@Pigb 1-10-01 Wednesday
T % . £ Vol. 66  No. 7 Jan. 10, 2001

Pages 1807-2192

ISUET

0

Mederal Re 0



II Federal Register/Vol. 66, No. 7/ Wednesday, January 10, 2001

The FEDERAL REGISTER is published daily, Monday through
Friday, except official holidays, by the Office of the Federal
Register, National Archives and Records Administration,
Washington, DC 20408, under the Federal Register Act (44 U.S.C.
Ch. 15) and the regulations of the Administrative Committee of
the Federal Register (1 CFR Ch. I). The Superintendent of
Documents, U.S. Government Printing Office, Washington, DC
20402 is the exclusive distributor of the official edition.

The Federal Register provides a uniform system for makin;
available to the public regulations and legal notices issuedgby
Federal agencies. These include Presidential proclamations and
Executive Orders, Federal agency documents having general
applicability and legal effect, documents required to be published
by act of Congress, and other Federal agency documents of public
interest.

Documents are on file for public inspection in the Office of the
Federal Register the day before they are published, unless the
issuing agency requests earlier filing. For a list of documents
Euci‘rently on file for public inspection, see http://www.nara.gov/
edreg.

The seal of the National Archives and Records Administration
authenticates the Federal Register as the official serial publication
established under the Federaf Register Act. Under 44 U.S.C. 1507,
the contents of the Federal Register shall be judicially noticed.

The Federal Register is published in paper and on 24x microfiche.
It is also available online at no charge as one of the databases
on GPO Access, a service of the U.S. Government Printing Office.

The online edition of the Federal Register is issued under the
authority of the Administrative Committee of the Federal Register
as the official legal equivalent of the paper and microfiche editions
(44 U.S.C. 4101 and 1 CFR 5.10). It is updated by 6 a.m. each

day the Federal Register is published and it includes both text

and graphics from Volume 59, Number 1 (January 2, 1994) forward.

GPO Access users can choose to retrieve online Federal Register
documents as TEXT (ASCII text, graphics omitted), PDF (Adobe
Portable Document Format, including full text and all graphics),

or SUMMARY (abbreviated text) files. Users should carefully check
retrieved material to ensure that documents were properly
downloaded.

On the World Wide Web, connect to the Federal Register at http:/
/www.access.gpo.gov/nara. Those without World Wide Web access
can also connect with a local WAIS client, by Telnet to
swais.access.gpo.gov, or by dialing (202) 512-1661 with a computer
and modem. When using Telnet or modem, type swais, then log

in as guest with no password.

For more information about GPO Access, contact the GPO Access
User Support Team by E-mail at gpoaccess@gpo.gov; by fax at
(202) 512—-1262; or call (202) 512—1530 or 1-888-293—6498 (toll
free) between 7 a.m. and 5 p.m. Eastern time, Monday-Friday,
except Federal holidays.

The annual subscription price for the Federal Register paper
edition is $638, or $697 fgr a combined Federal Register, Federal
Register Index and List of CFR Sections Affected (LSA)
subscription; the microfiche edition of the Federal Register
including the Federal Register Index and LSA is $253. Six month
subscriptions are available for one-half the annual rate. The charge
for individual copies in paper form is $9.00 for each issue, or
$9.00 for each group of pages as actually bound; or $2.00 for

each issue in microfiche form. All prices include regular domestic
Fostage and handling. Internationapcustomers please add 25% for
oreign handlinf. Remit check or money order, made payable to
the Superintendent of Documents, or charge to your GPO Deposit
Account, VISA, MasterCard or Discover. Mail to: New Orders,
Superintendent of Documents, P.O. Box 371954, Pittsburgh, PA
15250-7954.

There are no restrictions on the republication of material appearing
in the Federal Register.

How To Cite This Publication: Use the volume number and the
page number. Example: 66 FR 12345.

Printed on recycled paper.

SUBSCRIPTIONS AND COPIES

PUBLIC
Subscriptions:
Paper or fiche 202-512-1800
Assistance with public subscriptions 512-1806

202-512-1530; 1-888-293-6498

General online information
Single copies/back copies:

Paper or fiche 512-1800
Assistance with public single copies 512-1803
FEDERAL AGENCIES
Subscriptions:
Paper or fiche 523-5243
Assistance with Federal agency subscriptions 523-5243

FEDERAL REGISTER WORKSHOP

THE FEDERAL REGISTER: WHAT IT IS AND

HOW TO USE IT

FOR: Any person who uses the Federal Register and Code of Federal

Regulations.

WHO: Sponsored by the Office of the Federal Register.
WHAT: Free public briefings (approximately 3 hours) to present:

1. The regulatory process, with a focus on the Federal Register
system and the public’s role in the development of
regulations.

2. The relationship between the Federal Register and Code
of Federal Regulations.

3. The important elements of typical Federal Register
documents.

4. An introduction to the finding aids of the FR/CFR system.

WHY:  To provide the public with access to information necessary to
research Federal agency regulations which directly affect them.

There will be no discussion of specific agency regulations.

WASHINGTON, DC

WHEN: January 24, 2001, from 9:00 a.m. to Noon
(E.S.T.)
WHERE: Office of the Federal Register

Conference Room

800 North Capitol Street, NW.

Washington, DC

(3 blocks north of Union Station Metro)
RESERVATIONS: 202-523-4538




11

Contents

Federal Register
Vol. 66, No. 7

Wednesday, January 10, 2001

Agricultural Marketing Service

PROPOSED RULES

Cherries (tart) grown in—
Michigan et al., 1909-1914

Onions (Vidalia) grown in—
Georgia, 1915-1917

Agriculture Department

See Agricultural Marketing Service
See Commodity Credit Corporation
See Forest Service

Army Department
See Engineers Corps
NOTICES
Patent licenses; non-exclusive, exclusive, or partially
exclusive:
Apparatus and method for tracking human eye with
retinal scanning display, etc., 1959-1960
Passive determination of projectile miss distance method,
1960

Chemical Safety and Hazard Investigation Board
NOTICES
Meetings; Sunshine Act, 1947

Children and Families Administration
NOTICES
Agency information collection activities:
Submission for OMB review; comment request, 1992

Coast Guard
RULES
Boating safety:
Recreational vessels operators; Federal blood alcohol
concentration standard, 1859—1862
Drawbridge operations:
Virginia, 1863—-1864
PROPOSED RULES
Drawbridge operations:
Florida, 1923-1925

Commerce Department
See Export Administration Bureau
See International Trade Administration
See National Oceanic and Atmospheric Administration
NOTICES
Agency information collection activities:
Submission for OMB review; comment request, 1947

Commission of Fine Arts
NOTICES
Meetings, 1958

Committee for the Implementation of Textile Agreements
NOTICES
Special access and special regime programs:
Caribbean Basin countries; participating requirements;
temporary amendment; correction, 1958

Commodity Credit Corporation
RULES
Loan and purchase programs:

Price support levels—
Farmers stock peanuts; cleaning and reinspection,
1807-1810

Commodity Futures Trading Commission
NOTICES
Meetings; Sunshine Act, 1958

Comptroller of the Currency
RULES
Gramm-Leach-Bliley Act; implementation:
Community Reinvestment Act (CRA)-related agreements;
disclosure and reporting, 2051-2113

Defense Department
See Army Department
See Engineers Corps
RULES
Federal Acquisition Regulation (FAR):
Commercial items—
Assignment of claims, 2138-2140
Clause flowdown, 2139-2140
Cost accounting standards coverage; applicability,
thresholds, and waiver, 2135-2137
Definitions, 2116-2136
Introduction, 2115-2117
Non-commercial items—
Advance payments, 2136—2139
Small entity compliance guide, 2140-2142
Technical amendments, 2139-2141
NOTICES
Agency information collection activities:
Submission for OMB review; comment request, 1958—
1959
Meetings:
Healthcare Quality Initiatives Review Panel, 1959
Nuclear Weapons Surety Joint Advisory Committee, 1959
Science Board, 1959

Drug Enforcement Administration

NOTICES

Applications, hearings, determinations, etc.:
B.I. Chemicals, Inc., 2003
Cerilliant Corp.; correction, 2003
Chigarene, Inc., 2003
Medeva Pharmaceuticals CA, Inc., 2004
National Center for Development of Natural Products,

University of Mississippi, 2004

Norac Co., Inc., 2004
Noramco, Inc., 2004-2005
Noramco of Delaware, Inc., 2004
Organichem Corp., 2005
Organix, Inc., 2005
Orpharm, Inc., 2005
Roxane Laboratories, Inc., 2006

Education Department
NOTICES
Agency information collection activities:
Submission for OMB review; comment request, 1962—
1963
Grants and cooperative agreements; availability, etc.:



v Federal Register/Vol. 66, No. 7/ Wednesday, January 10, 2001/ Contents

Elementary and secondary education—
Safe and Drug-Free Schools and Communities National
Programs, 1963
Emergency Immigrant Education Program, 1963-1964

Employment and Training Administration
NOTICES
Agency information collection activities:
Proposed collection; comment request, 2007—2008

Energy Department

See Energy Efficiency and Renewable Energy Office

See Federal Energy Regulatory Commission

RULES

Nuclear safety management; contractor- and government-
operated nuclear facilities, 1810-1827

Energy Efficiency and Renewable Energy Office
NOTICES
Building energy standards program; energy efficiency
improvements in 1998/2000 International Energy
Conservation Codes for residential buildings
Determinations; State certification requirements, 1964—
1970

Engineers Corps
NOTICES
Environmental statements; notice of intent:
Everglades National Park, FL; modified water deliveries,
1960
Kansas City, MO and KS; flood damage reduction study,
1960-1961
Middlesex, Somerset, and Union Counties, NJ; Green
Brook flood control project, 1961-1962

Environmental Protection Agency
RULES
Air quality implementation plans; approval and
promulgation; various States:
Maine, 1871-1875
Maryland, 1866—1868
New Hampshire, 1868-1871
Pesticides; tolerances in food, animal feeds, and raw
agricultural commodities:
Tebufenozide, 1875-1882
PROPOSED RULES
Air quality implementation plans; approval and
promulgation; various States:
California, 1927-1930
Pennsylvania, 1925-1927
NOTICES
Agency information collection activities:
Proposed collection; comment request, 1975-1977
Pesticide, food, and feed additive petitions:
E.I. du Pont de Nemours & Co., 1981-1986
Pesticide registration, cancellation, etc.:
Diazinon, 1977-1981
Superfund; response and remedial actions, proposed
settlements, etc:
Woody Wilson Battery Site, NC, 1986
Toxic and hazardous substances control:
Lead-based paint activities in target housing and child-
occupied facilities; State and Indian Tribe
authorization applications—
Michigan, 1986-1988

Executive Office of the President
See Trade Representative, Office of United States

Export Administration Bureau
NOTICES
Agency information collection activities:
Proposed collection; comment request, 1947—1948

Farm Credit Administration
NOTICES
Meetings; Sunshine Act, 1988

Federal Aviation Administration
RULES
Airworthiness directives:
Gulfstream, 1829-1831
Stemme GmbH & Co., 1827-1829
Class E airspace, 1831-1832
Commercial space transportation:
Civil penalty actions, 2175-2192
PROPOSED RULES
Airworthiness directives:
Airbus, 1917-1921
Class E airspace, 1921-1923
NOTICES
Aeronautical land-use assurance; waivers:
McGregor Executive Airport, TX, 2039
Airport noise compatibility program:
Cincinnati/Northern Kentucky International Airport, KY,
2035-2036
Sarasota-Bradenton International Airport, FL, 2036—-2038
Environmental statements; availability, etc.:
Hartsfield Atlanta International Airport, GA, 2038—2039
Meetings:
Aging Transport Systems Rulemaking Advisory
Committee, 2039-2040
Passenger facility charges; applications, etc.:
Bradley International Airport, CT, 2040
Cheyenne Airport, WY, 2040-2041
Indianapolis International Airport, IN, 2041
North Bend Municipal Airport, OR, 2042—-2043
Reports and guidance documents; availability, etc.:
Ignition systems on turbine powered aircraft engines;
airworthiness certification standards; policy
statement, 2043
Structural dynamic analysis methods for blade
containment and rotor unbalance tests; policy
statement, 2043
Time limited dispatch of engines fitted with full
authority digital engine control systems; policy
statement, 2043-2044

Federal Communications Commission
NOTICES
Meetings; Sunshine Act, 1988—1989

Federal Deposit Insurance Corporation
RULES
Gramm-Leach-Bliley Act; implementation:
Community Reinvestment Act (CRA)-related agreements;
disclosure and reporting, 2051-2113

Federal Energy Regulatory Commission

NOTICES

Electric rate and corporate regulation filings:
Panda Gila River, L.P., 1974

Hydroelectric applications, 19741975

Applications, hearings, determinations, etc.:
AES Medina Valley Cogen, L.L.C., 1970
Algonquin Gas Transmission Co. et al., 1970
Colorado Interstate Gas Co., 1971



Federal Register/Vol. 66, No. 7/ Wednesday, January 10, 2001/ Contents

Iroquois Gas Transmission System, L.P., 1971
Midwestern Gas Transmission Co., 1971-1972
Panhandle Eastern Pipe Line Co., 1972
Southeastern Natural Gas Co., 1972—-1973
Southern Natural Gas Co., 1973

Tennesse Gas Pipeline Co., 1973

Texas Eastern Transmission Corp., 1973-1974
TransColorado Gas Transmission Co., 1974

Federal Housing Finance Board
NOTICES
Agency information collection activities:
Proposed collection; comment request, 1989-1990
Meetings; Sunshine Act, 1990

Federal Maritime Commission

NOTICES

Agreements; additional information requests:
United States Australasia Agreement, 1990

Agreements filed, etc., 1990

Ocean transportation intermediary licenses:
Amex International, Inc., et al., 1990-1991

Federal Railroad Administration
RULES
Track safety standards:
Gage restraint measuring systems ; proper gage
management, 1894-1901
PROPOSED RULES
Railroad workplace safety:
Roadway maintenance machine safety, 1930-1945

Federal Reserve System
RULES
Gramm-Leach-Bliley Act; implementation:
Community Reinvestment Act (CRA)-related agreements;
disclosure and reporting, 2051-2113
NOTICES
Banks and bank holding companies:
Change in bank control, 1991
Formations, acquisitions, and mergers, 1991
Meetings; Sunshine Act, 1992

Fine Arts Commission
See Commission of Fine Arts

Fish and Wildlife Service
RULES
Marine mammals:
Polar bear trophies; importation from Canada; change in
finding for M’Clintock Channel population, 1901—
1907
NOTICES
Environmental statements; availability, etc.:
Asbestos Dump Superfund Site, Morris County, NJ, 1999

Food and Drug Administration
RULES
Animal drugs, feeds, and related products:
Decoquinate, monensin, and tylosin, 1832-1834
Biological products:
Blood, blood components, and source plasma
requirements, revisions, 1834—-1837
Human drugs:
Federal Food, Drug, and Cosmetic Act; antibiotic drug
certification; technical amendment, 1832
NOTICES
Medical devices:

Patent extension; regulatory review period
determinations—
Synvisc Hylan G-F 20 (4,713,448), 1992—-1993
Synvisc Hylan G-F 20 (5,143,724), 1993-1994
Meetings:
2001 FDA Science Forum - Science Across the
Boundaries, 1994-1995
Medical Devices Advisory Committee, 1995

Forest Service
RULES
National Forest System land resource management
planning:
Plans amendment or revision; decisions review;
interpretive rule, 1864—1866

General Services Administration
RULES
Federal Acquisition Regulation (FAR):
Commercial items—
Assignment of claims, 2138-2140
Clause flowdown, 2139-2140
Cost accounting standards coverage; applicability,
thresholds, and waiver, 2135-2137
Definitions, 2116-2136
Introduction, 2115-2117
Non-commercial items—
Advance payments, 2136—-2139
Small entity compliance guide, 2140-2142
Technical amendments, 2139-2141
NOTICES
Acquisition regulations:
Space Requirements Worksheet (SF 81A); form
cancellation, 1992

Geological Survey
NOTICES
Grant and cooperative agreement awards:
Florida International University, 1999—2000
Grants and cooperative agreements; availability, etc.:
Federal Geographic Data Committee; National Spatial
Data Infrastructure Cooperative Agreements Program,
2000

Health and Human Services Department
See Children and Families Administration
See Food and Drug Administration

See Health Care Financing Administration

Health Care Financing Administration

NOTICES

Agency information collection activities:
Proposed collection; comment request, 1995—-1996
Reporting and recordkeeping requirements, 1997

Housing and Urban Development Department
NOTICES
Agency information collection activities:
Proposed collection; comment request, 1997
Low income housing:
Housing assistance payments (Section 8)—
Operating cost adjustment factors, 1997-1999

Interior Department

See Fish and Wildlife Service
See Geological Survey

See Land Management Bureau
See National Park Service



VI Federal Register/Vol. 66, No. 7/ Wednesday, January 10, 2001/ Contents

See Reclamation Bureau

Internal Revenue Service
RULES
Excise taxes:
Excess benefit transactions, 2143-2172
Group health plans; continuation coverage requirements,
1843-1859
Income taxes:
Cafeteria plans; tax treatment, 1837—1843
PROPOSED RULES
Excise taxes:
Excess benefit transactions; cross-reference, 2172-2174
Income taxes:
Cafeteria plans; tax treatment; cross-reference, 1923

International Trade Administration
NOTICES
Antidumping:
Electrolytic manganese dioxide from—
Greece, 1950-1952
Japan, 1948-1950
Hot-rolled flat-rolled carbon-quality steel products from—
Japan, 1952
Sulfanilic acid from—
China, 1952-1953
Tapered roller bearings and parts, finished and
unfinished, from—
China, 1953-1956

Justice Department
See Drug Enforcement Administration

Labor Department
See Employment and Training Administration
NOTICES
Agency information collection activities:
Submission for OMB review; comment request, 2006—
2007

Land Management Bureau
RULES
Minerals management:

Oil and gas leasing—

Federal and Indian oil and gas resources; protection
against drainage by operations on nearby lands that
would result in lower royalties from Federal leases,
1883-1894

National Aeronautics and Space Administration
RULES
Federal Acquisition Regulation (FAR):
Commercial items—
Assignment of claims, 2138-2140
Clause flowdown, 2139-2140
Cost accounting standards coverage; applicability,
thresholds, and waiver, 2135-2137
Definitions, 2116-2136
Introduction, 2115-2117
Non-commercial items—
Advance payments, 2136—2139
Small entity compliance guide, 2140-2142
Technical amendments, 2139-2141

National Council on Disability
NOTICES
Meetings; Sunshine Act, 2008-2009

National Highway Traffic Safety Administration
NOTICES
Motor vehicle safety standards:
Nonconforming vehicles—
Importation eligibility; determinations, 2044-2045
Motor vehicle safety standards; exemption petitions, etc.:
Honda Motor Co., Ltd., 2046—-2047

National Oceanic and Atmospheric Administration
RULES
Fishery conservation and management:
Atlantic highly migratory species—
Pelagic longline fishery; vessel monitoring systems,
1907-1908
PROPOSED RULES
Fishery conservation and management:
West Coast States and Western Pacific fisheries—
Coral reef ecosystems; hearings, 1945—1946
NOTICES
Permits:
Endangered and threatened species, 1956—1957
Marine mammals, 1957-1958

National Park Service
NOTICES
Meetings:
Golden Gate National Recreation Area and Point Reyes
National Seashore Advisory Commission, 2000-2001
National Register of Historic Places:
Pending nominations, 2001
Native American human remains and associated funerary
objects:
Agate Fossil Beds National Monument et al., NE—
Inventory from Nebraska panhandle region; correction,
2001-2002

Nuclear Regulatory Commission
NOTICES
Environmental statements; availability, etc.:
Nuclear Management Co., LLC, 2009-2010
Meetings:
Nuclear materials regulatory process; case studies on gas
chromatographs, static eliminators, and fixed gauges;
risk information use, 2010
Operating licenses, amendments; no significant hazards
considerations; biweekly notices, 2010-2031

Office of United States Trade Representative
See Trade Representative, Office of United States

Public Health Service
See Food and Drug Administration

Reclamation Bureau
NOTICES
Meetings:
Bay-Delta Advisory Council, 2002—-2003

Research and Special Programs Administration

NOTICES

Hazardous materials transportation safety program;
reauthorization, 2047-2048

Securities and Exchange Commission
NOTICES
Investment Company Act of 1940:
Exemption applications—
Frank Russell Investment Co. et al., 2031-2034



Federal Register/Vol. 66, No. 7/ Wednesday, January 10, 2001/ Contents VII

Surface Transportation Board

NOTICES

Railroad services abandonment:
Central Kansas Railway, L.L.C., 2048

Textile Agreements Implementation Committee
See Committee for the Implementation of Textile
Agreements

Thrift Supervision Office
RULES
Gramm-Leach-Bliley Act; implementation:
Community Reinvestment Act (CRA)-related agreements;
disclosure and reporting, 2051-2113

Trade Representative, Office of United States
NOTICES
Generalized System of Preferences:
2000 annual country eligibility practices review; petitions
submission deadline; Swaziland worker rights review
terminated, etc., 2034—2035

Transportation Department

See Coast Guard

See Federal Aviation Administration

See Federal Railroad Administration

See National Highway Traffic Safety Administration
See Research and Special Programs Administration
See Surface Transportation Board

Treasury Department

See Comptroller of the Currency
See Internal Revenue Service
See Thrift Supervision Office
NOTICES

Meetings:

Debt Management Advisory Committee, 2048—2049

Veterans Affairs Department
NOTICES
Meetings:
Rehabilitation Research and Development Service
Scientific Merit Review Board, 2049

Separate Parts In This Issue

Part Il

Department of the Treasury, Office of the Comptroller of
the Currency, Office of Thrift Supervision; Federal
Reserve System; Federal Deposit Insurance
Corporation, 2051-2113

Part Il

Department of Defense; General Services Administration;
National Aeronautics and Space Administration, 2115—
2142

Part IV
Department of the Treasury, Internal Revenue Service,
2143-2174

Part V
Department of Transportation, Federal Aviation
Administration, 2175-2192

Reader Aids

Consult the Reader Aids section at the end of this issue for
phone numbers, online resources, finding aids, reminders,
and notice of recently enacted public laws.



VIII Federal Register/Vol. 66, No. 7/ Wednesday, January 10, 2001/ Contents

CFR PARTS AFFECTED IN THIS ISSUE

A cumulative list of the parts affected this month can be found in the
Reader Aids section at the end of this issue.

7 CFR 17 e, 2117
2117, 2140
2117, 2140

52 (6 documents) ...2117, 2136,
2137, 2139, 2140

40 CFR

52 (3 documents) ...1866, 1868,
1871

180 i 1875

Proposed Rules:
52 (2 documents) ....1925, 1927

43 CFR

Ch.1 (2

documents)........... 2116, 2141
1 (2 documents) ...... 2117, 2140
2




1807

Rules and Regulations

Federal Register
Vol. 66, No. 7

Wednesday, January 10, 2001

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

Commodity Credit Corporation

7 CFR Part 1446
RIN 0560-AF56

Cleaning and Reinspection of Farmers
Stock Peanuts

AGENCY: Commodity Credit Corporation,
USDA.

ACTION: Final rule.

SUMMARY: The Commodity Credit
Corporation is adopting, as a final rule,
with certain changes, the provisions of
an August 5, 1998, interim rule that
eased conditions for marketing
Segregation 3 peanuts. The interim rule
allowed peanut producers to
recondition and regrade peanuts in
certain limited instances. Peanuts are
graded as ‘““‘Segregation 3" peanuts when
they are found by visual inspection to
have Aspergillus flavus (A. flavus)
mold. This rule changes the provisions
of the interim rule to allow peanuts
found to have the mold to be cleaned at
a different buying point if the buying
point to which a producer delivered the
peanuts does not have cleaning
facilities. In addition, this rule formally
extends the time for having the peanuts
visually reinspected to 72 hours and,
under certain conditions, allows
reinspection at an alternate site. This
rule continues to limit reinspection to
only once for any given lot. Comments
solicited in the interim rule with respect
to chemical inspection of farmers stock
peanuts are discussed in this rule.
However, no change has been made at
this time with respect to that issue.

In addition, this rule makes certain
other technical/administrative changes
to the program regulations. One of those
is a provision allowing for waivers of
non statutory program requirements in
cases where such waivers serve the
purposes of the program. Secondly, the

rule drops a provision which refers to a
defunct crop insurance procedure.
DATES: Effective January 10, 2001.

FOR FURTHER INFORMATION CONTACT:
David Kincannon, (202) 720-7914.
SUPPLEMENTARY INFORMATION:

Executive Order 12866

For purposes of Executive Order
12866, this rule has been determined to
be not significant and has not been
reviewed by the Office of Management
and Budget (OMB).

Regulatory Flexibility Act

The Regulatory Flexibility Act is not
applicable to this interim rule because
the Commodity Credit Corporation is
not required by 5 U.S.C. 553 or any
other provision of law to publish a
notice of proposed rulemaking with
respect to the subject matter of this rule.

Environmental Evaluation

It has been determined by an
environmental evaluation that this
action will have no significant impact
on the quality of the human
environment. Therefore, neither an
Environmental Assessment nor an
Environmental Impact Statement is
needed.

Unfunded Federal Mandates

This rule contains no Federal
mandates (under the regulatory
provisions of Title II of the Unfunded
Mandate Reform Act of 1995 (UMRA),
for State, local, and tribal governments
or the private sector. Thus, this rule is
not subject to the requirements of
sections 202 and 205 of the UMRA.

Federal Assistance Program

The title and number of the Federal
Assistance Program, as found in the
Catalog of Federal Domestic Assistance,
to which this final rule applies are:
Commodity Loans and Purchases—
10.051.

Executive Order 12372

This program is not subject to the
provisions of Executive Order 12372,
which requires intergovernmental
consultation with State and local
officials. See the Notice related to 7 CFR
part 3015, subpart V, published at 48 FR
29115 (June 24, 1983).

Executive Order 12988

This final rule has been reviewed in
accordance with Executive Order 12988.

The provisions of this rule do not
preempt State laws to the extent that
such laws are consistent with the
provisions of this rule. Before any legal
action is brought regarding
determinations made under provisions
of 7 CFR part 1446, the administrative
appeal provisions set forth at 7 CFR
parts 11 and 780 must be exhausted.

National Appeals Division Rules of
Procedure

The procedures set out in 7 CFR parts
11 and 780 apply to appeals of adverse
decisions made under the regulations
adopted in this notice.

Paperwork Reduction Act

The information reporting
requirements contained in this rule have
been approved by OMB and assigned
OMB control number 0560-0014. The
provisions of this rule do not impose
new reporting requirements or changes
in existing information collection
requirements.

Background

In the August 5, 1998, Federal
Register, CCC issued changes in the
peanut poundage quota regulations at 7
CFR Part 1446 with respect to
determining Segregation 3 peanuts. The
rule modified the definition of
Segregation 3 peanuts found in
§ 1446.103 by providing that peanuts
found to have visible A. flavus mold
upon a visual inspection at a buying
point may be reconditioned and
regraded in certain limited instances.
For many years peanuts found to have
visible A. flavus mold were required to
be marketed as additional loan peanuts
or as quota peanuts returned to the farm
for seed. Although no cleaning was
allowed, the impact of the inspection on
farmers was mitigated by the availability
of “disaster transfers” which allowed a
transfer of additional loan peanuts to a
quota loan pool. Those transfers did not
change the ultimate use of the peanuts
but did allow the farmer to receive a
return close to that for quota peanuts if
the farmer otherwise had unused quota.

The Federal Agriculture Improvement
and Reform act of 1996 (1996 Act)
substantially limited the quantity and
price on such transfers but did not
mandate the particular procedures by
which peanuts would be classified as
Segregation 3 peanuts. To mitigate
possible harm to individual farmers
with Segregation 3 peanuts, farmers
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whose peanuts are found to contain
visible A. flavus mold were allowed by
the interim rule to have the peanuts
reconditioned by removing foreign
material and loose shelled kernels
(LSK’s) in accordance with directions to
be issued by the Director of the Tobacco
and Peanuts Division of the Farm
Service Agency. Comments were
requested on the interim rule. Also, the
preamble to that rule requested
comments on whether there should be
chemical testing undertaken with
respect to the delivery of all farmers
stock peanuts. It was noted, however,
that chemical testing for wholesomeness
was already being undertaken, under
other authorities, at a later marketing
stage. Specifically, comments were
requested with respect to the efficiency
of such testing, standards for such
testing and the assignment of costs for
such testing.

A total of 25 comments was received
during the comment period,
representing three area peanut grower
associations, seven State peanut grower
organizations, a State peanut
organization, a State farmer
organization, a national peanut sheller
organization, six members of Congress,
three Senators, an individual sheller/
handler, a national peanut manufacturer
organization, and a law firm
representing certain peanut producers.

One area peanut grower association,
one State peanut grower organization,
the national peanut manufacturer
organization, and the national peanut
shellers association opposed the change
to allow regrading. The remaining 21
respondents generally supported the
change to allow cleaning and
reinspection. The respondents raised
three primary issues: (1) Since not all
buying points have cleaning facilities,
there is a need for removing peanuts
from the buying point to a location
having such facilities, (2) tracking loads
of peanuts cleaned and presented for
reinspection may present problems, and
(3) producers may need more than 24
hours to have peanuts cleaned and
reinspected.

First of all, with respect to the general
issues raised (whether to allow
recleaning at all) it remains the view of
the agency that the rule should allow for
regrading and recleaning. That
allowance can help avoid hardship to
farmers. So far, the allowance of
recleaning has not appeared to present
a problem as far as the administration of
the price support system. The only
material potential problem would be the
potential diversion to quota loan pools
of peanuts that have been recleaned but
which might not be purchased out of the
inventory at full price because a buyer

knows that the peanuts have been
recleaned. So far, there does not appear
to be any loan problems of that kind.
However, because pool losses can
spread to all farmers under the statutory
system that is now in place, the agency
will continue to monitor this situation
to insure fairness to all.

We now address the other issues
raised and the two additional rule
changes undertaken in this notice:

1. Removing Peanuts From the Buying
Point To Facilitate Reconditioning of
Segregation 3 Peanuts

Twelve respondents, both those in
support of the rule and those opposed,
expressed concern about tracking those
loads of peanuts removed from the
buying point for cleaning to assure the
same peanuts were returned for
regrading. One area peanut grower
association in support of the interim
rule stated that buying points without
cleaning facilities should be allowed off-
site cleaning in order to implement the
interim rule on a fair and equitable basis
for all buying points. One State grower
association and one area peanut grower
association opposed the interim rule
based, in part, on the premise it would
be necessary for peanuts to be removed
for cleaning if the buying point did not
have cleaning facilities. Also, in support
of the rule, a State grower association
and a State peanut commission
commented that they believed loads of
peanuts removed from the buying point
could be tracked and monitored. An
area peanut grower association and
three State peanut grower associations
supported the interim rule as issued and
emphasized that peanuts should not
leave the buying point.

In some cases it may well be that the
buying point to which the farmer takes
the farm’s peanuts may not be a location
where recleaning is possible.
Accordingly, not allowing the peanuts
to be recleaned elsewhere could have a
serious effect on the marketing
decisions made by producers and could
interfere with normal operations of
private buying points and producers. On
the other hand, control of the peanuts is
important because of the possible effect
on the loan program if buyers refuse to
buy peanuts that have been moved for
fear that the presence of the mold has
been obscured by re mixing of the
peanuts. Such fears, should they occur,
could affect the marketability of the
peanuts. In turn, the lack of
marketability could produce price
support loan losses. Hence, this raises
the same general concern as the
question of whether to allow recleaning
at all and we reach the same result as
with the general question as there does

not appear to be strong evidence to
indicate that there will be serious
interference with the price support
program if this allowance is made. In
the absence of such evidence, the
agency is reluctant to interfere with
established marketing relationships.
Accordingly, the final rule does not
require that recleaning take place at the
same location where the peanuts are
first presented for marketing if that
buying point does not have its own
cleaning facilities.

2. 24-Hour Period for Cleaning and
Reinspection

In the interim rule, the agency
generally allowed 24 hours for the
recleaning to take place but did provide
explicitly for authority to extend that
period if the Director of the Tobacco and
Peanuts Division (TPD) of the Farm
Service Agency (FSA) saw fit to do so.
A number of comments addressed this
issue. One area peanut grower
association and three State peanut
grower associations supported the
interim rule as written with a 24-hour
reinspection turnaround. One area
peanut grower association, three State
peanut grower associations, one State
peanut organization, six members of
Congress, and three Senators supported
the interim rule but also suggested
either a 24-hour turnaround was not
enough time or requested allowing 72
hours for peanuts to be cleaned and
reinspected. One area peanut grower
association and one State peanut grower
association opposed the interim rule
based, in part, on the assertion that 24
hours was not enough time to have the
peanuts cleaned and regraded.

Following issuance of the interim
rule, FSA issued procedures
implementing the changes to allow
reconditioning and reinspection of
farmers stock peanuts. As the marketing
of 1998 crop peanuts began, certain
buying points that did not have cleaning
facilities but had peanut producers who
wanted their peanuts cleaned and
regraded requested that TPD grant relief
to allow the peanuts to be cleaned at a
different buying point. In order to
provide equity to all producers, under
the provisions of the interim rule, the
Director of TPD, FSA, issued
instructions to allow 72 hours for
cleaning and regrading and buying
points without cleaning facilities to
move the peanuts to an alternate buying
point for cleaning and reinspection.

We have estimated that fewer than
350 loads of peanuts were cleaned and
reinspected during the 1999 crop with
most occurring in the Southeast
marketing area. This represents a 30
percent decrease from year-earlier
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amounts of peanuts cleaned and
reinspected under this provision. We
estimate that about 65 percent of the
reinspected peanuts were able to qualify
as Segregation 1 peanuts.

Here also, the same concerns are at
play. Those concerns were identified in
the comments of several respondents
who expressed the concern that
reinspected peanuts would be viewed as
“hot” with respect to undetected A.
flavus mold and thereby cause pool
losses. However, the relative small
amount of peanuts cleaned and
reinspected did not have a significant
impact on the peanut price support loan
program. Having decided that off-
premises recleaning should be allowed,
it follows that the recleaning period
should not be limited to 24 hours as it
may not be possible for the recleaning
to be done in that period of time.
However, this concern is not limited
only to those situations, as 24 hours
may also be too short in some instances
at buying points with cleaning facilities
at times when many peanuts are being
delivered at once or whether there is an
equipment failure or, for that matter, a
holiday. Accordingly, subject to
continued oversight, the rule allows for
a 72 hour period for the process of
recleaning and regrading to be
completed.

3. Chemical Testing of Farmers Stock
Peanuts for Aflatoxin

With respect to chemical testing, the
issue has been whether or not there
would be a requirement of some kind of
chemical testing before farmers stock
peanuts can be marketed—currently,
there is a visual inspection of the
peanuts though, as indicated, such
inspections are designed for the
administration of the price support
program and assigning a value to the
peanuts. Wholesomeness concerns with
respect to the human consumption of
peanuts takes place as needed further
along in the marketing process and is
not under the jurisdiction of CCC. Nor
is CCC, as such, a regulator of the
marketing of peanuts except as needed
to operate the price support program
itself and to administer the production
restriction provisions which are tied
into the price support system. However,
because of concerns that undetected
problems could produce losses to
buyers later on, there has been a debate
within the industry about whether there
should be chemical testing of all farmer
stock peanut deliveries. In light of that
debate and its connection with the
recleaning issue, the interim rule asked
for comment on whether chemical
testing should be required for all
marketings, as opposed to being left to

individual determinations by individual
buyers. A number of comments were
received.

One area peanut grower association
and four State peanut grower
organizations opposed the use of
chemical testing of farmers stock
peanuts. Concerns about adverse
impacts on peanut producers, increased
expense, delays in peanut delivery and
environmental impacts of chemicals
used for testing were issues raised by
the respondents.

A national peanut sheller organization
and a national peanut product
manufacturer organization, two State
peanut grower organizations and a State
peanut commission supported the use of
chemical testing as a more accurate and
consistent test for reflecting the
aflatoxin content in farmers stock
peanuts. These respondents pointed to
studies that show occurrences of excess
aflatoxin in peanuts graded as
Segregation 1 and relatively low levels
of aflatoxin in peanuts grading
Segregation 3. The respondents
emphasized that the studies show that
the current visual inspection method of
grading farmers stock peanuts for A.
flavus mold is not a definitive indicator
of aflatoxin content of the inspected
peanuts.

A sheller/handler acknowledged the
need to enhance the peanut grading
system and, without addressing
chemical testing directly, stressed the
need to remove subjectivity from the
testing process. Several respondents
urged using available technology in the
grading process while protecting the
integrity of the peanut price support
program and its function for peanut
producers.

Discussion by respondents included
incorporation of marketing and grading
procedures based on the field
application of beneficial mold that
studies suggest decreases the likelihood
of the occurrence of aflatoxin in peanuts
produced on such fields. In addition,
several respondents suggested that
incoming grade requirements with
respect to visual inspection for A. flavus
mold or aflatoxin content be eliminated
for commercial peanut sales. Since
handlers are subject to outgoing quality
standards based on chemical testing for
aflatoxin, the respondents reasoned that
there is no real justification for testing
farmers stock peanuts.

Discussions on the issue of chemical
testing of farmer stock peanuts continue
in the industry and, so far, no consensus
has been reached. Thus for example, no
provisions have been added to the
Peanut Marketing Agreement, an
agreement which for the most part is the
product of recommendations of a joint

group of producers and buyers. Issues
which come into play in the question
concern the type of testing that would
be required, whether it would be
required in all cases, and who would
pay for the testing. Given that lack of
unanimity on this issue and the lack of
unanimity of treatment in the
marketplace, there does not appear to be
an established market practice which
the price support system needs to insure
that peanuts are properly valued for
price support purposes to avoid pool
losses. For that reason and given the
limited purposes of the price support
program, there does not appear to be
reason at this time for a change in the
program regulations regarding this
issue. However, private concerns remain
free to engage in whatever additional
testing they feel is needed to protect
their interests in the marketplace.

4. Modification of § 1446.307

In § 1446.307 of the regulations,
specifically in paragraph (g) of that
section, it is provided that disaster
transfers cannot be made from an
additional peanut loan pool to a quota
loan pool if the producer has executed
a waiver of the right in connection with
the acquisition of crop insurance
benefits from the Federal Crop
Insurance Corporation (FCIC), or other
federal agency. Apparently, FCIC has, in
the past, been the only federal agency to
require such a waiver. Because,
however, it is understood that such
waivers are no longer required by FCIC,
this provision is removed in this rule.

5. Modification of § 1446.102

In §1446.102, provisions are set out
which govern the general administration
of the price support program. In that
connection, in order to assure maximum
flexibility for the agency in dealing with
new problems as they may arise, a new
provision is being added to the
regulations which allows the Director of
TPD, FSA, to approve variances from
the regulations where the variance does
not involve a statutory requirement and
where such a variance would serve the
purposes of the overall administration
of the program. This authority would,
however, only be used sparingly to deal
with new and developing issues or to
resolve disputes and supplements
whatever flexibility is already granted
by other terms of the regulations, or
granted elsewhere.

List of Subjects in 7 CFR Part 1446

Loan programs—agriculture, reporting
and recordkeeping requirements.

For the reasons set out in the
preamble, the amendments to 7 CFR
part 1446 contained in the interim rule
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issued August 5, 1998, are adopted as a
final rule with the following change:

PART 1446—PEANUTS

1. The authority citation for part 7
CFR part 1446 continues to read as
follows:

Authority: 7 U.S.C. 7271; 15 U.S.C. 714b
and 714c.

2. Paragraph (c) of § 1446.102 is
amended by adding a new sentence to
the end of the paragraph to read as
follows:

§1446.102 Administration.

* * * * *

* *x %

(c) Supervisory authority.
Further, the Director of TPD, FSA, may
authorize the wavier or modification of
deadlines and other requirements,
except statutory deadlines or
requirements, in cases where lateness or
the failure to meet such other
requirements does not adversely affect
operation of the program.

3. Paragraph (3) of the definition of
“Segregations” in § 1446.103 is revised
to read as follows:

§1446.103 Definitions.

* * * * *

(3) Segregation 3. Segregation 3
peanuts are farmers stock peanuts
which, upon visible inspection, are
found to contain Aspergillus flavus
mold: Provided further, however, That,
in accordance with such written
instructions as the Director may issue,
the Director shall permit producers at
approved buying points as specified by
the Director to have the Segregation 3
lot reconditioned, one time only, and
then reinspected visually. If the buying
point where the peanuts were initially
delivered does not have adequate
cleaning facilities, CCC may approve an
alternative buying point for cleaning
and reinspection. The visual
reinspection may not occur more than
72 hours from the initial inspection
except as permitted by the Director and
the second grade shall be considered the
final grade for the farmers stock
peanuts.

§1444.307

4. Section 1444.307 is amended by
removing paragraph (g) from that
section.

[Amended]

Signed at Washington, D.C., on January 3,
2001.

Keith Kelly,

Executive Vice President, Commodity Credit
Corporation.

[FR Doc. 01-651 Filed 1-9-01; 8:45 am)]
BILLING CODE 3410-05-P

DEPARTMENT OF ENERGY

10 CFR Part 830
RIN 1901-AA34
Nuclear Safety Management

AGENCY: Department of Energy
ACTION: Final rule.

SUMMARY: The Department of Energy
(DOE) adopts, with minor changes, the
interim final rule published on October
10, 2000, to amend the DOE Nuclear
Safety Management regulations.
EFFECTIVE DATE: This final rule is
effective on February 9, 2001.

FOR FURTHER INFORMATION CONTACT:
Richard Black, Director, Office of
Nuclear and Facility Safety Policy,
270CC, Department of Energy, 19901
Germantown Road, Germantown, MD
20874; telephone: 301-903-3465; e-
mail: Richard.Black@eh.doe.gov
SUPPLEMENTARY INFORMATION:

I. Introduction and Summary

On October 10, 2000, the Department
of Energy (DOE) published an interim
final rule in the Federal Register (65 FR
60291) that amended DOE’s nuclear
safety regulations in 10 CFR Part 830
(Interim Final Rule). DOE provided a
30-day public comment period for the
Interim Final Rule and subsequently
received comments to the rule from over
30 parties. As a result of the comments
that were received to that Interim Final
Rule, DOE became aware of a number of
minor errors in the published version of
the rule and the preamble, as well as a
number of minor changes to the rule
that would clarify and simplify
implementation of the amended rule.
We are republishing the rule as a final
rule with those changes. Finally, we are
summarizing the issues raised in the
comments to the Interim Final Rule and
providing DOE’s responses to the major
issues. Many of the comments
concerned rule implementation issues
that will be addressed in the rule
implementation guides.

II. Discussion of Changes to the Rule

The following changes to 10 CFR Part
830 are being made in response to
comments to the Interim Final Rule.

A. Changes to § 830.2, Exclusions

We are amending paragraph 830.2(d)
to exclude the mixed oxide fuel
fabrication and irradiation facilities that
the Nuclear Regulatory Commission
(NRC) has the authority to license and
regulate under § 3134 of the Strom
Thurmond National Defense
Authorization Act for Fiscal Year 1999
(Public Law 105-261). Section 3134

amends the Energy Reorganization Act
of 1974 to add §202(5) (42 U.S.C. 5842).
This exclusion will make clear that
these facilities will be licensed by the
NRC and must be designed and
constructed to meet NRC regulations.
Thus, these facilities are excluded from
the requirement to meet 10 CFR Part 830
before and after a license is issued by
the NRC.

B. Changes to § 830.3, Definitions.

We are revising the following
definitions in § 830.3:

1. Safety Class Structures, Systems, and
Components

We are revising the words ““identified
by the documented safety analysis” to
“determined from safety analyses” to
make the definition consistent with
those for “safety structures, systems,
and components” and “‘safety
significant structures, systems, and
components.”

2. Technical Safety Requirements
(TSRs)

We are revising the definition of TSRs
to express it more clearly. As revised,
the definition of TSRs means the limits,
controls, and related actions that
establish the specific parameters and
requisite actions for the safe operation
of a nuclear facility and include, as
appropriate for the work and the
hazards identified in the documented
safety analysis for the facility: Safety
limits, operating limits, surveillance
requirements, administrative and
management controls, use and
application provisions, and design
features, as well as a bases appendix.
The documented safety analysis
identifies the need for TSRs, but the
actual limits are identified in the TSRs.
The revisions make clear that the TSRs
address the specific numerical limits
and related actions necessary for safe
operation of a nuclear facility. Because
the TSRs identify the limits and actions
necessary in specific situations, it is not
appropriate to use the graded approach
to justify the use of different limits and
actions than those set forth in the TSRs.
The change made to the graded
approach section is consistent with this
change.

C. Changes to § 830.7, Graded Approach

We received a number of comments
requesting us to clarify where a
contractor must use a graded approach
and how the graded approach
documentation should be submitted. We
are revising the language in § 830.7 to
clarify that a contractor may not use a
graded approach in implementing the
unreviewed safety question (USQ)
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process or in implementing the
technical safety requirements. We are
addressing the documentation question
in Section III. I of this preamble.

D. Changes to Subpart B, Safety Basis

1. Section 830.203 Unreviewed Safety
Question Process

a. Unreviewed safety question (USQ)
procedure. In § 830.203 of the Interim
Final Rule we stated that the contractor
must submit a USQ “process.” In fact,
the document that specifies how the
USQ process is to be performed is the
USQ “procedure.” We are changing the
rule language in § 830.203 to reflect that
a contractor is to submit ‘‘a procedure
for its USQ process,” rather than a
“USQ process.” Conforming changes are
being made in Appendix A to Subpart
B as well. These changes should be
considered when reading the USQ
discussions in the preamble to the
Interim Final Rule.

b. Existing USQ procedure. In
§830.203, we deleted the words “DOE-
approved” from the requirement for
contractors to continue to use their
existing USQ procedure pending
approval of the USQ procedure to be
submitted under the rule by April 10.
This will ensure that contractors who
have not received DOE-approval for
their current USQ procedures will
continue to use their existing USQ
procedures.

c. Editorial changes. We made some
editorial changes to § 830.203 to make it
easier to read.

2. Section 830.206 Preliminary
Documented Safety Analysis

We received a number of comments
on the application of the requirements
for a preliminary documented safety
analysis to new nuclear facilities and
major modifications to nuclear facilities
that were nearly ready to operate. We
agree that the purpose of the
requirement is to ensure that DOE and
the contractor agree on design
considerations during the design and
early construction phases of the
modification, and that the final
documented safety analysis will
document those considerations during
the final construction efforts.
Consequently, we are revising § 830.206
to apply to hazard category 1, 2, and 3
new nuclear facilities and major
modifications for which construction
begins after December 11, 2000.

3. Section 830.207 DOE Approval of
Safety Basis

We are adding the words, “or as
approved by DOE on a later date,” to
paragraph 830.207(b) to clarify that the

contractor must perform work to the
approved safety basis in effect on
October 10, 2000 unless there is a more
recent DOE-approved safety basis. The
applicable safety basis for the nuclear
facility is the latest DOE-approved
safety basis.

E. Appendix A to Subpart B to Part
830—General Statement of Safety Basis
Policy

1. We are adding two ‘““safe harbor”
provisions for transportation activities
in Table 2. This change is discussed in
more detail in the response to
comments.

2. We are making conforming changes
in the appendix to be consistent with
the change to the definition of TSRs.

3. Editorial Changes.

a. We are adding a reference to Table
1 in paragraph C in Appendix A to
Subpart B, Scope.

b. We are revising language in
paragraph C in Appendix A to Subpart
B to read, ‘‘all DOE nuclear facilities,
including radiological facilities,* * *”
to clarify that radiological facilities are
considered to be a subset of nuclear
facilities.

c. We are adding a ““3” to the last item
of Table 1 in Appendix A to Subpart B
where it was inadvertently omitted.

d. We are editing Table 2 in Appendix
A to Subpart B to correct the alignment
and to correct language in paragraph
(6)(2) of the table.

e. We are changing the reference to
“DOE-STD-3009-94" to read “DOE—
STD-3009, Change Notice 1, January
2000,” throughout the rule.

III. Response to Comments on the
Interim Final Rule

DOE received written comments from
over 30 interested organizations
(primarily DOE contractors) and
individuals on the amendments in the
Interim Final Rule for the DOE Nuclear
Safety Management requirements of 10
CFR Part 830. You may examine written
comments between 9 AM and 4 PM at
the U.S. Department of Energy Freedom
of Information Reading Room, Room
1E—190, 1000 Independence Avenue,
SW, Washington, DC 20585, (202) 586—
3142.

This section of the Supplementary
Information summarizes the issues
raised in the comments and gives DOE’s
response. Many of the comments raised
questions and positions related to the
implementation of the requirements.
These comments will be considered in
the development of the implementation
guides that were discussed in the
preamble to the Interim Final Rule.

Preamble

A. Comment: In the Summary of
Changes in the preamble to the Interim
Final Rule, paragraph G, several
commentors noted that the paragraph
that reads “The USQ process has two
steps * * *” is incorrect and should be
entirely deleted.

Response: We agree.

B. Comment: Several commentors
provided editorial corrections.

Response: We agree with the
following editorial corrections to the
preamble:

1. In the “Summary of Changes” in
the preamble to the Interim Final Rule,
paragraph IL.D.f, “Existing DOE nuclear
facility and new DOE nuclear facility,”
the date for new nuclear facilities was
erroneously listed as April 9, 2000. The
correct date is April 9, 2001.

2. In the “Summary of Changes” in
the preamble to the Interim Final Rule,
paragraph I1.D.2.d.vi, on page 60297,
“electronic microscopes’ should be
“‘electron microscopes.”

830.1, Scope

C. Comment: A number of
commentors objected to expanding the
scope of the rule to cover activities
performed offsite. One commentor
suggested limiting the offsite
applicability by setting a dollar
threshold for procurement actions,
exempting procurement of commercial
items, limiting the applicability to
components having nuclear safety
significance, or reducing fines for offsite
work.

Response: We have considered the
suggestions for limiting the applicability
of the rule offsite and do not agree that
such limitations should be adopted. In
1995, we gave notice that we were
considering an option that would
expand the scope of Part 830 to cover
conduct that could affect the safe
management of nuclear facilities
without any limitation that such
conduct must occur at nuclear facilities.
See the Notice of Limited Reopening of
the Comment Period, 60 FR 45381,
45384 (Aug. 31, 1995). In adopting this
option to cover offsite activities, we
noted that the scope of the rule would
apply not only to prime contractors
responsible for a nuclear facility, but
also to subcontractors, suppliers, and
other contractors, including those who
provide items (such as pumps, valves,
waste containers, piping, and electrical
or mechanical devices) or services (such
as design, engineering, maintenance,
and welding) that affect, or may affect,
nuclear safety of DOE nuclear facilities.
Thus, the provision of items and
services taking place offsite which affect
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nuclear safety would be covered by the
rule. DOE expects that contractors will
establish specifications and standards in
their procurement documents and flow
them down to all tiers of subcontractors
and suppliers, regardless of whether
items will be provided or services will
be performed onsite or offsite.

We also recognize that in some cases
contractors may not flow down
specifications but may choose to
procure commercial grade items and
materials and to perform the tests or
other actions that are necessary to
upgrade these materials or items to
allow them to be used as items
important to nuclear safety. Contractors
may choose to perform the required
actions to upgrade these materials or
items either for economic reasons or
because qualified vendors cannot be
found. In these cases, the supplier is
responsible for meeting the
requirements for commercial grade
materials or items as specified in the
procurement documents and the
contractor is responsible for ensuring
the requirements are met for using these
materials or items as items important to
nuclear safety.

We believe that the alternatives
suggested for limiting the offsite
application of the rule are not necessary
or advisable. Commercial products as
well as small dollar purchases may
affect nuclear safety of DOE nuclear
facilities depending on their intended
use. All the facts and circumstances
involved in the failure of an item
procured from an offsite vendor or
supplier will be looked at in any
subsequent enforcement action. Civil
penalties can be appropriately mitigated
or adjusted in accordance with the
enforcement discretion in 10 CFR Part
820.

D. Comment: A number of
commentors questioned how they
should apply the requirements of this
rule to transportation activities not
regulated by the Department of
Transportation (DOT).

Response: We are amending the rule
to add two additional ““safe harbor”
methods in Table 2 of Appendix A to
Subpart B for transportation activities
covered by this rule. The new safe
harbor methods will endorse the
methods and processes described in
DOE-0O-460.1A, Packaging and
Transportation Safety, and its associated
guide and DOE-O-461.1, Packaging and
Transportation of Materials of National
Security Interest, and its associated
manual, as acceptable ways to satisfy
the rule requirements for transportation
activities covered by the provisions of
this rule.

830.2, Exclusions

E. Comment: A commentor stated that
an exclusion to the requirements of this
rule should be provided for the mixed
plutonium-uranium oxide fuel
fabrication and irradiation facilities for
the period prior to licensing by the
Nuclear Regulatory Commission (NRC).

Response: We already exclude any
activity licensed by the NRC in
paragraph 830.2(a). The NRC has
licensing and related regulatory
authority for any facility under contract
with DOE that is used for the express
purpose of fabricating mixed
plutonium-uranium oxide nuclear
reactor fuel for use in a commercial
nuclear reactor licensed under the AEA,
other than any such facility that is
utilized for research, development,
demonstration, testing or analysis
purposes. See Section 3134(a) of the
Strom Thurmond National Defense
Authorization Act for Fiscal Year 1999
(Pub. L. 105—-261) which amends the
Energy Reorganization Act of 1974 to
add Section 202(5) (42 U.S.C. 5842). The
design and construction of these
facilities will be required to meet NRC
nuclear safety regulations and,
therefore, we are revising § 830.2 to
make clear that we are excluding these
facilities from the provisions of 10 CFR
Part 830. This exclusion is similar to the
exclusion for activities under the
Nuclear Waste Policy Act.

830.3, Definitions

F. Comment: A commentor stated that
the terms “‘safety analysis,”
“documented safety analyses,” and
“hazard analyses” are used
inconsistently in the definitions of
“safety class structures, systems, and
components;” “safety significant
structures, systems, and components;”’
and ‘“‘safety structures, systems, and
components.”

Response: We are revising the words
“Documented safety analysis” to “safety
analyses” to make the definition
consistent with those for “safety
structures, systems, and components”
and “‘safety significant structures,
systems, and components.”

G. Comment: A number of
commentors noted that some terms used
in the rule, such as the terms “limited
operational life”” and “short remaining
operational period” are not defined in
the rule and guidance should be
provided on what these terms mean.

Response: We agree with the
comment and we will address these and
other terms in the implementation
guides for this rule.

830.7, Graded Approach

H. Comment: A number of
commentors raised questions regarding
the use of the graded approach and the
appropriate place to document it.

Response: We received a number of
comments requesting us to clarify where
a contractor must use a graded approach
and how the graded approach
documentation should be submitted. As
stated in the preamble to the Interim
Final Rule, contractors are already
required to implement the quality
assurance requirements using a graded
approach. In the appendix, we stated
that DOE expects a contractor to use a
graded approach to develop a
documented safety analysis and
describe how the graded approach was
applied. The preamble provided that
use of the graded approach is not
appropriate in implementing the USQ
process or in implementing technical
safety requirements. We are revising the
requirements in § 830.7 to add a
sentence to clarify that the graded
approach is not appropriate in
implementing the USQ process or in
implementing technical safety
requirements. The graded approach
remains applicable to the
implementation of quality assurance
and to the documented safety analysis.

We also received comments
concerning the documentation
requirements explaining how the graded
approach was applied. Section 830.7
requires a contractor to document the
basis of the graded approach used and
to submit that documentation to DOE.
While the rule does not prescribe when
and where such documentation should
be submitted, it is expected that the
documentation and justification for
grading would be submitted in the
documents in which it is used. Grading
methodology and its application would
then be reviewed by the DOE officials
who have the authority to approve the
documents. Grading approaches for site-
wide programs or facility-specific
applications are explained further in
guidance documents.

Subpart A, Quality Assurance

I. Comment: Several comments
expressed concern that failure to
perform work consistent with all
“contract” requirements might be
subject to enforcement actions under the
provisions of the Price-Anderson
Amendments Act of 1988 (PAAA).

Response: Paragraph 830.122(e)(1) of
Subpart A of the rule requires
contractors to: “Perform work consistent
with technical standards, administrative
controls, and other hazard controls
adopted to meet regulatory or contract
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requirements, using approved
instructions, procedures, or other
appropriate means.” However, both this
rule and the DOE PAAA enforcement
process in 10 CFR Part 820 are limited
to contractor activities that affect, or
may affect, the safety of DOE nuclear
facilities. Thus, contract requirements
that do not have an effect on nuclear
safety are not subject to the work
process provisions of Subpart A of this
rule and will not be subject to PAAA
enforcement. DOE has other contract
remedies to address noncompliance
with contract requirements and work
processes that have no affect on nuclear
safety.

J. Comment: A number of comments
questioned how the work process
requirements apply to subcontractors
and suppliers.

Response: Section 830.121(a) is
explicit that all contractors, including
subcontractors and suppliers, must
conduct work in accordance with the
quality assurance criteria listed in
§830.122, including the work processes
criteria in paragraph 830.122(e).
Moreover, the general rule in paragraph
830.4(a) is clear that subcontractors and
suppliers may not take any action
inconsistent with the requirements in
Part 830. In addition to these direct
requirements, paragraph 830.121(c)(4)
makes the prime contractor responsible
for ensuring subcontractors and
suppliers satisfy the quality assurance
criteria of paragraph 830.122(e). DOE
expects that in most cases, prime
contractors would satisfy this
requirement through the flowdown of
requirements and standards in
procurement documents. The prime
contractor will be subject to regulatory
enforcement if a subcontractor or
supplier does not meet the quality
assurance criteria when providing items
and services that could affect nuclear
safety of DOE nuclear facilities. This
responsibility of the prime contractor,
however, does not relieve the
subcontractors and suppliers from the
requirements imposed directly upon
them.

K. Comment: A number of
commentors asked why DOE is
requiring contractors to identify
consensus standards that are used in the
Quality Assurance Program (QAP).

Response: DOE has a long history of
requiring the use of appropriate national
and international standards for
implementing its quality assurance
requirements. DOE is strongly
committed to this philosophy to ensure
that its contractors develop and
implement effective and efficient QAPs.
Each DOE quality assurance criterion is
stated as a performance expectation and

does not specify the methods to achieve
the desired performance result. National
and international standards (e.g., ASME
NQA-1, ASQ E—4, or ISO 9001) and
their supplemental guidance include a
number of proven methods for
achieving DOE’s performance
expectations. DOE has found cases
where failure to use these standards to
develop implementing processes has led
to noncompliance with the DOE quality
assurance criteria. DOE is concerned
that all of its contractors are not taking
full advantage of the benefits standards
offer. Use of national and international
standards will help contractors to
develop effective and efficient QAPs
that are also aligned with their
customer’s and supplier’s QAPs. The
DOE implementation guide for the
quality assurance requirements in the
rule(DOE-G—414.1-2) includes a
discussion of standards use and
references to the most widely accepted
national and international standards for
quality assurance. Contractor use of this
implementation guide and the clear
identification and the documented use
of standards will also help DOE meet its
responsibilities to review contractor
QAPs to ensure that they meet the rule
requirements and to oversee contractors
to ensure that they fully implement
their DOE-approved QAPs.

Subpart B, Safety Basis

L. Comment: A commentor stated that
§803.201 does not add to the rule’s
substantive requirements, and because
the word “work” is not defined, it could
lead to unjustified applications or too
narrow interpretations.

Response: Other sections of the safety
basis requirements (Subpart B) define
the requirements for derivation and
documentation of the safety basis for a
nuclear facility. Section 803.201
requires that the activities within them
must be conducted in accordance with
the safety basis. It is essential to have
this element for the safety basis
requirements be more than a paper
exercise.

M. Comment: Several commentors
asked how the authorization basis is
different from the safety basis.

Response: The rule defines the safety
basis as the documented safety analysis
and the hazard controls that provide
reasonable assurance that a DOE nuclear
facility can be operated safely and in a
manner that adequately protects
workers, the public, and the
environment. The authorization basis is
defined in DOE-G—450.4-1A, Integrated
Safety Management System Guide for
Use with Safety Management System
Policies (DOE-P—450.4, DOE-P—450.5,
and DOE-P—-450.6); the Functions,

Responsibilities, And Authorities
Manual (DOE-M—411.1-1B); and the
Department of Energy Acquisition
Regulation (DEAR) 48 CFR 970.5223-1,
as safety documentation that supports
the decision to allow a process or
facility to operate. Included are
corporate operational and
environmental requirements as found in
regulations and specific permits, and,
for specific activities, work packages or
job safety analyses. In general, the safety
basis as defined in the rule is a subset
of the authorization basis as the
authorization basis includes documents
relating to environmental issues, such as
permits, as well as safety
documentation.

N. Comment: Several commentors
asked why DOE-STD-1027 is listed as
a requirement for hazard categorization,
instead of a safe harbor method.

Response: In general, each of the safe
harbor standards listed in Table 2 of
Appendix A to Subpart B of the rule can
be effectively applied to specified types
of facilities and activities. In allowing
the contractor to choose the appropriate
safe harbor standard for developing the
safety basis, DOE expects the contractor
to select the standard that best fits the
application. However, DOE wants
contractors to be consistent when
determining the hazard classification for
its nuclear facilities; hence we are
requiring the consistent use of DOE—
STD-1027 which has an established
history for this purpose.

O. Comment: A commentor asked
what is a “below hazard category 3”
nuclear facility.

Response: In DOE-STD-1027, these
facilities are categorized as having no
potential for significant offsite, onsite,
or localized consequences. A “below
hazard category 3" nuclear facility is a
DOE facility or activity that meets the
definition of a nuclear facility but does
not meet the threshold in DOE-STD-
1027 for a hazard category 3 nuclear
facility. These facilities are sometimes
referred to as “‘radiological facilities.”
See also Table 1 in Appendix A to
Subpart B of the rule.

P. Comment: Two commentors
questioned a statement in the preamble
to the Interim Final Rule, in paragraph
III.D on segmentation that said “If a
hazardous materials could be
transported to other segments by
common confinement systems or the
lack of other physical barriers, the
facility cannot be segmented for the
purposes of this rule.”

Response: We agree that the statement
could be misleading and the individual
circumstances would need to be
evaluated to determine the effect on
operations in the other segment before
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making the determination of whether
segmentation would be permitted for
purposes of categorizing the facility and
establishing an appropriate safety basis.
Additional discussion on segmenting
nuclear facilities can be found in DOE-
STD-1027.

We emphasize, however, that in
considering segmentation a contractor
must be mindful of its overriding
obligation to ensure adequate protection
of workers, the public, and the
environment. A contractor will have the
burden of proof to demonstrate that
segmentation is appropriate.

Q. Comment: A commentor stated that
USQ determinations related to potential
inadequacies of the safety analysis
(PISA) are not always done in a timely
manner and a definite time period for
the performance of a USQ determination
should be provided in paragraph
830.203(e)(3).

Response: The implementation guide
for the USQ requirements of the rule
(DOE-G—424.X) will provide DOE’s
expectation that the contractor’s USQ
procedure should define the period for
the performance of a USQQ determination
related to a PISA and that this time
period should be on the order of days,
not weeks or months.

R. Comment: Several commentors
asserted that a PISA should not be
classified as a USQ until a USQ
determination confirms that the safety
analysis is inadequate.

Response: The fact that the safety
analysis could be inadequate, either
because of a deficiency in the analysis
or because of an as-found condition,
indicates that there is a safety question
that has not yet been reviewed (in other
words, a USQ). When a contractor
discovers a PISA, DOE requires the
contractor to take action to place the
facility in a safe condition and to notify
DOE of the potential inadequacy. The
performance of a subsequent USQ
determination is to confirm a positive
USQ determination or a negative USQ
determination through the application
of the risk-related criteria for a USQ. If
the finding is negative, this would
support a request to DOE to remove any
operational restrictions imposed when
the PISA was discovered.

S. Comment: Section 830.203 requires
contractors for existing nuclear facilities
to continue to use their existing DOE-
approved USQ procedure. One
commentor asked what it should do if
DOE has not yet approved its USQ
procedure.

Response: We have deleted the word
“DOE-approved” from the requirement.
Contractors are expected to continue to
use their existing USQ procedures
pending DOE approval of the USQ

procedure to be submitted to DOE for
approval by April 10, 2001 under the
rule.

T. Comment: The definition of a USQ
in §830.3 of the rule states that a
situation involves a USQ if a margin of
safety could be reduced. A commentor
proposed that the margins of safety
described in the bases appendix to be
considered should be limited to the
margins of safety described in the bases
section of the technical safety
requirements.

Response: Not all nuclear facilities are
required to have technical safety
requirements. For example, certain
environmental restoration activities are
not required to develop technical safety
requirements. The safety basis
implementation guides will clarify how
the margin of safety criterion should be
implemented.

U. Comment: A commentor stated that
paragraph 830.204(b)(2), should specify
that the documented safety analysis
must address both hazards for the
facilities and the activities therein,
instead of just the hazards associated
with the facility.

Response: We agree. In fact, the
definition for a nonreactor nuclear
facility includes facilities, activities, and
operations. No change to the rule is
necessary.

V. Comment: Several commentors
questioned why a contractor must
submit a preliminary documented safety
analysis for a major modification rather
than using the USQ process to address
the changes.

Response: Several commentors
recommended that contractors use the
USQ process and modify an existing
documented safety analysis, rather than
submitting a preliminary documented
safety analysis for a major modification.
This suggestion would defeat the
purpose of the review and approval of
the safety aspects of design of the
modification prior to procurement and
construction, which is to ensure that
DOE agrees with the design before the
modification is implemented. If the
contractor proceeded to modify the
existing documented safety analysis for
the facility and submit it for approval,
prior to design and construction, the
documented safety analysis would be
instantly out of compliance because it
would no longer reflect the current
configuration of the nuclear facility.

W. Comment: Several commentors
indicated that by tying the definition for
a major modification to the initial
operation date, rather than the design
date, contractors could be required to
develop preliminary documented safety
analyses for major modifications that
were already designed by now and

possibly under construction, and for
which documented safety analysis
would also be required. A commentor
recommended that the requirement for a
preliminary documented safety analyses
for a major modification or new facility
be linked to the initiation of conceptual
design.

Response: The purpose of the
preliminary documented safety analysis
is to ensure that DOE and the contractor
agree on design considerations during
the design and early construction
phases of the modification. We are,
therefore, amending § 830.206 to apply
to hazard category 1, 2, and 3 new DOE
nuclear facilities and major
modifications for which construction
begins after December 11, 2000.

X. Comment: A commentor stated that
the preliminary documented safety
analysis should identify safety systems
in addition to safety programs.

Response: Safety systems will, of
necessity, be identified as part of the
safety analysis that derives the aspects
of design that are necessary to satisfy
the nuclear safety design criteria. This is
expressed in the definition of
preliminary documented safety analysis.

Y. Comment: Several commentors
asked if a preliminary documented
safety analysis is needed for
environmental restoration, and
decontamination and decommissioning?

Response: As stated in paragraph F.6
of Appendix A to Subpart B of the rule,
as a general matter, DOE does not expect
preliminary documented safety analyses
to be needed for activities that do not
involve significant construction such as
environmental restoration activities,
decontamination and decommissioning
activities, specific nuclear explosives
operations, or transition surveillance
and maintenance activities.

Z. Comment: One commentor stated
that we should discuss how the
integrated safety management principles
would be used for design.

Response: The implementation guide
for the documented safety analysis
(DOE-G—421.X, Implementation Guide
for Use in Developing Documented
Safety Analyses to Meet Subpart B of 10
CFR Part 830) specifies that a
preliminary documented safety analysis
should show how the nuclear safety
design criteria of DOE Order 420.1
(DOE-0-420.1), Facility Safety, will be
satisfied. The implementation guide for
DOE-0-420.1 says that an iterative
process between safety analysis and
design should begin as early as possible
so safety is integrated into the design
process as early as possible. This is
consistent with the integrated safety
management system process.
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AA. Comment: A number of
commentors asked how contractors
should address normal and abnormal
conditions in a documented safety
analysis.

Response: Contractors should refer to
DOE implementation guides for
additional information on how to meet
DOE’s expectations regarding the
requirements in this rule. In particular,
contractors should refer to DOE-STD-
3009, section 3.3, page 35 for additional
information on how to address normal
and abnormal conditions in the
documented safety analysis. This
section of the standard describes how
all modes of normal operation are to be
considered.

BB. Comment: Several commentors
asked how a contractor should ensure
that a safety basis contains all the
required contents of the rule when using
a ‘“safe harbor” standard to prepare a
documented safety analysis.

Response: In general, “‘safe harbor”
standards listed in Table 2 of Appendix
A to Subpart B of the rule are the
standards currently used in the DOE
complex to develop documented safety
analyses and they reflect years of
experience developing adequate
documented safety bases. DOE is
confident that these standards provide
good methods for developing a
documented safety analysis. If a
contractor uses a ‘“‘safe harbor”
methodology, that methodology should
result in a contractor satisfying the
regulatory requirements for a
documented safety analysis. However,
the contractor is responsible for meeting
the requirements of the rule, even if it
uses a safe harbor standard to prepare
its documented safety analysis.

CC. Comment: A commentor asked
what a contractor should do if it
developed a documented safety analysis
using a safe harbor method, but did not
meet every criterion of a safe harbor
method.

Response: As discussed in the
preamble to the Interim Final Rule, if a
contractor uses a method other than a
safe harbor method it must obtain DOE
approval of the method before
developing the documented safety
analysis. If a contractor uses a safe
harbor method to develop the
documented safety analysis, but does
not follow the method completely, the
contractor should request DOE approval
of the method with the specific
deviations identified.

DD. Comment: Section 830.204 of the
rule does not limit the documented
safety analysis to only nuclear hazards.
Several commentors asked if controls
for non-nuclear hazards are enforceable.

Response: As stated in paragraph V.F
of the preamble to the Interim Final
Rule, we expect our contractors to
address all radioactive and
nonradioactive hazards, as well as the
controls necessary to provide adequate
protection to the public, the workers,
and the environment from these
hazards, in the documented safety
analysis for category 1, 2, or 3 nuclear
facilities. However, as stated in the
General Statement of Enforcement
Policy (Appendix A to 10 CFR Part 820),
we will only pursue enforcement
actions through the procedures in Part
820 for those noncompliances that have
nuclear safety significance.

EE. Comment: A commentor asked
why DOE listed criticality safety
requirements separately in § 830.204.

Response: DOE chose to specifically
call out certain content requirements for
the documented safety analysis in the
rule because of their importance to
nuclear safety. Among these are the
criticality safety requirements. The
criticality safety requirements in
§830.204 are consistent with the current
criticality safety requirements in DOE—
0-420.1 which is listed as a safe harbor
method for the design criteria for a new
nuclear facility. In addition, DOE-G—
421.X, Implementation Guide for Use in
Developing Documented Safety
Analyses to Meet Subpart B of 10 CFR
Part 830, will address the role of
criticality safety.

FF. Comment: A commentor stated
that we should specifically incorporate
the criticality standards identified in
DOE-0-420.1 in the requirements for
the documented safety analysis in
§830.204.

Response: The rule addresses this
issue in several ways. First, DOE-O—
420.1 is invoked in § 830.206 relative to
the design criteria to be used for the
preliminary documented safety analysis.
DOE-0-420.1 addresses the design
features important for criticality safety.
Second, Appendix A to Subpart B
invokes DOE-0—420.1 in two places: (1)
paragraph F.6 of the appendix describes
the design criteria for a preliminary
documented safety analysis and (2)
section G of the appendix states that
“Order 420.1 provides DOE’s
expectations with respect to fire
protection and criticality safety.” DOE—
G—421.X will provide additional
discussion of the importance of DOE—
0-420.1 with respect to criticality safety
standards. We believe these
requirements and associated guidance
provide sufficient direction to
contractors regarding DOE’s
expectations for criticality safety.

GG. Comment: A commentor asked if
the rule permits a documented safety

analysis to reflect a final categorization
that would permit segmentation or the
application of unmitigated release
parameters more appropriate to the
actual situation.

Response: Yes. Several commentors
misinterpreted the requirement in
§830.202 for classification according to
DOE-STD-1027 as not allowing for
documented safety analysis to contain a
final categorization that would permit
segmentation or the application of
unmitigated release parameters more
appropriate to the actual situation. The
suggestion was made to allow for these
modifications as part of the initial
categorization. However, no change to
the rule is needed because DOE-STD—
1027 does permit these modifications as
part of a safety analysis, and DOE-STD—
3009 calls for final categorization as part
of the documented safety analysis.

HH. Comment: Paragraph 830.205(c)
should include reference to DOE-STD-
1120.

Response: Section 830.205 does not
reference DOE-STD-1120. However,
DOE-STD-1120 is referenced in Table 2
of Appendix A to Subpart B to the rule
as a safe harbor for environmental
restoration activities. We believe that
this is the appropriate reference to
DOE-STD-1120 for the rule.

II. Comment: Several commentors
stated that including design features as
a section in the technical safety
requirements, instead of allowing the
design features to be included in the
documented safety analysis, is
expensive and provides no safety
benefit.

Response: It is important that certain
design features be included in the
technical safety requirements. The
design features to be included in a
section of the technical safety
requirements are those which are
regarded as important in establishing
the safety basis. These design features
should not be changed without DOE
approval. Since changes to the technical
safety requirements must be approved
by DOE, any changes to design features
identified as technical safety
requirements would require prior DOE
approval. If these important design
features are just included in the
description of the facility in the
documented safety analysis, alterations
would be subject to the USQ process. If
the contractor determines that the
change does not involve a USQ, then the
change may not be submitted for prior
DOE approval.

JJ. Comment: Several commentors
asked why a contractor is required to
submit the annual update of the
documented safety analysis to DOE for
approval when DOE will have already
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approved any changes to be
incorporated in the documented safety
analysis through the USQ process.

Response: DOE requires contractors to
obtain DOE approval of the annual
update of the documented safety
analysis to assure that both the changes
made pursuant to the USQ process and
any changes not covered by the USQ
process have been properly included in
the update. If the USQ process has been
followed properly, the annual approval
of the documented safety analysis
should require minimal effort. The
annual update will not require DOE to
review USQs already approved by DOE.

KK. Comment: A commentor asked if
DOE has already approved a safety
basis, does the contractor need to
resubmit the safety basis for approval.

Response: Yes. However, if a
contractor determines that its current
safety basis meets the requirements of
the rule, it may request DOE to approve
that safety basis under the rule through
the provisions in paragraph 830.207(c).

LL. Comment: A commentor asked
what safety basis applies if a contractor
has submitted a new safety basis to DOE
for approval as of October 10, 2000, but
DOE has not yet approved it.

Response: The effective safety basis is
the DOE-approved safety basis. When
DOE approves a new safety basis, that
becomes the new effective safety basis
as of the date of the approval. We are
adding the words, “or as approved by
DOE at a later date,” to paragraph
830.207(b) to clarify that a safety basis
may be superseded by later revisions
with DOE approval.

MM. Comment: Paragraph 830.207(c)
states that if a contractor believes that
its current safety basis meets the rule, it
should notify DOE by April 9, 2001 and
request DOE to approve the safety basis
under the rule. Further, it states that if
DOE does not issue a safety evaluation
report (SER) by October 10, 2001, a
contractor must submit a safety basis to
DOE for approval. Several commentors
suggested that existing safety bases
which are asserted to be compliant with
the rule should be assumed to be
approved by DOE if DOE does not issue
an SER by October 10, 2001, instead of
being assumed to be deficient. A
commentor also suggested that DOE
might not approve the safety basis
within 6 months because of lack of
resources.

Response: 1t is desired that both the
contractor and DOE take positive action
in establishing safety bases under the
rule. The contractor should maintain
cognizance of the status of DOE reviews
and work with DOE to resolve the status
of the safety basis submitted in a timely
fashion. If the safety basis was originally

developed using one of the safe harbors
of the rule, the safety evaluation report
for the safety basis was issued
approving the safety basis and the safety
basis and the safety evaluation report
are current, then the DOE effort to verify
compliance with rule provisions should
be small.

Appendix A to Subpart B

NN. Comment: A commentor stated
that in Appendix A, paragraph G should
refer to “requirements” in DOE-O—
420.1, not “‘expectations.”

Response: We agree that the
provisions in DOE-0-420.1 are
requirements if the order is included in
a contract for the facility or if the order
is adopted by the contractor in its work
processes. If not, the order still provides
DOE’s expectations.

0O. Comment: A commentor noted
that the sentence preceding Table 3 in
Appendix A to Subpart B of the rule
says that Table 3 defines the specific
nuclear facilities referenced in Table 2
that are not defined in § 830.3; however,
Table 3 defines both facilities and
activities. Consequently, the commentor
stated that the reference should state it
defines “‘facilities or activities.”

Response: The commentor is correct
that the table refers to both facilities and
activities. However, the term used is
“nuclear facilities.” Nuclear facilities, as
defined in the rule, includes both
reactor and nonreactor nuclear facilities.
The definition of “nonreactor nuclear
facilities” includes facilities, operations,
and activities. Therefore, no change is
required.

PP. Comment: One commentor stated
that DOE should make the safety bases
documents available to the public and a
second commentor expressed concern
that DOE protect classified documents
from being released.

Response: As stated in the last
paragraph of Appendix A to Subpart B,
DOE will maintain a public list on the
internet that provides the status of the
safety basis for each hazard category 1,
2, or 3 DOE nuclear facility and, to the
extent practicable, provides information
on how to obtain a copy of the safety
basis and related documents for a
facility. In accordance with applicable
laws, regulations, and directives, DOE
will not release classified documents to
the public. However, many of the safety
basis documents are not classified and,
therefore, can be made available to the
public.

General

QQ. Comment: A commentor asked, if
there is no single contractor responsible
for a facility, who is responsible to

ensure the requirements of the rule are
met?

Response: At some DOE sites,
management and operating (M&O)
contractors or management and
integration (M&I) contractors are
responsible for ensuring that the
responsibilities of an activity are
properly integrated. In such cases, the
M&O contractor or the M&I contractor,
respectively, would be responsible for
ensuring the requirements at a facility,
including the safety bases requirements
of Subpart B of 10 CFR Part 830 are met.
For other facilities, DOE may have
assumed the role of the integrator and
may be responsible to ensure that the
requirements are met. During an
enforcement action, DOE will weigh the
facts and circumstances surrounding an
action to determine the responsible
party.

RR. Comment: A commentor asked if
DOE expects contractors to modify
contracts and Safety Management
Systems to include the new
requirements in the rule.

Response: Regulatory requirements
are legal requirements and they apply
whether or not they are incorporated in
contracts or Safety Management
Systems. In addition, Department of
Energy Acquisition Regulation (DEAR)
48 CFR 970.5204-2 (Laws Clause) states
that a contractor is obligated to comply
with applicable Federal, state, and local
laws and regulations, unless relief has
been granted in writing by the
appropriate regulatory agency and to
flow down applicable regulations to
subcontractors and suppliers. It further
states that omission of any applicable
law or regulation from List A does not
affect the obligation of the contractor to
comply with such law or regulation.

SS. Comment: A commentor asked if
contractors and subcontractors are
required to report defects and
operational events through the
Occurrence and Processing Reporting
System (ORPS).

Response: DOE expects its prime
contractors to continue to report defects
and operational events through ORPS,
as required by contracts. Use of this
system may be enforceable through the
quality assurance requirements of
Subpart A, but the particular
circumstances of the situation would
need to be assessed. Subcontractors will
continue to report through the prime
contractors. Both DEAR 48 CFR
970.5223-1 and the procurement
requirements of Subpart A, require
prime contractors to flowdown
requirements to subcontractors.

TT. Comment: A commentor asked if
exemptions granted to contractors under
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DOE order requirements would be
automatically continued under the rule.
Response: No. New exemptions will

need to be requested under the
provisions of Subpart E of 10 CFR Part
820.

IV. Regulatory and Procedural
Requirements

A. Review Under the National
Environmental Policy Act

We have reviewed this amendment to
10 CFR Part 830 under the National
Environmental Policy Act (NEPA) of
1969 (42 U.S.C. 4321 et seq.) and the
Council on Environmental Quality
regulations for implementing NEPA (40
CFR Part 1500). Prior to publishing the
notice of proposed rulemaking to add
Part 830 to Title 10 of the CFR, and
under the NEPA procedures then in
existence, we concluded that the
potential environmental impacts of Part
830 would be clearly insignificant. We
decided that neither an environmental
impact statement nor an environmental
assessment was required in connection
with the promulgation of this rule.
Since that time, we have issued
regulations establishing implementing
procedures for complying with NEPA’s
requirements [See 10 CFR Part 1021].
We have further considered Part 830
under these regulations. The regulations
include a list of typical classes of
actions, referred to as categorical
exclusions, that normally do not require
the preparation of either an
environmental impact statement or an
environmental assessment. Part 830 is
covered by several categorical
exclusions including, among others,
information gathering, data analysis,
and document preparation (A9); training
exercises and simulations (B1.2);
routine maintenance activities and
custodial services (B1.3); and site
characterization and environmental
monitoring (B3.1) [See 10 CFR Part
1021, Appendices A and B to Subpart
D]

We have concluded that the
amendment to 10 CFR Part 830 does not
represent a major federal action having
significant impact on the environment
under NEPA (42 U.S.C. 4321 et seq.
(1976)), the Council on Environmental
Quality’s regulations (40 CFR Parts
1500-08), and DOE’s implementing
regulations (10 CFR Part 1021).
Therefore, the amendment to this rule
does not require an environmental
impact statement or an environmental
assessment pursuant to NEPA.

B. Review Under Executive Order 12866

This regulatory action has been
determined not to be ““a significant

regulatory action”” under Executive
Order 12866, ‘Regulatory Planning and
Review” (58 FR 51735, October 4, 1993).
Accordingly, this action was not subject
to review under that Executive Order by
the Office of Information and Regulatory
Affairs of the Office of Management and
Budget (OMB).

C. Review Under Regulatory Flexibility
Act

The Regulatory Flexibility Act, 5
U.S.C. 601 et seq., requires that a
Federal agency prepare a regulatory
flexibility analysis for any rule for
which the agency is required to publish
a general notice of proposed
rulemaking. The requirement to prepare
an analysis does not apply, however, if
the agency certifies that a rule will not
have a significant economic impact on
a substantial number of small entities. 5
U.S.C. 605(b). The impact of the changes
to Part 830 are primarily with respect to
major contractors. Subcontractors and
suppliers are expected to satisfy the
provisions of Part 830 primarily through
the programs and procedures
established by prime contractors.
Consequently, the impacts to small
entities with respect to changes to Part
830 are expected to be minor. The
economic impact on contractors of this
filing requirement is negligible. On this
basis, DOE certifies that the rule will not
have a significant economic impact on
a substantial number of small entities
and, therefore, no analysis has been
prepared.

D. Review Under the Paperwork
Reduction Act of 1995

The information collection provisions
of this rule are not substantially
different from those contained in DOE
contracts with DOE prime contractors
covered by this rule and were
previously approved by the Office of
Management and Budget (OMB) and
assigned OMB Control No. 1910-0300.
Accordingly, no additional Office of
Management and Budget clearance is
required by the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501 ef seq.) and
the procedures implementing that Act, 5
CFR 1320.1 et seq.

E. Review Under Executive Order 13132

Executive Order 13132 (64 FR 43255,
August 10, 1999), requires agencies to
develop an accountable process to
ensure meaningful and timely input by
State and local officials in the
development of regulatory policies that
have “federalism implications.” Policies
that have federalism implications are
defined in the Executive Order to
include regulations that have substantial
direct effects on the States, on the

relationship between the national
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. DOE has
examined the changes to Part 830 and
determined that they do 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 various levels of
government. No further action is
required by Executive Order 13132.

F. Review Under the Unfunded
Mandates Reform Act of 1995

Title II of the Unfunded Mandates
Reform Act of 1995, 2 U.S.C. 1531 et
seq., requires each Federal agency, to
the extent permitted by law, to prepare
a written assessment of the effects of
any Federal mandate in an agency rule
that may result in the expenditure by
State, local, and tribal governments, in
the aggregate or by the private sector, of
$100 million or more (adjusted annually
for inflation) in any one year. This rule
amends 10 CFR Part 830, and applies
only to activities conducted by or for
DOE. Any costs resulting from
implementation of DOE’s management,
operation, and enforcement of its
nuclear safety program are ultimately
borne by the Federal government.
Therefore, the requirements of Title II of
the Unfunded Mandates Reform Act of
1995 do not apply.

G. Review Under Executive Order 12988

With respect to the review of existing
regulations and the promulgation of
new regulations, section 3(a) of
Executive Order 12988, ““Civil Justice
Reform” (61 FR 4729, February 7, 1996)
imposes on Executive agencies the
general duty to (1) eliminate drafting
errors and ambiguity; (2) write
regulations to minimize litigation; and
(3) provide a clear legal standard for
affected conduct rather than a general
standard and promote simplification
and burden reduction. Section 3(c) of
Executive Order 12988 requires
Executive agencies to review regulations
in light of applicable standards in
section 3(a) and section 3(b) to
determine whether they are met. DOE
has completed the required review and
determined that, to the extent permitted
by law, Part 830 meets the relevant
standards of Executive Order 12988.

H. Review Under Small Business
Regulatory Enforcement Fairness Act of
1996

As required by 5 U.S.C. 801, DOE will
report to Congress on the promulgation
of the rule prior to its effective date. The
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report will state that it has been
determined that the rule is not a ““major
rule” as defined by 5 U.S.C. 804(3).

List of Subjects in 10 CFR Part 830

DOE contracts, Environment, Federal
buildings and facilities, Government
contracts, Nuclear energy, Nuclear
materials, Nuclear power plants and
reactors, Nuclear safety, Penalties,
Public health, Reporting and
recordkeeping requirements, and Safety.

Issued in Washington, DC on January 4,
2001.
T. J. Glauthier,

Deputy Secretary, Department of Energy.

For the reasons set forth in the
preamble, Part 830 of chapter III, title
10, of the Code of Federal Regulations
is amended as set forth below.

Accordingly, the interim final rule for
10 CFR Part 830 which was published
at 65 FR 60291 on October 10, 2000 is
adopted as a final rule with minor
changes as set forth below.

1. Part 830 is revised to read as
follows:

PART 830—NUCLEAR SAFETY
MANAGEMENT

Sec.

830.1
830.2
830.3
830.4
830.5
830.6
830.7

Scope.

Exclusions.
Definitions.

General requirements.
Enforcement.
Recordkeeping.
Graded approach.

Subpart A—Quality Assurance
Requirements

830.120 Scope.

830.121 Quality Assurance Program (QAP).
830.122 Quality assurance criteria.

Subpart B—Safety Basis Requirements

830.200 Scope.

830.201 Performance of work.

830.202 Safety basis.

830.203 Unreviewed safety question
process.

830.204 Documented safety analysis.

830.205 Technical safety requirements.

830.206 Preliminary documented safety
analysis.

830.207 DOE approval of safety basis.

Appendix A to Subpart B to Part 830—
General Statement of Safety Basis Policy

Authority: 42 U.S.C. 2201; 42 U.S.C. 7101
et seq.; and 50 U.S.C. 2401 et seq.

§830.1 Scope.

This part governs the conduct of DOE
contractors, DOE personnel, and other
persons conducting activities (including
providing items and services) that affect,
or may affect, the safety of DOE nuclear
facilities.

§830.2 Exclusions.

This part does not apply to:

(a) Activities that are regulated
through a license by the Nuclear
Regulatory Commission (NRC) or a State
under an Agreement with the NRC,
including activities certified by the NRC
under section 1701 of the Atomic
Energy Act (Act);

(b) Activities conducted under the
authority of the Director, Naval Nuclear
Propulsion, pursuant to Executive Order
12344, as set forth in Public Law 106—
65;

(c) Transportation activities which are
regulated by the Department of
Transportation;

(d) Activities conducted under the
Nuclear Waste Policy Act of 1982, as
amended, and any facility identified
under section 202(5) of the Energy
Reorganization Act of 1974, as
amended; and

(e) Activities related to the launch
approval and actual launch of nuclear
energy systems into space.

§830.3 Definitions.

(a) The following definitions apply to
this part:

Administrative controls means the
provisions relating to organization and
management, procedures,
recordkeeping, assessment, and
reporting necessary to ensure safe
operation of a facility.

Bases appendix means an appendix
that describes the basis of the limits and
other requirements in technical safety
requirements.

Critical assembly means special
nuclear devices designed and used to
sustain nuclear reactions, which may be
subject to frequent core and lattice
configuration change and which
frequently may be used as mockups of
reactor configurations.

Criticality means the condition in
which a nuclear fission chain reaction
becomes self-sustaining.

Design features means the design
features of a nuclear facility specified in
the technical safety requirements that, if
altered or modified, would have a
significant effect on safe operation.

Document means recorded
information that describes, specifies,
reports, certifies, requires, or provides
data or results.

Documented safety analysis means a
documented analysis of the extent to
which a nuclear facility can be operated
safely with respect to workers, the
public, and the environment, including
a description of the conditions, safe
boundaries, and hazard controls that
provide the basis for ensuring safety.

Environmental restoration activities
means the process(es) by which

contaminated sites and facilities are
identified and characterized and by
which contamination is contained,
treated, or removed and disposed.

Existing DOE nuclear facility means a
DOE nuclear facility in operation before
April 9, 2001.

Fissionable materials means a nuclide
capable of sustaining a neutron-induced
chain reaction (e.g., uranium-233,
uranium-235, plutonium-238,
plutonium-239, plutonium-241,
neptunium-237, americium-241, and
curium-244).

Graded approach means the process
of ensuring that the level of analysis,
documentation, and actions used to
comply with a requirement in this part
are commensurate with:

(1) The relative importance to safety,
safeguards, and security;

(2) The magnitude of any hazard
involved;

(3) The life cycle stage of a facility;

(4) The programmatic mission of a
facility;

(5) The particular characteristics of a
facility;

(6) The relative importance of
radiological and nonradiological
hazards; and

(7) Any other relevant factor.

Hazard means a source of danger (i.e.,
material, energy source, or operation)
with the potential to cause illness,
injury, or death to a person or damage
to a facility or to the environment
(without regard to the likelihood or
credibility of accident scenarios or
consequence mitigation).

Hazard controls means measures to
eliminate, limit, or mitigate hazards to
workers, the public, or the environment,
including

(1) Physical, design, structural, and
engineering features;

(2) Safety structures, systems, and
components;

(3) Safety management programs;

(4) Technical safety requirements; and

(5) Other controls necessary to
provide adequate protection from
hazards.

Item is an all-inclusive term used in
place of any of the following:
appurtenance, assembly, component,
equipment, material, module, part,
product, structure, subassembly,
subsystem, system, unit, or support
systems.

Limiting conditions for operation
means the limits that represent the
lowest functional capability or
performance level of safety structures,
systems, and components required for
safe operations.

Limiting control settings means the
settings on safety systems that control
process variables to prevent exceeding a
safety limit.
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Low-level residual fixed radioactivity
means the remaining radioactivity
following reasonable efforts to remove
radioactive systems, components, and
stored materials. The remaining
radioactivity is composed of surface
contamination that is fixed following
chemical cleaning or some similar
process; a component of surface
contamination that can be picked up by
smears; or activated materials within
structures. The radioactivity can be
characterized as low-level if the
smearable radioactivity is less than the
values defined for removable
contamination by 10 CFR Part 835,
Appendix D, Surface Contamination
Values, and the hazard analysis results
show that no credible accident scenario
or work practices would release the
remaining fixed radioactivity or
activation components at levels that
would prudently require the use of
active safety systems, structures, or
components to prevent or mitigate a
release of radioactive materials.

Major modification means a
modification to a DOE nuclear facility
that is completed on or after April 9,
2001 that substantially changes the
existing safety basis for the facility.

New DOE nuclear facility means a
DOE nuclear facility that begins
operation on or after April 9, 2001.

Nonreactor nuclear facility means
those facilities, activities or operations
that involve, or will involve, radioactive
and/or fissionable materials in such
form and quantity that a nuclear or a
nuclear explosive hazard potentially
exists to workers, the public, or the
environment, but does not include
accelerators and their operations and
does not include activities involving
only incidental use and generation of
radioactive materials or radiation such
as check and calibration sources, use of
radioactive sources in research and
experimental and analytical laboratory
activities, electron microscopes, and X-
ray machines.

Nuclear facility means a reactor or a
nonreactor nuclear facility where an
activity is conducted for or on behalf of
DOE and includes any related area,
structure, facility, or activity to the
extent necessary to ensure proper
implementation of the requirements
established by this Part.

Operating limits means those limits
required to ensure the safe operation of
a nuclear facility, including limiting
control settings and limiting conditions
for operation.

Preliminary documented safety
analysis means documentation prepared
in connection with the design and
construction of a new DOE nuclear
facility or a major modification to a DOE

nuclear facility that provides a
reasonable basis for the preliminary
conclusion that the nuclear facility can
be operated safely through the
consideration of factors such as

(1) The nuclear safety design criteria
to be satisfied;

(2) A safety analysis that derives
aspects of design that are necessary to
satisfy the nuclear safety design criteria;
and

(3) An initial listing of the safety
management programs that must be
developed to address operational safety
considerations.

Process means a series of actions that
achieves an end or result.

Quality means the condition achieved
when an item, service, or process meets
or exceeds the user’s requirements and
expectations.

Quality assurance means all those
actions that provide confidence that
quality is achieved.

Quality Assurance Program (QAP)
means the overall program or
management system established to
assign responsibilities and authorities,
define policies and requirements, and
provide for the performance and
assessment of work.

Reactor means any apparatus that is
designed or used to sustain nuclear
chain reactions in a controlled manner
such as research, test, and power
reactors, and critical and pulsed
assemblies and any assembly that is
designed to perform subcritical
experiments that could potentially reach
criticality; and, unless modified by
words such as containment, vessel, or
core, refers to the entire facility,
including the housing, equipment and
associated areas devoted to the
operation and maintenance of one or
more reactor cores.

Record means a completed document
or other media that provides objective
evidence of an item, service, or process.

Safety basis means the documented
safety analysis and hazard controls that
provide reasonable assurance that a
DOE nuclear facility can be operated
safely in a manner that adequately
protects workers, the public, and the
environment.

Safety class structures, systems, and
components means the structures,
systems, or components, including
portions of process systems, whose
preventive or mitigative function is
necessary to limit radioactive hazardous
material exposure to the public, as
determined from safety analyses.

Safety evaluation report means the
report prepared by DOE to document

(1) The sufficiency of the documented
safety analysis for a hazard category 1,
2, or 3 DOE nuclear facility;

(2) The extent to which a contractor
has satisfied the requirements of
Subpart B of this part; and

(3) The basis for approval by DOE of
the safety basis for the facility,
including any conditions for approval.

Safety limits means the limits on
process variables associated with those
safety class physical barriers, generally
passive, that are necessary for the
intended facility function and that are
required to guard against the
uncontrolled release of radioactive
materials.

Safety management program means a
program designed to ensure a facility is
operated in a manner that adequately
protects workers, the public, and the
environment by covering a topic such
as: quality assurance; maintenance of
safety systems; personnel training;
conduct of operations; inadvertent
criticality protection; emergency
preparedness; fire protection; waste
management; or radiological protection
of workers, the public, and the
environment.

Safety management system means an
integrated safety management system
established consistent with 48 CFR
970.5223-1.

Safety significant structures, systems,
and components means the structures,
systems, and components which are not
designated as safety class structures,
systems, and components, but whose
preventive or mitigative function is a
major contributor to defense in depth
and/or worker safety as determined
from safety analyses.

Safety structures, systems, and
components means both safety class
structures, systems, and components
and safety significant structures,
systems, and components.

Service means the performance of
work, such as design, manufacturing,
construction, fabrication, assembly,
decontamination, environmental
restoration, waste management,
laboratory sample analyses, inspection,
nondestructive examination/testing,
environmental qualification, equipment
qualification, repair, installation, or the
like.

Surveillance requirements means
requirements relating to test, calibration,
or inspection to ensure that the
necessary operability and quality of
safety structures, systems, and
components and their support systems
required for safe operations are
maintained, that facility operation is
within safety limits, and that limiting
control settings and limiting conditions
for operation are met.

Technical safety requirements (TSRs)
means the limits, controls, and related
actions that establish the specific
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parameters and requisite actions for the
safe operation of a nuclear facility and
include, as appropriate for the work and
the hazards identified in the
documented safety analysis for the
facility: Safety limits, operating limits,
surveillance requirements,
administrative and management
controls, use and application
provisions, and design features, as well
as a bases appendix.

Unreviewed Safety Question (USQ)
means a situation where

(1) The probability of the occurrence
or the consequences of an accident or
the malfunction of equipment important
to safety previously evaluated in the
documented safety analysis could be
increased;

(2) The possibility of an accident or
malfunction of a different type than any
evaluated previously in the documented
safety analysis could be created;

(3) A margin of safety could be
reduced; or

(4) The documented safety analysis
may not be bounding or may be
otherwise inadequate.

Unreviewed Safety Question process
means the mechanism for keeping a
safety basis current by reviewing
potential unreviewed safety questions,
reporting unreviewed safety questions
to DOE, and obtaining approval from
DOE prior to taking any action that
involves an unreviewed safety question.

Use and application provisions means
the basic instructions for applying
technical safety requirements.

(b) Terms defined in the Act or in 10
CFR Part 820 and not defined in this
section of the rule are to be used
consistent with the meanings given in
the Act or in 10 CFR Part 820.

§830.4 General requirements.

(a) No person may take or cause to be
taken any action inconsistent with the
requirements of this part.

(b) A contractor responsible for a
nuclear facility must ensure
implementation of, and compliance
with, the requirements of this part.

(c) The requirements of this part must
be implemented in a manner that
provides reasonable assurance of
adequate protection of workers, the
public, and the environment from
adverse consequences, taking into
account the work to be performed and
the associated hazards.

(d) If there is no contractor for a DOE
nuclear facility, DOE must ensure
implementation of, and compliance
with, the requirements of this part.

§830.5 Enforcement.

The requirements in this part are DOE
Nuclear Safety Requirements and are

subject to enforcement by all
appropriate means, including the
imposition of civil and criminal
penalties in accordance with the
provisions of 10 CFR Part 820.

§830.6 Recordkeeping.

A contractor must maintain complete
and accurate records as necessary to
substantiate compliance with the
requirements of this part.

§830.7 Graded approach.

Where appropriate, a contractor must
use a graded approach to implement the
requirements of this part, document the
basis of the graded approach used, and
submit that documentation to DOE. The
graded approach may not be used in
implementing the unreviewed safety
question (USQ) process or in
implementing technical safety
requirements.

Subpart A—Quality Assurance
Requirements

§830.120 Scope.

This subpart establishes quality
assurance requirements for contractors
conducting activities, including
providing items or services, that affect,
or may affect, nuclear safety of DOE
nuclear facilities.

§830.121 Quality Assurance Program
(QAP).

(a) Contractors conducting activities,
including providing items or services,
that affect, or may affect, the nuclear
safety of DOE nuclear facilities must
conduct work in accordance with the
Quality Assurance criteria in § 830.122.

(b) The contractor responsible for a
DOE nuclear facility must:

(1) Submit a QAP to DOE for approval
and regard the QAP as approved 90 days
after submittal, unless it is approved or
rejected by DOE at an earlier date.

(2) Modify the QAP as directed by
DOE.

(3) Annually submit any changes to
the DOE-approved QAP to DOE for
approval. Justify in the submittal why
the changes continue to satisfy the
quality assurance requirements.

(4) Conduct work in accordance with
the QAP.

(c) The QAP must:

(1) Describe how the quality
assurance criteria of § 830.122 are
satisfied.

(2) Integrate the quality assurance
criteria with the Safety Management
System, or describe how the quality
assurance criteria apply to the Safety
Management System.

(3) Use voluntary consensus standards
in its development and implementation,
where practicable and consistent with

contractual and regulatory
requirements, and identify the standards
used.

(4) Describe how the contractor
responsible for the nuclear facility
ensures that subcontractors and
suppliers satisfy the criteria of
§830.122.

§830.122 Quality assurance criteria.

The QAP must address the following
management, performance, and
assessment criteria:

(a) Criterion 1—Management/
Program.

(1) Establish an organizational
structure, functional responsibilities,
levels of authority, and interfaces for
those managing, performing, and
assessing the work.

(2) Establish management processes,
including planning, scheduling, and
providing resources for the work.

(b) Criterion 2—Management/
Personnel Training and Qualification.

(1) Train and qualify personnel to be
capable of performing their assigned
work.

(2) Provide continuing training to
personnel to maintain their job
proficiency.

(c) Criterion 3—Management/Quality
Improvement.

(1) Establish and implement processes
to detect and prevent quality problems.

(2) Identify, control, and correct
items, services, and processes that do
not meet established requirements.

(3) Identify the causes of problems
and work to prevent recurrence as a part
of correcting the problem.

(4) Review item characteristics,
process implementation, and other
quality-related information to identify
items, services, and processes needing
improvement.

(d) Criterion 4—Management/
Documents and Records.

(1) Prepare, review, approve, issue,
use, and revise documents to prescribe
processes, specify requirements, or
establish design.

(2) Specify, prepare, review, approve,
and maintain records.

(e) Criterion 5—Performance/Work
Processes.

(1) Perform work consistent with
technical standards, administrative
controls, and other hazard controls
adopted to meet regulatory or contract
requirements, using approved
instructions, procedures, or other
appropriate means.

(2) Identify and control items to
ensure their proper use.

(3) Maintain items to prevent their
damage, loss, or deterioration.

(4) Calibrate and maintain equipment
used for process monitoring or data
collection.
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(f) Criterion 6—Performance/Design.

(1) Design items and processes using
sound engineering/scientific principles
and appropriate standards.

(2) Incorporate applicable
requirements and design bases in design
work and design changes.

(3) Identify and control design
interfaces.

(4) Verify or validate the adequacy of
design products using individuals or
groups other than those who performed
the work.

(5) Verify or validate work before
approval and implementation of the
design.

(g) Criterion 7—Performance/
Procurement.

(1) Procure items and services that
meet established requirements and
perform as specified.

(2) Evaluate and select prospective
suppliers on the basis of specified
criteria.

(3) Establish and implement processes
to ensure that approved suppliers
continue to provide acceptable items
and services.

(h) Criterion 8—Performance/
Inspection and Acceptance Testing.

(1) Inspect and test specified items,
services, and processes using
established acceptance and performance
criteria.

(2) Calibrate and maintain equipment
used for inspections and tests.

(i) Criterion 9—Assessment/
Management Assessment. Ensure
managers assess their management
processes and identify and correct
problems that hinder the organization
from achieving its objectives.

(j) Criterion 10—Assessment/
Independent Assessment.

(1) Plan and conduct independent
assessments to measure item and service
quality, to measure the adequacy of
work performance, and to promote
improvement.

(2) Establish sufficient authority, and
freedom from line management, for the
group performing independent
assessments.

(3) Ensure persons who perform
independent assessments are
technically qualified and knowledgeable
in the areas to be assessed.

Subpart B—Safety Basis Requirements

§830.200 Scope.

This Subpart establishes safety basis
requirements for hazard category 1, 2,
and 3 DOE nuclear facilities.

§830.201 Performance of work.

A contractor must perform work in
accordance with the safety basis for a
hazard category 1, 2, or 3 DOE nuclear

facility and, in particular, with the
hazard controls that ensure adequate
protection of workers, the public, and
the environment.

§830.202 Safety basis.

(a) The contractor responsible for a
hazard category 1, 2, or 3 DOE nuclear
facility must establish and maintain the
safety basis for the facility.

(b) In establishing the safety basis for
a hazard category 1, 2, or 3 DOE nuclear
facility, the contractor responsible for
the facility must:

(1) Define the scope of the work to be
performed;

(2) Identify and analyze the hazards
associated with the work;

(3) Categorize the facility consistent
with DOE-STD-1027-92 (‘‘Hazard
Categorization and Accident Analysis
Techniques for compliance with DOE
Order 5480.23, Nuclear Safety Analysis
Reports,” Change Notice 1, September
1997);

(4) Prepare a documented safety
analysis for the facility; and (5)
Establish the hazard controls upon
which the contractor will rely to ensure
adequate protection of workers, the
public, and the environment.

(c) In maintaining the safety basis for
a hazard category 1, 2, or 3 DOE nuclear
facility, the contractor responsible for
the facility must:

(1) Update the safety basis to keep it
current and to reflect changes in the
facility, the work and the hazards as
they are analyzed in the documented
safety analysis;

(2) Annually submit to DOE either the
updated documented safety analysis for
approval or a letter stating that there
have been no changes in the
documented safety analysis since the
prior submission; and

(3) Incorporate in the safety basis any
changes, conditions, or hazard controls
directed by DOE.

§830.203 Unreviewed safety question
process.

(a) The contractor responsible for a
hazard category 1, 2, or 3 DOE nuclear
facility must establish, implement, and
take actions consistent with a USQ
process that meets the requirements of
this section.

(b) The contractor responsible for a
hazard category 1, 2, or 3 DOE existing
nuclear facility must submit for DOE
approval a procedure for its USQ
process by April 10, 2001. Pending DOE
approval of the USQ procedure, the
contractor must continue to use its
existing USQ procedure. If the existing
procedure already meets the
requirements of this section, the
contractor must notify DOE by April 10,

2001 and request that DOE issue an
approval of the existing procedure.

(c) The contractor responsible for a
hazard category 1, 2, or 3 DOE new
nuclear facility must submit for DOE
approval a procedure for its USQ
process on a schedule that allows DOE
approval in a safety evaluation report
issued pursuant to section 207(d) of this
Part.

(d) The contractor responsible for a
hazard category 1, 2, or 3 DOE nuclear
facility must implement the DOE-
approved USQ procedure in situations
where there is a:

(1) Temporary or permanent change
in the facility as described in the
existing documented safety analysis;

(2) Temporary or permanent change
in the procedures as described in the
existing documented safety analysis;

(3) Test or experiment not described
in the existing documented safety
analysis; or (4) Potential inadequacy of
the documented safety analysis because
the analysis potentially may not be
bounding or may be otherwise
inadequate.

(e) A contractor responsible for a
hazard category 1, 2, or 3 DOE nuclear
facility must obtain DOE approval prior
to taking any action determined to
involve a USQ.

(f) The contractor responsible for a
hazard category 1, 2, or 3 DOE nuclear
facility must annually submit to DOE a
summary of the USQ determinations
performed since the prior submission.

(g) If a contractor responsible for a
hazard category 1, 2, or 3 DOE nuclear
facility discovers or is made aware of a
potential inadequacy of the documented
safety analysis, it must:

(1) Take action, as appropriate, to
place or maintain the facility in a safe
condition until an evaluation of the
safety of the situation is completed;

(2) Notify DOE of the situation;

(3) Perform a USQ determination and
notify DOE promptly of the results; and
(4) Submit the evaluation of the safety
of the situation to DOE prior to
removing any operational restrictions
initiated to meet paragraph (g)(1) of this
section.

§830.204 Documented safety analysis.

(a) The contractor responsible for a
hazard category 1, 2, or 3 DOE nuclear
facility must obtain approval from DOE
for the methodology used to prepare the
documented safety analysis for the
facility unless the contractor uses a
methodology set forth in Table 2 of
Appendix A to this Part.

(b) The documented safety analysis
for a hazard category 1, 2, or 3 DOE
nuclear facility must, as appropriate for
the complexities and hazards associated
with the facility:
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(1) Describe the facility (including the
design of safety structures, systems and
components) and the work to be
performed;

(2) Provide a systematic identification
of both natural and man-made hazards
associated with the facility;

(3) Evaluate normal, abnormal, and
accident conditions, including
consideration of natural and man-made
external events, identification of energy
sources or processes that might
contribute to the generation or
uncontrolled release of radioactive and
other hazardous materials, and
consideration of the need for analysis of
accidents which may be beyond the
design basis of the facility;

(4) Derive the hazard controls
necessary to ensure adequate protection
of workers, the public, and the
environment, demonstrate the adequacy
of these controls to eliminate, limit, or
mitigate identified hazards, and define
the process for maintaining the hazard
controls current at all times and
controlling their use;

(5) Define the characteristics of the
safety management programs necessary
to ensure the safe operation of the
facility, including (where applicable)
quality assurance, procedures,
maintenance, personnel training,
conduct of operations, emergency
preparedness, fire protection, waste
management, and radiation protection;
and

(6) With respect to a nonreactor
nuclear facility with fissionable material
in a form and amount sufficient to pose
a potential for criticality, define a
criticality safety program that:

(i) Ensures that operations with
fissionable material remain subcritical
under all normal and credible abnormal
conditions,

(ii) Identifies applicable nuclear
criticality safety standards, and

(iii) Describes how the program meets
applicable nuclear criticality safety
standards.

§830.205 Technical safety requirements.

(a) A contractor responsible for a
hazard category 1, 2, or 3 DOE nuclear
facility must:

(1) Develop technical safety
requirements that are derived from the
documented safety analysis;

(2) Prior to use, obtain DOE approval
of technical safety requirements and any
change to technical safety requirements;
and

(3) Notify DOE of any violation of a
technical safety requirement.

(b) A contractor may take emergency
actions that depart from an approved
technical safety requirement when no
actions consistent with the technical

safety requirement are immediately
apparent, and when these actions are
needed to protect workers, the public or
the environment from imminent and
significant harm. Such actions must be
approved by a certified operator for a
reactor or by a person in authority as
designated in the technical safety
requirements for nonreactor nuclear
facilities. The contractor must report the
emergency actions to DOE as soon as
practicable.

(c) A contractor for an environmental
restoration activity may follow the
provisions of 29 CFR 1910.120 or
1926.65 to develop the appropriate
hazard controls (rather than the
provisions for technical safety
requirements in paragraph (a) of this
section), provided the activity involves
either:

(1) Work not done within a permanent
structure, or

(2) The decommissioning of a facility
with only low-level residual fixed
radioactivity.

§830.206 Preliminary documented safety
analysis.

If construction begins after December
11, 2000, the contractor responsible for
a hazard category 1, 2, or 3 new DOE
nuclear facility or a major modification
to a hazard category 1, 2, or 3 DOE
nuclear facility must:

(a) Prepare a preliminary documented
safety analysis for the facility, and

(b) Obtain DOE approval of:

(1) The nuclear safety design criteria
to be used in preparing the preliminary
documented safety analysis unless the
contractor uses the design criteria in
DOE Order 420.1, Facility Safety; and

(2) The preliminary documented
safety analysis before the contractor can
procure materials or components or
begin construction; provided that DOE
may authorize the contractor to perform
limited procurement and construction
activities without approval of a
preliminary documented safety analysis
if DOE determines that the activities are
not detrimental to public health and
safety and are in the best interests of
DOE.

§830.207 DOE approval of safety basis.

(a) By April 10, 2003, a contractor
responsible for a hazard category 1, 2, or
3 existing DOE nuclear facility must
submit for DOE approval a safety basis
that meets the requirements of this
Subpart.

(b) Pending issuance of a safety
evaluation report in which DOE
approves a safety basis for a hazard
category 1, 2, or 3 existing DOE nuclear
facility, the contractor responsible for
the facility must continue to perform

work in accordance with the safety basis
for the facility in effect on October 10,
2000, or as approved by DOE at a later
date, and maintain the existing safety
basis consistent with the requirements
of this Subpart.

(c) If the safety basis for a hazard
category 1, 2, or 3 existing DOE nuclear
facility already meets the requirements
of this Subpart and reflects the current
work and hazards associated with the
facility, the contractor responsible for
the facility must, by April 9, 2001,
notify DOE, document the adequacy of
the existing safety basis and request
DOE to issue a safety evaluation report
that approves the existing safety basis.
If DOE does not issue a safety evaluation
report by October 10, 2001, the
contractor must submit a safety basis
pursuant to paragraph (a) of this section.

(d) With respect to a hazard category
1, 2, or 3 new DOE nuclear facility or
a major modification to a hazard
category 1, 2, or 3 DOE nuclear facility,
a contractor may not begin operation of
the facility or modification prior to the
issuance of a safety evaluation report in
which DOE approves the safety basis for
the facility or modification.

Appendix A to Subpart B to Part 830—
General Statement of Safety Basis
Policy

A. Introduction

This appendix describes DOE’s
expectations for the safety basis requirements
of 10 CFR Part 830, acceptable methods for
implementing these requirements, and
criteria DOE will use to evaluate compliance
with these requirements. This Appendix does
not create any new requirements and should
be used consistently with DOE Policy
450.2A, “Identifying, Implementing and
Complying with Environment, Safety and
Health Requirements’” (May 15, 1996).

B. Purpose

1. The safety basis requirements of Part 830
require the contractor responsible for a DOE
nuclear facility to analyze the facility, the
work to be performed, and the associated
hazards and to identify the conditions, safe
boundaries, and hazard controls necessary to
protect workers, the public and the
environment from adverse consequences.
These analyses and hazard controls
constitute the safety basis upon which the
contractor and DOE rely to conclude that the
facility can be operated safely. Performing
work consistent with the safety basis
provides reasonable assurance of adequate
protection of workers, the public, and the
environment.

2. The safety basis requirements are
intended to further the objective of making
safety an integral part of how work is
performed throughout the DOE complex.
Developing a thorough understanding of a
nuclear facility, the work to be performed,
the associated hazards and the needed hazard
controls is essential to integrating safety into
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management and work at all levels.
Performing work in accordance with the
safety basis for a nuclear facility is the
realization of that objective.

C. Scope

1. A contractor must establish and
maintain a safety basis for a hazard category
1, 2, or 3 DOE nuclear facility because these

facilities have the potential for significant
radiological consequences. DOE-STD-1027—
92 (“Hazard Categorization and Accident
Analysis Techniques for compliance with
DOE Order 5480.23, Nuclear Safety Analysis
Reports,” Change Notice 1, September 1997)
sets forth the methodology for categorizing a
DOE nuclear facility (see Table 1). The
hazard categorization must be based on an

TABLE 1

inventory of all radioactive materials within
a nuclear facility.

2. Unlike the quality assurance
requirements of Part 830 that apply to all
DOE nuclear facilities (including radiological
facilities), the safety basis requirements only
apply to hazard category 1, 2, and 3 nuclear
facilities and do not apply to nuclear
facilities below hazard category 3.

A DOE nuclear facility categorized

Has the potential for * * *

Hazard category 1
Hazard category 2 ...
Hazard category 3 ...

Below category 3 ......ccovveiiiiniieeecec e

Significant off-site consequences.

Significant on-site consequences beyond localized consequences.

Only local significant consequences.

Only consequences less than those that provide a basis for categoriza-
tion as a hazard category 1, 2, or 3 nuclear facility.

D. Integrated Safety Management

1. The safety basis requirements are
consistent with integrated safety
management. DOE expects that, if a
contractor complies with the Department of
Energy Acquisition Regulation (DEAR) clause
on integration of environment, safety, and
health into work planning and execution (48
CFR 970.5223-1, Integration of Environment,
Safety and Health into Work Planning and
Execution) and the DEAR clause on laws,
regulations, and DOE directives (48 CFR
970.5204-2, Laws, Regulations and DOE
Directives), the contractor will have
established the foundation to meet the safety
basis requirements.

2. The processes embedded in a safety
management system should lead to a
contractor establishing adequate safety bases
and safety management programs that will
meet the safety basis requirements of this
Subpart. Consequently, the DOE expects if a
contractor has adequately implemented
integrated safety management, few additional
requirements will stem from this Subpart
and, in such cases, the existing safety basis
prepared in accordance with integrated safety
management provisions, including existing
DOE safety requirements in contracts, should
meet the requirements of this Subpart.

3. DOE does not expect there to be any
conflict between contractual requirements
and regulatory requirements. In fact, DOE
expects that contract provisions will be used
to provide more detail on implementation of
safety basis requirements such as preparing
a documented safety analysis, developing
technical safety requirements, and
implementing a USQ process.

E. Enforcement of Safety Basis Requirements

1. Enforcement of the safety basis
requirements will be performance oriented.
That is, DOE will focus its enforcement
efforts on whether a contractor operates a
nuclear facility consistent with the safety
basis for the facility and, in particular,
whether work is performed in accordance
with the safety basis.

2. As part of the approval process, DOE
will review the content and quality of the
safety basis documentation. DOE intends to
use the approval process to assess the
adequacy of a safety basis developed by a
contractor to ensure that workers, the public,
and the environment are provided reasonable
assurance of adequate protection from
identified hazards. Once approved by DOE,
the safety basis documentation will not be
subject to regulatory enforcement actions
unless DOE determines that the information
which supports the documentation is not
complete and accurate in all material
respects, as required by 10 CFR 820.11. This
is consistent with the DOE enforcement
provisions and policy in 10 CFR Part 820.

3. DOE does not intend the adoption of the
safety basis requirements to affect the
existing quality assurance requirements or
the existing obligation of contractors to
comply with the quality assurance
requirements. In particular, in conjunction
with the adoption of the safety basis
requirements, DOE revised the language in 10
CFR 830.122(e)(1) to make clear that hazard
controls are part of the work processes to
which a contractor and other persons must
adhere when performing work. This
obligation to perform work consistent with
hazard controls adopted to meet regulatory or
contract requirements existed prior to the
adoption of the safety basis requirements and
is both consistent with and independent of
the safety basis requirements.

4. A documented safety analysis must
address all hazards (that is, both radiological
and nonradiological hazards) and the
controls necessary to provide adequate
protection to the public, workers, and the
environment from these hazards. Section
234A of the Atomic Energy Act, however,
only authorizes DOE to issue civil penalties
for violations of requirements related to
nuclear safety. Therefore, DOE will impose
civil penalties for violations of the safety
basis requirements (including hazard
controls) only if they are related to nuclear
safety.

F. Documented Safety Analysis

1. A documented safety analysis must
demonstrate the extent to which a nuclear
facility can be operated safely with respect to
workers, the public, and the environment.

2. DOE expects a contractor to use a graded
approach to develop a documented safety
analysis and describe how the graded
approach was applied. The level of detail,
analysis, and documentation will reflect the
complexity and hazard associated with a
particular facility. Thus, the documented
safety analysis for a simple, low hazard
facility may be relatively short and
qualitative in nature, while the documented
safety analysis for a complex, high hazard
facility may be quite elaborate and more
quantitative. DOE will work with its
contractors to ensure a documented safety
analysis is appropriate for the facility for
which it is being developed.

3. Because DOE has ultimate responsibility
for the safety of its facilities, DOE will review
each documented safety analysis to
determine whether the rigor and detail of the
documented safety analysis are appropriate
for the complexity and hazards expected at
the nuclear facility. In particular, DOE will
evaluate the documented safety analysis by
considering the extent to which the
documented safety analysis (1) satisfies the
provisions of the methodology used to
prepare the documented safety analysis and
(2) adequately addresses the criteria set forth
in 10 CFR 830.204(b). DOE will prepare a
Safety Evaluation Report to document the
results of its review of the documented safety
analysis. A documented safety analysis must
contain any conditions or changes required
by DOE.

4. In most cases, the contract will provide
the framework for specifying the
methodology and schedule for developing a
documented safety analysis. Table 2 sets
forth acceptable methodologies for preparing
a documented safety analysis.
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TABLE 2

The contractor responsible for * * *

May prepare its documented safety analyses by * * *

(1) A DOE reactor

(2) A DOE nonreactor nuclear facility

(3) A DOE nuclear facility with a limited operational life

(4) The deactivation or the transition surveillance and maintenance of a
DOE nuclear facility.

(5) The decommissioning of a DOE nuclear facility

(6) A DOE environmental restoration activity that involves either work
not done within a permanent structure or the decommissioning of a
facility with only low-level residual fixed radioactivity.

(7) A DOE nuclear explosive facility and the nuclear explosive oper-
ations conducted therein.

(8) A DOE hazard category 3 nonreactor nuclear facility

(9) Transportation activities

(10) Transportation and onsite transfer of nuclear explosives, nuclear
components, Navel nuclear fuel elements, Category | and Category I
special nuclear materials, special assemblies, and other materials of
national security.

Using the method in U.S. Nuclear Regulatory Commission Regulatory
Guide 1.70, Standard Format and Content of Safety Analysis Re-
ports for Nuclear Power Plants, or successor document.

Using the method in DOE-STD-3009, Change Notice No. 1, January
2000, Preparation Guide for U.S. Department of Energy Nonreactor
Nuclear Facility Safety Analysis Reports, July 1994, or successor
document.

Using the method in either:

(1) DOE-STD-3009-, Change Notice No. 1, January 2000, or suc-
cessor document, or

(2) DOE-STD-3011-94, Guidance for Preparation of DOE 5480.22
(TSR) and DOE 5480.23 (SAR) Implementation Plans, November
1994, or successor document.

Using the method in either:

(1) DOE-STD-3009, Change Notice No. 1, January 2000, or successor
document, or

(2) DOE-STD-3011-94 or successor document.

(1) Using the method in DOE-STD-1120-98, Integration of Environ-
ment, Safety, and Health into Facility Disposition Activities, May
1998, or successor document;

(2) Using the provisions in 29 CFR 1910.120 (or 29 CFR 1926.65 for
construction activities) for developing Safety and Health Programs,
Work Plans, Health and Safety Plans, and Emergency Response
Plans to address public safety, as well as worker safety; and

(3) Deriving hazard controls based on the Safety and Health Programs,
the Work Plans, the Health and Safety Plans, and the Emergency
Response Plans.

(1) Using the method in DOE-STD-1120-98 or successor document,
and

(2) Using the provisions in 29 CFR 1910.120 (or 29 CFR 1926.65 for
construction activities) for developing a Safety and Health Program
and a site-specific Health and Safety Plan (including elements for
Emergency Response Plans, conduct of operations, training and
qualifications, and maintenance management).

Developing its documented safety analysis in two pieces:

(1) A Safety Analysis Report for the nuclear facility that considers the
generic nuclear explosive operations and is prepared in accordance
with DOE-STD-3009, Change Notice No. 1, January 2000, or suc-
cessor document, and

(2) A Hazard Analysis Report for the specific nuclear explosive oper-
ations prepared in accordance with DOE-STD-3016-99, Hazards
Analysis Reports for Nuclear Explosive Operations, February 1999,
or successor document.

Using the methods in Chapters 2, 3, 4, and 5 of DOE-STD-3009,
Change Notice No. 1, January 2000, or successor document to ad-
dress in a simplified fashion:

(1) The basic description of the facility/activity and its operations, in-
cluding safety structures, systems, and components;

(2) A qualitative hazards analysis; and

(3) The hazard controls (consisting primarily of inventory limits and
safety management programs) and their bases.

(1) Preparing a Safety Analysis Report for Packaging in accordance
with DOE-O-460.1A, Packaging and Transportation Safety, October
2, 1996, or successor document and

(2) Preparing a Transportation Safety Document in accordance with
DOE-G-460.1-1, Implementation Guide for Use with DOE O 460.1A,
Packaging and Transportation Safety, June 5, 1997, or successor
document.

(1) Preparing a Safety Analysis Report for Packaging in accordance
with DOE-O-461.1, Packaging and Transportation of Materials of
National Security Interest, September 29, 2000, or successor docu-
ment and

(2) Preparing a Transportation Safety Document in accordance with
DOE-M-461.1-1, Packaging and Transfer of Materials of National
Security Interest Manual, September 29, 2000, or successor docu-
ment.

5. Table 2 refers to specific types of nuclear
facilities. These references are not intended
to constitute an exhaustive list of the specific

types of nuclear facilities. Part 830 defines
nuclear facility broadly to include all those
facilities, activities, or operations that

involve, or will involve, radioactive and/or
fissionable materials in such form and
quantity that a nuclear or a nuclear explosive
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hazard potentially exists to the employees or
the general public, and to include any related
area, structure, facility, or activity to the
extent necessary to ensure proper

implementation of the requirements
established by Part 830. The only exceptions

are those facilities specifically excluded such

as accelerators. Table 3 defines the specific

TABLE 3

nuclear facilities referenced in Table 2 that
are not defined in 10 CFR 830.3

For purposes of Table 2, * * *

means * * *

(1) Deactivation

(2) Decontamination

(3) Decommissioning

(4) Environmental restoration activities

(5) Generic nuclear explosive operation

(6) Nuclear explosive facility

(7) Nuclear explosive operation

(8) Nuclear facility with a limited operational life

(9) Specific nuclear explosive operation

(10) Transition surveillance and maintenance activities

an unsafe state

The process of placing a facility in a stable and known condition, in-
cluding the removal of hazardous and radioactive materials

The removal or reduction of residual radioactive and hazardous mate-
rials by mechanical, chemical, or other techniques to achieve a stat-
ed objective or end condition

Those actions taking place after deactivation of a nuclear facility to re-
tire it from service and includes surveillance and maintenance, de-
contamination, and/or dismantlement.

The process by which contaminated sites and facilities are identified
and characterized and by which existing contamination is contained,
or removed and disposed

A characterization that considers the collective attributes (such as spe-
cial facility system requirements, physical weapon characteristics, or
quantities and chemical/physical forms of hazardous materials) for all
projected nuclear explosive operations to be conducted at a facility

A nuclear facility at which nuclear operations and activities involving a
nuclear explosive may be conducted

Any activity involving a nuclear explosive, including activities in which
main-charge, high-explosive parts and pits are collocated.

A nuclear facility for which there is a short remaining operational period
before ending the facility’s mission and initiating deactivation and de-
commissioning and for which there are no intended additional mis-
sions other than cleanup

A specific nuclear explosive subjected to the stipulated steps of an in-
dividual operation, such as assembly or disassembly

Activities conducted when a facility is not operating or during deactiva-
tion, decontamination, and decommissioning operations when sur-
veillance and maintenance are the predominant activities being con-
ducted at the facility. These activities are necessary for satisfactory
containment of hazardous materials and protection of workers, the
public, and the environment. These activities include providing peri-
odic inspections, maintenance of structures, systems, and compo-
nents, and actions to prevent the alteration of hazardous materials to

6. If construction begins after December 11,
2000, the contractor responsible for the
design and construction of a new DOE
nuclear facility or a major modification to an
existing DOE nuclear facility must prepare a
preliminary documented safety analysis. A
preliminary documented safety analysis can
ensure that substantial costs and time are not
wasted in constructing a nuclear facility that
will not be acceptable to DOE. If a contractor
is required to prepare a preliminary
documented safety analysis, the contractor
must obtain DOE approval of the preliminary
documented safety analysis prior to
procuring materials or components or
beginning construction. DOE, however, may
authorize the contractor to perform limited
procurement and construction activities
without approval of a preliminary
documented safety analysis if DOE
determines that the activities are not
detrimental to public health and safety and
are in the best interests of DOE. DOE Order
420.1, Facility Safety, sets forth acceptable
nuclear safety design criteria for use in
preparing a preliminary documented safety
analysis. As a general matter, DOE does not
expect preliminary documented safety
analyses to be needed for activities that do
not involve significant construction such as

environmental restoration activities,
decontamination and decommissioning
activities, specific nuclear explosive
operations, or transition surveillance and
maintenance activities.

G. Hazard Controls

1. Hazard controls are measures to
eliminate, limit, or mitigate hazards to
workers, the public, or the environment.
They include (1) physical, design, structural,
and engineering features; (2) safety
structures, systems, and components; (3)
safety management programs; (4) technical
safety requirements; and (5) other controls
necessary to provide adequate protection
from hazards.

2. The types and specific characteristics of
the safety management programs necessary
for a DOE nuclear facility will be dependent
on the complexity and hazards associated
with the nuclear facility and the work being
performed. In most cases, however, a
contractor should consider safety
management programs covering topics such
as quality assurance, procedures,
maintenance, personnel training, conduct of
operations, criticality safety, emergency
preparedness, fire protection, waste
management, and radiation protection. In
general, DOE Orders set forth DOE’s

expectations concerning specific topics. For
example, DOE Order 420.1 provides DOE’s
expectations with respect to fire protection
and criticality safety.

3. Safety structures, systems, and
components require formal definition of
minimum acceptable performance in the
documented safety analysis. This is
accomplished by first defining a safety
function, then describing the structure,
systems, and components, placing functional
requirements on those portions of the
structures, systems, and components
required for the safety function, and
identifying performance criteria that will
ensure functional requirements are met.
Technical safety requirements are developed
to ensure the operability of the safety
structures, systems, and components and
define actions to be taken if a safety
structure, system, or component is not
operable.

4. Technical safety requirements establish
limits, controls, and related actions necessary
for the safe operation of a nuclear facility.
The exact form and contents of technical
safety requirements will depend on the
circumstances of a particular nuclear facility
as defined in the documented safety analysis
for the nuclear facility. As appropriate,
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technical safety requirements may have
sections on (1) safety limits, (2) operating
limits, (3) surveillance requirements, (4)
administrative controls, (5) use and
application, and (6) design features. It may
also have an appendix on the bases for the
limits and requirements. DOE Guide 423.X,
Implementation Guide for Use in Developing
Technical Safety Requirements (TSRs)
provides a complete description of what

technical safety requirements should contain
and how they should be developed and
maintained.

technical safety requirements as part of
preparing the safety evaluation report and
reviewing updates to the safety basis. As with
all hazard controls, technical safety
requirements must be kept current and reflect
changes in the facility, the work and the

hazards as they are analyzed in the
documented safety analysis. In addition, DOE
expects a contractor to maintain technical
safety requirements, and other hazard
controls as appropriate, as controlled
documents with an authorized users list.

6. Table 4 sets forth DOE’s expectations
concerning acceptable technical safety
requirements.

5. DOE will examine and approve the

TABLE 4

As appropriate for a particular DOE nuclear fa-
cility, the section of the technical safety require-
ments on * * *

Will provide information on * * *

(1) Safety lIMitS ......oceviurieiiiiieeiee e

(2) Operating limits

(3) Limiting control settings

(4) Limiting conditions for operations

(5) Surveillance requirements .........ccc.cceveereneene

(6) Administrative controls

(7) Use and application provisions

(8) Design features

The limits on process variables associated with those safety class physical barriers, generally
passive, that are necessary for the intended facility function and that are required to guard
against the uncontrolled release of radioactive materials. The safety limit section describes,
as precisely as possible, the parameters being limited, states the limit in measurable units
(pressure, temperature, flow, etc.), and indicates the applicability of the limit. The safety limit
section also describes the actions to be taken in the event that the safety limit is exceeded.
These actions should first place the facility in the safe, stable condition attainable, including
total shutdown (except where such action might reduce the margin of safety) or should
verify that the facility already is safe and stable and will remain so. The technical safety re-
quirement should state that the contractor must obtain DOE authorization to restart the nu-
clear facility following a violation of a safety limit. The safety limit section also establishes
the steps and time limits to correct the out-of-specification condition.

Those limits which are required to ensure the safe operation of a nuclear facility. The oper-
ating limits section may include subsections on limiting control settings and limiting condi-
tions for operation.

The settings on safety systems that control process variables to prevent exceeding a safety
limit. The limited control settings section normally contains the settings for automatic alarms
and for the automatic or nonautomatic initiation of protective actions related to those vari-
ables associated with the function of safety class structures, systems, or components if the
safety analysis shows that they are relied upon to mitigate or prevent an accident. The lim-
ited control settings section also identifies the protective actions to be taken at the specific
settings chosen in order to correct a situation automatically or manually such that the related
safety limit is not exceeded. Protective actions may include maintaining the variables within
the requirements and repairing the automatic device promptly or shutting down the affected
part of the process and, if required, the entire facility.

The limits that represent the lowest functional capability or performance level of safety struc-
tures, systems, and components required to perform an activity safely. The limiting condi-
tions for operation section describes, as precisely as possible, the lowest functional capa-
bility or performance level of equipment required for continued safe operation of the facility.
The limiting conditions for operation section also states the action to be taken to address a
condition not meeting the limiting conditions for operation section. Normally this simply pro-
vides for the adverse condition being corrected in a certain time frame and for further action
if this is impossible.

Requirements relating to test, calibration, or inspection to assure that the necessary operability
and quality of safety structures, systems, and components is maintained; that facility oper-
ation is within safety limits; and that limiting control settings and limiting conditions for oper-
ation are met. If a required surveillance is not successfully completed, the contractor is ex-
pected to assume the systems or components involved are inoperable and take the actions
defined by the technical safety requirement until the systems or components can be shown
to be operable. If, however, a required surveillance is not performed within its required fre-
quency, the contractor is allowed to perform the surveillance within 24 hours or the original
frequency, whichever is smaller, and confirm operability.

Organization and management, procedures, recordkeeping, assessment, and reporting nec-
essary to ensure safe operation of a facility consistent with the technical safety requirement.
In general, the administrative controls section addresses (1) the requirements associated
with administrative controls, (including those for reporting violations of the technical safety
requirement); (2) the staffing requirements for facility positions important to safe conduct of
the facility; and (3) the commitments to the safety management programs identified in the
documented safety analysis as necessary components of the safety basis for the facility.

The basic instructions for applying the safety restrictions contained in a technical safety re-
quirement. The use and application section includes definitions of terms, operating modes,
logical connectors, completion times, and frequency notations.

Design features of the facility that, if altered or modified, would have a significant effect on
safe operation.
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TABLE 4—Continued

As appropriate for a particular DOE nuclear fa-
cility, the section of the technical safety require-
ments on * * *

Will provide information on * * *

(9) Bases appendix

The reasons for the safety limits, operating limits, and associated surveillance requirements in
the technical safety requirements. The statements for each limit or requirement shows how
the numeric value, the condition, or the surveillance fulfills the purpose derived from the
safety documentation. The primary purpose for describing the basis of each limit or require-
ment is to ensure that any future changes to the limit or requirement is done with full knowl-
edge of the original intent or purpose of the limit or requirement.

H. Unreviewed Safety Questions

1. The USQ process is an important tool to
evaluate whether changes affect the safety
basis. A contractor must use the USQ process
to ensure that the safety basis for a DOE
nuclear facility is not undermined by
changes in the facility, the work performed,
the associated hazards, or other factors that
support the adequacy of the safety basis.

2. The USQ process permits a contractor to
make physical and procedural changes to a
nuclear facility and to conduct tests and
experiments without prior approval,
provided these changes do not cause a USQ.
The USQ process provides a contractor with
the flexibility needed to conduct day-to-day
operations by requiring only those changes
and tests with a potential to impact the safety
basis (and therefore the safety of the nuclear
facility) be approved by DOE. This allows
DOE to focus its review on those changes
significant to safety. The USQ process helps
keep the safety basis current by ensuring
appropriate review of and response to
situations that might adversely affect the
safety basis.

3. DOE Guide 424.X, Implementation
Guide for Addressing Unreviewed Safety
Question (USQ) Requirements, provides
DOE’s expectations for a USQ process. The
contractor must obtain DOE approval of its
procedure used to implement the USQ
process.

I. Functions and Responsibilities

1. The DOE Management Official for a DOE
nuclear facility (that is, the Assistant
Secretary, the Assistant Administrator, or the
Office Director who is primarily responsible
for the management of the facility) has
primary responsibility within DOE for
ensuring that the safety basis for the facility
is adequate and complies with the safety
basis requirements of Part 830. The DOE
Management Official is responsible for
ensuring the timely and proper (1) review of
all safety basis documents submitted to DOE
and (2) preparation of a safety evaluation
report concerning the safety basis for a
facility.

2. DOE will maintain a public list on the
internet that provides the status of the safety
basis for each hazard category 1, 2, or 3 DOE
nuclear facility and, to the extent practicable,
provides information on how to obtain a
copy of the safety basis and related
documents for a facility.

[FR Doc. 01-608 Filed 1-9-01; 8:45 am]
BILLING CODE 6450-01—P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-CE-81-AD; Amendment
39-12068; AD 2000-26-18]

RIN 2120-AA64

Airworthiness Directives; Stemme
GmbH & Co. KG Models S10 and S10-
V Sailplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that
applies to certain Stemme GmbH & Co.
KG (Stemme) Models S10 and S10-V
sailplanes. This AD requires you to
replace the eyebolts on the airbrake,
inspect the airbrake sheets for proper
clearance and adjust as necessary, and
inspect for damage to the landing gear
doors and replace any damaged parts.
This AD is the result of mandatory
continuing airworthiness information
(MCAI) issued by the airworthiness
authority for Germany. The actions
specified by this AD are intended to
prevent aerodynamic flutter of the
upper covering straps on the airbrake
cover caused by the current design
airbrake eyebolts, which could result in
damage to the airbrake system and
landing gear doors. Continued operation
with such damaged components could
result in loss of control of the sailplane.

DATES: This AD becomes effective on
February 2, 2001.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in the
regulation as of February 2, 2001.

The Federal Aviation Administration
(FAA) must receive any comments on
this rule on or before February 15, 2001.
ADDRESSES: Submit comments in
triplicate to FAA, Central Region, Office
of the Regional Counsel, Attention:
Rules Docket No. 2000-CE-81-AD, 901

Locust, Room 506, Kansas City,
Missouri 64106.

You may get the service information
referenced in this AD from Stemme
GmbH & Co. KG, Gustav-Meyer-Allee
25, D-13355 Berlin, Germany;
telephone: 49.33.41.31.11.70; facsimile:
49.33.41.31.11.73. You may examine
this information at FAA, Central Region,
Office of the Regional Counsel,
Attention: Rules Docket No. 2000-CE—~
81-AD, 901 Locust, Room 506, Kansas
City, Missouri 64106; or at the Office of
the Federal Register, 800 North Capitol
Street, NW, suite 700, Washington, DC.

FOR FURTHER INFORMATION CONTACT: Mr.
Mike Kiesov, Aerospace Engineer, FAA,
Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329—4144; facsimile:
(816) 329-4090.

SUPPLEMENTARY INFORMATION:
Discussion
What Events Have Caused This AD?

The Luftfahrt-Bundesamt (LBA),
which is the airworthiness authority for
Germany, recently notified FAA that an
unsafe condition may exist on certain
Stemme Model S10 and S10-V
sailplanes. The LBA reports that the
current design airbrake eyebolts could
cause aerodynamic flutter of the upper
airbrake straps at high airspeeds. This
can cause damage to the airbrake
system.

One reported occurrence resulted in
flutter of the upper covering straps on
the airbrake cover, which resulted in an
uncommanded yawing condition and
separation of the landing gear door from
the sailplane. This caused damage to the
horizontal stabilizer.

What Are the Consequences If the
Condition Is Not Corrected?

This condition, if not corrected, could
result in aerodynamic flutter of the
upper covering straps on the airbrake
cover and damage to the airbrake system
and landing gear doors. Continued
operation with such damaged
components could result in loss of
control of the sailplane.
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Is There Service Information That
Applies to This Subject?

Stemme has issued Service Bulletin
No. A31-10-055 (pages 5 through 8
English translation), dated October 9,
2000. This service bulletin includes
procedures for:

—Replacing the eyebolts on the
airbrake;

—Inspecting the airbrake sheets for
proper clearance and adjusting, as
necessary; and

—inspecting for damage to the landing
gear doors and replacing any damaged
parts.

What Action Did LBA Take?

The LBA classified this service
bulletin as mandatory and issued
German AD 2000-369, effective
November 30, 2000, in order to assure
the continued airworthiness of these
sailplanes in Germany.

Was This in Accordance With the
Bilateral Airworthiness Agreement?

These sailplane models are
manufactured in Germany and are type
certificated for operation in the United
States under the provisions of § 21.29 of
the Federal Aviation Regulations (14
CFR 21.29) and the applicable bilateral
airworthiness agreement.

Pursuant to this bilateral
airworthiness agreement, LBA has kept
FAA informed of the situation described
above.

The FAA’s Determination and an
Explanation of the Provisions of This
AD

What Has FAA Decided?

The FAA has examined the findings
of LBA; reviewed all available
information, including the service
information referenced above; and
determined that:

—The unsafe condition referenced in
this document exists or could develop
on other Stemme Models S10 and
S10-V sailplanes of the same type
design;

—The actions specified in the
previously-referenced service
information (as specified in this AD)
should be accomplished on the
affected sailplanes; and

—AD action should be taken in order to
correct this unsafe condition.

What Does This AD Require?

This AD requires you to accomplish
the actions previously specified in
accordance with Stemme Service
Bulletin No. A31-10-055 (pages 5
through 8 English translation), dated
October 9, 2000.

Will I Have the Opportunity To
Comment Prior to the Issuance of the
Rule?

Because the unsafe condition
described in this document could result
in airbrake system failure with possible
loss of control of the sailplane, FAA
finds that notice and opportunity for
public prior comment are impracticable.
Therefore, good cause exists for making
this amendment effective in less than 30
days.

Comments Invited

How Do I Comment on This AD?

Although this action is in the form of
a final rule and was not preceded by
notice and opportunity for public
comment, we invite your comments on
the rule. You may submit whatever
written data, views, or arguments you
choose. You need to include the rule’s
docket number and submit your
comments in triplicate to the address
specified under the caption ADDRESSES.
We will consider all comments received
on or before the closing date specified
above. We may amend this rule in light
of comments received. Factual
information that supports your ideas
and suggestions is extremely helpful in
evaluating the effectiveness of the AD
action and determining whether we
need to take additional rulemaking
action.

Are There Any Specific Portions of the
AD I Should Pay Attention to?

The FAA specifically invites
comments on the overall regulatory,
economic, environmental, and energy
aspects of the rule that might suggest a
need to modify the rule. You may
examine all comments we receive before
and after the closing date of the rule in
the Rules Docket. We will file a report
in the Rules Docket that summarizes
each FAA contact with the public that
concerns the substantive parts of this
AD.

We are reviewing the writing style we
currently use in regulatory documents,
in response to the Presidential
memorandum of June 1, 1998. That
memorandum requires federal agencies
to communicate more clearly with the
public. We are interested in your
comments on whether the style of this
document is clear, and any other
suggestions you might have to improve
the clarity of FAA communications that
affect you. You can get more
information about the Presidential
memorandum and the plain language
initiative at http://
www.plainlanguage.gov.

How Can I Be Sure FAA Receives My
Comment?

If you want us to acknowledge the
receipt of your comments, you must
include a self-addressed, stamped
postcard. On the postcard, write
“Comments to Docket No. 2000-CE-81—
AD.” We will date stamp and mail the
postcard back to you.

Regulatory Impact
Does This AD Impact Various Entities?

These regulations 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, FAA
has determined that this final rule does
not have federalism implications under
Executive Order 13132.

Does This AD Involve a Significant Rule
or Regulatory Action?

The FAA has determined that this
regulation is an emergency regulation
that must be issued immediately to
correct an unsafe condition in aircraft,
and is not a significant regulatory action
under Executive Order 12866. It has
been determined further that this action
involves an emergency regulation under
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979). If it
is determined that this emergency
regulation otherwise would be
significant under DOT Regulatory
Policies and Procedures, a final
regulatory evaluation will be prepared
and placed in the Rules Docket
(otherwise, an evaluation is not
required). A copy of it, if filed, may be
obtained from the Rules Docket.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

Accordingly, under 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

1. The authority citation for part 39
continues to read as follows:
Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. FAA amends § 39.13 by adding a
new airworthiness directive (AD) to
read as follows:
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2000-26-18 Stemme GmbH & Co. KG:
Amendment 39-12068; Docket No.
2000-CE-81-AD.

(a) What sailplanes are affected by this
AD? This AD applies to the following
sailplane models and serial numbers that are
certificated in any category:

Model Serial Nos.

10-03 through 10-63.

Model Serial Nos.

S10-V .... | 14-002 through 14-030 and 14—

012M through 14-063

(b) Who must comply with this AD?
Anyone who wishes to operate any of the
above sailplanes must comply with this AD.

(c) What problem does this AD address?
The actions specified by this AD are intended

to prevent aerodynamic flutter of the upper
airbrake caused by the current design
airbrake eyebolts, which could result in
damage to the airbrake system and landing
gear doors. Continued operation with such
damaged components could result in loss of
control of the sailplane.

(d) What must I do to address this
problem? To address this problem, you must
accomplish the following actions, unless
already accomplished since October 9, 2000:

Action

Compliance Time

Procedures

(1) If the sailplane is still equipped with eye-
bolts (part number 12TI-DB) on the airbrake,
replace the eyebolts with improved design
eyebolts.

(2) Inspect the airbrake sheets for proper clear-
ance and adjust, as necessary.

(3) Inspect the landing gear doors for damage
and replace any damaged parts.

Within the next 5 hours time-in-service (TIS)
after February 2, 2001 (the effective date of
this AD).

Accomplish the inspection within the next 5
hours TIS after February 2, 2001 (the effec-
tive date of this AD). Accomplish any nec-
essary adjustments prior to further flight
after the inspection.

Accomplish the inspection within the next 5
hours TIS after February 2, 2001 (the effec-
tive date of this AD). Accomplish any
necesary replacements prior to further flight
after the inspection.

In accordance with the procedures in Stemme
Service Bulletin No. A31-10-055 (pages 5
through 8 English translation), dated Octo-
ber 9, 2000.

In accordance with the procedures in Stemme
Service Bulletin No. A31-10-055 (pages 5
through 8 English translation), dated Octo-
ber 9, 2000.

In accordance with the procedures in Stemme
Service Bulletin No. A31-10-055 (pages 5
through 8 English translation), dated Octo-
ber 9, 2000.

(e) Can I comply with this AD in any other
way? You may use an alternative method of
compliance or adjust the compliance time if:

(1) Your alternative method of compliance
provides an equivalent level of safety; and

(2) The Manager, Small Airplane
Directorate, approves your alternative.
Submit your request through an FAA
Principal Maintenance Inspector, who may
add comments and then send it to the
Manager, Small Airplane Directorate.

Note 1: This AD applies to each sailplane
identified in paragraph (a) of this AD,
regardless of whether it has been modified,
altered, or repaired in the area subject to the
requirements of this AD. For sailplanes that
have been modified, altered, or repaired so
that the performance of the requirements of
this AD is affected, the owner/operator must
request approval for an alternative method of
compliance in accordance with paragraph (e)
of this AD. The request should include an
assessment of the effect of the modification,
alteration, or repair on the unsafe condition
addressed by this AD; and, if you have not
eliminated the unsafe condition, specific
actions you propose to address it.

(f) Where can I get information about any
already-approved alternative methods of
compliance? Contact Mr. Mike Kiesov,
Aerospace Engineer, FAA, Small Airplane
Directorate, 901 Locust, Room 301, Kansas
City, Missouri 64106; telephone: (816) 329—
4144; facsimile: (816) 329-4090.

(g) What if I need to fly the sailplane to
another location to comply with this AD? The
FAA can issue a special flight permit under
§§21.197 and 21.199 of the Federal Aviation
Regulations (14 CFR 21.197 and 21.199) to
operate your sailplane to a location where
you can accomplish the requirements of this
AD.

(h) Are any service bulletins incorporated
into this AD by reference? Actions required
by this AD must be done in accordance with

Stemme Service Bulletin No. A31-10-055
(pages 5 through 8 English translation), dated
October 9, 2000. The Director of the Federal
Register approved this incorporation by
reference under 5 U.S.C. 552(a) and 1 CFR
part 51. You can get copies from Stemme
GmbH & Co. KG, Gustav-Meyer-Allee 25, D—
13355 Berlin, Germany. You can look at
copies at FAA, Central Region, Office of the
Regional Counsel, 901 Locust, Room 506,
Kansas City, Missouri, or at the Office of the
Federal Register, 800 North Capitol Street,
NW, suite 700, Washington, DC .

(i) When does this amendment become
effective? This amendment becomes effective
on February 2, 2001.

Note 2: The subject of this AD is addressed
in German AD 2000-369, effective November
30, 2000.

Issued in Kansas City, Missouri, on
December 29, 2000.

David R. Showers,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 01-305 Filed 1-9-01; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. 2000-NM-144—-AD; Amendment
39-12070; AD 2000-26-20]

RIN 2120-AA64

Airworthiness Directives; Gulfstream
Model G-1159A (G-lll) Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD),
applicable to certain Gulfstream Model
G-1159A (G-1II) series airplanes, that
requires modification of the master
caution panel by installing an additional
legend labeled “BATT ON BUS” and
associated wiring to indicate when the
airplane batteries are powering the
direct current (DC) essential bus. This
action is necessary to ensure that the
flight crew is aware that an electrical
system failure has occurred and that the
main airplane batteries are powering the
essential DC bus. If the flight crew is
unaware of this situation, action to stop
the depletion of the airplane batteries
will not be taken and critical
equipment, such as communications
and navigation equipment, could fail.
This action is intended to address the
identified unsafe condition.

DATES: Effective February 14, 2001.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of February
14, 2001.

ADDRESSES: The service information
referenced in this AD may be obtained
from Gulfstream Aerospace Corporation,
P.O. Box 2206, M/S D-10, Savannah,
Georgia 31402—9980. This information
may be examined at the Federal
Aviation Administration (FAA),
Transport Airplane Directorate, Rules
Docket, 1601 Lind Avenue, SW.,
Renton, Washington; or at the FAA,
Atlanta Aircraft Certification Office,
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One Crown Center, 1895 Phoenix
Boulevard, suite 450, Atlanta, Georgia;
or at the Office of the Federal Register,
800 North Capitol Street, NW., suite
700, Washington, DC.

FOR FURTHER INFORMATION CONTACT: Neil
Berryman, Aerospace Engineer, Systems
and Flight Test Branch, ACE-116A,
FAA, Atlanta Aircraft Certification
Office, One Crown Center, 1895 Phoenix
Boulevard, suite 450, Atlanta, Georgia
30349; telephone (770) 703-6066; fax
(770) 703-6097.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an airworthiness directive (AD)
that is applicable to certain Gulfstream
Model G-1159A (G-III) series airplanes
was published in the Federal Register
on October 12, 2000 (65 FR 60593). That
action proposed to require modification
of the master caution panel by installing
an additional legend labeled “BATT ON
BUS” and associated wiring to indicate
when the airplane batteries are
powering the direct current (DC)
essential bus.

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were submitted in response
to the proposal or the FAA’s
determination of the cost to the public.

Conclusion

The FAA has determined that air
safety and the public interest require the
adoption of the rule as proposed.

Cost Impact

There are approximately 198
airplanes of the affected design in the
worldwide fleet. The FAA estimates that
144 airplanes of U.S. registry will be
affected by this AD, that it will take
approximately 55 work hours per
airplane to accomplish the required
modification, and that the average labor
rate is $60 per work hour. Required
parts will cost approximately $1,587 per
airplane. Based on these figures, the cost
impact of the AD on U.S. operators is
estimated to be $703,728, or $4,887 per
airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator would accomplish
those actions in the future if this AD
were not adopted. The cost impact
figures discussed in AD rulemaking
actions represent only the time
necessary to perform the specific actions
actually required by the AD. These
figures typically do not include

incidental costs, such as the time
required to gain access and close up,
planning time, or time necessitated by
other administrative actions.

Regulatory Impact

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

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

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

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

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

2000-26-20 Gulfstream Aerospace
Corporation: Amendment 39-12070.
Docket 2000-NM—-144-AD.

Applicability: Model G-1159A (G-III)
series airplanes, serial numbers 357 and 402
through 498 inclusive, certificated in any
category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area

subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (b) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent the flight crew from being
unaware that an electrical system failure has
occurred and that the airplane main batteries
are powering the direct current (DC) essential
bus, accomplish the following:

Modification

(a) Within 12 months after the effective
date of this AD, modify the wiring in the
pilot’s and co-pilot’s junction boxes, the
auxiliary power relay box, the power
distribution box, and the master caution
panel, in accordance with Gulfstream
Customer Bulletin No. 149, dated March 23,
1999, and Gulfstream Aircraft Service Change
No. 294, dated February 3, 1999.

Alternative Methods of Compliance

(b) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Atlanta
Aircraft Certification Office (ACO), FAA.
Operators shall submit their requests through
an appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, Atlanta ACO.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Atlanta ACO.

Special Flight Permits

(c) Special flight permits may be issued in
accordance with §§21.197 and 21.199 of the
Federal Aviation Regulations (14 CFR 21.197
and 21.199) to operate the airplane to a
location where the requirements of this AD
can be accomplished.

Incorporation by Reference

(d) The actions shall be done in accordance
with Gulfstream Customer Bulletin No. 149,
dated March 23, 1999, and Gulfstream
Aircraft Service Change No. 294, dated
February 3, 1999. (Note: The issue date of
Gulfstream Aircraft Service Change No. 294
is indicated only on the title page of the
document; no other page of the document
contains this information.) This
incorporation by reference was approved by
the Director of the Federal Register in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies may be obtained from
Gulfstream Aerospace Corporation, P.O. Box
2206, M/S D-10, Savannah, Georgia 31402—
9980. Copies may be inspected at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at the
FAA, Atlanta Aircraft Certification Office,
One Crown Center, 1895 Phoenix Boulevard,
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suite 450, Atlanta, Georgia; or at the Office
of the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.
Effective Date

(e) This amendment becomes effective on
February 14, 2001.

Issued in Renton, Washington, on
December 29, 2000.
Dorenda D. Baker,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 01-339 Filed 1-9-01; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 71

[Airspace Docket No. 00—AAL-15]
Establishment of Class E Airspace;
Indian Mountain, AK

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This action establishes Class
E airspace at the Long Range Radar site
(LRRS) at Indian Mountain, AK. The
United States Air Force requested this
action to create controlled airspace for
the instrument approach and departure
procedures to runway (RWY) 16 and
from RWY 34 at Indian Mountain, AK.
This action is necessary in order for the
approach and departure procedures to
be published in the U.S. Government
Flight Information Publication, U.S.
Terminal Procedures—Alaska. This rule
provides adequate controlled airspace
for aircraft flying Instrument Flight
Rules (IFR) operations at Indian
Mountain, AK.

EFFECTIVE DATE: 0901 UTC, March 22,
2001.

FOR FURTHER INFORMATION CONTACT:
Major Roger Stirm, Department of the
Air Force Representative, Federal
Aviation Administration, 222 West 7th
Avenue, Box 14, Anchorage, AK 99513—
7587; telephone number (907) 271—
5892; fax: (907) 271-2850; email:
Roger.Stirm@faa.gov. Internet address:
http://www.alaska.faa.gov/at or at
address http://162.58.28.41/at.
SUPPLEMENTARY INFORMATION:

History

On September 25, 2000, a proposal to
amend part 71 of the Federal Aviation
Regulations (14 CFR part 71) to establish
the Class E airspace at Indian Mountain,
AK, was published as a Notice of
Proposed Rulemaking (NPRM) in the
Federal Register (65 FR 57573). The

proposal was requested by the U.S. Air
Force to create controlled airspace for
the instrument approach and departure
procedures to RWY 16 and from RWY
34 at Indian Mountain, AK. This action
is necessary in order for the approach
and departure procedures to be
published in the U.S. Government
Flight Information Publication, U.S.
Terminal Procedures—Alaska. This rule
provides adequate controlled airspace
for aircraft flying IFR operations at
Indian Mountain, AK.

Interested parties were invited to
participate in this rulemaking
proceeding by submitting written
comments on the proposal to the
commenters and the FAA. Public
comments to the proposal were
submitted by two pilots from United
States Fish and Wildlife Service
(USFWS), Alaska Aviation Safety
Foundation, Alaska Airmen’s
Association, and Alaska
Communications Systems (ACS) Chief
Pilot. Each expressed concern with the
size of the proposed Class E airspace.
The substance of their concern was that
the proposed Class E airspace was larger
than needed. In addition, Mr. Felix M.
Maguire representing both the Alaska
Airmen’s Association and ACS as their
Chief Pilot expressed concern that the
approach was barely within the
proposed airspace and that the missed
approach was entirely outside the
proposed airspace. The U.S. Air Force
pointed out that the procedures used by
Mr. Maguire to evaluate airspace needs
were not developed by the U.S. Air
Force and therefore have no validity in
correctly analyzing the requested
airspace. The FAA has considered these
comments. The U.S. Air Force, after re-
evaluation, responded with a revised
request for Class E airspace at Indian
Mountain (PAIM). This request
substantially reduced the size of the
original request and did not include any
additional airspace, outside what was
proposed in the original NPRM. As for
Mr. Maguire’s concern about the
approach procedure being barely within
the proposed airspace and that the
missed approach was entirely outside
the proposed airspace, the FAA concurs.
The additional airspace south of Indian
Mountain (PAIM) needed for missed
approach and departure procedures is
already 1,200 foot Class E airspace and
therefore, is not needed in this
rulemaking. The majority of the revised
requested airspace encompasses the
primary holding assessment area in
accordance with FAA Order 7130.3. The
FAA has determined that the requested
airspace is needed to provide adequate
controlled airspace for aircraft flying

IFR operations at Indian Mountain
LRRS, Alaska. The coordinates for
Indian Mountain LRRS were published
with an error in the latitude coordinates
and is corrected to read as follows: (lat.
65°59' 34" N, long. 153° 42' 16" W.).
The airspace description does overlap
existing Class E airspace and the
exclusionary verbiage was inadvertently
left out. The following verbiage has been
added to the end of the airspace
description: “excluding the existing
Class E airspace.” Accordingly, as
discussed, since the revised airspace
description is less of a burden to the
public, the rule is adopted with the
incorporated airspace revisions.

The area will be depicted on
aeronautical charts for pilot reference.
The coordinates for this airspace docket
are based on North American Datum 83.
The Class E airspace areas designated as
700/1200 foot transition areas are
published in paragraph 6005 of FAA
Order 7400.9H, Airspace Designations
and Reporting Points, dated September
1, 2000, and effective September 16,
2000, which is incorporated by
reference in 14 CFR 71.1. The Class E
airspace designations listed in this
document will be revised and published
subsequently in the Order.

The Rule

This amendment to 14 CFR part 71
establishes Class E airspace at Indian
Mountain, AK, through a request by the
U.S. Air Force to create controlled
airspace for the instrument approach
and departure procedures to RWY 16
and from RWY 34 at Indian Mountain,
AK. This action is necessary in order for
the approach and departure procedures
to be published in the U.S. Government
Flight Information Publication, U.S.
Terminal Procedures—Alaska. The area
will be depicted on aeronautical charts
for pilot reference. The intended effect
of this rule is to provide adequate
controlled airspace for IFR operations at
Indian Mountain, AK.

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

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

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

1. The authority citation for 14 CFR
part 71 continues to read as follows:

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

§71.1 [Amended]

2. The incorporation by reference in
14 CFR 71.1 of Federal Aviation
Administration Order 7400.9H,
Airspace Designations and Reporting
Points, dated September 1, 2000, and
effective September 16, 2000, is
amended as follows:

* * * * *

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

* * * * *

AAL AK E5 Indian Mountain, AK [New]
Indian Mountain LRRS, AK

(lat. 65° 59' 34" N., long. 153° 42' 16" W.)

That airspace extending upward from 700
feet above the surface within a 4 mile radius
of Indian Mountain LRRS; and that adjacent
airspace extending upward from 1,200 feet
above the surface from lat. 66° 00’ 00" N long.
154° 05' 00" W, to lat. 66° 00' 00" N long.
153° 00' 00" W, to lat. 66° 09' 00" N long.
153° 00' 00" W, to lat. 66° 09' 00" N long.
153°40' 00" W, to lat. 66° 06' 00" N long.
154° 00’ 00", thence to the point of the
beginning, excluding the existing Class E
airspace.

* * * * *

Issued in Anchorage, AK, on January 2,
2001.

Stephen P. Creamer,

Acting Manager, Air Traffic Division, Alaskan
Region.

[FR Doc. 01-701 Filed 1-9-01; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 314

[Docket No. 98N-0720]

Conforming Regulations Regarding
Removal of Section 507 of the Federal
Food, Drug, and Cosmetic Act;
Technical Amendment

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; technical
amendment.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
regulations for applications for FDA
approval to market a new drug to correct
inadvertent errors. This action is
necessary to ensure the accuracies and
consistency of the regulation.

DATES: This rule is effective January 16,
2001.

FOR FURTHER INFORMATION CONTACT:
Christine F. Rogers, Center for Drug
Evaluation and Research (HFD-7), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-594—
2041.

SUPPLEMENTARY INFORMATION: In the
Federal Register of January 5, 1999 (64
FR 396), FDA published a direct final
rule that removed from the agency’s
regulations references to the now-
repealed statutory provision of the
Federal Food, Drug, and Cosmetic Act
(the act) under which the agency
certified antibiotic drugs (conforming
regulation). Section 314.430(f) (21 CFR
314.430(f)) provides that safety and
effectiveness data and information in an
application may be disclosed to the
public when certain events happen.
Prior to the conforming regulation,
§314.430(f)(6) read: “For applications or
abbreviated applications submitted
under sections 505(j) and 507 of the act,
when FDA sends an approval letter to
the applicant”.

The conforming regulation
inadvertently changed “section 505(j)”
to “section 505" and failed to remove
the word “applications’” from the
introductory clause the first time it
appeared. This document corrects those
errors. Publication of this document
constitutes final action under the
Administrative Procedure Act (5 U.S.C.
553). FDA has determined that notice
and public comment are unnecessary
because this amendment is
nonsubstantive.

List of Subjects in 21 CFR Part 314

Administrative practice and
procedure, Confidential business
information, Drugs, Reporting and
recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 314 is
amended as follows:

PART 314—APPLICATIONS FOR FDA
APPROVAL TO MARKET A NEW DRUG

1. The authority citation for 21 CFR
part 314 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 371, 374, 379%e.

§314.430 [Amended]

2. Section 314.430 Availability for
public disclosure of data and
information in an application or
abbreviated application is amended in
paragraph (f)(6) by removing
“applications or”” and by removing
“505”” and adding in its place “505(j).

Dated: January 4, 2001.

William K. Hubbard,

Senior Associate Commissioner for Policy,
Planning, and Legislation.

[FR Doc. 01-680 Filed 1-9-01; 8:45 am)]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 558

New Animal Drugs for Use in Animal
Feeds; Decoquinate, Monensin, and
Tylosin

AGENCY: Food and Drug Administration,
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Alpharma,
Inc. The NADA provides for use of
approved, single-ingredient
decoquinate, monensin, and tylosin
Type A medicated articles to make
three-way combination drug Type B and
Type C medicated feeds used for
prevention of coccidiosis, improved
feed efficiency, and reduction of
incidence of liver abscesses in growing-
finishing cattle fed in confinement for
slaughter.

DATES: This rule is effective January 10,
2001.
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FOR FURTHER INFORMATION CONTACT:
Janis R. Messenheimer, Center for
Veterinary Medicine (HFV-135), Food
and Drug Administration, 7500 Standish
Pl., Rockville, MD 20855, 301-827—
7578.

SUPPLEMENTARY INFORMATION: Alpharma
Inc., One Executive Dr., P.O. Box 1399,
Fort Lee, NJ 07024, filed NADA 141-149
that provides for use of DECCOX" (27.2
gram per pound (g/1b) decoquinate),
Rumensin® (20, 30, 45, 60, 80, or 90.7
g/lb monensin activity as monensin
sodium) and TYLAN® (10, 40, or 100 g/
Ib tylosin phosphate) Type A medicated
articles to make three-way combination
Type B and Type C medicated feeds for
use in growing-finishing cattle fed in
confinement for slaughter. The Type C
medicated feeds contain 13.6 to 27.2 g/
ton decoquinate, 5 to 30 g/ton
monensin, and 8 to 10 g/ton tylosin, and
are used for the prevention of
coccidiosis caused by Eimeria bovis and
E. zuernii, improved feed efficiency, and
reduction of incidence of liver abscesses

is approved as of November 16, 2000,
and the regulations in 21 CFR 558.195
and 558.625 are being amended to
reflect the approval. The basis for
approval is discussed in the freedom of
information summary.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

The agency has determined under 21
CFR 25.33(a)(2) 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 rule does not meet the definition

Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801-808.

List of Subjects in 21 CFR Part 558
Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 558 is amended as follows:

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

1. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.

2. Section 558.195 is amended in the
table in paragraph (d) by adding an
entry after “Monensin 5 to 30’ and
before “Chlortetracycline approximately
400” to read as follows:

§558.195 Decoquinate.

caused by Fusobacterium necrophorum  of “rule” in 5 U.S.C. 804(3)(A) because * * * * *
and Actinomyces pyogenes. The NADA it is a rule of “particular applicability.” (dy* * *
Eg)](raacr?gu&?t?olr? %(r)gqrr?smgg? ?olr? Indications for use Limitations Sponsor
* * * * * * *
Monensin 5 to 30; Cattle fed in confinement for slaughter; Feed only to cattle fed in confinement 046573
plus tylosin 8 to for prevention of coccidiosis caused for slaughter. Feed continuously as
10 by Eimeria bovis and E. zuernii, im- the sole ration to provide 22.7 mg of

proved feed efficiency, and reduction decoquinate per 100 Ib body weight

of incidence of liver abscesses per day, 50 to 360 mg of monensin

caused by Fusobacterium per head per day, and 60 to 90 mg

necrophorum and Actinomyces of tylosin per head per day. Feed at

pyogenes. least 28 days during period of expo-
sure to coccidiosis or when it is likely
to be a hazard. Do not feed to ani-
mals producing milk for food. Also
see (c)(1) of this paragraph and
§558.355(d)(8). Monensin as
monensin sodium and tylosin as
tylosin phosphate provided by
000986 in §510.600(c) of this chap-
ter.
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§558.355 [Amended]

3. Section 558.355 Monensin is
amended in paragraph (f)(7) by adding
“alone or with tylosin” after
“decoquinate”.

4. Section 558.625 is amended by
redesignating paragraphs (f)(2)(i)
through (f)(2)(v) as (f)(2)(ii) through
(f)(2)(vi), and by adding paragraph
(0(2)(i) to read as follows:

§558.625 Tylosin.

* * * * *

(f) * % %

(2) * *x %

(i) Decoquinate and monensin as in
§558.195.
* * * * *

Dated: December 26, 2000.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 01-628 Filed 1-9-01; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 606 and 640

[Docket No. 98N-0673]

Revisions to the Requirements
Applicable to Blood, Blood
Components, and Source Plasma;
Confirmation in Part and Technical
Amendment

AGENCY: Food and Drug Administration,
HHS.

ACTION: Direct final rule; confirmation in
part and technical amendment.

SUMMARY: The Food and Drug
Administration (FDA) is confirming in
part the direct final rule issued in the
Federal Register of August 19, 1999.
The direct final rule amends the
biologics regulations by removing,
revising, or updating specific
regulations applicable to blood, blood
components, and Source Plasma to be
more consistent with current practices
in the blood industry and to remove
unnecessary or outdated requirements.
FDA is confirming the provisions for
which no significant adverse comments
were received. The agency received
significant adverse comments on certain
provisions and is amending Title 21
Code of Federal Regulations to reinstate
the former provisions.

DATES: The effective date for the
amendments to the sections published
in the Federal Register of August 19,
1999 (64 FR 45366), and listed in table
1 of this document, is confirmed as
February 11, 2000. The amendments
listed in table 2 of this document are
effective January 10, 2001.

FOR FURTHER INFORMATION CONTACT:
Joseph L. Okrasinski, Center for
Biologics Evaluation and Research
(HFM-17), Food and Drug
Administration, 1401 Rockville Pike,
suite 200N, Rockville, MD 20852—1448,
301-827-6210.

SUPPLEMENTARY INFORMATION: Written
comments concerning the direct final
rule were to be submitted on or before
December 3, 1999. FDA stated that the
effective date of the direct final rule
would be February 11, 2000. If no

timely significant comments were
submitted to FDA during the comment
period, FDA intended to publish a
document in the Federal Register
within 30 days after the comment
period ended, confirming the effective
date of the final rule. If timely
significant comments were received, the
agency intended to publish a document
in the Federal Register withdrawing the
direct final rule before its effective date.
Because of complex issues related to
this rulemaking and because of
competing priorities, FDA did not issue
a document either confirming or
withdrawing the direct final rule before
its effective date. Therefore the Code of
Federal Regulations was revised as of
April 1, 2000, to codify the regulations
in the direct final rule.

The agency received significant
comments to the docket. If a significant
adverse comment applies to an
amendment, paragraph, or section of the
rule and that provision can be severed
from the remainder of the rule, FDA
may adopt as final those provisions of
the rule that are not subjects of
significant adverse comments.

Thus, FDA is confirming in part the
direct final rule (sections listed in table
1 of this document) effective February
11, 2000.

The agency is making technical
amendments to 21 CFR 640.25(c),
640.56(c), and 640.71(a) by replacing
“Clinical Laboratories Improvement Act
of 1967 (CLIA)” with “Clinical
Laboratories Improvement Amendments
of 1988 (CLIA).” This action is
necessary for consistency when
referring to CLIA in the regulations.

TABLE 1.—AMENDMENTS EFFECTIVE FEBRUARY 11, 2000

21 CFR Section

Action

606.3(c), (e), and ()

606.100(D) AN () rvvrrerereerereerereeeeeseresereessnees

606.100(b)(7) and (b)(18) .............
606.121(a), (d)(2), and (e)(1)(ii) ...
606.122(f) and (n)(4)
606.151(€) .ovvvrererenn.
606.160(b)(2)(v) ....
606.170(b) ..covvevene
640.2(b) and (d) ...........
640.2(c), (e), and (f) ....
640.2(c)(2)
640.3(b)
640.3(b)(3), (c)(2), and (c)(3) ....
640.3(e)
640.4(d)(1) through (d)(4), and (h) ......
640.4(i)

BA0.4(5) AND (A) oovororrrrroeooooeomoeoo
BAO06(C) oo

640.13(a) ....
640.16(b) ...
640.22(a) ....
640.25(C) ...
640.31(c)

Revised.

Revised.
Revised.
Revised.
Revised.
Revised.
Revised.
Removed.

Revised.

Revised.

Removed.

Revised.
Removed.
Revised.
Revised.
Revised.

Removed.

Revised introductory text.

Redesignated as (b), (c), and (d).
Revised introductory text.
Removed and reserved.

Redesignated as paragraph (h).

Nomenclature change.
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TABLE 1.—AMENDMENTS EFFECTIVE FEBRUARY 11, 2000—Continued

21 CFR Section

Action

640.32(a)
640.34(e)(2), (€)(3), and (9)(2) ..

640.63(c)(3), (€)(5), (c)(12), and (c)(13)
640.65(b)(4) and (B)(5) w....vveeerrrreeerrreee.
640.65(b)(8)
640.69(d)
640.71(a)
640.72(a)(1)

Revised.
Revised.
Removed.
Revised.

Revised.
Revised.
Added.

Revised.

Revised.

Nomenclature change.

Nomenclature change.

FDA received significant adverse
comments on certain provisions of the
rule, listed in table 2 of this document.

Accordingly in this rulemaking, because

these provisions became effective on
February 11, 2000, the agency is

amending these sections identified in
table 2 of this document to reinstate the
former provisions.

TABLE 2.—AMENDMENTS EFFECTIVE JANUARY 10, 2001

21 CFR Section

Action

606.3(j)
606.151(b) and (c)
640.2(b) .eovevrvererreee.
640.3(c)(1)

640.4(9g)

640.5(c) ...
640.15 ........
640.16(a) ....
640.23(a) ....
640.24(b) .....

640.25(c) introductory text ..
640.34(a) through (e)(1) .....
640.54(2)(2) vioverreieenrenieen
640.56(c) introductory text ..
640.62 ....oovieiieee
640.63(c)(11)

BA0.71(8) .rvvovooeeeeeeeomeoeeeeeeeeeeeeeeeeeeeee oo

Revised.
Revised.
Revised.
Revised.

Revised.

Revised.
Revised.
Revised.
Revised.
Revised.
Amended.
Revised.
Revised.
Revised.
Revised.
Revised.
Amended.

Revised introductory text.

Revised introductory text.

Comments received by the agency
regarding the reinstated portions of the
rule will be applied to the
corresponding portion of the companion
proposed rule (64 FR 45375, August 19,
1999), and will be considered in
developing a final rule using the usual
Administrative Procedure Act notice
and comment procedures.

List of Subjects

21 CFR Part 606

Blood, Labeling, Laboratories,
Reporting and recordkeeping
requirements.

21 CFR Part 640

Blood, Labeling, Reporting and
recordkeeping requirements.

Therefore under the Federal Food,
Drug, and Cosmetic Act, the Public
Health Service Act, and authority
delegated by the Commissioner of Food
and Drugs, the direct final rule
published on August 19, 1999 (64 FR

45366), is confirmed in part and 21 CFR
parts 606 and 640 are amended as
follows:

PART 606—CURRENT GOOD
MANUFACTURING PRACTICE FOR
BLOOD AND BLOOD COMPONENTS

1. The authority citation for 21 CFR
part 606 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
355, 360, 360j, 371, 374; 42 U.S.C. 216, 262,
263a, 264.

2. Section 606.3 is amended by
revising paragraph (j) to read as follows:

8606.3 Definitions.

* * * * *

(j) Compatibility testing means the in
vitro serological tests performed on
donor and recipient blood samples to
establish the serological matching of a
donor’s blood or blood components
with that of a potential recipient.

3. Section 606.151 is amended by
revising paragraphs (b) and (c) to read
as follows:

§606.151 Compatibility testing.
* * * * *

(b) The use of fresh recipient serum
samples less than 48 hours old for all
pretransfusion testing.

(c) The testing of the donor’s cells
with the recipient’s serum (major
crossmatch) by a method that will
demonstrate agglutinating, coating, and
hemolytic antibodies, which shall

include the antiglobulin method.

PART 640—ADDITIONAL STANDARDS
FOR HUMAN BLOOD AND BLOOD
PRODUCTS

4. The authority citation for 21 CFR
part 640 continues to read as follows:
Authority: 21 U.S.C. 321, 351, 352, 353,

355, 360, 371; 42 U.S.C. 216, 262, 263, 263a,
264.
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5. Section 640.2 is amended by
revising paragraph (b) to read as follows:

§640.2 General requirements.
* * * * *

(b) Final container. The original blood
container shall be the final container
and shall not be entered prior to issue
for any purpose except for blood
collection. Such container shall be
uncolored and transparent to permit
visual inspection of the contents and
any closure shall be such as will
maintain an hermetic seal and prevent
contamination of the contents. The
container material shall not interact
with the contents under customary
conditions of storage and use, in such a
manner as to have an adverse effect
upon the safety, purity, or potency of
the blood.

* * * * *

6. Section 640.3 is amended by
revising paragraph (c)(1) to read as
follows:

§640.3 Suitability of donor.

* * * * *

(C * *x %

(1) A history of viral hepatitis;
* * * * *

7. Section 640.4 is amended by
revising the introductory text of
paragraph (g) and by revising
paragraphs (g)(1), ()(2), (g)(4) and (g)(5)
to read as follows:

8§640.4 Collection of the blood.

* * * * *

(g) Pilot samples for laboratory tests.
Pilot samples for laboratory tests shall
meet the following standards:

(1) One or more pilot samples shall be
provided with each unit of blood when
issued or reissued except as provided in
§640.2(c)(2) and all pilot samples shall
be from the donor who is the source of
the unit of blood.

(2) All samples for laboratory tests
performed by the manufacturer and all
pilot samples accompanying a unit of
blood shall be collected at the time of
filling the final container by the person
who collects the unit of blood.

(4) All containers for pilot samples
accompanying a unit of blood shall be
attached to the whole blood container
before blood collection in a tamperproof
manner that will conspicuously indicate
removal and reattachment.

(5) When CPDA-1 is used, pilot
samples for compatibility testing shall
contain blood mixed with CPDA-1.

* * * * *

8. Section 640.5 is amended by
revising the introductory text and
paragraph (c) to read as follows:

§640.5 Testing the blood.

All laboratory tests shall be made on
a pilot sample specimen of blood taken
from the donor at the time of collecting
the unit of blood, and these tests shall
include the following:

(c) Determination of the Rh factors.
Each container of Whole Blood shall be
classified as to Rh type on the basis of
tests done on the pilot sample. The label
shall indicate the extent of typing and
the results of all tests performed. If the
test, using Anti-D Blood Grouping
Reagent, is positive, the container may
be labeled “Rh Positive”. If this test is
negative, the results shall be confirmed
by further testing which may include
tests for the Rh, variant (DY) and for
other Rh-Hr factors. Blood may be
labeled “Rh Negative” if negative to
tests for the Rho (D) and Rh, variant (DY)
factors. If the test using Anti-D Blood
Grouping Reagent is negative, but not
tested for the Rho variant (DY), the label
must indicate that this test was not
done. Only Anti-Rh Blood Grouping
Reagents licensed under, or that
otherwise meet the requirements of, the
regulations of this subchapter shall be
used, and the technique used shall be
that for which the serum is specifically

designed to be effective.
* * * * *

9. Section 640.15 is revised to read as
follows:

§640.15 Pilot samples.

Pilot samples collected in integral
tubing or in separate pilot tubes shall
meet the following standards:

(a) One or more pilot samples of
either the original blood or of the Red
Blood Cells being processed shall be
provided with each unit of Red Blood
Cells when issued or reissued.

(b) Before they are filled, all pilot
sample tubes shall be marked or
identified so as to relate them to the
donor of that unit of red cells.

(c) Before the final container is filled
or at the time the final product is
prepared, the pilot sample tubes to
accompany a unit of cells shall be
attached securely to the final container
in a tamper proof manner that will
conspicuously indicate removal and
reattachment.

(d) All pilot sample tubes
accompanying a unit of Red Blood Cells
shall be filled at the time the blood is
collected or at the time the final product
is prepared, in each instance by the
person who performs the collection or
preparation.

10. Section 640.16 is amended by
revising paragraph (a) to read as follows:

§640.16 Processing.

(a) Separation. Within 21 days from
date of blood collection (within 35 days
from date of blood collection when
CPDA-1 solution is used as the
anticoagulant), Red Blood Cells may be
prepared either by centrifugation done
in a manner that will not tend to
increase the temperature of the blood or
by normal undisturbed sedimentation.
A portion of the plasma sufficient to
insure optimal cell preservation shall be
left with the red blood cells except
when a cryoprotective substance is
added for prolonged storage.

* * * * *

11. Section 640.23 is amended by
revising paragraph (a) to read as follows:

§640.23 Testing the blood.

(a) Blood from which plasma is
separated for the preparation of Platelets
shall be tested as prescribed in
§§610.40 and 610.45 of this chapter and
§640.5 (a), (b), and (c).

* * * * *

12. Section 640.24 is amended by
revising paragraph (b) to read as follows:

§640.24 Processing.
* * * * *

(b) Immediately after collection, the
whole blood or plasma shall be held in
storage between 20 and 24 °C, unless it
must be transported from the donor
clinic to the processing laboratory.
During such transport, all reasonable
methods shall be used to maintain the
temperature as close as possible to a
range between 20 and 24 °C until it
arrives at the processing laboratory
where it shall be held between 20 and
24 °C until the platelets are separated.
The platelet concentrate shall be
separated within 4 hours after the
collection of the unit of whole blood or

plasma.
* * * * *
§640.25 [Amended]

13. Section 640.25 General
requirements is amended in the
introductory text of paragraph (c) by
removing “Clinical Laboratories
Improvement Act of 1967 and by
adding in its place “Clinical
Laboratories Improvement Amendments
of 1988.”

14. Section 640.34 is amended by
revising paragraphs (a) through (e)(1) to
read as follows:

§640.34 Processing.

(a) Plasma. Plasma shall be separated
from the red blood cells within 26 days
after phlebotomy (within 40 days after
phlebotomy when CPDA-1 solution is
used as the anticoagulant), and shall be
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stored at -18 °C or colder within 6 hours
after transfer to the final container,
unless the product is to be stored as
Liquid Plasma.

(b) Fresh Frozen Plasma. Fresh Frozen
Plasma shall be prepared from blood
collected by a single uninterrupted
venipuncture with minimal damage to
and minimal manipulation of the
donor’s tissue. The plasma shall be
separated from the red blood cells,
frozen solid within 6 hours after
phlebotomy and stored at -18 °C or
colder.

(c) Liquid Plasma. Liquid Plasma
shall be separated from the red blood
cells within 26 days after phlebotomy
(within 40 days after phlebotomy when
CPDA-1 solution is used as the
anticoagulant), and shall be stored at a
temperature of 1 to 6 °C within 4 hours
after filling the final container.

(d) Platelet Rich Plasma. Platelet Rich
Plasma shall be prepared from blood
collected by a single uninterrupted
venipuncture with minimal damage to
and manipulation of the donor’s tissue.
The plasma shall be separated from the
red blood cells by centrifugation within
4 hours after phlebotomy. The time and
speed of centrifugation shall have been
shown to produce a product with at
least 250,000 platelets per microliter.
The plasma shall be stored at a
temperature between 20 to 24 °C or
between 1 and 6 °C, immediately after
filling the final container. A gentle and
continuous agitation of the product
shall be maintained throughout the
storage period, if stored at a temperature
of 20 to 24 °C.

(e) Modifications of Plasma. It is
possible to separate Platelets and/or
Cryoprecipitated AHF from Plasma.
When these components are to be
separated, the plasma shall be collected
as described in § 640.32 for Plasma.

(1) Platelets shall be separated as
prescribed in subpart C of part 640,
prior to freezing the plasma. The
remaining plasma may be labeled as
Fresh Frozen Plasma, if frozen solid
within 6 hours after phlebotomy.

* * * * *

15. Section 640.54 is amended by
revising paragraph (a)(2) to read as
follows:

8640.54 Processing.

(a) * * %

(2) The plasma shall be frozen solid
within 6 hours after blood collection. A
combination of dry ice and organic
solvent may be used for freezing:
Provided, That the procedure has been
shown not to cause the solvent to
penetrate the container or leach

plasticizer from the container into the

plasma.
* * * * *
§640.56 [Amended]

16. Section 640.56 Quality control test
for potency is amended in the
introductory text of paragraph (c) by
removing “Clinical Laboratories
Improvement Act of 1988 and by
adding in its place “Clinicial
Laboratories Improvement Amendments
of 1988”".

17. Section 640.62 is revised to read
as follows:

§640.62 Medical supervision.

A qualified licensed physician shall
be on the premises when donor
suitability is being determined,
immunizations are being made, whole
blood is being collected, and red blood
cells are being returned to the donor.

18. Section 640.63 is amended by
revising paragraph (c)(11) to read as
follows:

§640.63 Suitability of donor.

* * * * *
(C] * * *
(11) Freedom from a history of viral
hepatitis;
* * * * *
§640.71 [Amended]

19. Section 640.71 Manufacturing
responsibility is amended in the
introductory text of paragraph (a) by
removing ““Clinical Laboratories
Improvement Act of 1988” and by
adding in its place “Clinicial
Laboratories Improvement Amendments
of 1988”".

Dated: December 29, 2000.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 01-533 Filed 1-9-01; 8:45 am]
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Tax Treatment of Cafeteria Plans

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Final regulations.

SUMMARY: This document contains final
regulations relating to section 125
cafeteria plans. The final regulations

clarify the circumstances under which a
cafeteria plan may permit an employee
to change his or her cafeteria plan
election with respect to accident or
health coverage, group-term life
insurance coverage, dependent care
assistance and adoption assistance
during the plan year.
DATES: Effective Date: These regulations
are effective January 10, 2001.
Applicability Date: See the Scope of
Regulations and Effective Date portion
of this preamble.
FOR FURTHER INFORMATION CONTACT:
Christine L. Keller or Janet A. Laufer at
(202) 622-6080 (not a toll-free number).
SUPPLEMENTARY INFORMATION:

Background

This document contains amendments
to the Income Tax Regulations (26 CFR
part 1) under section 125 of the Internal
Revenue Code (Code). Section 125
generally provides that an employee in
a cafeteria plan will not have an amount
included in gross income solely because
the employee may choose among two or
more benefits consisting of cash and
qualified benefits. A qualified benefit
generally is any benefit that is
excludable from gross income under an
express provision of the Code, including
coverage under an employer-provided
accident or health plan under sections
105 and 106, group-term life insurance
under section 79, elective contributions
under a qualified cash or deferred
arrangement within the meaning of
section 401(k), dependent care
assistance under section 129, and
adoption assistance under section 137.1
Qualified benefits can be provided
under a cafeteria plan either through
insured arrangements or arrangements
that are not insured.

In 1984 and 1989, proposed
regulations were published relating to
cafeteria plans.2 In general, the 1984
and 1989 proposed regulations require
that, for benefits to be provided on a
pre-tax basis under section 125, an
employee may make changes during a
plan year only in certain circumstances.
Specifically, Q&A—8 of § 1.125-1 and
Q&A-6(b), (c), and (d) of §1.125-2
permit participants to make benefit
election changes during a plan year
pursuant to changes in cost or coverage,

1 Section 125(f) provides that the following are
not qualified benefits (even though they are
generally excludable from gross income under an
express provision of the Internal Revenue Code:
Products advertised, marketed, or offered as long-
term care insurance; medical savings accounts
under section 106(b); qualified scholarships under
section 117; educational assistance programs under
section 127; and fringe benefits under section 132.

249 FR 19321 (May 7, 1984) and 54 FR 9460
(March 7, 1989), respectively.
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changes in family status, and separation
from service.

In 2000, final regulations 3 were
issued permitting a participant in a
cafeteria plan to change his or her
accident or health coverage election
during a period of coverage in specific
circumstances such as where special
enrollment rights arise under section
9801(f) (added to the Code by the Health
Insurance Portability and
Accountability Act of 1996 (HIPAA)(110
Stat. 1936), where eligibility for
Medicare or Medicaid is gained or lost,
or where a court issues a judgment,
decree, or order requiring that an
employee’s child or foster child who is
a dependent receive health coverage. In
addition, the final regulations permit an
employee to change his or her accident
or health coverage election or group-
term life insurance election if certain
change in status rules are satisfied.

On the same day that the final
regulations were issued, proposed
regulations # were also issued
containing change in status rules that
apply to other types of qualified benefits
(i.e., dependent care assistance and
adoption assistance) and describing the
circumstances under which changes in
the cost or coverage of qualified benefits
provide a basis for changes in cafeteria
plan elections. The IRS and Treasury
received written comments on the
proposed regulations and held a public
hearing on August 17, 2000. Having
considered the comments and the
statements made at the hearing, the IRS
and Treasury revise the final regulations
and adopt the proposed regulations as
modified by this Treasury decision. The
comments and revisions are discussed
below.

Explanation of Provisions

1. Changes in the March 2000 Final
Regulations

With respect to group-term life
insurance and disability coverage, the
final regulations issued earlier this year
provided flexibility by stating that, in
the event of a change in an employee’s
marital status or a change in the
employment status of the employee’s
spouse or dependent, an employee may
elect either to increase such coverage or
to decrease such coverage.5

3TD 8878 at 65 FR 15548 (March 23, 2000). These
final regulations were preceded by temporary
regulations issued in 1997. See 62 FR 60196
(November 7, 1997) and 62 FR 60165 (November 7,
1997).

4REG-117162-99 at 65 FR 15587 (March 23,
2000).

5For example, an employee might seek to
increase group-item life insurance due to a marriage
(because of the need to provide income to the new
spouse in the event that the chief wage-earner dies)

Commentators recommended that this
rule also apply in the case of birth,
adoption, placement for adoption, or
death. The argument was made that in
these other situations—because these
types of coverage are generally designed
to provide income, instead of expense
reimbursements—it may be appropriate
for the employee to seek to increase or
decrease the coverage. In accordance
with these recommendations and in the
interest of simplicity, the final
regulations have been modified to allow
participants to increase or decrease
these types of coverage for all change of
status events. Further, as also suggested
by commentators, the final regulations
have been modified to expand the rule
to apply to coverage to which section
105(c) (which is coverage for permanent
loss or loss of use of a member or
function of the body) applies.
Commentators requested clarification
as to how the election change rules with
respect to special enrollment rights
under section 9801(f) (enacted under
HIPAA) apply to a participant who
marries if the group health plan allows
the participant to change his or her
health coverage election retroactively to
the date of the marriage. In response to
this comment, language has been added
to an example in the final regulations to
clarify that an election change can be
funded through salary reduction under
a cafeteria plan only on a prospective
basis, except for the retroactive
enrollment right under section 9801(f)
that applies in the case of an election
made within 30 days of a birth,
adoption, or placement for adoption.
With respect to accident or health
coverage, the consistency rule in the
final regulations requires that any
employee who wishes to decrease or
cancel coverage because he or she
becomes eligible for coverage under a
spouse’s or dependent’s plan due to a
marital or employment change in status
can do so only if he or she actually
obtains coverage under that other plan.
Commentators requested clarification as
to the type of proof an employer must
receive to satisfy this rule, expressing
concern that a plan could not
implement a change on a timely basis
because of a need to obtain proper proof
of the other coverage. An example in the
final regulations has been revised to
make it clear that employers may
generally rely on an employee’s
certification that the employee has or
will obtain coverage under the other
plan (assuming that the employer has no

or to decrease group-term life insurance due to a
marriage (because the new spouse may be a wage-
earner who can support the family in the event that
the employee dies).

reason to believe that the employee
certification is incorrect).

The final regulations allow a
participant to change his or her election
if a judgment, decree or order resulting
from a divorce, legal separation,
annulment, or change in legal custody
requires that an employee’s spouse,
former spouse, or other individual
provide accident or health coverage for
the employee’s child or for a foster child
who is a dependent of the employee.
The final regulations were modified to
clarify that the participant can only
change his or her election if the spouse,
former spouse, or other individual
actually provides accident or health
coverage for the child.

2. Changes From the March 2000
Proposed Regulations

The final regulations being issued
today are generally consistent with the
proposed regulations that were issued
earlier this year, but include various
modifications.

Cost and coverage rules

The proposed regulations included
rules allowing election changes in
connection with a significant increase in
cost or a significant curtailment in
coverage, irrespective of whether the
plan is insured or not insured. These
cost and coverage rules (and the other
rules in paragraph (f) of §1.125-4) do
not apply with respect to coverage
under a health FSA.¢ However, all of the
rules in paragraphs (a) through (e) and
paragraph (g) of the final regulations
under § 1.125—4 do apply with respect
to coverage under a health FSA. One
modification reflected in the final
regulations is to clarify that the cost
increase rules apply when the amount
of an employee’s elective contributions
under section 125 increases either due
to the employee contributing a larger
portion of the total cost of the qualified
benefits plan (which might occur, for
example, if part-time employees pay a
larger portion of a plan’s cost and the
employee switches to part-time status)
or due to an increase in the total cost of
the qualified benefits plan.

In response to comments,
modifications were also made to allow
election changes during a period of
coverage when there is a significant
decrease in the cost of a qualified
benefits plan or in the cost of a benefits
package option under the qualified

6 A flexible spending arrangement (FSA) is
defined in section 106(c)(2). Under section
106(c)(2), an FSA is generally a benefit program
under which the maximum reimbursement
reasonably available for coverage is less than 500%
of the value of the coverage. A health FSA is an
accident or health plan that is an FSA.
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benefits plan, as well as when there is

a significant increase. Under the
regulations as modified, if there is a
significant decrease in the cost of a
qualified benefits plan during the plan
year, the final regulations permit a
cafeteria plan to allow all employees,
even those who have not previously
participated in the cafeteria plan, to
elect to participate in the qualified
benefits plan through the cafeteria plan.
Similarly, if there is a significant
decrease in the cost of a benefits
package option during the plan year, the
final regulations permit a cafeteria plan
to allow all eligible employees to elect
that option (including employees who
have elected another option, as well as
those who have not previously
participated in the cafeteria plan).

Further, in response to comments,
modifications were also made to allow
midyear election changes when there is
a significant improvement in the
coverage provided under a benefit
package option, as well as when there
is a new benefit package option offered
under the plan.

Commentators also requested
clarification as to whether a cafeteria
plan could allow participants to drop
coverage in response to a significant
change in the cost or coverage of a
qualified benefit. The final regulations
clarify this issue, and provide that, if
there is no other similar coverage,
employees may drop coverage
(including a change from family to
single coverage) in response either to an
increase in the cost of a qualified benefit
or to a loss of coverage. The regulations
also permit an employee to elect similar
coverage in response to a significant
curtailment in coverage. However, the
regulations do not allow an employee to
drop coverage altogether if there is a
significant curtailment in coverage that
does not constitute a loss of coverage.
The regulations list the curtailments
that are treated as a loss of coverage for
this purpose, and include a complete
loss of coverage (such as when an HMO
ceases to be available in an area where
an individual resides, or when an
employee or a covered member of the
employee’s family loses all coverage
under a benefit package option by
reason of a lifetime or annual
limitation). In addition, the final
regulations allow a cafeteria plan, in its
discretion,” to treat certain other events
as a loss of coverage. These events
include a substantial decrease in
medical care providers (such as a major

7 Such discretion may be exercised on a case by
case basis, provided that the exercise of discretion
satisfies section 125(c) which prohibits
discrimination in favor of highly compensated
participants.

hospital ceasing to be a member of a
preferred provider network or a
substantial decease in the physicians
participating in a preferred provider
network or an HMOQ), a reduction in the
benefits for a specific type of medical
condition or treatment with respect to
which the employee or the employee’s
spouse or dependent is currently in a
course of treatment,? or any other
similar fundamental loss of coverage.

For purposes of these rules, a
significant curtailment occurs only if
there is an overall reduction in coverage
provided so as to constitute reduced
coverage generally (i.e., a reduction in
the fair market value of the coverage).
Therefore, in most cases, the loss of one
particular physician in a network does
not constitute a significant curtailment.

In response to comments, the rule
under the proposed regulations that
allowed an employee to change his or
her election in response to a change
made under a spouse’s or dependent’s
plan has been clarified and broadened.
Under the final regulations, the rule
applies to coverage available from any
employer plan, including any plan of
the same employer and any plan of a
different employer. In addition, the
regulations have been modified to allow
an employee to elect to participate in a
cafeteria plan if the employee (or the
employee’s spouse or dependent) loses
coverage under a group health plan
sponsored by a governmental or
educational institution, such as a state
program under the State Children
Health Insurance Program (SCHIP).® The
regulations do not allow a cafeteria plan
participant to cease participation in a
cafeteria plan if he or she becomes
eligible for SCHIP coverage during the
year because of a concern that such a
rule would violate a fundamental
principle of Title XXI of the Social
Security Act that SCHIP coverage not
supplant existing public or private
coverage.

Scope of Regulations and Effective Date

These final regulations address all of
the changes in status for which a
cafeteria plan may permit election
changes, including changes with respect
to accident or health coverage, group-
term life insurance, dependent care
assistance and adoption assistance. In
addition, the regulations contain

8 Any reduction in coverage that affects a specific
individual must not violate the prohibition in
section 9802 against discrimination on the basis of
health status (and parallel HIPAA provisions in the
Employee Retirment Income Security Act of 1974
and the Public Health Service Act). See §§54.9802—
1 and 54.9802-1T(b)(2).

9 Added to the Society Security Act by section
4901 of the Balanced Budget Act of 1997, Public
Law 105-33 (August 5, 1997).

guidance concerning election changes
that are permitted because of changes in
the cost or coverage of a qualified
benefit plan.

Unless specifically noted, these
regulations do not override other
cafeteria plan requirements such as the
rules pertaining to health flexible
spending arrangements, and the rules
concerning the Family and Medical
Leave Act (Public Law 103-3 (107 Stat.
6)).10

The changes made by these
regulations with respect to the March
2000 final regulations are applicable for
cafeteria plan years beginning on or
after January 1, 2001, except that the
clarification made in paragraph
(d)(1)(ii)(B) of these regulations (relating
to a spouse, former spouse, or other
individual obtaining accident or health
coverage for an employee’s child in
response to a judgment, decree, or
order) is applicable for cafeteria plan
years beginning on or after January 1,
2002. With respect to the change made
in paragraph (d)(1)(ii)(B) of these
regulations, taxpayers may, until
January 1, 2002, rely on either
paragraph (d)(1)(ii)(B) of these
regulations or the final regulations
published in March 2000 (as § 1.125—
4(d)(1)(i)).

The changes made from the March
2000 proposed regulations (including
the rules relating to cost or coverage in
paragraph (f) of these regulations) are
applicable for cafeteria plan years
beginning on or after January 1, 2002.
With respect to these changes (including
the rules relating to cost or coverage in
paragraph (f) of these regulations),
taxpayers may, until January 1, 2002,
rely on either these regulations, the
proposed regulations published in
March 2000 (under § 1.125—4), or the
cost or coverage change rules in the
1989 proposed regulations (at § 1.125-2
(Q&A-6(b)).

Special Analyses

It has been determined that this
Treasury decision is not a significant
regulatory action as defined in
Executive Order 12866. Therefore, a
regulatory assessment is not required. It
also has been determined that section
553(b) of the Administrative Procedure
Act (5 U.S.C. chapter 5) does not apply
to these regulations, and because the
regulation does not impose a collection
of information on small entities, the
Regulatory Flexibility Act (5 U.S.C.
chapter 6) does not apply. Pursuant to
section 7805(f) of the Internal Revenue
Code, these regulations will be

10 See § 1.125-3, published as a proposed rule at
60 FR 66229 (December 21, 1995).
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submitted to the Chief Counsel for
Advocacy of the Small Business
Administration for comment on its
impact on small business.

Drafting Information

The principal authors of these
regulations are Christine L. Keller and
Janet A. Laufer, Office of Division
Counsel/Associate Chief Counsel (Tax
Exempt and Government Entities).
However, other personnel from the IRS
and Treasury Department participated
in their development.

List of Subjects in 26 CFR Part 1

Income taxes, Reporting and
recordkeeping requirements.

Adoption of Amendments to the
Regulations

Accordingly, 26 CFR part 1 is
amended as follows:

PART 1—INCOME TAXES

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

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

Par. 2. 1.125—4 is amended by:

1. Revising paragraphs (b)(2) Example
2(ii).

2. Revising paragraph (c)(1) and
adding paragraph (c)(2)(vi).

3. Adding a sentence to the end of
paragraph (c)(3)(i).

4. Removing the last sentence in
paragraph (c)(3)(iii) and adding a
sentence in its place.

5. Adding paragraph (c)(4) Example 3
(iii).

6. Revising paragraph (c)(4) Example
4 (ii) and adding paragraph (iii).

7. Adding paragraph (c)(4) Example 9
and (c)(4) Example 10.

8. Revising paragraph (d)(1)(ii).

9. Revising paragraphs (f), (g), (1)(3)
and (i)(4).

10. Adding a sentence at the end of
paragraph (i)(8), and adding paragraph
(1)(9).

11. Revising paragraph (j).

The additions and revisions read as
follows:

§1.125-4 Permitted election changes.

(b)
(2)*

Example 2. * * *

(ii) M’s cafeteria plan may permit E to
change E’s salary reduction election to reflect
the change to family coverage under M’s
accident or health plan because the marriage
would result in special enrollment rights
under section 9801(f), pursuant to which an

* %
* ok

election of family coverage under M’s
accident or health plan would be required to
be effective no later than the first day of the
first calendar month beginning after the
completed request for enrollment is received
by the plan. Since no retroactive coverage is
required in the event of marriage under
section 9801(f), E’s salary reduction election
may only be changed on a prospective basis.
(E’s marriage to F is also a change in status
under paragraph (c) of this section, as
illustrated in Example 1 of paragraph (c)(4)
of this section.)

(c) Changes in status—(1) Change in
status rule. A cafeteria plan may permit
an employee to revoke an election
during a period of coverage with respect
to a qualified benefits plan (defined in
paragraph (i)(8) of this section) to which
this paragraph (c) applies and make a
new election for the remaining portion
of the period (referred to in this section
as an election change) if, under the facts
and circumstances—

(i) A change in status described in
paragraph (c)(2) of this section occurs;
and

(ii) The election change satisfies the
consistency rule of paragraph (c)(3) of
this section.

* * * * *

2***

(vi) Adoption assistance. For
purposes of adoption assistance
provided through a cafeteria plan, the
commencement or termination of an
adoption proceeding.

(3) Consistency rule—(i) Application
to accident or health coverage and
group-term life insurance. * * * A
change in status that affects eligibility
under an employer’s plan includes a
change in status that results in an
increase or decrease in the number of an
employee’s family members or
dependents who may benefit from
coverage under the plan.

* * * * *

(iii) Application of consistency rule.

* * * With respect to group-term life
insurance and disability coverage (as
defined in paragraph (i)(4) of this
section), an election under a cafeteria
plan to increase coverage (or an election
to decrease coverage) in response to a
change in status described in paragraph
(c)(2) of this section is deemed to
correspond with that change in status as
required by paragraph (c)(3)(i) of this
section.

(4) * % %

Example 3. * * *

(iii) In addition, under paragraph (f)(4) of
this section, if F makes an election change to
cover G under F’s employer’s plan, then E
may make a corresponding change to elect
employee-only coverage under P’s cafeteria
plan.

Example 4. * * *

(ii) The transfer is a change in status under
paragraph (c)(2)(iii) of this section (relating to

a change in worksite), and, under the
consistency rule in paragraph (c)(3) of this
section, the cafeteria plan may permit A to
make an election change to elect the
indemnity option or HMO #2 or to cancel
accident or health coverage.

(iii) The change in work location has no
effect on A’s eligibility under R’s health FSA,
so no change in A’s health FSA is authorized
under this paragraph (c).

* * * * *

Example 9. (i) Employee A has one child,
B. Employee A’s employer, X, maintains a
calendar year cafeteria plan that allows
employees to elect coverage under a
dependent care FSA. Prior to the beginning
of the calendar year, A elects salary reduction
contributions of $4,000 during the year to
fund coverage under the dependent care FSA
for up to $4,000 of reimbursements for the
year. During the year, B reaches the age of 13,
and A wants to cancel coverage under the
dependent care FSA.

(ii) When B turns 13, B ceases to satisfy the
definition of qualifying individual under
section 21(b)(1) of the Internal Revenue Code.
Accordingly, B’s attainment of age 13 is a
change in status under paragraph (c)(2)(iv) of
this section that affects A’s employment-
related expenses as defined in section
21(b)(2). Therefore, A may make a
corresponding change under X’s cafeteria
plan to cancel coverage under the dependent
care FSA.

Example 10. (i) Employer Y maintains a
calendar year cafeteria plan under which
full-time employees may elect coverage
under either an indemnity option or an
HMO. Employee C elects the employee-only
indemnity option. During the year, C marries
D. D has two children from a previous
marriage, and has family group health
coverage in a cafeteria plan sponsored by D’s
employer, Z. C wishes to change from
employee-only indemnity coverage to HMO
coverage for the family. D wishes to cease
coverage in Z’s group health plan and
certifies to Z that D will have family coverage
under C’s plan (and Z has no reason to
believe the certification is incorrect).

(ii) The marriage is a change in status
under paragraph (c)(2)(i) of this section.
Under the consistency rule in paragraph
(c)(3) of this section, Y’s cafeteria plan may
permit C to change his or her salary
reduction contributions to reflect the change
from employee-only indemnity to HMO
family coverage, and Z may permit D to
revoke coverage under Z’s cafeteria plan.

(d) * *x % (1) * % %

(ii) Permits the employee to make an
election change to cancel coverage for
the child if:

(A) The order requires the spouse,
former spouse, or other individual to
provide coverage for the child; and

(B) That coverage is, in fact, provided.
* * * * *

(f) Significant cost or coverage
changes—(1) In general. Paragraphs
(f)(2) through (5) of this section set forth
rules for election changes as a result of
changes in cost or coverage. This
paragraph (f) does not apply to an
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election change with respect to a health
FSA (or on account of a change in cost
or coverage under a health FSA).

(2) Cost changes—(i) Automatic
changes. If the cost of a qualified
benefits plan increases (or decreases)
during a period of coverage and, under
the terms of the plan, employees are
required to make a corresponding
change in their payments, the cafeteria
plan may, on a reasonable and
consistent basis, automatically make a
prospective increase (or decrease) in
affected employees’ elective
contributions for the plan.

(ii) Significant cost changes. If the
cost charged to an employee for a
benefit package option (as defined in
paragraph (i)(2) of this section)
significantly increases or significantly
decreases during a period of coverage,
the cafeteria plan may permit the
employee to make a corresponding
change in election under the cafeteria
plan. Changes that may be made include
commencing participation in the
cafeteria plan for the option with a
decrease in cost, or, in the case of an
increase in cost, revoking an election for
that coverage and, in lieu thereof, either
receiving on a prospective basis
coverage under another benefit package
option providing similar coverage or
dropping coverage if no other benefit
package option providing similar
coverage is available. For example, if the
cost of an indemnity option under an
accident or health plan significantly
increases during a period of coverage,
employees who are covered by the
indemnity option may make a
corresponding prospective increase in
their payments or may instead elect to
revoke their election for the indemnity
option and, in lieu thereof, elect
coverage under another benefit package
option including an HMO option (or
drop coverage under the accident or
health plan if no other benefit package
option is offered).

(iii) Application of cost changes. For
purposes of paragraphs (f)(2)(i) and (ii)
of this section, a cost increase or
decrease refers to an increase or
decrease in the amount of the elective
contributions under the cafeteria plan,
whether that increase or decrease results
from an action taken by the employee
(such as switching between full-time
and part-time status) or from an action
taken by an employer (such as reducing
the amount of employer contributions
for a class of employees).

(iv) Application to dependent care.
This paragraph (f)(2) applies in the case
of a dependent care assistance plan only
if the cost change is imposed by a
dependent care provider who is not a
relative of the employee. For this

purpose, a relative is an individual who
is related as described in section
152(a)(1) through (8), incorporating the
rules of section 152(b)(1) and (2).

(3) Coverage changes—I(i) Significant
curtailment without loss of coverage. If
an employee (or an employee’s spouse
or dependent) has a significant
curtailment of coverage under a plan
during a period of coverage that is not
a loss of coverage as described in
paragraph (f)(3)(ii) of this section (for
example, there is a significant increase
in the deductible, the copay, or the out-
of-pocket cost sharing limit under an
accident or health plan), the cafeteria
plan may permit any employee who had
been participating in the plan and
receiving that coverage to revoke his or
her election for that coverage and, in
lieu thereof, to elect to receive on a
prospective basis coverage under
another benefit package option
providing similar coverage. Coverage
under a plan is significantly curtailed
only if there is an overall reduction in
coverage provided under the plan so as
to constitute reduced coverage
generally. Thus, in most cases, the loss
of one particular physician in a network
does not constitute a significant
curtailment.

(ii) Significant curtailment with loss
of coverage. If an employee (or the
employee’s spouse or dependent) has a
significant curtailment that is a loss of
coverage, the plan may permit that
employee to revoke his or her election
under the cafeteria plan and, in lieu
thereof, to elect either to receive on a
prospective basis coverage under
another benefit package option
providing similar coverage or to drop
coverage if no similar benefit package
option is available. For purposes of this
paragraph (f)(3)(ii), a loss of coverage
means a complete loss of coverage
under the benefit package option or
other coverage option (including the
elimination of a benefits package option,
an HMO ceasing to be available in the
area where the individual resides, or the
individual losing all coverage under the
option by reason of an overall lifetime
or annual limitation). In addition, the
cafeteria plan may, in its discretion,
treat the following as a loss of
coverage—

(A) A substantial decrease in the
medical care providers available under
the option (such as a major hospital
ceasing to be a member of a preferred
provider network or a substantial
decrease in the physicians participating
in a preferred provider network or an
HMO);

(B) A reduction in the benefits for a
specific type of medical condition or
treatment with respect to which the

employee or the employee’s spouse or
dependent is currently in a course of
treatment; or

(C) Any other similar fundamental
loss of coverage.

(iii) Addition or improvement of a
benefit package option. If a plan adds a
new benefit package option or other
coverage option, or if coverage under an
existing benefit package option or other
coverage option is significantly
improved during a period of coverage,
the cafeteria plan may permit eligible
employees (whether or not they have
previously made an election under the
cafeteria plan or have previously elected
the benefit package option) to revoke
their election under the cafeteria plan
and, in lieu thereof, to make an election
on a prospective basis for coverage
under the new or improved benefit
package option.

(4) Change in coverage under another
employer plan. A cafeteria plan may
permit an employee to make a
prospective election change that is on
account of and corresponds with a
change made under another employer
plan (including a plan of the same
employer or of another employer) if—

(i) The other cafeteria plan or
qualified benefits plan permits
participants to make an election change
that would be permitted under
paragraphs (b) through (g) of this section
(disregarding this paragraph (f)(4)); or

(ii) The cafeteria plan permits
participants to make an election for a
period of coverage that is different from
the period of coverage under the other
cafeteria plan or qualified benefits plan.

(5) Loss of coverage under other group
health coverage. A cafeteria plan may
permit an employee to make an election
on a prospective basis to add coverage
under a cafeteria plan for the employee,
spouse, or dependent if the employee,
spouse, or dependent loses coverage
under any group health coverage
sponsored by a governmental or
educational institution, including the
following—

(i) A State’s children’s health
insurance program (SCHIP) under Title
XXI of the Social Security Act;

(ii) A medical care program of an
Indian Tribal government (as defined in
section 7701(a)(40)), the Indian Health
Service, or a tribal organization

(iii) A State health benefits risk pool;
or

(iv) A Foreign government group
health plan.

(6) Examples. The following examples
illustrate the application of this
paragraph (f):

Example 1. (i) A calendar year cafeteria
plan is maintained pursuant to a collective
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bargaining agreement for the benefit of
Employer M’s employees. The cafeteria plan
offers various benefits, including indemnity
health insurance and a health FSA. As a
result of mid-year negotiations, premiums for
the indemnity health insurance are reduced
in the middle of the year, insurance co-
payments for office visits are reduced under
the indemnity plan by an amount which
constitutes a significant benefit
improvement, and an HMO option is added.

(ii) Under these facts, the reduction in
health insurance premiums is a reduction in
cost. Accordingly, under paragraph (f)(2)(i) of
this section, the cafeteria plan may
automatically decrease the amount of salary
reduction contributions of affected
participants by an amount that corresponds
to the premium change. However, the plan
may not permit employees to change their
health FSA elections to reflect the mid-year
change in copayments under the indemnity
plan.

(iii) Also, the decrease in co-payments is a
significant benefit improvement and the
addition of the HMO option is an addition of
a benefit package option. Accordingly, under
paragraph (f)(3)(ii) of this section, the
cafeteria plan may permit eligible employees
to make an election change to elect the
indemnity plan or the new HMO option.
However, the plan may not permit employees
to change their health FSA elections to reflect
differences in co-payments under the HMO
option.

Example 2. (i) Employer N sponsors an
accident or health plan under which
employees may elect either employee-only
coverage or family health coverage. The 12-
month period of coverage under N’s cafeteria
plan begins January 1, 2001. N’s employee,
A, is married to B. Employee A elects
employee-only coverage under N’s plan. B’s
employer, O, offers health coverage to O’s
employees under its accident or health plan
under which employees may elect either
employee-only coverage or family coverage.
O’s plan has a 12-month period of coverage
beginning September 1, 2001. B maintains
individual coverage under O’s plan at the
time A elects coverage under N’s plan, and
wants to elect no coverage for the plan year
beginning on September 1, 2001, which is the
next period of coverage under O’s accident or
health plan. A certifies to N that B will elect
no coverage under O’s accident or health
plan for the plan year beginning on
September 1, 2001 and N has no reason to
believe that A’s certification is incorrect.

(ii) Under paragraph (f)(4)(ii) of this
section, N’s cafeteria plan may permit A to
change A’s election prospectively to family
coverage under that plan effective September
1, 2001.

Example 3. (i) Employer P sponsors a
calendar year cafeteria plan under which
employees may elect either employee-only or
family health coverage. Before the beginning
of the year, P’s employee, C, elects family
coverage under P’s cafeteria plan. C also
elects coverage under the health FSA for up
to $200 of reimbursements for the year to be
funded by salary reduction contributions of
$200 during the year. C is married to D, who
is employed by Employer Q. Q does not
maintain a cafeteria plan, but does maintain

an accident or health plan providing its
employees with employee-only coverage.
During the calendar year, Q adds family
coverage as an option under its health plan.
D elects family coverage under Q’s plan, and
C wants to revoke C’s election for health
coverage and elect no health coverage under
P’s cafeteria plan for the remainder of the
year.

(ii) Q’s addition of family coverage as an
option under its health plan constitutes a
new coverage option described in paragraph
(f)(3)(ii) of this section. Accordingly,
pursuant to paragraph (f)(4)(i) of this section,
P’s cafeteria plan may permit C to revoke C’s
health coverage election if D actually elects
family health coverage under (J’s accident or
health plan. Employer P’s plan may not
permit C to change C’s health FSA election.

Example 4. (i) Employer R maintains a
cafeteria plan under which employees may
elect accident or health coverage under either
an indemnity plan or an HMO. Before the
beginning of the year, R’s employee, E elects
coverage under the HMO at a premium cost
of $100 per month. During the year, E
decides to switch to the indemnity plan,
which charges a premium of $140 per month.

(ii) E’s change from the HMO to indemnity
plan is not a change in cost or coverage under
this paragraph (f), and none of the other
election change rules under paragraphs (b)
through (e) of this section apply.

(iii) Although R’s health plan may permit
E to make the change from the HMO to the
indemnity plan, R’s cafeteria plan may not
permit E to make an election change to reflect
the increased premium. Accordingly, if E
switches from the HMO to the indemnity
plan, E may pay the $40 per month
additional cost on an after-tax basis.

Example 5. (i) Employee A is married to
Employee B and they have one child, C.
Employee A’s employer, M, maintains a
calendar year cafeteria plan that allows
employees to elect coverage under a
dependent care FSA. Child C attends X’s on
site child care center at an annual cost of
$3,000. Prior to the beginning of the year, A
elects salary reduction contributions of
$3,000 during the year to fund coverage
under the dependent care FSA for up to
$3,000 of reimbursements for the year.
Employee A now wants to revoke A’s
election of coverage under the dependent
care FSA, because A has found a new child
care provider.

(ii) The availability of dependent care
services from the new child care provider
(whether the new provider is a household
employee or family member of A or Bor a
person who is independent of A and B) is a
significant change in coverage similar to a
benefit package option becoming available.
Because the FSA is a dependent care FSA
rather than a health FSA, the coverage rules
of this section apply and M’s cafeteria plan
may permit A to elect to revoke A’s previous
election of coverage under the dependent
care FSA, and make a corresponding new
election to reflect the cost of the new child
care provider.

Example 6. (i) Employee D is married to
Employee E and they have one child, F.
Employee D’s employer, N, maintains a
calendar year cafeteria plan that allows

employees to elect coverage under a
dependent care FSA. Child F is cared for by
Y, D’s household employee, who provides
child care services five days a week from 9
a.m. to 6 p.m. at an annual cost in excess of
$5,000. Prior to the beginning of the year, D
elects salary reduction contributions of
$5,000 during the year to fund coverage
under the dependent care FSA for up to
$5,000 of reimbursements for the year.
During the year, F begins school and, as a
result, Y’s regular hours of work are changed
to five days a week from 3 p.m. to 6 p.m.
Employee D now wants to revoke D’s election
under the dependent care FSA, and make a
new election under the dependent care FSA
to an annual cost of $4,000 to reflect a
reduced cost of child care due to Y’s reduced
hours.

(ii) The change in the number of hours of
work performed by Y'is a change in coverage.
Thus, N’s cafeteria plan may permit D to
reduce D’s previous election under the
dependent care FSA to $4,000.

Example 7. (i) Employee G is married to
Employee H and they have one child, J.
Employee G’s employer, O, maintains a
calendar year cafeteria plan that allows
employees to elect coverage under a
dependent care FSA. Child J is cared for by
Z, G’s household employee, who is not a
relative of G and who provides child care
services at an annual cost of $4,000. Prior to
the beginning of the year, G elects salary
reduction contributions of $4,000 during the
year to fund coverage under the dependent
care FSA for up to $4,000 of reimbursements
for the year. During the year, G raises Z’s
salary. Employee G now wants to revoke G’s
election under the dependent care FSA, and
make a new election under the dependent
care FSA to an annual amount of $4,500 to
reflect the raise.

(ii) The raise in Z’s salary is a significant
increase in cost under paragraph (f)(2)(ii) of
this section, and an increase in election to
reflect the raise corresponds with that change
in status. Thus, O’s cafeteria plan may permit
G to elect to increase G’s election under the
dependent care FSA.

Example 8. (i) Employer P maintains a
calendar year cafeteria plan that allows
employees to elect employee-only, employee
plus one dependent, or family coverage
under an indemnity plan. During the middle
of the year, Employer P gives its employees
the option to select employee-only or family
coverage from an HMO plan. P’s employee,
J, who had elected employee plus one
dependent coverage under the indemnity
plan, decides to switch to family coverage
under the HMO plan.

(ii) Employer P’s midyear addition of the
HMO option is an addition of a benefit
package option. Under paragraph (f) of this
section, Employee J may change his or her
salary reduction contributions to reflect the
change from indemnity to HMO coverage,
and also to reflect the change from employee
plus one dependent to family coverage
(however, an election of employee-only
coverage under the new option would not
correspond with the addition of a new
option). Employer P may not permit J to
change J's health FSA election.
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(g) Special requirements relating to
the Family and Medical Leave Act. An
employee taking leave under the Family
and Medical Leave Act (FMLA) (Public
Law 103-3 (107 Stat. 6)) may revoke an
existing election of accident or health
plan coverage and make such other
election for the remaining portion of the
period of coverage as may be provided
for under the FMLA.

* * * * *

(i) * % %

(3) Dependent. A dependent means a
dependent as defined in section 152,
except that, for purposes of accident or
health coverage, any child to whom
section 152(e) applies is treated as a
dependent of both parents, and, for
purposes of dependent care assistance
provided through a cafeteria plan, a
dependent means a qualifying
individual (as defined in section
21(b)(1)) with respect to the employee.

(4) Disability coverage. Disability
coverage means coverage under an
accident or health plan that provides
benefits due to personal injury or
sickness, but does not reimburse
expenses incurred for medical care (as
defined in section 213(d)) of the
employee or the employee’s spouse and
dependents. For purposes of this
section, disability coverage includes

payments described in section 105(c).
* * * * *

(8) Qualified benefits plan. * * * A
plan does not fail to be a qualified
benefits plan merely because it includes
an FSA, assuming that the FSA meets
the requirements of section 125 and the
regulations thereunder.

(9) Similar coverage. Coverage for the
same category of benefits for the same
individuals (e.g., family to family or
single to single). For example, two plans
that provide coverage for major medical
are considered to be similar coverage.
For purposes of this definition, a health
FSA is not similar coverage with respect
to an accident or health plan that is not
a health FSA. A plan may treat coverage
by another employer, such as a spouse’s
or dependent’s employer, as similar
coverage.

(j) Effective date—(1) General rule.
Except as provided in paragraph (j)(2) of
this section, this section is applicable
for cafeteria plan years beginning on or
after January 1, 2001.

(2) Delayed effective date for certain
provisions. The following provisions are
applicable for cafeteria plan years
beginning on or after January 1, 2002:
paragraph (c) of this section to the
extent applicable to qualified benefits
other than an accident or health plan or
a group-term life insurance plan;
paragraph (d)(1)(ii)(B) of this section

(relating to a spouse, former spouse, or
other individual obtaining accident or
health coverage for an employee’s child
in response to a judgment, decree, or
order); paragraph (f) of this section
(rules for election changes as a result of
cost or coverage changes); and
paragraph (i)(9) of this section (defining
similar coverage).

§1.125-4T [Removed]
Par. 3. Section 1.125—-4T is removed.

Robert E. Wenzel,
Deputy Commissioner of Internal Revenue.

Approved: December 15, 2000.
Jonathan Talisman,

Acting Assistant Secretary of the Treasury
(Tax Policy).

[FR Doc. 01-258 Filed 1-9—-01; 8:45 am]
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Internal Revenue Service
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[TD 8928]

RIN 1545-AW94

Continuation Coverage Requirements
Applicable to Group Health Plans

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Final regulations.

SUMMARY: This document contains final
regulations that provide guidance on
certain issues that arise in connection
with the COBRA continuation coverage
requirements applicable to group health
plans. The regulations in this document
supplement final COBRA regulations
published on February 3, 1999, in the
Federal Register. The regulations will
generally affect sponsors and
administrators of, and participants in,
group health plans, and they provide
plan sponsors and plan administrators
with guidance necessary to comply with
the law.
DATES: Effective date: These regulations
are effective January 10, 2001.
Applicability dates: For dates of
applicability, see the discussion under
the heading EFFECTIVE DATE in this
preamble.

FOR FURTHER INFORMATION CONTACT:
Yurlinda Mathis at 202—622—-6080 (not a
toll-free number).

SUPPLEMENTARY INFORMATION:

Background

The Consolidated Omnibus Budget
Reconciliation Act of 1985 (COBRA)
imposes continuation coverage

requirements on group health plans in
certain situations. This document
contains amendments to the COBRA
health care continuation coverage
regulations in 26 CFR part 54. Proposed
regulations interpreting COBRA were
published in the Federal Register on
June 15, 1987 (52 FR 22716). On
February 3, 1999, final COBRA
regulations were published in the
Federal Register (64 FR 5160) (the 1999
final regulations), and a notice of
proposed rulemaking (REG-121865-98)
was published the same day (64 FR
5237) for certain issues not addressed in
the final regulations (the 1999 proposed
regulations). A public hearing was held
on June 8, 1999. In addition, written
comments responding to the notice of
proposed rulemaking and to the final
regulations were received. After
consideration of all the comments, the
proposed regulations are adopted as
amended by this Treasury decision. The
revisions are discussed below.

Explanation and Summary of
Comments

Small Employer Plan Exception

Group health plans maintained by an
employer that had fewer than 20
employees on a typical business day in
the previous calendar year are not
subject to COBRA. The 1999 proposed
regulations relating to plans maintained
by an employer with fewer than 20
employees in the previous calendar year
are adopted as final regulations without
change. Unlike the 1987 proposed
regulations, the 1999 proposed
regulations use a full-time equivalency
method in counting part-time
employees for purposes of determining
if an employer had fewer than 20
employees. Several commenters
expressed disapproval of this approach
or inquired why it was being
considered.

The 1987 proposed regulations
contained rules about how to count
part-time employees. An example can
be used to illustrate how the 1987 rules
were proposed to apply. In a calendar
year two employers each employ 15
full-time employees and 12 part-time
employees. Each part-time employee
works 15 hours per week. Each
employer has six typical business days
each week. One employer schedules all
12 of the part-time employees to work
two-and-a-half hours each typical
business day per week. The other
employer staggers the schedule of the
part-time employees so that they each
work seven-and-a-half hours on two
typical business days per week, so that
four part-time employees work on each
typical business day. Under the 1987
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proposed regulations, the part-time
employees of the first employer counted
as 12 employees whereas the part-time
employees of the second employer
counted only as four employees. In the
following calendar year, a group health
plan maintained by the first employer
would have been subject to COBRA
(because the first employer employed 27
employees on a typical business day in
the preceding calendar year) but a group
health plan maintained by the second
employer would not have been subject
to COBRA (because the second
employer employed only 19 employees
on a typical business day in the
preceding calendar year).

The exception for employers with
fewer than 20 employees reflects
Congress’ judgment that the costs and
administrative burden associated with
COBRA should not be imposed on small
employers and that imposing such
requirements on small employers may
discourage them from providing group
health coverage to their employees.
There is no reason to distinguish, as the
approach in the 1987 proposed
regulations would have done, between
two employers with identical numbers
of full- and part-time employees based
on the particular days that the part-time
employees work.

In contrast to the result under the
1987 proposed regulations, the 1999
proposed regulations and these final
regulations provide for the uniform
treatment of employers employing the
same number of part-time employees for
equivalent periods, regardless of how
the hours are scheduled. The full-time
equivalency approach therefore avoids
creating an incentive for employers to
schedule the work of their part-time
employees in a manner that is
inconsistent with the convenience of the
employees or the needs of the business.

One commenter asked if it is
permissible to count part-time
employees on an aggregate basis rather
than an individual basis. On an
individual basis, the number of part-
time employees is computed by
dividing the hours worked by each part-
time employee by the hours required to
be considered working full-time and
then by adding all the quotients
together. On an aggregate basis, the
number of part-time employees is
computed by adding all the hours
worked by part-time employees and
dividing that sum by the number of
hours required for one worker to be
considered working full-time. Because
the two methods produce identical
results, both methods are permissible.

Determination of Number of Plans

The 1999 proposed regulations
relating to the determination of the
number of plans that an employer or
employee organization maintains are
modified and reorganized. Under the
1999 proposed regulations, the number
of plans is determined by the
instruments governing the employer’s or
employee organization’s arrangement or
arrangements to provide health care
benefits (the instruments rule). Another
rule (the default rule) in the 1999
proposed regulations provides that if
there are no instruments or if the
instruments are unclear about whether
there is one plan or more than one plan,
all health care benefits (except benefits
for long-term care) provided by a
corporation, partnership, or other entity
or trade or business, or by an employee
organization, constitute one group
health plan.

Under these final regulations, these
rules are reorganized so that the default
rule, under which all health care
benefits provided by one entity or trade
or business are treated as one plan, is
presented first. The default rule applies
unless it is clear from the instruments
governing an arrangement or
arrangements to provide health care
benefits that the benefits are being
provided under separate plans and the
arrangement or arrangements are
operated pursuant to such instruments
as separate plans. In effect, this rule
revises the instruments rule in the 1999
proposed regulations by adding the
requirement that the arrangement or
arrangements must be operated
pursuant to the instruments as separate
plans to avoid the application of the
default rule. These organizational and
substantive changes from the 1999
proposed regulations were developed at
the suggestion of and with substantial
assistance from the U.S. Department of
Labor, Pension and Welfare Benefits
Administration.

Health Flexible Spending Arrangements

The 1999 proposed regulations
relating to health flexible spending
arrangements (health FSAs) are adopted
with one minor change and one
addition. The minor change is the cross-
reference in which a health FSA is
defined. The 1999 proposed regulations
cite the definition in proposed
regulations under section 125. These
final regulations cite the definition in
section 106(c)(2) of the Internal Revenue
Code. (Regulations published recently
under section 125 also use the section
106(c)(2) definition. See 65 FR 15548,
15553 (March 23, 2000).)

The one addition is a clarification
that, to the extent a health FSA is
obligated to make COBRA continuation
coverage available to a qualified
beneficiary, all the general COBRA
continuation coverage rules apply in the
same way that they apply to coverage
under other group health plans,
including the rule for how plan limits
on coverage apply to someone on
COBRA continuation coverage. This
addition was made in response to the
request of one commenter and
numerous inquiries about how the
annual election of a certain dollar
amount by an employee under a health
FSA applies once there is a qualifying
event.

Several commenters were pleased
with the limited exception from the
COBRA rules for health FSAs under the
1999 proposed regulations and asked
that the final regulations go even
further. They requested that when
participants under a health FSA
experience a qualifying event (and the
benefits under the health FSA are
excepted benefits under sections 9831
and 9832), the final regulations should
allow the health FSA to compute the
contributions made during that plan
year on the participant’s behalf, reduce
that amount by reimbursements already
made during the plan year, and—
instead of requiring the health FSA to
offer COBRA continuation coverage in
those cases in which there is a positive
balance—allow the participant to spend
whatever balance remains during the
remainder of the plan year without
requiring or allowing additional
contributions. However, such an
approach is inconsistent with the
requirements under sections 125 and
4980B and thus has not been adopted.

One commenter requested that the
final regulations clarify that the
applicable premium includes any
employer subsidy. The statute makes
clear that the applicable premium is
computed based on the total cost of
coverage, regardless of whether paid by
the employer or employee. The
regulations generally do not address
how to calculate the applicable
premium. However, the example for the
health FSA exception makes clear that
the maximum amount a plan is
permitted to charge for COBRA coverage
under a health FSA includes any
employer subsidy.

One commenter requested that the
final regulations clarify that a health
FSA is obligated to make COBRA
continuation coverage available only in
connection with qualifying events that
are a termination of employment or
reduction of hours of employment. This
suggestion is not adopted in the final
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regulations because it is inconsistent
with the statute. If health care expenses
incurred for a spouse or dependent
child of an active employee can be
reimbursed under a health FSA, but,
were it not for the COBRA continuation
coverage rules, would not be reimbursed
after the death of the employee, the
divorce from the employee, or a
dependent child’s ceasing to be a
dependent child under the generally
applicable requirements under the
health FSA, then the spouse or
dependent child has experienced a
qualifying event and is entitled to
continue coverage under the health FSA
to the same extent as they would
following termination of the employee’s
employment.

Increase in Premium Loss of Coverage

The 1999 final regulations provide, in
describing what constitutes a loss of
coverage for determining whether a
qualifying event has occurred, that any
increase in premium or contribution
that must be paid for coverage as a
result of one of the events that can be
a qualifying event is a loss of coverage.
Several commenters questioned why
this rule was adopted and pointed out
that it creates administrative burdens in
two situations without apparently
providing any advantage to the people
whose premium is being increased. The
two situations concern retiring
employees and full-time employees
reducing their work hours to become
part-time employees. In both situations,
often employers will grant the
employees access to the same coverage
but will require them to pay a premium
that is higher than what active
employees pay though still significantly
less than the 102 percent rate permitted
under COBRA. The commenters
wondered why it is necessary to provide
these individuals with a COBRA notice
if it is always advantageous for the
individual to take the other coverage.
They suggested that a loss of coverage
should not be considered to have
occurred if employees (or other
qualified beneficiaries) can get access to
the same coverage for less than the
applicable premium under COBRA.

The IRS and Treasury were mindful of
these situations before they adopted the
rule in the 1999 final regulations.
However, if a mere increase in premium
were not considered a loss in coverage,
the person whose premium is being
increased would not be entitled by law
to a 60-day election period nor to a 45-
day period after the election for making
the first premium payment. Although in
many cases a qualified beneficiary
might prefer a lower premium over
these procedural protections under

COBRA, in some cases these procedural
protections might be more valuable. The
likelihood of the COBRA procedural
protections being more valuable than
the lower premium becomes substantial
as the amount required to be paid for
part-time or retiree coverage approaches
the amount of the applicable premium.
Accordingly, the final regulations retain
the rule in the 1999 final regulations so
as not to deprive qualified beneficiaries
of potentially valuable rights.

Termination of Coverage in Anticipation
of a Qualifying Event

The 1999 final regulations provide
that if coverage is reduced or eliminated
in anticipation of an event, the
elimination or reduction is disregarded
in determining whether the event causes
a loss of coverage. The regulations
provide examples of an employer
eliminating an employee’s coverage in
anticipation of a termination of
employment and of an employee
eliminating a spouse’s coverage in
anticipation of a divorce.

One commenter requested a
clarification that a reduction or
elimination more than six months
before an event could not be considered
to be in anticipation of the event.
However, in many cases where coverage
is eliminated by an employee in
anticipation of a divorce, the divorce
will follow the elimination by more
than six months. Whether a reduction or
elimination of coverage is in
anticipation of a qualifying event is a
question to be resolved based on all the
relevant facts and circumstances. Thus,
these final regulations do not amend the
rule in the 1999 final regulations to
limit the window during which an
anticipatory reduction or elimination
can be considered to have occurred.

The commenter also requested a
clarification that the coverage the
qualified beneficiary is entitled to in
such a situation is the coverage the
qualified beneficiary had before
coverage was reduced or eliminated.
The general rule in the 1999 final
regulations for determining what is
COBRA continuation coverage applies
in this situation. Under the rule in the
1999 final regulations, the qualified
beneficiary will generally be entitled to
the coverage that the qualified
beneficiary had before the qualifying
event. However, if between the date of
the elimination or reduction in coverage
and the date of the qualifying event
coverage is modified for similarly
situated nonCOBRA beneficiaries, then
the modified coverage must be made
available to the qualified beneficiary.

Moving Outside Region of Region-
Specific Coverage

The 1999 final regulations require
employers and employee organizations
to make alternative coverage available to
qualified beneficiaries moving outside
the service area of a region-specific
benefit package. One commenter asked
for a clarification that the alternative
coverage must be made available
immediately and cannot be deferred
until the beginning of the plan’s next
open enrollment period. These final
regulations clarify that the alternative
coverage must be made available not
later than the date of the qualified
beneficiary’s relocation, or, if later, the
first day of the month following the
month in which the qualified
beneficiary requests the alternative
coverage.

Another commenter expressed
concern that a plan might have to incur
extraordinary costs (such as negotiating
for a separate network of providers in an
indemnity plan with a preferred
provider organization, or establishing a
separate schedule of usual, customary,
and reasonable costs) to provide
coverage in areas to which a qualified
beneficiary might relocate but in which
there were no active employees of the
employer or employee organization. The
rule in the 1999 final regulations does
not require employers or employee
organizations to incur extraordinary
costs to extend coverage to qualified
beneficiaries in areas in which the
employer or employee organization does
not have active employees. In the case
of an indemnity plan with a preferred
provider organization, the plan need
only provide benefits at the standard
rate (that is, not at the rate for preferred
providers) to a qualified beneficiary
who moves outside the service area of
the preferred provider network.
Similarly, a plan is not required to
establish a separate schedule of usual,
customary, and reasonable costs solely
for qualified beneficiaries who reside in
a region where no active employees
work or reside (regardless of whether
this is to the qualified beneficiary’s
benefit or detriment based on prevailing
costs in the region where the qualified
beneficiary resides). Accordingly, these
final regulations do not modify the rule
in the 1999 final regulations based on
this commenter’s concern.

When COBRA Continuation Coverage
Must Become Effective

The 1999 final regulations provide
that, in the case of an indemnity or
reimbursement arrangement, claims
incurred during the election period do
not have to be paid before the election
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(and, if applicable, payment for the
coverage) is made. In the case of
indemnity or reimbursement
arrangements that allow retroactive
reinstatement of coverage, the 1999 final
regulations provide that coverage for
qualified beneficiaries can be
terminated and then reinstated when
the election is made. One commenter
asked if these two rules mean that
coverage must be reinstated at the time
of the election even if payment is not
made but that no claims need be paid
under that coverage until payment for
the coverage is made. The commenter
pointed out that this would a pose a
problem for employers and employee
organizations maintaining insured plans
in that they would have to pay the
insurer premiums for the coverage even
if payment for the coverage was never
made (whereas the insurer would never
have to pay any claim under the
coverage). These final regulations clarify
this rule by explicitly providing that in
the case of indemnity plans and
reimbursement arrangements that allow
retroactive reinstatement of coverage,
coverage can be terminated and later
reinstated when the election (and, if
applicable, payment for the coverage) is
made. Thus, under these final
regulations, the rules for when coverage
must be reinstated and when claims
must be paid are the same.

Maximum Coverage Period

The 1999 proposed regulations
relating to the maximum coverage
period are adopted as final regulations
with a minor change to a cross-
reference.

Insignificant Underpayments

The 1999 final regulations prescribe
how plans are to treat payments for
COBRA continuation coverage that are
short by an amount that is not
significant. They require the plan to
treat the payment as full payment unless
the plan notifies the qualified
beneficiary of the amount of the
deficiency and grants a reasonable
period for payment of the deficiency.
The regulations provide as a safe harbor
that a period of 30 days after the notice
is provided is a reasonable period for
this purpose.

Many commenters requested that the
regulations specify what is considered a
significant amount. These final
regulations provide that a shortfall is
not significant if it is no greater than the
lesser of $50 (or another amount
specified by the Commissioner in
guidance of general applicability) or 10
percent of the required amount.

Several commenters also requested
that the regulations specify a period

shorter than 30 days for payment of the
deficiency to be considered timely, but
these final regulations do not adopt this
suggestion. The regulations require only
that a plan grant a reasonable period for
payment of the deficiency. In some
circumstances, a period shorter than 30
days may be reasonable. However, in
other circumstances, a shorter period
might not be reasonable. The IRS and
Treasury believe it is useful to provide
the certainty of a safe harbor, but they
do not believe that a period shorter than
30 days is sufficiently long in all cases.

Business Reorganizations

The 1999 proposed regulations
relating to business reorganizations are
adopted as final regulations with two
clarifications. The proposed regulations
provide that, in an asset sale (which is
defined as the sale of substantial assets
such as a plant or division or
substantially all the assets of a trade or
business), a purchaser of assets is
considered a successor employer if the
seller ceases to provide any group
health plan to any employee in
connection with the sale and if the
buyer continues the business operations
associated with those assets without
substantial change or interruption.
Several inquiries raised the question
whether this rule applies if the assets
are purchased as part of a bankruptcy
proceeding. The final regulations clarify
this rule for assets purchased in
bankruptcy by providing that a buying
group does not fail to be a successor
employer in connection with an asset
sale merely because the sale takes place
in connection with a bankruptcy
proceeding. Thus, the general rule for
determining whether a buyer is a
successor employer applies in
bankruptcy the same way that it does
outside of bankruptcy.

These final regulations also clarify
that asset sale includes not only sales
but other transfers as well.

Comments were received about other
aspects of the proposed rules for
business reorganizations. Several
commenters requested additional
guidance on the amount of assets that
would constitute ‘“‘substantial assets” for
purposes of the asset sale rules. The
final regulations retain the definition in
the proposed regulations. This
definition is intended to be flexible
enough to apply reasonably to the
myriad situations in which this issue
arises. The asset sale rules, including
the definition of asset sale, are similar
to the various formulations of successor
employer rules that have been fashioned
by the courts for various labor law
purposes, adapted to the peculiar
circumstances that the COBRA

continuation coverage requirements
create. In those cases, as in the final
rule, a case-by-case approach is favored.
See, for example, Golden State Bottling
Co.v. NLRB, 414 U.S. 168 (1973);
Howard Johnson Co. v. Detroit Local
Joint Executive Board, Hotel &
Restaurant Employees & Bartenders
International Union, 417 U.S. 249
(1974); John Wiley & Sons, Inc. v.
Livingston, 376 U.S. 543 (1964); NLRBv.
Burns International Security Services,
Inc., 406 U.S. 272 (1972); Fall River
Dyeing & Finishing Corp. v. NLRB, 482
U.S. 27 (1987); EEOC v. MacMillan
Bloedel Containers, Inc., 503 F.2d 1086
(6th Cir. 1974); In re National Airlines,
Inc., 700 F.2d 695 (11th Cir. 1983);
Upholsterers’ International Union
Pension Fund v. Artistic Furniture of
Pontiac, 920 F.2d 1323 (7th Cir. 1990);
Central States, Southeast & Southwest
Areas Pension Fund v. PYA/Monarch of
Texas, Inc., 851 F.2d 780 (5th Cir. 1988).

One commenter requested
clarification that the cessation of a plan
shortly before an asset sale is in
connection with the sale (and thus that
the buying group would be responsible
for making COBRA continuation
coverage available to M&A qualified
beneficiaries in connection with the sale
if the buying group is a successor
employer). The regulations have not
been modified for this request. In many
circumstances, cessation of a plan
shortly before an asset sale would be
considered to be in connection with the
sale. However, there may be cases in
which the plan was being terminated for
an unrelated reason. The application of
this rule in any particular case depends
on all the relevant facts and
circumstances.

The preamble to the 1999 proposed
regulations included a description of a
potential rule that the IRS and Treasury
were considering adopting and solicited
comments on that potential rule. The
rule would have provided that no loss
of coverage occurs, and thus no
qualifying event occurs, if a purchaser
of assets maintains substantially the
same plan for continuing employees for
what would otherwise be the maximum
coverage period (generally 18 months).
The IRS and Treasury also
acknowledged in the 1999 preamble
concerns about protecting the rights of
qualified beneficiaries in this situation.
After consideration of the comments,
the IRS and Treasury have determined
not to adopt such a special rule. Thus,
under these final regulations, in an asset
sale, employees who terminate
employment with the seller and who no
longer get health coverage from the
seller experience a qualifying event with
respect to the seller’s plan even though
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they are employed by the buyer at the
same jobs they had with the seller and
have the same health coverage through
the buyer.

Like the 1999 proposed regulations,
these final regulations do not address
how the obligation to make COBRA
continuation coverage available is
affected by the transfer of an ownership
interest in a noncorporate entity.
However, it is intended that, in general,
the principles reflected in the rules in
the final regulations for transfers of
ownership interests in corporate entities
should apply in a similar fashion in
analogous cases involving the transfer of
ownership interests in noncorporate
entities.

Employer Withdrawals From
Multiemployer Plans

The 1999 proposed regulations
relating to employer withdrawals from a
multiemployer plan are adopted with
two changes and two additional
examples to illustrate the rules as
changed. The general approach of the
1999 proposed regulations is retained.
However, the proposed rule renders an
employer who stops contributing to a
multiemployer plan responsible for
making COBRA continuation coverage
available to qualified beneficiaries
associated with that employer only if
the employer establishes a new plan to
cover active employees formerly
covered under the multiemployer plan.
Several commenters suggested that the
employer should also be responsible for
COBRA if the coverage provided to
employees formerly covered under the
multiemployer plan comes from an
existing plan of the employer (rather
than from a new plan). The final rules
have been revised to apply the general
approach to existing plans as well as to
new plans.

The 1999 proposed regulations also
place a threshold condition on the
obligation of an employer or subsequent
multiemployer plan to make COBRA
coverage available to existing qualified
beneficiaries associated with the
withdrawing employer. That threshold
is that the employer or subsequent
multiemployer plan must cover a
significant number of the employer’s
employees formerly covered under the
multiemployer plan. Several
commenters requested further guidance
on what a significant number was in
this context. Some of them also wanted
to know what purpose this threshold
condition serves. The intent in imposing
this threshold condition in the proposed
regulations was to leave responsibility
for COBRA compliance with the
existing multiemployer plan in a case
where, for example, only one or two of

the employees formerly covered under
the multiemployer plan were transferred
into management and became covered
under a plan of the employer for which
union employees were not eligible. The
final rule has been revised to more
clearly accomplish this intent. This
threshold condition has been revised so
that the employer plan or subsequent
multiemployer plan has responsibility
for COBRA compliance once coverage
under the plan is available to a class of
employees formerly covered under the
multiemployer plan. New examples
illustrate the application of this
standard.

Several commenters expressed
concern that the proposed regulations
would require multiemployer plans to
begin investigating why an employer
stops contributing to the multiemployer
plan and to determine whether the
withdrawing employer subsequently
covered union (or former union)
employees under a single employer
plan. Concern was also expressed that
the proposed regulations would require
the multiemployer plan to keep
employer-by-employer data for qualified
beneficiaries receiving COBRA
continuation coverage. The IRS and
Treasury recognized when they
proposed these rules that in many
industries it is impracticable for
multiemployer plans to determine
whether an employer that stops
contributing to a multiemployer plan
covers union employees under its own
plan and that it is impracticable to
maintain employer-specific data on
employees and qualified beneficiaries. If
a multiemployer plan finds it easier to
make COBRA coverage available for the
maximum coverage period, these final
regulations do not require the plan to
start gathering information that is
difficult to assemble. Such a plan can
comply with the COBRA continuation
coverage requirements by making
COBRA continuation coverage available
to existing qualified beneficiaries in
accordance with the general rules for
the duration of COBRA continuation
coverage (in § 54.4980B-7).

One commenter requested
clarification of the proposed rules if an
employer establishes a plan for
employees formerly covered under the
multiemployer plan but applies a
waiting period before the employees are
eligible for coverage under that plan.
These final regulations clarify that the
employer’s obligation does not arise
until the employer makes coverage
available. Thus, the multiemployer plan
would be responsible for COBRA
coverage until the waiting period under
the employer’s plan had expired for a

class of employees formerly covered
under the multiemployer plan.

Several commenters submitted
substantially similar comments
requesting that the rules be revised so
that a multiemployer plan no longer
receiving contributions from a certain
employer would not be required to
make COBRA continuation coverage
available to any qualified beneficiaries
affiliated with that employer. Such an
approach, however, would not resolve
the problem of qualified beneficiaries
not having access to COBRA coverage,
and the statutory basis for such a
position is questionable in situations in
which none of the statutory reasons for
ending a plan’s obligation to make
COBRA coverage available to a
particular qualified beneficiary is
present. The final regulations do not
adopt this suggestion.

The IRS and Treasury received an
inquiry about who has the obligation to
make COBRA continuation coverage
available to existing qualified
beneficiaries in a situation that reverses
the situation addressed in the proposed
rules, one in which employees cease to
be covered under a plan maintained by
their employer and commence to be
covered under a multiemployer plan. In
such a situation, the existing qualified
beneficiaries should get the same
coverage that similarly situated
nonCOBRA beneficiaries are receiving,
that is, the coverage under the
multiemployer plan. The 1999 final
regulations suggest this result in
describing what COBRA continuation
coverage is. However, the language used
in the 1999 final regulations can be read
to suggest that this is the result only
when coverage is under the same plan:
“If coverage under the plan is modified
for similarly situated nonCOBRA
beneficiaries, then the coverage made
available to qualified beneficiaries is
modified in the same way.” (Q&A-1(a)
of § 54.4980B-5; emphasis added.)
These final regulations delete the phrase
“under the plan” from the quoted
language to make clear that if coverage
for the similarly situated nonCOBRA
beneficiaries is modified by switching
from one plan to another, then coverage
for the qualified beneficiaries is
modified by switching to the other plan
too. Although this amendment is being
made due to an inquiry about a switch
from a single-employer plan to a
multiemployer plan, it applies in any
situation in which coverage for
nonCOBRA beneficiaries is terminated
under one plan and commences under
another, including those situations in
which a single employer maintains both
plans.
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COBRA and FMLA

The 1999 proposed regulations
relating to how COBRA applies in
connection with leave taken under the
Family and Medical Leave Act of 1993
(FMLA) are adopted as final regulations
with one minor addition. One
commenter observed that the 1999
proposed regulations suggest by way of
cross reference in an example that the
Labor regulations in 29 CFR part 825,
not the COBRA regulations, determine
when FMLA leave ends. This
commenter requested that this
suggestion in an example be made
express in the text of the rules. The final
regulations add in the text of the rules
(preceding the examples) that the end of
FMLA leave is not determined under
these regulations but under the
regulations in 29 CFR part 825.

Effective Date

This Treasury decision applies with
respect to qualifying events occurring
on or after January 1, 2002, except as
provided in the following paragraphs.

Paragraphs (d), (e), and (f) in Q&A-5
of § 54.4980B-2 (relating to the counting
of employees for purposes of the small
employer plan exception) are applicable
beginning January 1, 2002 for
determinations made with reference to
the number of employees in calendar
year 2001 or later.

Q&A—4 of § 54.4980B-7 (describing
the maximum coverage period) is
applicable with respect to individuals
who are qualified beneficiaries on or
after January 1, 2002. (See Q&A—1(f) of
§54.4980B-3, under which an
individual ceases to be a qualified
beneficiary once the plan’s obligation to
provide COBRA continuation coverage
to the individual has ended.)

Q&A-1 through Q&A-8 of
§ 54.4980B-9 (containing rules for
business reorganizations) are applicable
with respect to business reorganizations
that take effect on or after January 1,
2002.

Q&A-9 and Q&A-10 of § 54.4980B—9
(containing rules for employer
withdrawals from a multiemployer
plan) are applicable with respect to
cessations of contributions that occur on
or after January 1, 2002. For this
purpose, a cessation of contributions
occurs on or after January 1, 2002 if the
employer’s last contribution to the plan
is made on or after January 1, 2002.

Section 54.4980B—10 (relating to the
interaction of COBRA and FMLA leave)
is applicable with respect to FMLA
leave that begins on or after January 1,
2002.

Special Analyses

It has been determined that this
Treasury decision is not a significant
regulatory action as defined in
Executive Order 12866. Therefore, a
regulatory assessment is not required. It
also has been determined that section
553(b) of the Administrative Procedure
Act (5 U.S.C. chapter 5) does not apply
to these regulations, and because the
regulations do not impose a collection
of information requirement on small
entities, the Regulatory Flexibility Act
(5 U.S.C. chapter 6) does not apply.
Therefore, a Regulatory Flexibility
Analysis is not required. Pursuant to
section 7805(f) of the Code, the notice
of proposed rulemaking preceding these
regulations was submitted to the Small
Business Administration for comment
on its impact on small business.

Drafting Information

The principal author of these
regulations is Russ Weinheimer, Office
of the Division Counsel/Associate Chief
Counsel (Tax Exempt and Government
Entities). However, other personnel
from the IRS and Treasury Department
participated in their development.

List of Subjects in 26 CFR Part 54

Excise taxes, Health care, Health
insurance, Pensions, Reporting and
recordkeeping requirements.

Adoption of Amendments to the
Regulations

Accordingly, 26 CFR part 54 is
amended as follows:

PART 54—PENSION EXCISE TAXES

Paragraph 1. The authority citation
for part 54 is amended in part by adding
entries in numerical order to read as
follows:

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

Section 54.4980B-9 also issued under
26 U.S.C. 4980B.

Section 54.4980B-10 also issued
under 26 U.S.C. 4980B.

* * * * *
Par. 2. Section 54.4980B-0 is
amended by:

1. Revising the introductory text.

2. Adding entries for §§ 54.4980B—9
and 54.4980B-10 at the end of the “List
of Sections”.

3. Revising the entry for Q-2 of
§54.4980B—-1 in the ‘“‘List of Questions”.

4. Revising the entries for Q-3 and Q—
6 of § 54.4980B-2 in the “List of
Questions”.

5. Revising the entry for Q—4 of
§54.4980B—7 in the “List of Questions”.

6. Adding entries for the section
headings for §§ 54.4980B-9 and
54.4980B-10 in the “List of Questions”.

The additions and revisions read as
follows:

§54.4980B-0 Table of contents.

This section contains first a list of the
section headings and then a list of the
questions in each section in
§§54.4980B—1 through 54.4980B-10.

List of Sections

* * * * *

§54.4980B-9 Business reorganizations
and employer withdrawals from
multiemployer plans.

§54.4980B-10 Interaction of FMLA
and COBRA.

List of Questions
§54.4980B-1 COBRA in general.

* * * * *

(Q—2: What standard applies for topics
not addressed in §§ 54.4980B—1 through
54.4980B-107

* * * * *

§54.4980B-2 Plans that must comply.

* * * * *

Q-3: What is a multiemployer plan?
* * * * *

Q-6: How is the number of group
health plans that an employer or
employee organization maintains

determined?
* * * * *

§54.4980B-7 Duration of COBRA
continuation coverage.

* * * * *

Q—4: When does the maximum
coverage period end?
* * * * *

§54.4980B-9 Business reorganizations
and employer withdrawals from
multiemployer plans.

Q-1: For purposes of this section,
what are a business reorganization, a
stock sale, and an asset sale?

QQ—2: In the case of a stock sale, what
are the selling group, the acquired
organization, and the buying group?

Q-3: In the case of an asset sale, what
are the selling group and the buying
group?

Q—4: Who is an M&A qualified
beneficiary?

Q-5: In the case of a stock sale, is the
sale a qualifying event with respect to
a covered employee who is employed by
the acquired organization before the sale
and who continues to be employed by
the acquired organization after the sale,
or with respect to the spouse or
dependent children of such a covered
employee?

Q—6: In the case of an asset sale, is the
sale a qualifying event with respect to
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a covered employee whose employment
immediately before the sale was
associated with the purchased assets, or
with respect to the spouse or dependent
children of such a covered employee
who are covered under a group health
plan of the selling group immediately
before the sale?

Q-7: In a business reorganization, are
the buying group and the selling group
permitted to allocate by contract the
responsibility to make COBRA
continuation coverage available to M&A
qualified beneficiaries?

(Q—8: Which group health plan has the
obligation to make COBRA continuation
coverage available to M&A qualified
beneficiaries in a business
reorganization?

Q—9: Can the cessation of
contributions by an employer to a
multiemployer group health plan be a
qualifying event?

QQ—10: If an employer stops
contributing to a multiemployer group
health plan, does the multiemployer
plan have the obligation to make
COBRA continuation coverage available
to a qualified beneficiary who was
receiving coverage under the
multiemployer plan on the day before
the cessation of contributions and who
is, or whose qualifying event occurred
in connection with, a covered employee
whose last employment prior to the
qualifying event was with the employer
that has stopped contributing to the
multiemployer plan?

§54.4980B-10 Interaction of FMLA
and COBRA.

Q-1: In what circumstances does a
qualifying event occur if an employee
does not return from leave taken under
FMLA?

Q-2: If a qualifying event described in
Q&A-1 of this section occurs, when
does it occur, and how is the maximum
coverage period measured?

Q-3: If an employee fails to pay the
employee portion of premiums for
coverage under a group health plan
during FMLA leave or declines coverage
under a group health plan during FMLA
leave, does this affect the determination
of whether or when the employee has
experienced a qualifying event?

QQ—4: Is the application of the rules in
Q&A-1 through Q&A-3 of this section
affected by a requirement of state or
local law to provide a period of coverage
longer than that required under FMLA?

(Q-5: May COBRA continuation
coverage be conditioned upon
reimbursement of the premiums paid by
the employer for coverage under a group
health plan during FMLA leave?

Par. 3. Section 54.4980B-1 is
amended by:

1. Removing the language “54.4980B—
8” and adding “54.4980B—10" in its
place in the last sentence of paragraph
(a) in A-1.

2. Removing the language “54.4980B—
8” and adding “54.4980B—10" in its
place in the third sentence and the last
sentence of paragraph (b) in A—1.

3. Removing the last sentence of
paragraph (c) in A-1 and adding two
sentences in its place.

4. Revising Q&A-2.

The addition and revision read as
follows:

§54.4980B-1 COBRA in general.

A_l. * % %

(c) * * * Section 54.4980B—9 contains
special rules for how COBRA applies in
connection with business
reorganizations and employer
withdrawals from a multiemployer plan,
and §54.4980B—10 addresses how
COBRA applies for individuals who
take leave under the Family and
Medical Leave Act of 1993. Unless the
context indicates otherwise, any
reference in §§ 54.4980B—1 through
54.4980B-10 to COBRA refers to section
4980B (as amended) and to the parallel
provisions of ERISA.

Q-2: What standard applies for topics
not addressed in §§ 54.4980B—1 through
54.4980B-107

A-2: For purposes of section 4980B,
for topics relating to the COBRA
continuation coverage requirements of
section 4980B that are not addressed in
§§54.4980B-1 through 54.4980B-10
(such as methods for calculating the
applicable premium), plans and
employers must operate in good faith
compliance with a reasonable
interpretation of the statutory
requirements in section 4980B.

Par. 4. Section 54.4980B-2 is
amended by:

1. Revising paragraph (a) in A-1.

2. Removing the language ““54.4980B—
8” and adding “54.4980B—10" in its
place in the first sentence of paragraph
(b) in A-1.

3. Revising A-2.

4. Adding Q&A-3.

5. Removing the language ““54.4980B—
8’ and adding ““54.4980B—10" in its
place in the last sentence of paragraph
(a) in A—4.

6. Adding a sentence immediately
before the last sentence of the
introductory text of paragraph (a) in A—
5.

7. Removing the language ‘“54.4980B—
8” and adding “54.4980B—10" in its
place in the last sentence of the
introductory text of paragraph (c) in A—
5.

8. Adding paragraphs (d), (e), and (f)
in A-5.

9. Adding Q&A-6.

10. Revising A-8.

11. Revising paragraph (a) in A-10.

The additions and revisions read as
follows:

§54.4980B-2 Plans that must comply.
* * * * *

A-1: (a) For purposes of section
4980B, a group health plan is a plan
maintained by an employer or employee
organization to provide health care to
individuals who have an employment-
related connection to the employer or
employee organization or to their
families. Individuals who have an
employment-related connection to the
employer or employee organization
consist of employees, former employees,
the employer, and others associated or
formerly associated with the employer
or employee organization in a business
relationship (including members of a
union who are not currently
employees). Health care is provided
under a plan whether provided directly
or through insurance, reimbursement, or
otherwise, and whether or not provided
through an on-site facility (except as set
forth in paragraph (d) of this Q&A-1), or
through a cafeteria plan (as defined in
section 125) or other flexible benefit
arrangement. (See paragraphs (b)
through (e) in Q&A—8 of this section for
rules regarding the application of the
COBRA continuation coverage
requirements to certain health flexible
spending arrangements.) For purposes
of this Q&A~—1, insurance includes not
only group insurance policies but also
one or more individual insurance
policies in any arrangement that
involves the provision of health care to
two or more employees. A plan
maintained by an employer or employee
organization is any plan of, or
contributed to (directly or indirectly) by,
an employer or employee organization.
Thus, a group health plan is maintained
by an employer or employee
organization even if the employer or
employee organization does not
contribute to it if coverage under the
plan would not be available at the same
cost to an individual but for the
individual’s employment-related
connection to the employer or employee
organization. These rules are further
explained in paragraphs (b) through (d)
of this Q&A—1. An exception for
qualified long-term care services is set
forth in paragraph (e) of this Q&A-1,
and for medical savings accounts in
paragraph (f) of this Q&A—1. See Q&A—
6 of this section for rules to determine
the number of group health plans that
an employer or employee organization
maintains.

* * * * *
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A-2: (a) For purposes of section
4980B, employer refers to—

(1) A person for whom services are
performed;

(2) Any other person that is a member
of a group described in section 414(b),
(c), (m), or (o) that includes a person
described in paragraph (a)(1) of this
Q&A-2; and

(3) Any successor of a person
described in paragraph (a)(1) or (2) of
this Q&A—2.

(b) An employer is a successor
employer if it results from a
consolidation, merger, or similar
restructuring of the employer or if it is
a mere continuation of the employer.
See paragraph (c) in Q&A-8 of
§ 54.4980B-9 for rules describing the
circumstances in which a purchaser of
substantial assets is a successor
employer to the employer selling the
assets.

(Q-3: What is a multiemployer plan?
A-3: For purposes of §§ 54.4980B—1
through 54.4980B—-10, a multiemployer

plan is a plan to which more than one
employer is required to contribute, that
is maintained pursuant to one or more
collective bargaining agreements
between one or more employee
organizations and more than one
employer, and that satisfies such other
requirements as the Secretary of Labor
may prescribe by regulation. Whenever
reference is made in §§ 54.4980B—1
through 54.4980B-10 to a plan of or
maintained by an employer or employee
organization, the reference includes a
multiemployer plan.

* * * * *

A-5: (a) * * * See Q&A—6 of this
section for rules to determine the
number of plans that an employer or
employee organization maintains. * * *
* * * * *

(d) In determining the number of the
employees of an employer, each full-
time employee is counted as one
employee and each part-time employee
is counted as a fraction of an employee,
determined in accordance with
paragraph (e) of this Q&A-5.

(e) An employer may determine the
number of its employees on a daily basis
or a pay period basis. The basis used by
the employer must be used with respect
to all employees of the employer and
must be used for the entire year for
which the number of employees is being
determined. If an employer determines
the number of its employees on a daily
basis, it must determine the actual
number of full-time employees on each
typical business day and the actual
number of part-time employees and the
hours worked by each of those part-time
employees on each typical business day.

Each full-time employee counts as one
employee on each typical business day
and each part-time employee counts as
a fraction, with the numerator of the
fraction equal to the number of hours
worked by that employee and the
denominator equal to the number of
hours that must be worked on a typical
business day in order to be considered
a full-time employee. If an employer
determines the number of its employees
on a pay period basis, it must determine
the actual number of full-time
employees employed during that pay
period and the actual number of part-
time employees employed and the hours
worked by each of those part-time
employees during the pay period. For
each day of that pay period, each full-
time employee counts as one employee
and each part-time employee counts as
a fraction, with the numerator of the
fraction equal to the number of hours
worked by that employee during that
pay period and the denominator equal
to the number of hours that must be
worked during that pay period in order
to be considered a full-time employee.
The determination of the number of
hours required to be considered a full-
time employee is based upon the
employer’s employment practices,
except that in no event may the hours
required to be considered a full-time
employee exceed eight hours for any
day or 40 hours for any week.

() In the case of a multiemployer
plan, the determination of whether the
plan is a small-employer plan on any
particular date depends on which
employers are contributing to the plan
on that date and on the workforce of
those employers during the preceding
calendar year. If a plan that is otherwise
subject to COBRA ceases to be a small-
employer plan because of the addition
during a calendar year of an employer
that did not normally employ fewer
than 20 employees on a typical business
day during the preceding calendar year,
the plan ceases to be excepted from
COBRA immediately upon the addition
of the new employer. In contrast, if the
plan ceases to be a small-employer plan
by reason of an increase during a
calendar year in the workforce of an
employer contributing to the plan, the
plan ceases to be excepted from COBRA
on the January 1 immediately following
the calendar year in which the
employer’s workforce increased.

* * * * *

Q-6: How is the number of group
health plans that an employer or
employee organization maintains
determined?

A-6: (a) The rules of this Q&A—6
apply in determining the number of

group health plans that an employer or
employee organization maintains. All
references elsewhere in §§54.4980B—1
through 54.4980B-10 to a group health
plan are references to a group health
plan as determined under Q&A-1 of this
section and this Q&A—6. Except as
provided in paragraph (b) or (c) of this
Q&A-6, all health care benefits, other
than benefits for qualified long-term
care services (as defined in section
7702B(c)), provided by a corporation,
partnership, or other entity or trade or
business, or by an employee
organization, constitute one group
health plan, unless—

(1) It is clear from the instruments
governing an arrangement or
arrangements to provide health care
benefits that the benefits are being
provided under separate plans; and

(2) The arrangement or arrangements
are operated pursuant to such
instruments as separate plans.

(b) A multiemployer plan and a
nonmultiemployer plan are always
separate plans.

(c) If a principal purpose of
establishing separate plans is to evade
any requirement of law, then the
separate plans will be considered a
single plan to the extent necessary to
prevent the evasion.

(d) The significance of treating an
arrangement as two or more separate
group health plans is illustrated by the
following examples:

Example 1. (i) Employer X maintains a
single group health plan, which provides
major medical and prescription drug benefits.
Employer Y maintains two group health
plans; one provides major medical benefits
and the other provides prescription drug
benefits.

(ii) X’s plan could comply with the COBRA
continuation coverage requirements by giving
a qualified beneficiary experiencing a
qualifying event with respect to X’s plan the
choice of either electing both major medical
and prescription drug benefits or not
receiving any COBRA continuation coverage
under X’s plan. By contrast, for Y’s plans to
comply with the COBRA continuation
coverage requirements, a qualified
beneficiary experiencing a qualifying event
with respect to each of Y’s plans must be
given the choice of electing COBRA
continuation coverage under either the major
medical plan or the prescription drug plan or
both.

Example 2. If a joint board of trustees
administers one multiemployer plan, that
plan will fail to qualify for the small-
employer plan exception if any one of the
employers whose employees are covered
under the plan normally employed 20 or
more employees during the preceding
calendar year. However, if the joint board of
trustees maintains two or more
multiemployer plans, then the exception
would be available with respect to each of
those plans in which each of the employers
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whose employees are covered under the plan
normally employed fewer than 20 employees
during the preceding calendar year.

* * * * *

A-8: (a)(1) The provision of health
care benefits does not fail to be a group
health plan merely because those
benefits are offered under a cafeteria
plan (as defined in section 125) or under
any other arrangement under which an
employee is offered a choice between
health care benefits and other taxable or
nontaxable benefits. However, the
COBRA continuation coverage
requirements apply only to the type and
level of coverage under the cafeteria
plan or other flexible benefit
arrangement that a qualified beneficiary
is actually receiving on the day before
the qualifying event. See paragraphs (b)
through (e) of this Q&A-8 for rules
limiting the obligations of certain health
flexible spending arrangements.

(2) The rules of this paragraph (a) are
illustrated by the following example:

Example: (i) Under the terms of a cafeteria
plan, employees can choose among life
insurance coverage, membership in a health
maintenance organization (HMO), coverage
for medical expenses under an indemnity
arrangement, and cash compensation. Of
these available choices, the HMO and the
indemnity arrangement are the arrangements
providing health care. The instruments
governing the HMO and indemnity
arrangements indicate that they are separate
group health plans. These group health plans
are subject to COBRA. The employer does not
provide any group health plan outside of the
cafeteria plan. B and C are unmarried
employees. B has chosen the life insurance
coverage, and C has chosen the indemnity
arrangement.

(ii) B does not have to be offered COBRA
continuation coverage upon terminating
employment, nor is a subsequent open
enrollment period for active employees
required to be made available to B. However,
if C terminates employment and the
termination constitutes a qualifying event, C
must be offered an opportunity to elect
COBRA continuation coverage under the
indemnity arrangement. If C makes such an
election and an open enrollment period for
active employees occurs while C is still
receiving the COBRA continuation coverage,
C must be offered the opportunity to switch
from the indemnity arrangement to the HMO
(but not to the life insurance coverage
because that does not constitute coverage
provided under a group health plan).

(b) If a health flexible spending
arrangement (health FSA), within the
meaning of section 106(c)(2), satisfies
the two conditions in paragraph (c) of
this Q&A-8 for a plan year, the
obligation of the health FSA to make
COBRA continuation coverage available
to a qualified beneficiary who
experiences a qualifying event in that
plan year is limited in accordance with
paragraphs (d) and (e) of this Q&A-8, as

illustrated by an example in paragraph
(f) of this Q&A-8. To the extent that a
health FSA is obligated to make COBRA
continuation coverage available to a
qualified beneficiary, the health FSA
must comply with all the applicable
rules of §§54.4980B—1 through
54.4980B-10, including the rules of
Q&A-3 in § 54.4980B-5 (relating to
limits).

(c) The conditions of this paragraph
(c) are satisfied if—

(1) Benefits provided under the health
FSA are excepted benefits within the
meaning of sections 9831 and 9832; and

(2) The maximum amount that the
health FSA can require to be paid for a
year of COBRA continuation coverage
under Q&A-1 of § 54.4980B-8 equals or
exceeds the maximum benefit available
under the health FSA for the year.

(d) If the conditions in paragraph (c)
of this Q&A-8 are satisfied for a plan
year, then the health FSA is not
obligated to make COBRA continuation
coverage available for any subsequent
plan year to any qualified beneficiary
who experiences a qualifying event
during that plan year.

(e) If the conditions in paragraph (c)
of this Q&A-8 are satisfied for a plan
year, the health FSA is not obligated to
make COBRA continuation coverage
available for that plan year to any
qualified beneficiary who experiences a
qualifying event during that plan year
unless, as of the date of the qualifying
event, the qualified beneficiary can
become entitled to receive during the
remainder of the plan year a benefit that
exceeds the maximum amount that the
health FSA is permitted to require to be
paid for COBRA continuation coverage
for the remainder of the plan year. In
determining the amount of the benefit
that a qualified beneficiary can become
entitled to receive during the remainder
of the plan year, the health FSA may
deduct from the maximum benefit
available to that qualified beneficiary for
the year (based on the election made
under the health FSA for that qualified
beneficiary before the date of the
qualifying event) any reimbursable
claims submitted to the health FSA for
that plan year before the date of the
qualifying event.

(f) The rules of paragraphs (b), (c), (d),
and (e) of this Q&A-38 are illustrated by
the following example:

Example. (i) An employer maintains a
group health plan providing major medical
benefits and a group health plan thatis a
health FSA, and the plan year for each plan
is the calendar year. Both the plan providing
major medical benefits and the health FSA
are subject to COBRA. Under the health FSA,
during an open season before the beginning
of each calendar year, employees can elect to

reduce their compensation during the
upcoming year by up to $1200 per year and
have that same amount contributed to a
health flexible spending account. The
employer contributes an additional amount
to the account equal to the employee’s salary
reduction election for the year. Thus, the
maximum amount available to an employee
under the health FSA for a year is two times
the amount of the employee’s salary
reduction election for the year. This amount
may be paid to the employee during the year
as reimbursement for health expenses not
covered by the employer’s major medical
plan (such as deductibles, copayments,
prescription drugs, or eyeglasses). The
employer determined, in accordance with
section 4980B(f)(4), that a reasonable
estimate of the cost of providing coverage for
similarly situated nonCOBRA beneficiaries
for 2002 under this health FSA is equal to
two times their salary reduction election for
2002 and, thus, that two times the salary
reduction election is the applicable premium
for 2002.

(ii) Because the employer provides major
medical benefits under another group health
plan, and because the maximum benefit that
any employee can receive under the health
FSA is not greater than two times the
employee’s salary reduction election for the
plan year, benefits under this health FSA are
excepted benefits within the meaning of
sections 9831 and 9832. Thus, the first
condition of paragraph (c) of this Q&A-8 is
satisfied for the year. The maximum amount
that a plan can require to be paid for coverage
(outside of coverage required to be made
available due to a disability extension) under
Q&A-1 of § 54.4980B-8 is 102 percent of the
applicable premium. Thus, the maximum
amount that the health FSA can require to be
paid for coverage for the 2002 plan year is
2.04 times the employee’s salary reduction
election for the plan year. Because the
maximum benefit available under the health
FSA is 2.0 times the employee’s salary
reduction election for the year, the maximum
benefit available under the health FSA for the
year is less than the maximum amount that
the health FSA can require to be paid for
coverage for the year. Thus, the second
condition in paragraph (c) of this Q&A-8 is
also satisfied for the 2002 plan year. Because
both conditions in paragraph (c) of this Q&A—
8 are satisfied for 2002, with respect to any
qualifying event occurring in 2002, the health
FSA is not obligated to make COBRA
continuation coverage available for any year
after 2002.

(iii) Whether the health FSA is obligated to
make COBRA continuation coverage
available in 2002 to a qualified beneficiary
with respect to a qualifying event that occurs
in 2002 depends upon the maximum benefit
that would be available to the qualified
beneficiary under COBRA continuation
coverage for that plan year. Case 1: Employee
B has elected to reduce B’s salary by $1200
for 2002. Thus, the maximum benefit that B
can become entitled to receive under the
health FSA during the entire year is $2400.

B experiences a qualifying event that is the
termination of B’s employment on May 31,
2002. As of that date, B had submitted $300
of reimbursable expenses under the health
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FSA. Thus, the maximum benefit that B
could become entitled to receive for the
remainder of 2002 is $2100. The maximum
amount that the health FSA can require to be
paid for COBRA continuation coverage for
the remainder of 2002 is 102 percent times
1/12 of the applicable premium for 2002
times the number of months remaining in
2002 after the date of the qualifying event. In
B’s case, the maximum amount that the
health FSA can require to be paid for COBRA
continuation coverage for 2002 is 2.04 times
$1200, or $2448. One-twelfth of $2448 is
$204. Because seven months remain in the
plan year, the maximum amount that the
health FSA can require to be paid for B’s
coverage for the remainder of the year is
seven times $204, or $1428. Because $1428
is less than the maximum benefit that B
could become entitled to receive for the
remainder of the year ($2100), the health FSA
is required to make COBRA continuation
coverage available to B for the remainder of
2002 (but not for any subsequent year).

(iv) Case 2: The facts are the same as in
Case 1 except that B had submitted $1000 of
reimbursable expenses as of the date of the
qualifying event. In that case, the maximum
benefit available to B for the remainder of the
year would be $1400 instead of $2100.
Because the maximum amount that the
health FSA can require to be paid for B’s
coverage is $1428, and because the $1400
maximum benefit for the remainder of the
year does not exceed $1428, the health FSA
is not obligated to make COBRA continuation
coverage available to B in 2002 (or any later
year). (Of course, the administrator of the
health FSA is permitted to make COBRA
continuation coverage available to every
qualified beneficiary in the year that the
qualified beneficiary’s qualifying event
occurs in order to avoid having to determine
the maximum benefit available for each
qualified beneficiary for the remainder of the
plan year.)

* * * * *

A-10: (a) In general, the excise tax is
imposed on the employer maintaining
the plan, except that in the case of a
multiemployer plan (see Q&A-3 of this
section for a definition of
multiemployer plan) the excise tax is

imposed on the plan.
* * * * *

§54.4980B-3 [Amended]

Par. 5. Section 54.4980B-3 is
amended by:

1. Removing the language “54.4980B—
8” and adding “54.4980B—10" in its
place in the last sentence of paragraph
(a)(3) in A—1.

2. Removing the language “54.4980B—
8” and adding “54.4980B—10" in its
place in the first sentence of paragraph
(g) in A—1.

3. Removing the language “54.4980B—
8" and adding “54.4980B-10" in its
place in the first and second sentences
of paragraph (a)(1) in A-2.

4. Removing the language “54.4980B—
8” and adding “54.4980B—10" in its

place in the first sentence of paragraph
(a)(2) in A-2.

5. Removing the language ‘“54.4980B—
8’ and adding ““54.4980B-10" in its
place in the first and last sentences in
paragraph (b) in A-2.

6. Removing the language “54.4980B—
8 and adding ““54.4980B—10" in its
place in A-3.

7. Removing the language “‘section
9801(f)(2), and § 54.9801-6T(b)”” and
adding “and section 9801(f)(2)” in its
place in the last sentence of paragraph
(b) in A-1.

8. Removing the language “and
§54.9801-6T(b)” in the second sentence
of paragraph (i) in Example 1 of
paragraph (h) of A-1.

Par. 6. Section 54.4980B—4 is
amended by:

1. Adding a sentence at the end of
paragraph (a) in A-1.

2. Removing the language “Q&A-1"
and adding “Q&A—4" in its place in the
fifth sentence of paragraph (c) of A-1.

3. Revising the third sentence in
paragraph (e) of A-1.

4. Removing the language “‘section
9801(f)(2), and §54.9801-6T(b)” and
adding “and section 9801(f)(2)” in its
place in paragraph (i) in Example 4 of
paragraph (g) in A-1.

The addition and revision read as
follows:

§54.4980B—-4 Qualifying events.

* * * * *

A-1:(a) * * * See Q&A-1 through
Q&A-3 of § 54.4980B-10 for special
rules in the case of leave taken under
the Family and Medical Leave Act of
1993 (29 U.S.C. 2601-2619).

* * * *

(e) * * * For example, an absence
from work due to disability, a temporary
layoff, or any other reason (other than
due to leave that is FMLA leave; see
§54.4980B-10) is a reduction of hours
of a covered employee’s employment if
there is not an immediate termination of

employment. * * *
* * * * *

Par. 7. Section 54.4980B-5 is
amended by:

1. Revising paragraph (a) of A-1.

2. Revising paragraph (b) in A—4.

3. Removing the language “and
§54.9801-6T" in the second sentence of
paragraph (a) in A-5.

The revisions read as follows:

§54.4980B-5 COBRA continuation
coverage.
* * * * *

A-1: (a) If a qualifying event occurs,
each qualified beneficiary (other than a
qualified beneficiary for whom the
qualifying event will not result in any

immediate or deferred loss of coverage)
must be offered an opportunity to elect
to receive the group health plan
coverage that is provided to similarly
situated nonCOBRA beneficiaries
(ordinarily, the same coverage that the
qualified beneficiary had on the day
before the qualifying event). See Q&A—
3 of § 54.4980B-3 for the definition of
similarly situated nonCOBRA
beneficiaries. This coverage is COBRA
continuation coverage. If coverage is
modified for similarly situated
nonCOBRA beneficiaries, then the
coverage made available to qualified
beneficiaries is modified in the same
way. If the continuation coverage
offered differs in any way from the
coverage made available to similarly
situated nonCOBRA beneficiaries, the
coverage offered does not constitute
COBRA continuation coverage and the
group health plan is not in compliance
with COBRA unless other coverage that
does constitute COBRA continuation
coverage is also offered. Any
elimination or reduction of coverage in
anticipation of an event described in
paragraph (b) of Q&A—1 of § 54.4980B—
4 is disregarded for purposes of this
Q&A-1 and for purposes of any other
reference in §§ 54.4980B—-1 through
54.4980B-10 to coverage in effect
immediately before (or on the day
before) a qualifying event. COBRA
continuation coverage must not be
conditioned upon, or discriminate on
the basis of lack of, evidence of
insurability.

A_4: EE

(b) If a qualified beneficiary
participates in a region-specific benefit
package (such as an HMO or an on-site
clinic) that will not service her or his
health needs in the area to which she or
he is relocating (regardless of the reason
for the relocation), the qualified
beneficiary must be given, within a
reasonable period after requesting other
coverage, an opportunity to elect
alternative coverage that the employer
or employee organization makes
available to active employees. If the
employer or employee organization
makes group health plan coverage
available to similarly situated
nonCOBRA beneficiaries that can be
extended in the area to which the
qualified beneficiary is relocating, then
that coverage is the alternative coverage
that must be made available to the
relocating qualified beneficiary. If the
employer or employee organization does
not make group health plan coverage
available to similarly situated
nonCOBRA beneficiaries that can be
extended in the area to which the
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qualified beneficiary is relocating but
makes coverage available to other
employees that can be extended in that
area, then the coverage made available
to those other employees must be made
available to the relocating qualified
beneficiary. The effective date of the
alternative coverage must be not later
than the date of the qualified
beneficiary’s relocation, or, if later, the
first day of the month following the
month in which the qualified
beneficiary requests the alternative
coverage. However, the employer or
employee organization is not required to
make any other coverage available to the
relocating qualified beneficiary if the
only coverage the employer or employee
organization makes available to active
employees is not available in the area to
which the qualified beneficiary
relocates (because all such coverage is
region-specific and does not service
individuals in that area).

* * * * *
Par. 8. Section 54.4980B—6 is
amended by:

1. Revising the Example in paragraph
(c) of A—1.

2. Revising the first sentence in
paragraph (b) of A-3.

The revisions read as follows:

§54.4980B-6 Electing COBRA
continuation coverage.
* * * * *

A-1:* * ¥

(C) * % %

Example. (i) An unmarried employee
without children who is receiving employer-
paid coverage under a group health plan
voluntarily terminates employment on June
1, 2001. The employee is not disabled at the
time of the termination of employment nor at
any time thereafter, and the plan does not
provide for the extension of the required
periods (as is permitted under paragraph (b)
of Q&A—4 of § 54.4980B—7).

(ii) Case 1:If the plan provides that the
employer-paid coverage ends immediately
upon the termination of employment, the
election period must begin not later than
June 1, 2001, and must not end earlier than
July 31, 2001. If notice of the right to elect
COBRA continuation coverage is not
provided to the employee until June 15,
2001, the election period must not end earlier
than August 14, 2001.

(iii) Case 2:If the plan provides that the
employer-paid coverage does not end until 6
months after the termination of employment,
the employee does not lose coverage until
December 1, 2001. The election period can
therefore begin as late as December 1, 2001,
and must not end before January 30, 2002.

(iv) Case 3: If employer-paid coverage for
6 months after the termination of
employment is offered only to those qualified
beneficiaries who waive COBRA
continuation coverage, the employee loses
coverage on June 1, 2001, so the election
period is the same as in Case 1. The

difference between Case 2 and Case 3 is that
in Case 2 the employee can receive 6 months
of employer-paid coverage and then elect to
pay for up to an additional 12 months of
COBRA continuation coverage, while in Case
3 the employee must choose between 6
months of employer-paid coverage and
paying for up to 18 months of COBRA
continuation coverage. In all three cases,
COBRA continuation coverage need not be
provided for more than 18 months after the
termination of employment (see Q&A—4 of
§54.4980B-7), and in certain circumstances
might be provided for a shorter period (see
Q&A-1 of §54.4980B-7).

* * * * *

A-3ix * %

(b) In the case of an indemnity or
reimbursement arrangement, the
employer or employee organization can
provide for plan coverage during the
election period or, if the plan allows
retroactive reinstatement, the employer
or employee organization can terminate
the coverage of the qualified beneficiary
and reinstate her or him when the
election (and, if applicable, payment for
the coverage) is made. * * *

* * * * *
Par. 9. Section 54.4980B-7 is
amended by:

1. Revising paragraph (a) of A-1.

2. Adding Q&A—4.

3. Revising the second sentence in
paragraph (c) of A—5.

4. Revising paragraph (b) of Q&A-6.

5. Removing the language “Q&A-1"
and adding “Q&A—4" in its place in
paragraph (a) of A-7.

The addition and revisions read as
follows:

§54.4980B-7 Duration of COBRA
continuation coverage.

A-1: (a) Except for an interruption of
coverage in connection with a waiver, as
described in Q&A—4 of § 54.4980B-6,
COBRA continuation coverage that has
been elected for a qualified beneficiary
must extend for at least the period
beginning on the date of the qualifying
event and ending not before the earliest
of the following dates —

(1) The last day of the maximum
coverage period (see Q&A—4 of this
section);

(2) The first day for which timely
payment is not made to the plan with
respect to the qualified beneficiary (see
Q&A-5 in § 54.4980B-8);

(3) The date upon which the employer
or employee organization ceases to
provide any group health plan
(including successor plans) to any
employee;

(4) The date, after the date of the
election, upon which the qualified
beneficiary first becomes covered under
any other group health plan, as
described in Q&A-2 of this section;

(5) The date, after the date of the
election, upon which the qualified
beneficiary first becomes entitled to
Medicare benefits, as described in Q&A-—
3 of this section; and

(6) In the case of a qualified
beneficiary entitled to a disability
extension (see Q&A-5 of this section),
the later of —

(i) Either 29 months after the date of
the qualifying event, or the first day of
the month that is more than 30 days
after the date of a final determination
under Title II or XVI of the Social
Security Act (42 U.S.C. 401-433 or
1381-1385) that the disabled qualified
beneficiary whose disability resulted in
the qualified beneficiary’s being entitled
to the disability extension is no longer
disabled, whichever is earlier; or

(ii) The end of the maximum coverage
period that applies to the qualified
beneficiary without regard to the
disability extension.

* * * * *

Q—4: When does the maximum
coverage period end?

A—4: (a) Except as otherwise provided
in this Q&A—4, the maximum coverage
period ends 36 months after the
qualifying event. The maximum
coverage period for a qualified
beneficiary who is a child born to or
placed for adoption with a covered
employee during a period of COBRA
continuation coverage is the maximum
coverage period for the qualifying event
giving rise to the period of COBRA
continuation coverage during which the
child was born or placed for adoption.
Paragraph (b) of this Q&A—4 describes
the starting point from which the end of
the maximum coverage period is
measured. The date that the maximum
coverage period ends is described in
paragraph (c) of this Q&A—4 in a case
where the qualifying event is a
termination of employment or reduction
of hours of employment, in paragraph
(d) of this Q&A—4 in a case where a
covered employee becomes entitled to
Medicare benefits under Title XVIII of
the Social Security Act (42 U.S.C. 1395—
1395ggg) before experiencing a
qualifying event that is a termination of
employment or reduction of hours of
employment, and in paragraph (e) of
this Q&A—4 in the case of a qualifying
event that is the bankruptcy of the
employer. See Q&A—8 of §54.4980B-2
for limitations that apply to certain
health flexible spending arrangements.
See also Q&A—6 of this section in the
case of multiple qualifying events.
Nothing in §§54.4980B—1 through
54.4980B-10 prohibits a group health
plan from providing coverage that
continues beyond the end of the
maximum coverage period.
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(b)(1) The end of the maximum
coverage period is measured from the
date of the qualifying event even if the
qualifying event does not result in a loss
of coverage under the plan until a later
date. If, however, coverage under the
plan is lost at a later date and the plan
provides for the extension of the
required periods, then the maximum
coverage period is measured from the
date when coverage is lost. A plan
provides for the extension of the
required periods if it provides both—

(i) That the 30-day notice period
(during which the employer is required
to notify the plan administrator of the
occurrence of certain qualifying events
such as the death of the covered
employee or the termination of
employment or reduction of hours of
employment of the covered employee)
begins on the date of the loss of
coverage rather than on the date of the
qualifying event; and

(ii) That the end of the maximum
coverage period is measured from the
date of the loss of coverage rather than
from the date of the qualifying event.

(2) In the case of a plan that provides
for the extension of the required
periods, whenever the rules of
§§54.4980B—1 through 54.4980B-10
refer to the measurement of a period
from the date of the qualifying event,
those rules apply in such a case by
measuring the period instead from the
date of the loss of coverage.

(c) In the case of a qualifying event
that is a termination of employment or
reduction of hours of employment, the
maximum coverage period ends 18
months after the qualifying event if
there is no disability extension, and 29
months after the qualifying event if
there is a disability extension. See
Q&A-5 of this section for rules to
determine if there is a disability
extension. If there is a disability
extension and the disabled qualified
beneficiary is later determined to no
longer be disabled, then a plan may
terminate the COBRA continuation
coverage of an affected qualified
beneficiary before the end of the
disability extension; see paragraph (a)(6)
in Q&A-1 of this section.

(d)(1) If a covered employee becomes
entitled to Medicare benefits under Title
XVIII of the Social Security Act (42
U.S.C. 1395-1395ggg) before
experiencing a qualifying event that is a
termination of employment or reduction
of hours of employment, the maximum
coverage period for qualified
beneficiaries other than the covered
employee ends on the later of—

(1) 36 months after the date the
covered employee became entitled to
Medicare benefits; or

(ii) 18 months (or 29 months, if there
is a disability extension) after the date
of the covered employee’s termination
of employment or reduction of hours of
employment.

(2) See paragraph (b) of Q&A-3 of this
section regarding the determination of
when a covered employee becomes
entitled to Medicare benefits.

(e) In the case of a qualifying event
that is the bankruptcy of the employer,
the maximum coverage period for a
qualified beneficiary who is the retired
covered employee ends on the date of
the retired covered employee’s death.
The maximum coverage period for a
qualified beneficiary who is the spouse,
surviving spouse, or dependent child of
the retired covered employee ends on
the earlier of—

(1) The date of the qualified
beneficiary’s death; or

(2) The date that is 36 months after
the death of the retired covered
employee.

* * * * *

A5 % *

(c) * * * For this purpose, the period
of the first 60 days of COBRA
continuation coverage is measured from
the date of the qualifying event
described in paragraph (b) of this Q&A—
5 (except that if a loss of coverage would
occur at a later date in the absence of
an election for COBRA continuation
coverage and if the plan provides for the
extension of the required periods (as
described in paragraph (b) of Q&A—4 of
this section) then the period of the first
60 days of COBRA continuation
coverage is measured from the date on
which the coverage would be lost).

* x %
* * * * *

A_G: * x %

(b) The requirements of this paragraph
(b) are satisfied if a qualifying event that
gives rise to an 18-month maximum
coverage period (or a 29-month
maximum coverage period in the case of
a disability extension) is followed,
within that 18-month period (or within
that 29-month period, in the case of a
disability extension), by a second
qualifying event (for example, a death or
a divorce) that gives rise to a 36-month
maximum coverage period. (Thus, a
termination of employment following a
qualifying event that is a reduction of
hours of employment cannot be a
second qualifying event that expands
the maximum coverage period; the
bankruptcy of an employer also cannot
be a second qualifying event that
expands the maximum coverage period.)
In such a case, the original 18-month
period (or 29-month period, in the case
of a disability extension) is expanded to

36 months, but only for those
individuals who were qualified
beneficiaries under the group health
plan in connection with the first
qualifying event and who are still
qualified beneficiaries at the time of the
second qualifying event. No qualifying
event (other than a qualifying event that
is the bankruptcy of the employer) can
give rise to a maximum coverage period
that ends more than 36 months after the
date of the first qualifying event (or
more than 36 months after the date of
the loss of coverage, in the case of a plan
that provides for the extension of the
required periods; see paragraph (b) in
Q&A—-4 of this section). For example, if
an employee covered by a group health
plan that is subject to COBRA
terminates employment (for reasons
other than gross misconduct) on
December 31, 2000, the termination is a
qualifying event giving rise to a
maximum coverage period that extends
for 18 months to June 30, 2002. If the
employee dies after the employee and
the employee’s spouse and dependent
children have elected COBRA
continuation coverage and on or before
June 30, 2002, the spouse and
dependent children (except anyone
among them whose COBRA
continuation coverage had already
ended for some other reason) will be
able to receive COBRA continuation
coverage through December 31, 2003.
See Q&A-8(b) of § 54.4980B-2 for a
special rule that applies to certain
health flexible spending arrangements.

* * * * *
Par. 10. Section 54.4980B-8 is
amended by:

1. Revising paragraph (c) in A-1.

2. Adding a new sentence at the end
of paragraph (d) and paragraphs (d)(1)
and (2) in A-5.

The revision and addition read as
follows:

§54.4980B-8 Paying for COBRA
continuation coverage.

* * * * *
A=1:* * *
* * * * *

(c) A group health plan does not fail
to comply with section 9802(b) (which
generally prohibits an individual from
being charged, on the basis of health
status, a higher premium than that
charged for similarly situated
individuals enrolled in the plan) with
respect to a qualified beneficiary
entitled to the disability extension
merely because the plan requires
payment of an amount permitted under
paragraph (b) of this Q&A-1.

* * * * *

A-5:* * ¥
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(d) * * * An amount is not
significantly less than the amount the
plan requires to be paid for a period of
coverage if and only if the shortfall is no
greater than the lesser of the following
two amounts:

(1) Fifty dollars (or such other amount
as the Commissioner may provide in a
revenue ruling, notice, or other
guidance published in the Internal
Revenue Bulletin (see § 601.601(d)(2)(ii)
of this chapter)); or

(2) 10 percent of the amount the plan

requires to be paid.
* * * * *

Par. 11. Sections 54.4980B—9 and
54.4980B—-10 are added to read as
follows:

§54.4980B—9 Business reorganizations
and employer withdrawals from
multiemployer plans.

The following questions-and-answers
address who has the obligation to make
COBRA continuation coverage available
to affected qualified beneficiaries in the
context of business reorganizations and
employer withdrawals from
multiemployer plans:

Q-1: For purposes of this section,
what are a business reorganization, a
stock sale, and an asset sale?

A-1: For purposes of this section:

(a) A business reorganization is a
stock sale or an asset sale.

(b) A stock sale is a transfer of stock
in a corporation that causes the
corporation to become a different
employer or a member of a different
employer. (See Q&A-2 of § 54.4980B-2,
which defines employer to include all
members of a controlled group of
corporations.) Thus, for example, a sale
or distribution of stock in a corporation
that causes the corporation to cease to
be a member of one controlled group of
corporations, whether or not it becomes
a member of another controlled group of
corporations, is a stock sale.

(c) An asset sale is a transfer of
substantial assets, such as a plant or
division or substantially all the assets of
a trade or business.

(d) The rules of § 1.414(b)-1 of this
chapter apply in determining what
constitutes a controlled group of
corporations, and the rules of
§§ 1.414(c)-1 through 1.414(c)-5 of this
chapter apply in determining what
constitutes a group of trades or
businesses under common control.

QQ-2: In the case of a stock sale, what
are the selling group, the acquired
organization, and the buying group?

A-2:In the case of a stock sale—

(a) The selling group is the controlled
group of corporations, or the group of
trades or businesses under common

control, of which a corporation ceases to
be a member as a result of the stock sale;

(b) The acquired organization is the
corporation that ceases to be a member
of the selling group as a result of the
stock sale; and

(c) The buying group is the controlled
group of corporations, or the group of
trades or businesses under common
control, of which the acquired
organization becomes a member as a
result of the stock sale. If the acquired
organization does not become a member
of such a group, the buying group is the
acquired organization.

Q-3: In the case of an asset sale, what
are the selling group and the buying
group?

A-3:In the case of an asset sale—

(a) The selling group is the controlled
group of corporations or the group of
trades or businesses under common
control that includes the corporation or
other trade or business that is selling the
assets; and

(b) The buying group is the controlled
group of corporations or the group of
trades or businesses under common
control that includes the corporation or
other trade or business that is buying
the assets.

(Q-4: Who is an M&A qualified
beneficiary?

A—4: (a) Asset sales: In the case of an
asset sale, an individual is an M&A
qualified beneficiary if the individual is
a qualified beneficiary whose qualifying
event occurred prior to or in connection
with the sale and who is, or whose
qualifying event occurred in connection
with, a covered employee whose last
employment prior to the qualifying
event was associated with the assets
being sold.

(b) Stock sales: In the case of a stock
sale, an individual is an M&A qualified
beneficiary if the individual is a
qualified beneficiary whose qualifying
event occurred prior to or in connection
with the sale and who is, or whose
qualifying event occurred in connection
with, a covered employee whose last
employment prior to the qualifying
event was with the acquired
organization.

(c) In the case of a qualified
beneficiary who has experienced more
than one qualifying event with respect
to her or his current right to COBRA
continuation coverage, the qualifying
event referred to in paragraphs (a) and
(b) of this Q&A—4 is the first qualifying
event.

Q-5: In the case of a stock sale, is the
sale a qualifying event with respect to
a covered employee who is employed by
the acquired organization before the sale
and who continues to be employed by
the acquired organization after the sale,

or with respect to the spouse or
dependent children of such a covered
employee?

A-5: No. A covered employee who
continues to be employed by the
acquired organization after the sale does
not experience a termination of
employment as a result of the sale.
Accordingly, the sale is not a qualifying
event with respect to the covered
employee, or with respect to the covered
employee’s spouse or dependent
children, regardless of whether they are
provided with group health coverage
after the sale, and neither the covered
employee, nor the covered employee’s
spouse or dependent children, become
qualified beneficiaries as a result of the
sale.

Q-6: In the case of an asset sale, is the
sale a qualifying event with respect to
a covered employee whose employment
immediately before the sale was
associated with the purchased assets, or
with respect to the spouse or dependent
children of such a covered employee
who are covered under a group health
plan of the selling group immediately
before the sale?

A—6: (a) Yes, unless—

(1) The buying group is a successor
employer under paragraph (c) of Q&A—
8 of this section or Q&A-2 of
§54.4980B-2, and the covered
employee is employed by the buying
group immediately after the sale; or

(2) The covered employee (or the
spouse or any dependent child of the
covered employee) does not lose
coverage (within the meaning of
paragraph (c) in Q&A-1 of § 54.4980B-
4) under a group health plan of the
selling group after the sale.

(b) Unless the conditions in paragraph
(a)(1) or (2) of this Q&A—6 are satisfied,
such a covered employee experiences a
termination of employment with the
selling group as a result of the asset sale,
regardless of whether the covered
employee is employed by the buying
group or whether the covered
employee’s employment is associated
with the purchased assets after the sale.
Accordingly, the covered employee, and
the spouse and dependent children of
the covered employee who lose
coverage under a plan of the selling
group in connection with the sale, are
M&A qualified beneficiaries in
connection with the sale.

Q-7:In a business reorganization, are
the buying group and the selling group
permitted to allocate by contract the
responsibility to make COBRA
continuation coverage available to M&A
qualified beneficiaries?

A-7: Yes. Nothing in this section
prohibits a selling group and a buying
group from allocating to one or the other
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of the parties in a purchase agreement
the responsibility to provide the
coverage required under §§ 54.4980B-1
through 54.4980B—10. However, if and
to the extent that the party assigned this
responsibility under the terms of the
contract fails to perform, the party who
has the obligation under Q&A-8 of this
section to make COBRA continuation
coverage available to M&A qualified
beneficiaries continues to have that
obligation.

QQ—8: Which group health plan has the
obligation to make COBRA continuation
coverage available to M&A qualified
beneficiaries in a business
reorganization?

A-8: (a) In the case of a business
reorganization (whether a stock sale or
an asset sale), so long as the selling
group maintains a group health plan
after the sale, a group health plan
maintained by the selling group has the
obligation to make COBRA continuation
coverage available to M&A qualified
beneficiaries with respect to that sale.
This Q&A-8 prescribes rules for cases in
which the selling group ceases to
provide any group health plan to any
employee in connection with the sale.
Paragraph (b) of this Q&A—8 contains
these rules for stock sales, and
paragraph (c) of this Q&A—8 contains
these rules for asset sales. Neither a
stock sale nor an asset sale has any
effect on the COBRA continuation
coverage requirements applicable to any
group health plan for any period before
the sale.

(b)(1) In the case of a stock sale, if the
selling group ceases to provide any
group health plan to any employee in
connection with the sale, a group health
plan maintained by the buying group
has the obligation to make COBRA
continuation coverage available to M&A
qualified beneficiaries with respect to
that stock sale. A group health plan of
the buying group has this obligation
beginning on the later of the following
two dates and continuing as long as the
buying group continues to maintain a
group health plan (but subject to the
rules in § 54.4980B-7, relating to the
duration of COBRA continuation
coverage)—

(i) The date the selling group ceases
to provide any group health plan to any
employee; or

(ii) The date of the stock sale.

(2) The determination of whether the
selling group’s cessation of providing
any group health plan to any employee
is in connection with the stock sale is
based on all of the relevant facts and
circumstances. A group health plan of
the buying group does not, as a result
of the stock sale, have an obligation to
make COBRA continuation coverage

available to those qualified beneficiaries
of the selling group who are not M&A
qualified beneficiaries with respect to
that sale.

(c)(1) In the case of an asset sale, if the
selling group ceases to provide any
group health plan to any employee in
connection with the sale and if the
buying group continues the business
operations associated with the assets
purchased from the selling group
without interruption or substantial
change, then the buying group is a
successor employer to the selling group
in connection with that asset sale. A
buying group does not fail to be a
successor employer in connection with
an asset sale merely because the asset
sale takes place in connection with a
proceeding in bankruptcy under Title 11
of the United States Code. If the buying
group is a successor employer, a group
health plan maintained by the buying
group has the obligation to make
COBRA continuation coverage available
to M&A qualified beneficiaries with
respect to that asset sale. A group health
plan of the buying group has this
obligation beginning on the later of the
following two dates and continuing as
long as the buying group continues to
maintain a group health plan (but
subject to the rules in § 54.4980B-7,
relating to the duration of COBRA
continuation coverage)—

(i) The date the selling group ceases
to provide any group health plan to any
employee; or

(ii) The date of the asset sale.

(2) The determination of whether the
selling group’s cessation of providing
any group health plan to any employee
is in connection with the asset sale is
based on all of the relevant facts and
circumstances. A group health plan of
the buying group does not, as a result
of the asset sale, have an obligation to
make COBRA continuation coverage
available to those qualified beneficiaries
of the selling group who are not M&A
qualified beneficiaries with respect to
that sale.

(d) The rules of Q&A-1 through Q&A—
7 of this section and this Q&A-8 are
illustrated by the following examples; in
each example, each group health plan is
subject to COBRA:

Stock Sale Examples

Example 1. (i) Selling Group S consists of
three corporations, A, B, and C. Buying
Group P consists of two corporations, D and
E. P enters into a contract to purchase all the
stock of C from S effective July 1, 2002.
Before the sale of C, S maintains a single
group health plan for the employees of A, B,
and C (and their families). P maintains a
single group health plan for the employees of
D and E (and their families). Effective July 1,
2002, the employees of C (and their families)

become covered under P’s plan. On June 30,
2002, there are 48 qualified beneficiaries
receiving COBRA continuation coverage
under S’s plan, 15 of whom are M&A
qualified beneficiaries with respect to the
sale of C. (The other 33 qualified
beneficiaries had qualifying events in
connection with a covered employee whose
last employment before the qualifying event
was with either A or B.)

(ii) Under these facts, S’s plan continues to
have the obligation to make COBRA
continuation coverage available to the 15
M&A qualified beneficiaries under S’s plan
after the sale of Cto P. The employees who
continue in employment with C do not
experience a qualifying event by virtue of P’s
acquisition of C. If they experience a
qualifying event after the sale, then the group
health plan of P has the obligation to make
COBRA continuation coverage available to
them.

Example 2. (i) Selling Group S consists of
three corporations, A, B, and C. Each of A,
B, and C maintains a group health plan for
its employees (and their families). Buying
Group P consists of two corporations, D and
E. P enters into a contract to purchase all of
the stock of C from S effective July 1, 2002.
As of June 30, 2002, there are 14 qualified
beneficiaries receiving COBRA continuation
coverage under C’s plan. C continues to
employ all of its employees and continues to
maintain its group health plan after being
acquired by P on July 1, 2002.

(ii) Under these facts, Cis an acquired
organization and the 14 qualified
beneficiaries under C’s plan are M&A
qualified beneficiaries. A group health plan
of S (that is, either the plan maintained by
A or the plan maintained by B) has the
obligation to make COBRA continuation
coverage available to the 14 M&A qualified
beneficiaries. S and P could negotiate to have
C’s plan continue to make COBRA
continuation coverage available to the 14
M&A qualified beneficiaries. In such a case,
neither A’s plan nor B’s plan would make
COBRA continuation coverage available to
the 14 M&A qualified beneficiaries unless C’s
plan failed to fulfill its contractual
responsibility to make COBRA continuation
coverage available to the M&A qualified
beneficiaries. C’s employees (and their
spouses and dependent children) do not
experience a qualifying event in connection
with P’s acquisition of C, and consequently
no plan maintained by either P or S has any
obligation to make COBRA continuation
coverage available to C’s employees (or their
spouses or dependent children) in
connection with the transfer of stock in C
from S to P.

Example 3. (i) The facts are the same as in
Example 2, except that C ceases to employ
two employees on June 30, 2002, and those
two employees never become covered under
P’s plan.

(ii) Under these facts, the two employees
experience a qualifying event on June 30,
2002 because their termination of
employment causes a loss of group health
coverage. A group health plan of S (that is,
either the plan maintained by A or the plan
maintained by B) has the obligation to make
COBRA continuation coverage available to
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the two employees (and to any spouse or
dependent child of the two employees who
loses coverage under C’s plan in connection
with the termination of employment of the
two employees) because they are M&A
qualified beneficiaries with respect to the
sale of C.

Example 4. (i) Selling Group S consists of
three corporations, A, B, and C. Buying
Group P consists of two corporations, D and
E. P enters into a contract to purchase all of
the stock of C from S effective July 1, 2002.
Before the sale of C, S maintains a single
group health plan for the employees of A, B,
and C (and their families). P maintains a
single group health plan for the employees of
D and E (and their families). Effective July 1,
2002, the employees of C (and their families)
become covered under P’s plan. On June 30,
2002, there are 25 qualified beneficiaries
receiving COBRA continuation coverage
under S’s plan, 20 of whom are M&A
qualified beneficiaries with respect to the
sale of C. (The other five qualified
beneficiaries had qualifying events in
connection with a covered employee whose
last employment before the qualifying event
was with either A or B.) S terminates its
group health plan effective June 30, 2002 and
begins to liquidate the assets of A and B and
to lay off the employees of A and B.

(ii) Under these facts, S ceases to provide
a group health plan to any employee in
connection with the sale of C to P. Thus,
beginning July 1, 2002 P’s plan has the
obligation to make COBRA continuation
coverage available to the 20 M&A qualified
beneficiaries, but P is not obligated to make
COBRA continuation coverage available to
the other 5 qualified beneficiaries with
respect to S’s plan as of June 30, 2002 or to
any of the employees of A or B whose
employment is terminated by S (or to any of
those employees’ spouses or dependent
children).

Asset Sale Examples

Example 5. (i) Selling Group S provides
group health plan coverage to employees at
each of its operating divisions. S sells the
assets of one of its divisions to Buying Group
P. Under the terms of the group health plan
covering the employees at the division being
sold, their coverage will end on the date of
the sale. P hires all but one of those
employees, gives them the same positions
that they had with S before the sale, and
provides them with coverage under a group
health plan. Immediately before the sale,
there are two qualified beneficiaries receiving
COBRA continuation coverage under a group
health plan of S whose qualifying events
occurred in connection with a covered
employee whose last employment prior to
the qualifying event was associated with the
assets sold to P.

(ii) These two qualified beneficiaries are
M&A qualified beneficiaries with respect to
the asset sale to P. Under these facts, a group
health plan of S retains the obligation to
make COBRA continuation coverage
available to these two M&A qualified
beneficiaries. In addition, the one employee
P does not hire as well as all of the
employees P hires (and the spouses and
dependent children of these employees) who

were covered under a group health plan of
S on the day before the sale are M&A
qualified beneficiaries with respect to the
sale. A group health plan of S also has the
obligation to make COBRA continuation
coverage available to these M&A qualified
beneficiaries.

Example 6. (i) Selling Group S provides
group health plan coverage to employees at
each of its operating divisions. S sells
substantially all of the assets of all of its
divisions to Buying Group P, and S ceases to
provide any group health plan to any
employee on the date of the sale. P hires all
but one of S’s employees on the date of the
asset sale by S, gives those employees the
same positions that they had with S before
the sale, and continues the business
operations of those divisions without
substantial change or interruption. P
provides these employees with coverage
under a group health plan. Immediately
before the sale, there are 10 qualified
beneficiaries receiving COBRA continuation
coverage under a group health plan of S
whose qualifying events occurred in
connection with a covered employee whose
last employment prior to the qualifying event
was associated with the assets sold to P.

(ii) These 10 qualified beneficiaries are
M&A qualified beneficiaries with respect to
the asset sale to P. Under these facts, Pis a
successor employer described in paragraph
(c) of this Q&A-8. Thus, a group health plan
of P has the obligation to make COBRA
continuation coverage available to these 10
M&A qualified beneficiaries.

(iii) The one employee that P does not hire
and the family members of that employee are
also M&A qualified beneficiaries with respect
to the sale. A group health plan of P also has
the obligation to make COBRA continuation
coverage available to these M&A qualified
beneficiaries.

(iv) The employees who continue in
employment in connection with the asset
sale (and their family members) and who
were covered under a group health plan of
S on the day before the sale are not M&A
qualified beneficiaries because P is a
successor employer to S in connection with
the asset sale. Thus, no group health plan of
P has any obligation to make COBRA
continuation coverage available to these
continuing employees with respect to the
qualifying event that resulted from their
losing coverage under S’s plan in connection
with the asset sale.

Example 7. (i) Selling Group S provides
group health plan coverage to employees at
each of its two operating divisions. S sells the
assets of one of its divisions to Buying Group
P1. Under the terms of the group health plan
covering the employees at the division being
sold, their coverage will end on the date of
the sale. P1 hires all but one of those
employees, gives them the same positions
that they had with S before the sale, and
provides them with coverage under a group
health plan.

(ii) Under these facts, a group health plan
of S has the obligation to make COBRA
continuation coverage available to M&A
qualified beneficiaries with respect to the
sale to P1. (If an M&A qualified beneficiary
first became covered under P1’s plan after

electing COBRA continuation coverage under
S’s plan, then S’s plan could terminate the
COBRA continuation coverage once the M&A
qualified beneficiary became covered under
P1’s plan, provided that the remaining
conditions of Q&A-2 of § 54.4980B-7 were
satisfied.)

(iii) Several months after the sale to P1, S
sells the assets of its remaining division to
Buying Group P2, and S ceases to provide
any group health plan to any employee on
the date of that sale. Thus, under Q&A-1 of
§54.4980B-7, S ceases to have an obligation
to make COBRA continuation coverage
available to any qualified beneficiary on the
date of the sale to P2. P1 and P2 are unrelated
organizations.

(iv) Even if it was foreseeable that S would
sell its remaining division to an unrelated
third party after the sale to P1, under these
facts the cessation of S to provide any group
health plan to any employee on the date of
the sale to P2 is not in connection with the
asset sale to P1. Thus, even after the date S
ceases to provide any group health plan to
any employee, no group health plan of P1 has
any obligation to make COBRA continuation
coverage available to M&A qualified
beneficiaries with respect to the asset sale to
P1by S. If P2 is a successor employer under
the rules of paragraph (c) of this Q&A-8 and
maintains one or more group health plans
after the sale, then a group health plan of P2
would have an obligation to make COBRA
continuation coverage available to M&A
qualified beneficiaries with respect to the
asset sale to P2 by S (but in such a case
employees of S before the sale who
continued working for P2 after the sale
would not be M&A qualified beneficiaries).
However, even in such a case, no group
health plan of P2 would have an obligation
to make COBRA continuation coverage
available to M&A qualified beneficiaries with
respect to the asset sale to P1 by S. Thus,
under these facts, after S has ceased to
provide any group health plan to any
employee, no plan has an obligation to make
COBRA continuation coverage available to
M&A qualified beneficiaries with respect to
the asset sale to P1.

Example 8. (i) Selling Group S provides
group health plan coverage to employees at
each of its operating divisions. S sells
substantially all of the assets of all of its
divisions to Buying Group P. P hires most of
S’s employees on the date of the purchase of
S’s assets, retains those employees in the
same positions that they had with S before
the purchase, and continues the business
operations of those divisions without
substantial change or interruption. P
provides these employees with coverage
under a group health plan. S continues to
employ a few employees for the principal
purpose of winding up the affairs of S in
preparation for liquidation. S continues to
provide coverage under a group health plan
to these few remaining employees for several
weeks after the date of the sale and then
ceases to provide any group health plan to
any employee.

(ii) Under these facts, the cessation by S to
provide any group health plan to any
employee is in connection with the asset sale
to P. Because of this, and because P
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continued the business operations associated
with those assets without substantial change
or interruption, P is a successor employer to
S with respect to the asset sale. Thus, a group
health plan of P has the obligation to make
COBRA continuation coverage available to
M&A qualified beneficiaries with respect to
the sale beginning on the date that S ceases
to provide any group health plan to any
employee. (A group health plan of S retains
this obligation for the several weeks after the
date of the sale until S ceases to provide any
group health plan to any employee.)

(Q—9: Can the cessation of
contributions by an employer to a
multiemployer group health plan be a
qualifying event?

A-9: The cessation of contributions
by an employer to a multiemployer
group health plan is not itself a
qualifying event, even though the
cessation of contributions may cause
current employees (and their spouses
and dependent children) to lose
coverage under the multiemployer plan.
An event coinciding with the
employer’s cessation of contributions
(such as a reduction of hours of
employment in the case of striking
employees) will constitute a qualifying
event if it otherwise satisfies the
requirements of Q&A-1 of § 54.4980B—
4.

QQ—10: If an employer stops
contributing to a multiemployer group
health plan, does the multiemployer
plan have the obligation to make
COBRA continuation coverage available
to a qualified beneficiary who was
receiving coverage under the
multiemployer plan on the day before
the cessation of contributions and who
is, or whose qualifying event occurred
in connection with, a covered employee
whose last employment prior to the
qualifying event was with the employer
that has stopped contributing to the
multiemployer plan?

A-10: (a) In general, yes. (See Q&A—
3 of § 54.4980B-2 for a definition of
multiemployer plan.) If, however, the
employer that stops contributing to the
multiemployer plan makes group health
plan coverage available to (or starts
contributing to another multiemployer
plan that is a group health plan with
respect to) a class of the employer’s
employees formerly covered under the
multiemployer plan, the plan
maintained by the employer (or the
other multiemployer plan), from that
date forward, has the obligation to make
COBRA continuation coverage available
to any qualified beneficiary who was
receiving coverage under the
multiemployer plan on the day before
the cessation of contributions and who
is, or whose qualifying event occurred
in connection with, a covered employee

whose last employment prior to the
qualifying event was with the employer.

(b) The rules of Q&A—9 of this section
and this Q&A—10 are illustrated by the
following examples; in each example,
each group health plan is subject to
COBRA:

Example 1. (i) Employer Z employs a class
of employees covered by a collective
bargaining agreement and participating in
multiemployer group health plan M. As
required by the collective bargaining
agreement, Z has been making contributions
to M. Z experiences financial difficulties and
stops making contributions to M but
continues to employ all of the employees
covered by the collective bargaining
agreement. Z’s cessation of contributions to
M causes those employees (and their spouses
and dependent children) to lose coverage
under M. Z does not make group health plan
coverage available to any of the employees
covered by the collective bargaining
agreement.

(ii) After Z stops contributing to M, M
continues to have the obligation to make
COBRA continuation coverage available to
any qualified beneficiary who experienced a
qualifying event that preceded or coincided
with the cessation of contributions to M and
whose coverage under M on the day before
the qualifying event was due to an
employment affiliation with Z. The loss of
coverage under M for those employees of Z
who continue in employment (and the loss
of coverage for their spouses and dependent
children) does not constitute a qualifying
event.

Example 2. (i) The facts are the same as in
Example 1 except that B, one of the
employees covered under M before Z stops
contributing to M, is transferred into
management. Z maintains a group health
plan for managers and B becomes eligible for
coverage under the plan on the day of B’s
transfer.

(ii) Under these facts, Z does not make
group health plan coverage available to a
class of employees formerly covered under M
after B becomes eligible under Z’s group
health plan for managers. Accordingly, M
continues to have the obligation to make
COBRA continuation coverage available to
any qualified beneficiary who experienced a
qualifying event that preceded or coincided
with the cessation of contributions to M and
whose coverage under M on the day before
the qualifying event was due to an
employment affiliation with Z.

Example 3. (i) Employer Y employs two
classes of employees skilled and unskilled
laborers covered by a collective bargaining
agreement and participating in
multiemployer group health plan M. As
required by the collective bargaining
agreement, Y has been making contributions
to M. Y stops making contributions to M but
continues to employ all the employees
covered by the collective bargaining
agreement. Y’s cessation of contributions to
M causes those employees (and their spouses
and dependent children) to lose coverage
under M. Y makes group health plan
coverage available to the skilled laborers
immediately after their coverage ceases under

M, but Y does not make group health plan
coverage available to any of the unskilled
laborers.

(ii) Under these facts, because Y makes
group health plan coverage available to a
class of employees previously covered under
M immediately after both classes of
employees lose coverage under M, Y alone
has the obligation to make COBRA
continuation coverage available to any
qualified beneficiary who experienced a
qualifying event that preceded or coincided
with the cessation of contributions to M and
whose coverage under M on the day before
the qualifying event was due to an
employment affiliation with Y, regardless of
whether the employment affiliation was as a
skilled or unskilled laborer. However, the
loss of coverage under M for those employees
of Y who continue in employment (and the
loss of coverage for their spouses and
dependent children) does not constitute a
qualifying event.

Example 4. (i) Employer X employs a class
of employees covered by a collective
bargaining agreement and participating in
multiemployer group health plan M. As
required by the collective bargaining
agreement, X has been making contributions
to M. X experiences financial difficulties and
is forced into bankruptcy by its creditors. X
continues to employ all of the employees
covered by the collective bargaining
agreement. X also continues to make
contributions to M until the current
collective bargaining agreement expires, on
June 30, 2001, and then X stops making
contributions to M. X’s employees (and their
spouses and dependent children) lose
coverage under M effective July 1, 2001. X
does not enter into another collective
bargaining agreement covering the class of
employees covered by the expired collective
bargaining agreement. Effective September 1,
2001, X establishes a group health plan
covering the class of employees formerly
covered by the collective bargaining
agreement. The group health plan also covers
their spouses and dependent children.

(ii) Under these facts, M has the obligation
to make COBRA continuation coverage
available from July 1, 2001 until August 31,
2001, and the group health plan established
by X has the obligation to make COBRA
continuation coverage available from
September 1, 2001 until the obligation ends
(see Q&A-1 of § 54.4980B-7) to any qualified
beneficiary who experienced a qualifying
event that preceded or coincided with the
cessation of contributions to M and whose
coverage under M on the day before the
qualifying event was due to an employment
affiliation with X. The loss of coverage under
M for those employees of X who continue in
employment (and the loss of coverage for
their spouses and dependent children) does
not constitute a qualifying event.

Example 5. (i) Employer W employs a class
of employees covered by a collective
bargaining agreement and participating in
multiemployer group health plan M. As
required by the collective bargaining
agreement, W has been making contributions
to M. The employees covered by the
collective bargaining agreement vote to
decertify their current employee
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representative effective January 1, 2002 and
vote to certify a new employee representative
effective the same date. As a consequence, on
January 1, 2002 they cease to be covered
under M and commence to be covered under
multiemployer group health plan N.

(ii) Effective January 1, 2002, N has the
obligation to make COBRA continuation
coverage available to any qualified
beneficiary who experienced a qualifying
event that preceded or coincided with the
cessation of contributions to M and whose
coverage under M on the day before the
qualifying event was due to an employment
affiliation with W. The loss of coverage under
M for those employees of W who continue in
employment (and the loss of coverage for
their spouses and dependent children) does
not constitute a qualifying event.

§54.4980B-10
COBRA.

The following questions-and-answers
address how the taking of leave under
the Family and Medical Leave Act of
1993 (FMLA) (29 U.S.C. 2601-2619)
affects the COBRA continuation
coverage requirements:

Q-1: In what circumstances does a
qualifying event occur if an employee
does not return from leave taken under
FMLA?

A-1: (a) The taking of leave under
FMLA does not constitute a qualifying
event. A qualifying event under Q&A—
1 of § 54.4980B—4 occurs, however, if—

(1) An employee (or the spouse or a
dependent child of the employee) is
covered on the day before the first day
of FMLA leave (or becomes covered
during the FMLA leave) under a group
health plan of the employee’s employer;

(2) The employee does not return to
employment with the employer at the
end of the FMLA leave; and

(3) The employee (or the spouse or a
dependent child of the employee)
would, in the absence of COBRA
continuation coverage, lose coverage
under the group health plan before the
end of the maximum coverage period.

(b) However, the satisfaction of the
three conditions in paragraph (a) of this
Q&A-1 does not constitute a qualifying
event if the employer eliminates, on or
before the last day of the employee’s
FMLA leave, coverage under a group
health plan for the class of employees
(while continuing to employ that class
of employees) to which the employee
would have belonged if the employee
had not taken FMLA leave.

Q-2: If a qualifying event described in
Q&A-1 of this section occurs, when
does it occur, and how is the maximum
coverage period measured?

A-2: A qualifying event described in
Q&A-1 of this section occurs on the last
day of FMLA leave. (The determination
of when FMLA leave ends is not made
under the rules of this section. See the

Interaction of FMLA and

FMLA regulations, 29 CFR Part 825

(§§ 825.100-825.800).) The maximum
coverage period (see Q&A—4 of
§54.4980B-7) is measured from the date
of the qualifying event (that is, the last
day of FMLA leave). If, however,
coverage under the group health plan is
lost at a later date and the plan provides
for the extension of the required periods
(see paragraph (b) of Q&A—4 of
§54.4980B-7), then the maximum
coverage period is measured from the
date when coverage is lost. The rules of
this Q&A-2 are illustrated by the
following examples:

Example 1. (i) Employee B is covered
under the group health plan of Employer X
on January 31, 2001. B takes FMLA leave
beginning February 1, 2001. B’s last day of
FMLA leave is 12 weeks later, on April 25,
2001, and B does not return to work with X
at the end of the FMLA leave. If B does not
elect COBRA continuation coverage, B will
not be covered under the group health plan
of X as of April 26, 2001.

(ii) B experiences a qualifying event on
April 25, 2001, and the maximum coverage
period is measured from that date. (This is
the case even if, for part or all of the FMLA
leave, B fails to pay the employee portion of
premiums for coverage under the group
health plan of X and is not covered under X’s
plan. See Q&A-3 of this section.)

Example 2. (i) Employee C and C’s spouse
are covered under the group health plan of
Employer Y on August 15, 2001. C takes
FMLA leave beginning August 16, 2001. C
informs Y less than 12 weeks later, on
September 28, 2001, that C will not be
returning to work. Under the FMLA
regulations, 29 CFR Part 825 (§§825.100—
825.800), C’s last day of FMLA leave is
September 28, 2001. C does not return to
work with Y at the end of the FMLA leave.
If C and C’s spouse do not elect COBRA
continuation coverage, they will not be
covered under the group health plan of Y as
of September 29, 2001.

(ii) C and C’s spouse experience a
qualifying event on September 28, 2001, and
the maximum coverage period (generally 18
months) is measured from that date. (This is
the case even if, for part or all of the FMLA
leave, C fails to pay the employee portion of
premiums for coverage under the group
health plan of Y and C or C’s spouse is not
covered under Y’s plan. See Q&A-3 of this
section.)

Q-3: If an employee fails to pay the
employee portion of premiums for
coverage under a group health plan
during FMLA leave or declines coverage
under a group health plan during FMLA
leave, does this affect the determination
of whether or when the employee has
experienced a qualifying event?

A-3: No. Any lapse of coverage under
a group health plan during FMLA leave
is irrelevant in determining whether a
set of circumstances constitutes a
qualifying event under Q&A-1 of this

section or when such a qualifying event
occurs under Q&A-2 of this section.

QQ—4: Is the application of the rules in
Q&A~-1 through Q&A-3 of this section
affected by a requirement of state or
local law to provide a period of coverage
longer than that required under FMLA?

A—4: No. Any state or local law that
requires coverage under a group health
plan to be maintained during a leave of
absence for a period longer than that
required under FMLA (for example, for
16 weeks of leave rather than for the 12
weeks required under FMLA) is
disregarded for purposes of determining
when a qualifying event occurs under
Q&A-1 through Q&A-3 of this section.

(Q-5: May COBRA continuation
coverage be conditioned upon
reimbursement of the premiums paid by
the employer for coverage under a group
health plan during FMLA leave?

A-5: No. The U.S. Department of
Labor has published rules describing the
circumstances in which an employer
may recover premiums it pays to
maintain coverage, including family
coverage, under a group health plan
during FMLA leave from an employee
who fails to return from leave. See 29
CFR 825.213. Even if recovery of
premiums is permitted under 29 CFR
825.213, the right to COBRA
continuation coverage cannot be
conditioned upon the employee’s
reimbursement of the employer for
premiums the employer paid to
maintain coverage under a group health
plan during FMLA leave.

Approved: December 18, 2000.

Robert E. Wenzel,

Deputy Commissioner of Internal Revenue.
Jonathan Talisman,

Acting Assistant Secretary of the Treasury.
[FR Doc. 01-5 Filed 1-9-01; 8:45 am]
BILLING CODE 4830-01-U

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Parts 95 and 177
[USCG-1998-4593]

RIN 2115-AF72

Revision to Federal Blood Alcohol

Concentration (BAC) Standard for
Recreational Vessel Operators

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

SUMMARY: The Coast Guard is revising
the Federal Blood Alcohol
Concentration (BAC) standard under
which a recreational vessel operator
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would be considered operating while
“intoxicated.” For recreational vessel
operators, the final rule lowers the
current Federal BAC threshold from .10
BAC to .08 BAC. This change is
appropriate because boating accident
statistics show that alcohol use remains
a significant cause of recreational
boating deaths and because we support
a trend in State recreational boating
laws toward the .08 BAC standard.
Further, the revised Federal BAC
standard does not supercede or preempt
any enacted State BAC standard.
Additionally, the final rule replaces the
term ‘“‘intoxicated”” with the phrase
‘“under the influence of alcohol or a
dangerous drug.” This change brings the
regulations into conformance with
current statutory language. The final
rule is expected to reduce the number
of recreational boating deaths and
injuries resulting from accidents caused
by operators under the influence of
alcohol or a dangerous drug.

DATES: This final rule is effective March
12, 2001.

ADDRESSES: Comments and material
received from the public, as well as
documents mentioned in this preamble
as being available in the docket, are part
of docket USCG—1998-4593 and are
available for inspection or copying at
the Docket Management Facility, U.S.
Department of Transportation, room PL—
401, 400 Seventh Street SW.,
Washington, DC, between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

You may obtain a copy of this rule by
calling the U.S. Coast Guard Infoline at
1-800-368-5647 or by accessing either
the Web Site for the Office of Boating
Safety at http://www.uscgboating.org, or
the Internet Site for the Docket
Management Facility at http://
dms.dot.gov.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this rule, contact
Carlton Perry, Project Manager, Office of
Boating Safety, U.S. Coast Guard, by
telephone at 202-267-0979 or by e-mail
at cperry@comdt.uscg.mil. If you have
questions on viewing the docket, call
Dorothy Beard, Chief, Dockets,
Department of Transportation,
telephone 202-366-9329.
SUPPLEMENTARY INFORMATION:

Background and Purpose

On December 14, 1987, we published
a final rule in the Federal Register (52
FR 47526), in which we set a Federal
standard for intoxication applicable to
recreational vessel operators using a .10
BAC. The rule adopted any enacted
State BAC standard of intoxication as
the Federal BAC standard, and applied

the State BAC standard to recreational
vessel operators within that State. If a
State did not have an enacted BAC
standard for “intoxication,” a provision
allowed us to adopt a State BAC
standard for “under the influence” or
“while impaired,” instead of
“intoxicated.” In that final rule, we
noted that we would consider revising
the Federal BAC standard if the States
developed a trend toward adopting the
.08 BAC standard for operating a vessel
on the water.

We began this rulemaking project in
response to recommendations from the
National Boating Safety Advisory
Council (NBSAC), to update the existing
regulations, and to ensure that
terminology in our regulations conforms
with current statutory authorities.

Although the number of boating
deaths dropped from 1100 in 1986 to
734 in 1999, the number of fatal
incidents where alcohol was reported as
a causal factor remains stable at about
120. A review of statistics on
recreational boating accidents during
1999 showed that there was evidence, or
a reasonable likelihood, that alcohol
involvement in reported accidents
accounted for 26 percent of all boating
fatalities.

The Oil Pollution Act of 1990 revised
46 U.S.C. 2302(c) by substituting the
term ‘“‘under the influence of alcohol, or
a dangerous drug in violation of a law
of the United States” for the term
“intoxicated.” As a result, the terms
“Intoxication” and ‘“‘intoxicated,” used
in 33 CFR parts 95 and 177, no longer
conform to the statutory authority. This
rule revises them accordingly.

After studying recreational boating
safety regulations in October 1997,
NBSAC recommended that the Coast
Guard track State BAC levels. They
suggested that if we found a trend
toward revising State standards to .08
BAC, then we should support that effort
by revising the Federal standard, found
in 33 CFR 95.020, to .08 BAC as well.

In 1987 only 21 States had enacted
statutes using a BAC to define
“intoxication” or “under the influence”
for recreational vessel operation.
Nineteen States used a .10 BAC and two
States used a .08 BAC. Today 54 State
jurisdictions, as defined in 46 U.S.C.
2101(36), have a BAC standard. Thirty-
four use .10 BAC, nineteen use .08 BAC,
and one uses .08 BAC only when there
has been an injury. Also, eleven of the
original twenty-one States and three
additional States that initially set a .10
BAC standard have revised their
standard from .10 BAC to .08 BAC. We
acknowledge that the trend among
States is toward using a .08 BAC
standard, and we are revising the

Federal BAC standard accordingly. We
will continue to adopt a State’s BAC
standard for waters under the State’s
jurisdiction.

In a memorandum dated March 3,
1998, the President directed the
Secretary of Transportation to develop
an Action Plan to promote adoption of
the .08 BAC standard for operating a
vehicle on “Federal property, including
areas in national parks, and on
Department of Defense installations, and
ensuring strong enforcement and
publicity of this standard.” The
Secretary’s Action Plan included the
proposed revision of the Federal BAC
standard for operator’s of recreational
vessels, providing support for the DOT
effort on water as well as on land. The
Federal BAC standard for operators of
vessels that are inspected, or subject to
inspection under Chapter 33 of Title 46,
United States Code, will remain at .04
BAC.

Regulatory History

On March 16, 2000, we published a
notice of proposed rulemaking entitled
Revision to Federal Blood Alcohol
Concentration (BAC) Standard for
Recreational Vessel Operators in the
Federal Register (65 FR 14223). We
received 20 letters commenting on the
proposed rule. No public hearing was
requested and none was held.

Discussion of Comments and Changes

We received a total of 20 comments
on the proposed revisions to the
regulations during the comment period.
Two of the comments were from State
Boating Law Administrators and an
additional comment was submitted by
the National Association of State
Boating Law Administrators (NASBLA).
Two other comments were submitted by
the National Boating Federation (NBF)
and the Boaters Against Drunk Driving
(BADD).

Twelve of the comments, including
the comments from the Missouri and the
California Boating Law Administrators,
NASBLA, NBF and BADD, generally
supported revising the Federal BAC
standard from .10 BAC to .08 BAC.

One comment supporting the BAC
revision suggested that in addition to
lowering the BAC standard, the Coast
Guard needs to increase its detection
and arrest of intoxicated operators;
enforcement cannot be borne solely by
the States.

Eight of the comments generally
opposed revising the Federal BAC
standard from .10 BAC to .08 BAC,
several suggesting that the change
would do little or nothing to reduce the
number of drunk boaters.
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One comment stated that there is not
enough funding to enforce the new .08
BAC level.

Several other comments stated that
we needed something else instead of
new laws, either more education, more
boater awareness, more enforcement, or
more life saving.

Another comment suggested that not
many accidents actually involved
individuals with a BAC between .10 and
.08.

One comment stated that machines
testing BAC are inaccurate compared to
blood tests, are polluted by previous
tests administered, that individual
health condition, fat to muscle ratio,
and age determines the effect of alcohol
on the individual, and suggested that
behavior is a better indicator than BAC
level.

One comment expressed concern that
the change would send the wrong
message to law enforcement officers and
adversely affect the wrong people, the
dinner crowd.

Another comment asserted that most
arrests for BUI are made in harbors to
people in dinghies or powerboats
exceeding the 6 knot speed limit and
that most accidents occur outside of
harbors where speed, adherence to rules
of the road and sheer stupidity are not
monitored.

When setting the initial standard at
.10 BAC, we decided against .08 BAC
because the majority of States then used
a .10 BAC. However, in view of the
Presidential initiative to establish a .08
BAC standard on the land and the
increasing number of States setting a .08
BAC standard on the water, we’ve
decided it is now appropriate to revise
the Federal standard on the water to .08
BAC. The revised standard is not an
attempt at zero tolerance policy and will
neither increase the cost of enforcement
nor change the effectiveness of the BAC
testing equipment currently in use.

This rulemaking would impose no
costs for the boating public or even to
the Government, since the Coast Guard
Boarding Officer personnel already
enforce the .08 BAC or other BAC level
in those States with such a BAC level.
Boating accident statistics show that
alcohol use remains a significant cause
of recreational boating deaths, and we
support the trend in State boating laws
toward the .08 BAC standard. The rule
should reduce the number of
recreational boating deaths and injuries
resulting from accidents caused by
operators under the influence of alcohol
or a dangerous drug.

The Coast Guard will continue its
efforts to make boaters more aware of
the effects of alcohol on operation of a
recreational vessel and to work with

State law enforcement officers to ensure
appropriate levels of enforcement on the
water. We will continue to enforce all
appropriate laws and regulations,
including negligent operation of a vessel
and the navigation rules. Comments
suggesting changes related to increasing
State funding and revising the BAGC
standard for commercial vessel
operators are beyond the scope of this
rulemaking.

After considering all of the above
comments, the Coast Guard has decided
to adopt the revision to the BAC
standard and make other technical
changes as proposed.

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 (OMB) has not reviewed this
rule under that Order. It is not
“significant” under the regulatory
policies and procedures of the
Department of Transportation (DOT) (44
FR 11040, February 26, 1979).

A final Regulatory Evaluation under
paragraph 10e of the regulatory policies
and procedures of DOT follows:

1. Cost of Rule

This rulemaking would impose no
costs for the boating public. Costs to the
government would be non-existent as
well because the Coast Guard already
trains its Boarding Officer personnel on
use of the .08 BAC level to properly
prepare them for working in those States
with such a BAC level.

2. Benefit of Rule

This rule is appropriate because
boating accident statistics show that
alcohol use remains a significant cause
of recreational boating deaths and
because we support a trend in State
boating laws toward the .08 BAC
standard. The rule is expected to reduce
the number of recreational boating
deaths and injuries resulting from
accidents caused by operators under the
influence of alcohol or a dangerous
drug.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we considered
whether this rule would have a
significant economic effect 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.

This revision of the Federal BAC
standard applies to operators of
recreational vessels on waters subject to
the jurisdiction of the United States, as
defined in 33 CFR 2.05-30. This
revision of the Federal BAC standard
will continue to apply to recreational
vessels owned in the United States,
while operating on the high seas, as
defined in 33 CFR 2.05-1. Further, since
this rule would continue to adopt State
enacted BAC standards, recreational
vessel operators in States with enacted
BAC standards would not be subject to
anew BAC standard unless a State
changes its own enacted BAC standard.
Only those recreational vessel operators
in States without enacted BAC
standards and on navigable waters of
the U.S. outside of the States would be
subject to a new BAC standard.

Because the provisions of the
Regulatory Flexibility Act do not apply
to individuals, the Coast Guard certifies
under 5 U.S.C. 605(b) that this final rule
will not have a significant economic
impact on a substantial number of small
entities.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offered to assist small entities in
understanding the rule so that they can
better evaluate its effect on them and
participate in the rulemaking. We
provided the name, telephone number
and e-mail address of a contact for small
entities if they felt that the rule would
affect their small business, organization,
or governmental jurisdiction and if they
had questions concerning its provisions
or options for compliance. 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).
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Federalism

We have analyzed this rule under
Executive Order 13132, Federalism, and
have determined that, because the
Federal BAC standard will not
supercede or preempt any enacted State
BAC standard, this rule does not have
implications for federalism under that
Order.

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 regulatory actions not specifically
required by law. In particular, the Act
addresses actions that may result in the
expenditure by a State, local, or tribal
government, in the aggregate, or by the
private sector of $100,000,000 or more
in any one year. Though this rule will
not result in such an expenditure, we do
discuss the effects of this rule elsewhere
in this preamble.

Taking of Private Property

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

Civil Justice Reform

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

Protection of Children

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

Environment

We considered the environmental
impact of this rule and concluded that,
under figure 2—1, paragraph (34)(a), of
Commandant Instruction M16475.1C,
this rule is categorically excluded from
further environmental documentation.
The rule makes a minor revision to the
Federal BAC standard for the level at
which an operator of a recreational
vessel is deemed to be impaired. A
“Categorical Exclusion Determination”
is available in the docket where
indicated under ADDRESSES.

List of Subjects

33 CFR Part 95

Alcohol and alcoholic beverages,
Drugs, Marine safety, Vessels.

33 CFR Part 177

Alcohol and alcoholic beverages,
Drugs, Marine safety, Vessels.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR parts 95 and 177 as follows:

PART 95—OPERATING A VESSEL
WHILE UNDER THE INFLUENCE OF
ALCOHOL OR A DANGEROUS DRUG

1. The authority citation for part 95
continues to read as follows:

Authority: 33 U.S.C. 2071; 46 U.S.C. 2302;
49 CFR 1.46.

2. Revise the part heading to read as
shown above.

§95.001 [Amended]

3.In §95.001(a), remove the words
“intoxication.” and “intoxicated” and
add, in their place, the words “‘under
the influence of alcohol or a dangerous
drug.”

4. Amend § 95.010 by adding the
following definitions in alphabetical
order to read as follows:

§95.010 Definition of terms as used in this
part.

* * * * *

Blood alcohol concentration level
means a certain percentage of alcohol in
the blood.

* * * * *

State means a State or Territory of the
United States of America including but
not limited to a State of the United
States, American Samoa, the
Commonwealth of the Northern
Marianas Islands, District of Columbia,
Guam, Puerto Rico, and the United
States Virgin Islands.

* * * * *

Under the influence means impaired
or intoxicated by a drug or alcohol as a

matter of law.
* * * * *

5. Amend § 95.020 by revising the
section heading, the introductory text,
and paragraph (a) to read as follows:

§95.020 Standard for under the influence
of alcohol or a dangerous drug.

An individual is under the influence
of alcohol or a dangerous drug when:

(a) The individual is operating a
recreational vessel and has a Blood
Alcohol Concentration (BAC) level of
.08 percent or more, by weight, in their
blood;

* * * * *

6. Amend § 95.025 by revising the
section heading and paragraphs (a) and
(b) to read as follows:

§95.025 Adoption of State blood alcohol
concentration levels.

(a) This section applies to operators of
recreational vessels on waters within
the geographical boundaries of any State
that has established by statute a blood
alcohol concentration level for purposes
of determining whether a person is
operating a vessel under the influence of
alcohol.

(b) If the applicable State statute
establishes a blood alcohol
concentration level at which a person is
considered or presumed to be under the
influence of alcohol, then that level
applies within the geographical
boundaries of that State instead of the
level provided in § 95.020(a) of this part.

* * * * *

§95.030 [Amended]

7. Amend § 95.030 by revising the
section heading and the introductory
text to read as follows:

§95.030 Evidence of under the influence
of alcohol or a dangerous drug.

Acceptable evidence of when a vessel
operator is under the influence of
alcohol or a dangerous drug includes,
but is not limited to:

* * * * *

§95.040 [Amended]

8. In § 95.040, paragraph (a), remove
the word ““intoxicated” and add, in its
place, the words “‘under the influence of
alcohol or a dangerous drug.”

PART 177—[AMENDED]

9. The authority citation for part 177
continues to read as follows:

Authority: 46 U.S.C. 4302, 4311; 49 CFR
1.45 and 1.46.

§177.07 [Amended]

10.In §177.07(b), remove the word
“intoxicated” and add, in its place, the
words ‘“under the influence of alcohol
or a dangerous drug.”

Dated: December 27, 2000.
Terry M. Cross,

Rear Admiral, Coast Guard, Assistant
Commandant for Operations.

[FR Doc. 01-551 Filed 1-9-01; 8:45 am]
BILLING CODE 4910-15-P



Federal Register/Vol. 66, No. 7/ Wednesday, January 10, 2001/Rules and Regulations

1863

DEPARTMENT OF TRANSPORTATION

Coast Guard

33 CFR Part 117

[CGD05-98-090]

RIN 2115-AE47

Drawbridge Operation Regulations;

Elizabeth River, Eastern Branch,
Norfolk, Virginia

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

SUMMARY: The Coast Guard is changing
the regulations that govern the operation
of the Norfolk and Western Railroad
drawbridge across the Eastern Branch of
the Elizabeth River, mile 2.7, at Norfolk,
Virginia. This change will require on-
signal openings from 6 a.m. to 10 p.m.
using a half-cycle draw operation and
will reduce the advance notice required
at other times from 3 hours to 2 hours.
This change will provide for the
reasonable needs of navigation.

DATES: This rule is effective February 9,
2001.

ADDRESSES: Comments and materials
received from the public, as well as
documents indicated in this preamble as
being available in the docket, are part of
docket (CGD05-98-090) and are
available for inspection or copying at
Commander (Aowb), Fifth Coast Guard
District, Federal Building, 431 Crawford
Street, Portsmouth, Virginia 23704—-5004
between 8 a.m. and 4:30 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: Ann
B. Deaton, Bridge Administrator, Fifth
Coast Guard District, at (757) 398—6222.
SUPPLEMENTARY INFORMATION:

Regulatory Information

On November 2, 1998, we published
a notice of proposed rulemaking
(NPRM) entitled ‘“Drawbridge Operation
Regulations, Elizabeth River, Eastern
Branch, Norfolk, VA” in the Federal
Register (63 FR 58676). We also
distributed local notice of the Federal
Register publication. We received 652
comments on the proposed rule. Most of
the comments were on ‘“‘form letters”,
signatures on a petition, and letters that
although individually drafted contained
the same language. These and other
comments opposed the proposed
changes and favored maintaining the
current regulations or slightly increasing
the hours of on-signal openings on
weekend and holiday nights. Other
suggestions included requiring the
bridge to remain in the open position
unless actually being used for train
traffic, automating the operation of the

bridge, and requiring the bridge to open
on-signal at all times. On May 15, 2000,
we published a supplemental notice of
proposed rulemaking (SNPRM) entitled
“Drawbridge Operation Regulations;
Elizabeth River, Eastern Branch,
Norfolk, VA” in the Federal Register (65
FR 30938). We also distributed local
notice of the Federal Register
publication. We received seven (7)
comments on the supplemental
proposed rule. No public hearing was
requested, and none was held.

Background and Purpose

33 CFR 117.1007(a) currently requires
the Norfolk Southern Railroad Bridge
(formerly called the Norfolk and
Western Railroad Bridge), mile 2.7,
across the Eastern Branch of the
Elizabeth River, to open on signal from
6 a.m. to 10 p.m., seven days a week,
year round. At all other times, the
bridge only opens with at least a three-
hour advance notice.

Norfolk Southern Corporation (NSC)
initially requested in 1998 a change to
the regulations that would have reduced
the hours during the day and times of
the year when on-signal openings are
required. NSC based their request on
data from the 1996 and 1997 drawlogs.
We reviewed the drawlogs and made
recommendations to NSC changing their
request to reflect more closely with the
data obtained from the drawlogs. On
November 2, 1998, a notice of proposed
rulemaking (NPRM) was published in
the Federal Register (63 FR 58676)
proposing on-signal openings from
April 15 to November 30, Monday
through Thursday, from 10 a.m. to 6
p-m., and Friday through Sunday from
6 a.m. to 11 p.m. At all other times the
bridge would only have to open for
vessel traffic after three hours advance
notice. As a result of this proposal, 652
comments were received all objecting to
the proposed changes. We facilitated a
meeting on April 20, 1999 during which
NSC, local government representatives,
and other interested attendees discussed
the proposed rule. A written summary
of the meeting is available for public
review in the public docket. Based on
all information received, we revised our
original proposal to keep the original
hours as in the current regulations using
a “half-cycle operation”, reducing the
number of openings during the on-
signal hours and reducing the current
advance notice requirement from three
hours to two hours during the 10 p.m.
to 6 a.m. period. The Coast Guard’s goal
is to provide practical and feasible
scheduled opening times for
drawbridges during seasons of the year,
and during times of the day, when
scheduled openings would benefit users

and owners of the bridge as well as
users of the waterway.

Discussion of Comment and Changes

We received seven (7) comments to
the supplemental notice of proposed
rulemaking. Six (6) responded in favor
of the proposed change to the operating
schedule of the Norfolk and Western
Railroad Bridge. One (1) comment
opposed the proposed change referring
to it as being a more restricted schedule.
This supplemental proposal is more
lenient that the current schedule since
it will provide “half cycle” operation,
that is, the bridge goes from the closed
position to the open position or vice
versa, but does not complete the “cycle”
to its original position. This provides
boaters freer access of the river.
Reducing the advance notification from
three (3) to two (2) hours will allow
waterway users greater flexibility in
planning their transit of the bridge
while not burdening the bridge owner
with extended hours of on-signal
operation unnecessarily. Based on this
and the comments received since the
publication of the SNPRM, we are
amending 33 CFR 117.1007(a) which
governs the Norfolk and Western
Railroad Bridge, across the Elizabeth
River, Eastern Branch, mile 2.7, at
Norfolk, Virginia.

Regulatory Evaluation

This rule is not a “significant
regulatory action” under section 3(f) of
Executive Order 12866 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 Transportation (DOT)
(44 FR 11040, February 26, 1979).

We reached this conclusion based on
the fact that the proposed changes will
not impede maritime traffic but actually
serve to increase the ease of use by
waterway users, while still providing for
the needs of the bridge owner.

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 less than 50,000. The Coast
Guard certifies under 5 U.S.C. 605(b)
that this rule will not have a significant
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economic impact on a substantial
number of small entities.

This final rule would affect the
following entities, some of which might
be small entities: The owners and
operators of vessels that desire to transit
the waterway and homeowners
associations representing property
owners upstream of the drawbridge.
This rule will not have a significant
economic impact on a substantial
number of small entities for the
following reasons. This rule will
increase the amount of time the
drawbridge is open during peak
waterway usage and decreases the
notification requirement for off-peak
opening of the drawbridge.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offered to assist small entities in
understanding the rule so that they
could better evaluate its effects on them
and participate in the rulemaking
process. This was accomplished through
the solicitation of comments from local
waterway users during a Coast Guard
field study, and through publication of
the NPRM and SNPRM in the Federal
Register in which comments were
solicited.

Collection of Information

This rule calls for no collection of
information under the Paperwork
Reduction Act (44 U.S.C. 3510-3520).

Federalism

We have analyzed this rule under
Executive Order 13132 and have
determined that this rule does not have
implications for federalism under that
Order.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) governs
the issuance of Federal regulations that
require unfunded mandates. An
unfunded mandate is a regulation that
requires a State, local, or tribal
government or the private sector to
incur direct costs without the Federal
Government’s having first provided the
funds to pay those unfunded mandate
costs. This rule will not impose an
unfunded mandate.

Taking of Private Property

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

Civil Justice

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 concern an environmental risk
to health or risk to safety that may
disproportionately affect children.

Environment

The Coast Guard considered the
environmental impact of this rule and
concluded that under figure 21,
paragraph (32)(e) of Commandant
Instruction M16475.1C this rule is
categorically excluded from further
environmental documentation. This rule
involves the operating schedule of an
existing drawbridge and will have no
impact on the environment. A
““‘Categorical Exclusion Determination”
is available in the docket for inspection
or copying where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 117
Bridges.

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

PART 117—DRAWBRIDGE
OPERATION REGULATIONS

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

Authority: 33 U.S.C. 499; 49 CFR 1.46; 33
CFR 1.05-1(g); Section 117.255 also issued
under the authority of Pub. L. 102-587, 106
Stat. 5039.

2. Section 117.1007(a) is revised as to
read as follows:

§117.1007 Elizabeth River—Eastern
Branch.

(a) The draw of the Norfolk and
Western Railroad bridge, mile 2.7 at
Norfolk, shall open as follows:

(1) From 6 a.m. to 10 p.m., the draw
shall open on signal if it is in the closed
to navigation position and remain open
until a train crossing requires that it be
returned to the closed position.

(2) From 10 p.m. to 6 a.m., the draw
shall open on signal if at least two hours
notice is given.

* * * * *

Dated: December 21, 2000.
John E. Shkor,

Vice Admiral, U.S. Coast Guard Commander,
Fifth Coast Guard District.

[FR Doc. 01-761 Filed 1-9-01; 8:45 am]
BILLING CODE 4910-15-P

DEPARTMENT OF AGRICULTURE

Forest Service

36 CFR Part 219

National Forest System Land and
Resource Management Planning;
Review of Decisions To Amend or
Revise Plans

AGENCY: Forest Service, USDA.
ACTION: Interpretive rule.

SUMMARY: The Department is adopting
this interpretive rule to make explicit its
intent regarding the procedure(s) that
citizens and entities may use to appeal
or object to plan revisions or
amendments subsequent to the recent
revision of the planning regulations at
36 CFR part 219 and the corollary
rescission of the appeal regulations at 36
CFR part 217.

EFFECTIVE DATE: This interpretive rule is
effective January 10, 2001.

ADDRESSES: Written inquiries about this
interpretive rule may be sent to the
Director, Ecosystem Management Staff,
Forest Service, USDA, P.O. Box 96090,
Washington, DC 20090-6090.

FOR FURTHER INFORMATION CONTACT:
Steve Segovia, Assistant Director for
Appeals and Litigation, Forest Service;
Telephone (202) 205-1066; Fax (202)
205-1012.

SUPPLEMENTARY INFORMATION: On
November 9, 2000, the Secretary of
Agriculture adopted a final rule which
revised the land and resource
management planning rules at 36 CFR
part 219 and removed the
administrative appeal of plan decisions
at 36 CFR part 217 (65 FR 67514). The
revised rule at 36 CFR part 219
establishes requirements for the
implementation, monitoring, evaluation,
amendment, and revision of land and
resource management plans, and affirms
sustainability as the overall goal for
National Forest System planning and
management. The intended effects of the
rule are to simplify, clarify, and
otherwise improve the planning
process. To help achieve these intended
effects, § 219.32 of the recently revised
planning rule establishes an objection
process to replace the appeals process
embodied in part 217. Section 219.35 of
the recently revised rule provides
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direction to govern the transition from
the previous planning process.

Questions have arisen regarding
interpretation and application of
administrative appeal and review
processes in the context of the
transitional language provided in
§219.35. As a consequence, the
Department is issuing this interpretive
rule which adds a note to appear as an
appendix to § 219.35 to explain how
these provisions operate together. A
description of the matters addressed in
this interpretive rule follows.

Terminology. Paragraph (b) of
§219.35 uses the term ““initiated” in the
context of plan revisions or
amendments under way prior to
November 9, 2000. The Department is
clarifying the term “initiated” to avert
misinterpretation of the Department’s
intended application of the rule. This
interpretive rule clarifies that
“initiated” refers to the published
public notification of a proposed plan
amendment or revision.

Options. Paragraph (b) of § 219.35
grants an option to proceed at the
responsible official’s discretion either
under the 1982 regulations in effect
prior to November 9, 2000, or under the
revised regulations. This interpretive
rule makes clear that paragraph (b)
specificially includes the option to
select either the administrative appeal
and review procedures of 36 CFR part
217 in effect prior to November 9, 2000,
or the new objection procedures to
complete a plan amendment or revision
process initiated under the 1982
regulations.

This rulemaking consists of an
interpretive rule and is issued by the
agency to advise the public of the
agency’s preexisting construction of one
of the rules it administers—that is, 36
CFR 219.35, in the context of National
Forest System land and resource
management planning. See, e.g.,
Shalala, Secretary of Health and Human
Services v. Guernsey Memorial Hosp.,
514 U.S. 87, 99 (1995). Therefore, under
5 U.S.C. 553(b)(A), this rulemaking is
exempt from the notice and comment
requirements of the Administrative
Procedure Act, and, pursuant to 5 U.S.C.
553(d)(2), this rule is effective
immediately upon publication in the
Federal Register.

Regulatory Impact

It has been determined that this is not
a significant rule. This interpretive rule
will not have an annual effect of $100
million or more on the economy, or
adversely affect productivity,
competition, jobs, the environment,
public health or safety, or State or local
governments. This rulemaking will not

interfere with an action taken or
planned by another agency, or raise new
legal or policy issues. Finally, this
rulemaking will not alter the budgetary
impacts of entitlements, grants, user
fees, or loan programs or the rights and
obligations of recipients of such
programs. Accordingly, this rulemaking
is not subject to Office of Management
and Budget (OMB) review under
Executive Order 12866. Moreover, this
rulemaking has been considered in light
of the Regulatory Flexibility Act (5
U.S.C. 601 et seq.). It is therefore
certified that this rule will not have a
significant economic impact on a
substantial number of small entities as
defined by the Act. This rule will not
impose recordkeeping requirements;
will not affect their competitive position
in relation to large entities; and will not
affect their cash flow, liquidity, or
ability to remain in the market.

Environmental Impact

This rulemaking has no direct or
indirect effect on the environment, but
merely clarifies the relationship of
certain planning actions to their
respective appeal procedures. Section
31.1b of Forest Service Handbook
1909.15 (57 FR 43180; September 18,
1992) excludes from documentation in
an environmental assessment or impact
statement rules, regulations or policies
to establish Service-wide administrative
procedures, program processes, or
instructions. Based on the nature and
scope of this rulemaking, the agency has
determined that the interpretive rule
falls within this category of actions and
that no extraordinary circumstances
exist which would require preparation
of an environmental assessment or
environmental impact statement.

No Takings Implications

This rulemaking has been analyzed in
accordance with the principles and
criteria contained in Executive Order
12360, and it has been determined that
this rule will not pose the risk of a
taking of private property, as the
interpretive rule is limited to
clarification of the transition procedures
in the new planning rule.

Civil Justice Reform

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. The rule (1) does not preempt
State and local laws and regulations that
conflict with or impede its full
implementation; (2) has no retroactive
effect; and (3) will not require
administrative proceedings before
parties may file suit in court challenging
its provisions.

Unfunded Mandates

Pursuant to Title II of the Unfunded
Mandates Reform Act of 1995 (2 U.S.C.
1531-1538), which the President signed
into law on March 22, 1995, the agency
has assessed the effects of this rule on
State, local and tribal governments and
the private sector. This rule will not
compel the expenditure of $100 million
or more by any State, local, or tribal
government or anyone in the private
sector. Therefore, a statement under
section 202 of the Act is not required.

Controlling Paperwork Burdens on the
Public

This rule does not contain any
recordkeeping or reporting requirements
or other information collection
requirements as defined in 5 CFR part
1320. Accordingly, the review
provisions of the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501 et seq.) and
implementing regulations at 5 CFR part
1320 do not apply.

List of Subjects in Part 219

Administrative practice and
procedure, Environmental impact
statements, Forest and forest products,
Indians, Intergovernmental relations,
National forests, Natural resources,
Reporting and recordkeeping
requirements, Science and technology.

Therefore, for the reasons set forth in
the preamble, part 219 of title 36 of the
Code of Federal Regulations is amended
as follows:

PART 219—PLANNING

Subpart A—National Forest System
Land and Resource Management
Planning

1. The authority citation for subpart A
continues to read as follows:

Authority: 5 U.S.C. 301; and Secs. 6 and
15, 90 Stat. 2949, 2952, 2958 (16 U.S.C. 1604,
1613).

2. Add an appendix at the end of
§219.35 to read as follows:

§219.35 Transition.

* * * * *

Appendix A to §219.35

Interpretive Rule Related to Paragraph
219.35(b)

The Department is making explicit its
preexisting understanding of paragraph (b) of
this section with regard to the appeal or
objection procedures that may be applied to
amendments or revisions of land and
resource management plans during the
transition from the appeal procedures of 36
CFR part 217 in effect prior to November 9,
2000 (See CFR 36 parts 200 to 299, Revised
as of July 1, 2000), to the objection
procedures of § 219.32 as follows:
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1. The option to proceed under the 1982
regulations or under the provisions of this
subpart specifically includes the option to
select either the administrative appeal and
review procedures of 36 CFR part 217 in
effect prior to November 9, 2000, or the
objection procedures of 36 CFR 219.32.

2. The Department interprets the term
“initiated,” as used in paragraph (b) of this
section, to indicate that the agency has issued
a Notice of Intent or other public notification
announcing the commencement of a plan
revision or amendment as provided for in the
Council on Environmental Quality
regulations at 40 CFR 1501.7 or in Forest
Service Handbook 1909.15, Environmental
Policy and Procedures Handbook, section 11.
* * * * *

Dated: January 4, 2001.
Dan Glickman,
Secretary.
[FR Doc. 01-615 Filed 1-5-01; 1:38 pm]
BILLING CODE 3410-11-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[MD104-3060; FRL-6920-9]
Approval and Promulgation of Air
Quality Implementation Plans;

Maryland; Nitrogen Oxides Reduction
and Trading Program

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

SUMMARY: EPA is approving a State
Implementation Plan (SIP) revision
submitted by the State of Maryland on
April 27, 2000. This revision was
submitted to satisfy EPA’s regulation
entitled, “Finding of Significant
Contribution and Rulemaking for
Certain States in the Ozone Transport
Assessment Group Region for Purposes
of Reducing Regional Transport of
Ozone,” otherwise known as the “NOx
SIP Call.” This revision establishes and
requires a nitrogen oxides (NOx)
allowance trading program for large
electric generating and industrial units,
and reductions for cement kilns and
stationary industrial combustion
engines, beginning in 2003. The
intended effect of this action has two
purposes. EPA is approving the
Maryland’s NOx Reduction and Trading
Program because it meets the
requirements of the NOx SIP Call that
will significantly reduce ozone transport
in the eastern United States. In addition,
EPA is approving Maryland’s NOx
Reduction and Trading Program because
it supports the one-hour attainment
demonstration plans for the Baltimore,
Metropolitan Washington, D.C. and

Philadelphia-Wilmington-Trenton
ozone nonattainment areas.

EFFECTIVE DATE: This final rule is
effective on February 9, 2001.
ADDRESSES: Copies of the documents
relevant to this action are available for
public inspection during normal
business hours at the Air Protection
Division, U.S. Environmental Protection
Agency, Region III, 1650 Arch Street,
Philadelphia, Pennsylvania 19103; the
Air and Radiation Docket and
Information Center, U.S. Environmental
Protection Agency, 401 M Street, SW,
Washington, DC 20460; and the
Maryland Department of the
Environment, 2500 Broening Highway,
Baltimore, Maryland, 21224.

FOR FURTHER INFORMATION CONTACT:
Cristina Fernandez, (215) 814—2178 or
by e-mail at fernandez.cristina@epa.gov.
SUPPLEMENTARY INFORMATION:

I. Background

On April 27, 2000, the Maryland
Department of the Environment (MDE)
submitted a revision to its SIP to meet
the requirements of the NOx SIP Call.
The revision consists of the adoption of
two new chapters COMAR 26.111.29—
NOx Reduction and Trading Program
and COMAR 26.11.30—Policies and
Procedure Relating to Maryland’s NOx
Reduction and Trading Program.

On October 19, 2000 (65 FR 62671),
EPA published a notice of proposed
rulemaking (NPR) for the State of
Maryland proposing to approve the
April 27, 2000 SIP revision. That NPR
provided for a public comment period
ending on November 9, 2000. On
November 9, 2000 (65 FR 67319), EPA
published a notice extending the
comment period to November 20, 2000.
A detailed description of this SIP
revision and EPA’s rationale for
approving it was provided in the
October 19, 2000 NPR and will not be
restated here. One letter of comment
was submitted on EPA’s proposal. A
summary of the comments expressed in
that letter and EPA’s response is
provided in section II, below.

II. Public Comments and EPA Response

Comment: A letter of comment was
submitted expressing concerns over the
impact an expansion of the Baltimore/
Washington International (BWI) Airport
expansion would have on Maryland’s
ability to limit both emissions of NOx
and volatile organic compounds (VOCs)
sufficiently to meet the National
Ambient Air Quality Standard for
ozone. The commenter states his
overarching concern that planned
“growth” in the Baltimore and
Washington, DC areas from such

projects as the expansion of BWI airport
and the Ann Arundel Mills Mall is
occurring at a rate such that compliance
with the Maryland’s program to satisfy
the NOx SIP call could be jeopardized.
The commenter expresses concerns that
although Maryland is “required” to
abide by a regional cap and trade
program that is intended to significantly
reduce NOx emissions generated within
the Ozone Transport Region, that effort
will fail unless the impact of the BWI
airport is properly documented to
include the cumulative impact of the
airport’s NOx emissions, due to cars,
buses, transport vehicles, maintenance
facilities, rental cars, and aircraft.

Response: The commenter is correct
that VOC and NOx emissions resulting
from growth in the Baltimore and
Washington DC areas from projects such
as BWI airport and the Ann Arundel
Mills Mall must be considered by the
State of Maryland in meeting its
requirements under the Clean Air Act
for attainment and maintenance of the
NAAQS for ozone. Increases in both
NOx and VOC emissions from such
projects must be demonstrated to
conform to plans and provisions of the
Maryland SIP established to
accommodate such “growth.” Approval
of Maryland’s regulations and
requirements to satisfy the NOx SIP call
in no way relieves the State from the
applicable requirements and obligations
under the Clean Air Act’s transportation
and general conformity provisions. In
determining the appropriate control
levels, the NOx SIP Call rulemaking
assumed certain amounts of growth
from all source categories. The comment
seems to imply that EPA was not
cognizant of growth, any such
implication is incorrect. Moreover, the
requirements of the NOx SIP Call and
Maryland’s SIP will be satisfied if the
sources subject to controls implement
those controls, and if the emissions cap
applicable to electric generating units
(EGUs) is adhered to. Under the federal
NOx SIP Call, states were allowed the
flexibility to decide what sources of
emissions to control to achieve the
required reductions in NOx. EPA did
provide information that those
reductions could be achieved in the
most cost effective manner by
controlling large stationary sources. EPA
finds that Maryland’s NOx Reduction
and Trading Program meets the
requirements of the NOx SIP Call.
However, neither the federal NOx SIP
Call rule nor Maryland’s Program to
satisfy that rule alters either of the
mandated conformity programs’
requirements. Moreover, while the NOx
SIP Call rule specifically establishes
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requirements to reduce NOx emissions,
the transportation and general
conformity provisions of the Clean Act
require that both NOx and VOC
emissions increases be accounted for
and conform with a state’s plan(s) to
attain and maintain the NAAQS for
ozone. For these reasons, EPA believes
that approval of Maryland’s regulations
and requirements to satisfy the NOx SIP
call strengthens the SIP and does not
alter or make less stringent the State’s
obligation to meet the conformity
requirements of the Clean Air Act and
its SIP.

II. Final Action

EPA is approving the Maryland’s SIP
revision consisting of its NOx Reduction
and Trading Program, which was
submitted on April 27, 2000. EPA finds
that Maryland’s submittal is fully
approvable because it meets the
requirements of the NOx SIP Call. In
addition, EPA is approving Maryland’s
NOx Reduction and Trading Program
because it supports the one-hour
attainment demonstration plans for the
Baltimore, Metropolitan Washington,
DC and Philadelphia-Wilmington-
Trenton ozone nonattainment areas.

III. Administrative Requirements

A. General Requirements

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “‘significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. This
action merely approves state law as
meeting federal requirements and
imposes no additional requirements
beyond those imposed by state law.
Accordingly, the Administrator certifies
that this rule will not have a significant
economic impact on a substantial
number of small entities under the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.). Because this rule approves pre-
existing requirements under state law
and does not impose any additional
enforceable duty beyond that required
by state law, it does not contain any
unfunded mandate or significantly or
uniquely affect small governments, as
described in the Unfunded Mandates
Reform Act of 1995 (Publ. L. 104—4). For
the same reason, this rule also does not
significantly or uniquely affect the
communities of tribal governments, as
specified by Executive Order 13084 (63
FR 27655, May 10, 1998). This rule 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
approves a state rule implementing a
federal standard, and does not alter the
relationship or the distribution of power
and responsibilities established in the
Clean Air Act. This rule also is not
subject to Executive Order 13045 (62 FR
19885, April 23, 1997), because it is not
economically significant. In reviewing
SIP submissions, EPA’s role is to
approve state choices, provided that
they meet the criteria of the Clean Air
Act. In this context, in the absence of a
prior existing requirement for the State
to use voluntary consensus standards
(VCS), EPA has no authority to
disapprove a SIP submission for failure
to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a SIP submission,
to use VCS in place of a SIP submission
that otherwise satisfies the provisions of
the Clean Air Act. Thus, the
requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply. 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 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 an information collection
burden under the provisions of the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

B. 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
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule”” as defined by 5 U.S.C.
804(2).

C. Petitions for Judicial Review

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by March 12, 2001.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action to
approve Maryland’s NOx Reduction and
Trading Program may not be challenged
later in proceedings to enforce its
requirements. (See section 307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Nitrogen dioxide, Ozone,
Reporting and recordkeeping
requirements.

Dated: December 14, 2000.
Bradley M. Campbell,
Regional Administrator, Region III.

40 CFR part 52 is amended as follows:

PART 52—[AMENDED)]

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

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

Subpart V—Maryland

2. Section 52.1070 is amended by
adding paragraphs (c)(154) to read as
follows:

§52.1070 Identification of plan.

* * * * *

(C) * *x %

(154) Revisions to the Maryland
Regulations pertaining to the Nitrogen
Oxides (NOx) Reduction and Trading
Program submitted on April 27, 2000 by
the Maryland Department of the
Environment:

(i) Incorporation by reference.

(A) Letter of April 27, 2000 from the
Maryland Department of the
Environment transmitting additions to
the Maryland State Implementation Plan
pertaining to the NOx Reduction and
Trading Program.

(B) Revisions to COMAR 26.11.29,
NOx Reduction and Trading Program
and COMAR 26.11.30, Policies and
Procedures Relating to Maryland’s NOx
Reduction and Trading Program,
effective May 1, 2000.

(1) Addition of COMAR 26.11.29.01
through COMAR 26.11.29.15.

(2) Addition of COMAR 26.11.30.01
through COMAR 26.11.30.09.
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(ii) Additional material. Remainder of
April 27, 2000 submittal pertaining to
the NOx Reduction and Trading
Program.

[FR Doc. 01-568 Filed 1-9-01; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[NHO036-7136A; A—1-FRL-6928-7]

Approval and Promulgation of Air
Quality Implementation Plans; New
Hampshire; Vehicle Inspection and
Maintenance Program; Restructuring
OTR Requirements

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

SUMMARY: EPA is approving a Clean Air
Act State Implementation Plan (SIP)
revision submitted by the State of New
Hampshire. On December 17, 1998 (63
FR 69589), EPA proposed to approve a
revision to the New Hampshire SIP for
vehicle inspection and maintenance (I/
M). This SIP revision request was
submitted on September 4, 1998. The
State supplemented it by a letter dated
November 20, 1998 which provided
additional information about the New
Hampshire I/M program, and requested
further flexibility from requirements
applicable to areas in the Ozone
Transport Region (OTR) in light of the
air quality status of New Hampshire’s
ozone nonattainment areas. EPA
proposed approval of New Hampshire’s
I/M program under the concept of OTR
“restructuring” on December 17, 1998
and received no comments. This action
is being taken under section 110 of the
Clean Air Act.

DATES: This rule will become effective
on February 9, 2001.

ADDRESSES: Copies of documents
relevant to this action are available for
public inspection during normal
business hours, by appointment, at the
Office of Ecosystem Protection, U.S.
Environmental Protection Agency,
Region I, One Congress Street, 11th
floor, Boston, MA; Air and Radiation
Docket and Information Center, U.S.
Environmental Protection Agency,
Room M-1500, 401 M Street, (Mail Code
6102), S.W., Washington, D.C.; and the
Air Resources Division, Department of
Environmental Services, 6 Hazen Drive,
P.O. Box 95, Concord, NH 03302—-0095.

FOR FURTHER INFORMATION CONTACT:
Robert C. Judge, (617) 918—1045.

SUPPLEMENTARY INFORMATION:

This Supplementary Information
section is organized as follows:

I. What SIP revision was submitted by the
State of New Hampshire?

II. What are the relevant Clean Air Act
requirements?

II. What action did EPA propose for the New
Hampshire I/M SIP?

IV. What action did EPA take to defer the
offset sanction in New Hampshire?

V. What is EPA’s basis for restructuring the
Ozone Transport Region requirements?

VI. Have any circumstances changed since
the original proposal?

VII. What action is EPA taking on New
Hampshire’s I/M program?

VIII. EPA Action

IX. Administrative Requirements

I. What SIP revision was submitted by
the State of New Hampshire?

The New Hampshire Department of
Environmental Services (DES)
submitted a revision to the New
Hampshire SIP on September 4, 1998
and November 20, 1998 for a vehicle I/
M program. The submittal requested
further flexibility from requirements
applicable to areas in the OTR in light
of the air quality status of the ozone
nonattainment areas in New Hampshire.
The SIP revision includes New
Hampshire Code of Administrative
Rules, Part Saf-C 3220 “Official Motor
Vehicle Inspection Requirements” and
Part Saf-C 5800 “‘Roadside Diesel
Opacity Inspection” and additional
supporting material including
authorizing legislation, administrative
items, and a description of the program
being implemented.

II. What are the relevant Clean Air Act
requirements?

Section 184(b)(1)(A) of the Act
requires areas with a population of at
least 100,000 in a metropolitan
statistical area in the OTR to adopt and
implement an inspection and
maintenance program meeting EPA’s
enhanced I/M performance standard.
EPA’s I/M rule was established on
November 5, 1992 (57 FR 52950). EPA
made significant revisions to the I/'M
rule on September 18, 1995 (60 FR
48035) and on July 25, 1996 (61 FR
39036). Under EPA’s I/M rule, enhanced
I/M programs would be required in the
Portsmouth-Dover-Rochester, New
Hampshire area, and the New
Hampshire portion of the Boston-
Worcester-Lawrence area?l. This

1These areas are MSAs with populations greater
than 100,000, and are subject to enhanced I/'M
under the OTR provisions of the Act. Further,
because the one-hour standard was recently
reinstated as of July 20, 2000, certain areas in New
Hampshire if they had sufficient ‘“urbanized area”
populations, would be subject to the enhanced I/M
requirements applicable in serious ozone

program was initially submitted to
fulfill the State’s obligations to
implement I/M pursuant to these
requirements. The I/M regulation was
codified at 40 CFR part 51, subpart S,
and requires States subject to the I/M
requirement to submit an I/M SIP
revision that includes all necessary legal
authority and the items specified in 40
CFR 51.350 through 51.373.

III. What action did EPA propose for
the New Hampshire I/'M SIP?

EPA proposed approval of New
Hampshire’s I/M program under the
concept of OTR “‘restructuring” on
December 17, 1998 (63 FR 69589). EPA
stated that the New Hampshire areas
and all nearby areas had met the one-
hour national ambient air quality
standard (NAAQS) for ozone. Because of
this, and because of the technical
demonstration made by the State, EPA
made a determination that emission
reductions from I/M under section 184
would not significantly contribute to the
attainment of the one-hour standard
anywhere in the OTR, and the /M
requirement could be ‘“‘restructured.”
EPA then proposed approval of the /M
SIP as a SIP strengthening measure
under section 110 of the Clean Air Act.
EPA received no comments on its
proposal.

IV. What action did EPA take to defer
the offset sanction in New Hampshire?

Due to the disapproval of an earlier I/
M SIP submitted by the State of New
Hampshire, the Clean Air Act’s offset
sanction was applicable in New
Hampshire beginning December 6, 1998.
Based on the December 17, 1998
proposed approval (63 FR 69589) on
that same day, EPA published an
interim final rule in the Federal
Register which stayed that sanction and
deferred the imposition of the highway
funding sanction in New Hampshire (63
FR 69557). In that action EPA said that
the stay and deferral would remain in
effect until EPA took final action on the
New Hampshire I/M SIP proposed on
that same day or retracted its proposed
approval.

Today EPA is issuing a final, full
approval of New Hampshire’s submitted
I/M program SIP revision, and a final
determination that the CAA requirement
for an enhanced I/M program for areas
in the OTR does not apply for New
Hampshire. Accordingly, all sanctions
and FIP clocks started based on EPA’s
earlier disapproval of New Hampshire’s

nonattainment areas. The urbanized area
populations of these areas, however, do not trigger
the I/M requirements of section 182 as codified in
EPA’s I/M rule.
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I/M program are terminated upon the
effective date of today’s action.

V. What is EPA’s basis for restructuring
the Ozone Transport Region
requirements?

Section 176A of the Clean Air Act is
entitled “Interstate Transport
Commissions,” and discusses the
criteria used to add or remove areas
from transport regions. Section
176A(a)(2) states that the
“Administrator * * * may remove any
State * * * from the [OTR] whenever
the Administrator has reason to believe
that control of emissions in that State
* * * pursuant to [the Act’s
requirements for the OTR] will not
significantly contribute to attainment of
the standard in the region.” Implicit in
EPA’s authority to remove a State from
the OTR entirely is the authority to
eliminate or “restructure” specific
control requirements for States that
remain in the OTR, provided the State
demonstrates that the control of
emissions from such requirement will
not significantly contribute to
attainment of the one-hour ozone
standard anywhere in the OTR.

VI. Have any circumstances changed
since the original proposal?

In the December 1998 notice
proposing to approve New Hampshire’s
I/M SIP, we noted that this program is
designed to get the emission reductions
required by EPA’s I/M regulation for
enhanced I/M programs in the OTR.
Nevertheless, the program did not meet
these enhanced I/M requirements
primarily due to the Act’s requirement
for a registration-based enforcement
program. We proposed that since New
Hampshire had demonstrated that it did
not affect any other one-hour ozone
nonattainment areas in the OTR that
were violating that standard, this area
could have “opted-out” of the OTR
under section 176A. New Hampshire is
also attaining the 1-hour ozone
standard. But since New Hampshire did
not want to “opt-out” of the OTR, and
merely wanted flexibility on enhanced
I/M, we proposed to accept the I/M
program that New Hampshire had
submitted as a SIP strengthening
measure under section 110. The
proposal was also based on air quality
data that demonstrated that all of the
remaining nearby ozone nonattainment
areas in Massachusetts, Maine, and
Rhode Island had achieved the 1-hour
standard. EPA had proposed to revoke
the 1-hour standard based on these air
quality data. That proposal to revoke the
one-hour ozone standard in each of
these areas was finalized on June 9,
1999 (64 FR 30911).

However, due to uncertainty
regarding the status of implementing
EPA’s 8-hour ozone standard, on
October 25, 1999 (64 FR 57424), EPA
proposed that the one-hour standard
should apply again in all areas where it
was previously revoked. That action
was finalized on July 20, 2000 (65 FR
45182). Many of these areas that were
previously designated nonattainment
have air quality which meets the one-
hour ozone NAAQS, including all the
areas noted in EPA’s December, 1998
proposed action. It should be noted that
air quality monitoring data averaged
over the years 1997 through 1999
showed that the Portland, Maine area
(consisting of York, Cumberland and
Sagadahoc Counties) a downwind area,
had a design value of 0.125 ppm. During
this period, this area was exceeding the
one-hour ozone standard, albeit by a
small margin. But more recent data
based on 1998 through 2000 monitoring
data, and earlier data which was the
basis for our proposal (1996 through
1998 monitoring data), shows that the
Portland area is attaining the one-hour
ozone standard. EPA is basing this
determination upon three years of
complete, quality-assured, ambient air
monitoring data for the 1998 to 2000
ozone seasons that demonstrate that the
Portland area has attained the one-hour
ozone NAAQS, as recorded in EPA’s
Aerometric Information Retrieval
System (AIRS). All other areas in Maine,
New Hampshire, eastern Massachusetts
and Vermont have continued to measure
air quality that meets the one-hour
ozone standard. Therefore, EPA has
concluded that its earlier finding under
section 176A is still valid and we are
finalizing approval of the December
1998 proposed action.

VII. What action is EPA taking on New
Hampshire’s I/M program?

EPA is approving New Hampshire’s I/
M submittal. EPA has reviewed the
State submittal against the requirements
of the Act and EPA’s final I/M rule. The
SIP submission does not meet all of the
requirements of EPA’s final rule for
enhanced I/M. The program does,
however, contribute to air quality
improvement. Therefore, EPA is
approving New Hampshire’s I/M
program because it is a SIP
strengthening measure under section
110. The EPA is also determining that
an enhanced I/M program in New
Hampshire would not significantly
contribute to attainment in any other
State in the OTR.

VIII. EPA Action

EPA is approving the SIP revision
New Hampshire submitted on

September 4, 1998, and November 20,
1998 as a revision to the New
Hampshire SIP for I/M. EPA is
approving the New Hampshire I/M
program as strengthening the State’s SIP
under section 110 of the Act. EPA is
also taking final action removing the
detailed CAA requirements for an
enhanced I/M program in the OTR for
New Hampshire. Accordingly, all
sanctions and FIP clocks related to
approval of New Hampshire’s I/M
program are terminated upon the
effective date of today’s action.

Nothing in this action should be
construed as permitting or establishing
a precedent for any future request for
revision to any State implementation
plan. Each request for revision to the
State implementation plan shall be
considered separately in light of specific
technical, economic, and environmental
factors and in relation to relevant
statutory and regulatory requirements.

IX. Administrative Requirements
A. Executive Order 12866

The Office of Management and Budget
(OMB) has exempted this regulatory
action from Executive Order 12866,
entitled ‘“Regulatory Planning and
Review.”

B. Executive Order 13132

Federalism (64 FR 43255, August 10,
1999) revokes and replaces Executive
Orders 12612 (Federalism) and 12875
(Enhancing the Intergovernmental
Partnership). Executive Order 13132
requires EPA to develop an accountable
process to ensure ‘“meaningful and
timely input by State and local officials
in the development of regulatory
policies that have federalism
implications.” “Policies that have
federalism implications” is defined in
the Executive Order to include
regulations that have “substantial direct
effects on the States, on the relationship
between the national government and
the States, or on the distribution of
power and re