
undergoing a NEPA analysis, this
situation occurred generally when the
authorization was issued prior to
enactment of NEPA and subsequent
guidance. Categorical exclusions in
paragraph 10 of section 32.12 and
paragraph 15 of section 31.2 are for
administrative actions that do not
change the facilities nor increase the
level of activity. The previously noted
review of all types of special use
authorizations, including those special
use authorizations that have not
previously been reviewed through the
NEPA process, demonstrated that
existing special uses in compliance with
their authorizations have not had
significant environmental effects.
Agency experience shows that under the
conditions described in the text of the
categorical exclusions at the end of this
notice, issuing or amending special use
authorizations does not in