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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
currently on file for public inspection, see http://www.nara.gov/
fedreg.

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
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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 $699, or $764 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 $264. Six month
subscriptions are available for one-half the annual rate. The charge
for individual copies infpaper form is $10.00 for each issue, or
$10.00 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. InternationaFcustomers please add 25% for
oreign handlin(f. 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

What's NEW!

Federal Register Table of Contents via e-mail

Subscribe to FEDREGTOC, to receive the Federal Register Table of
Contents in your e-mail every day.

If you get the HTML version, you can click directly to any document
in the issue.

To subscribe, go to http://listserv.access.gpo.gov and select:

Online mailing list archives
FEDREGTOC-L
Join or leave the list

Then follow the instructions.

3M Company Exhibit 1043

3M Company, Merck & Co., Inc., and Merck Sharp & Dohme Corp., v. AptarFrance S.A.S.

Page 2 of 8



111

Contents

Federal Register
Vol. 66, No. 238

Tuesday, December 11, 2001

Agricultural Marketing Service

NOTICES

Agency information collection activities:
Proposed collection; comment request, 64015

Agriculture Department

See Agricultural Marketing Service

See Animal and Plant Health Inspection Service
See Forest Service

Animal and Plant Health Inspection Service
RULES
Exportation and importation of animals and animal
products:
Bovine spongiform encephalopathy; disease status change
Germany, Italy, and Spain, 63911-63912
San Marino, Andorra, and Monaco, 63910-63911
Foot-and-mouth disease; disease status change—
Argentina, 63911
Interstate transportation of animals and animal products
(quarantine):
Brucellosis in cattle and bison—
State and area classifications, 63910

Army Department
NOTICES
Privacy Act:
Systems of records, 64023—64026

Commerce Department

See Economic Analysis Bureau

See International Trade Administration

See National Oceanic and Atmospheric Administration

Committee for the Implementation of Textile Agreements
NOTICES
Cotton, wool, and man-made textiles:

China, 64022-64023

Copyright Office, Library of Congress
RULES
Copyright office and procedures:
Disruption or suspension of postal or other transportation
or communications services, 63920

Defense Department
See Army Department
NOTICES

Meetings:
Science Board, 64023

Economic Analysis Bureau
RULES
International services surveys:

BE-20; benchmark survey of selected services transactions
with unaffiliated foreign persons, 63918-63920
BE-48; annual survey of reinsurance and other insurance
transactions by U.S. insurance companies with

foreign persons, 63916-63918

Energy Department
See Federal Energy Regulatory Commission

Environmental Protection Agency
RULES
Air programs; approval and promulgation; State plans for
designated facilities and pollutants:
Vermont, 63938-63940
Air quality implementation plans; approval and
promulgation; various States:
Connecticut, 63921-63938
Toxic substances:
Significant new uses—
Polymer of substituted aryl olefin, etc., 6394163942
PROPOSED RULES
Air programs; approval and promulgation; State plans for
designated facilities and pollutants:
Vermont, 63985-63986
Air quality implementation plans; approval and
promulgation; various States:
Georgia, 63972-63985
NOTICES
Air pollution control:
State operating permits programs—
Indiana, 64039-64041
Michigan, 64038-64039
Air programs:
Federal Nitrogen Oxide Budget Trading Program—
Applicability determinations, 64041
Air quality; prevention of significant deterioration (PSD):
Permit determinations, etc.—
DPL Energy Montpelier Electric Generating Station, IN,
64041-64042
Grants and cooperative agreements; availability, etc.:
Tribal Open Dump Cleanup Project, 64042
Superfund; response and remedial actions, proposed
settlements, etc.:
Cape Fear Wood Preserving Site, NC, 64042-64043
Crestline Contaminated Wells Site, NC, 64043
Ramapo Landfill Site, NY, 64043
Water pollution control:
Total maximum daily loads—
Mermentau and Vermilion/Tech river basins, LA;
determinations that TMDLs are not needed, 64043—
64044

Federal Aviation Administration

RULES

Airworthiness directives:
Bell, 63912-63913
Cirrus Design Corp., 63913—63915
Enstrom Helicopter Corp., 63915—63916

Federal Bureau of Investigation
NOTICES
Meetings:
National Crime Prevention and Privacy Compact Council,
64061-64062

Federal Communications Commission
PROPOSED RULES
Radio broadcasting:
Multiple ownership of radio broadcast stations in local
markets; rules and policies and radio markets
definition, 63986—-64000

3M Company Exhibit 1043

3M Company, Merck & Co., Inc., and Merck Sharp & Dohme Corp., v. AptarFrance S.A.S.

Page 3 of 8



v Federal Register/Vol. 66, No. 238/ Tuesday, December 11, 2001/ Contents

Federal Energy Regulatory Commission
NOTICES
Electric rate and corporate regulation filings:
LG&E Power Inc. et al., 64035-64037
Meetings:
Sierra National Forest; Big Creek No. 4 Project;
teleconference, 64037
Applications, hearings, determinations, etc.:
Chandeleur Pipe Line Co., 64026
Columbia Gulf Transmission Co., 64026—64027
Decatur Energy Center, LLC, et al., 64027
Enbridge Pipelines (KPC), 64027
Equitrans, L.P., 64027-64028
Florida Gas Transmission Co., 64028—64029
Indianapolis Power & Light Co., 64029
International Transmission Co. et al., 64029-64030
Kern River Gas Transmission Co., 64030
Midwestern Gas Transmission Co., 64030—-64031
Nevada Power Co. et al., 64031
Northern Natural Gas Co., 64031-64032
Northwest Pipeline Corp., 64032
Portland General Electric Co., 64032
Questar Pipeline Co., 64032-64033
Southern Natural Gas Co., 64033—64034
Transwestern Pipeline Co., 64034
Williams Gas Pipelines Central, Inc., 64034
Williston Basin Interstate Pipeline Co., 64035

Federal Railroad Administration

RULES

U.S. rail operations; U.S. locational requirement for
dispatching, 63942-63963

PROPOSED RULES

Alcohol and drug use control:

Random testing and other requirements application to
employees of foreign railroad based outside U.S. and
perform train or dispatching service in U.S., 64000—
64014

Federal Reserve System

NOTICES

Banks and bank holding companies:
Change in bank control, 64044
Formations, acquisitions, and mergers, 64044—64045
Permissible nonbanking activities, 64045

Meetings; Sunshine Act, 64045

Food and Drug Administration
NOTICES
Reports and guidance documents; availability, etc.:
Dose-counting mechanisms integration into metered-dose
inhaler drug products, 64045—-64046
Potassium iodide use as thyroid blocking agent in
radiation emergencies, 64046—64047

Forest Service

NOTICES

Environmental statements; notice of intent:
Boise National Forest, ID, 64016—64017
Sawtooth National Forest, ID, 64017

Health and Human Services Department
See Food and Drug Administration
See National Institutes of Health

Indian Affairs Bureau
NOTICES
Meetings:
Indian trust asset management; tribal consultation, 64054

Indian Trust Transition Office
NOTICES
Meetings:
Indian trust asset management; tribal consultation, 64054

Interior Department

See Indian Affairs Bureau

See Indian Trust Transition Office

See Land Management Bureau

See Special Trustee for American Indians Office

See Surface Mining Reclamation and Enforcement Office
NOTICES

Meetings:
Indian trust asset management; tribal consultation, 64054

Internal Revenue Service
RULES
Income taxes:
Cafeteria plans operation; effect of Family and Medical
Leave Act
Correction, 63920
Procedure and administration:
Unified partnership audit procedures
Correction, 64076
NOTICES
Agency information collection activities:
Proposed collection; comment request, 64071-64072

International Trade Administration
NOTICES
Antidumping:
Stainless steel plate in coils from-
Korea, 64017-64019
Countervailing duties:
Industrial phosphoric acid from—
Israel, 64019-64022
Applications, hearings, determinations, etc.:
Massachusetts Institute of Technology, 64019

International Trade Commission
NOTICES
Import investigations:
Film and television productions from—
Canada, 6405764058
HSP modems, software and hardware components, and
products containing same, 64058—-64061
Integrated circuits, processes for making same, and
products containing same, 64061

Justice Department
See Federal Bureau of Investigation

Labor Department
See Occupational Safety and Health Administration

Land Management Bureau
NOTICES
Coal leases, exploration licenses, etc.:
Wyoming, 64054-64055
Committees; establishment, renewal, termination, etc.:
Utah Resource Advisory Council, 64055-64056
Environmental statements; availability, etc.:
Plaquemines Parish, LA; South Pass and Southwest Pass
near Mississippi River mouth; oil and gas exploration
and development, 64056
Meetings:
Resource Advisory Councils—
Dakotas, 64057

3M Company Exhibit 1043

3M Company, Merck & Co., Inc., and Merck Sharp & Dohme Corp., v. AptarFrance S.A.S.

Page 4 of 8



Federal Register/Vol. 66, No. 238/ Tuesday, December 11, 2001/ Contents

Northeast California, 64056
Northeastern Great Basin, 64057
Northwest California, 64057

Library of Congress
See Copyright Office, Library of Congress

National Aeronautics and Space Administration
NOTICES
Patent licenses; non-exclusive, exclusive, or partially
exclusive:
Texas A&M University, 64063

National Credit Union Administration
NOTICES
Meetings; Sunshine Act, 64063

National Highway Traffic Safety Administration
PROPOSED RULES
Motor vehicle safety standards:
Defect and noncompliance—
Manufacturer’s remedy program; acceleration, 64086—
64093
Reimbursement prior to recall, 64077-64087

National Institutes of Health
NOTICES
Inventions, Government-owned; availability for licensing,
64047
Meetings:
National Cancer Institute, 64047—64048
National Institute of Child Health and Human
Development, 64049-64050
National Institute of Diabetes and Digestive and Kidney
Diseases, 64049
National Institute of General Medical Sciences, 64048—
64049
National Institute of Neurological Disorders and Stroke,
64048
Scientific Review Center, 64050-64051
Recombinant DNA molecules research:
Actions under guidelines, 64051-64052
Proposed, 64052—64054

National Oceanic and Atmospheric Administration
NOTICES
Permits:

Marine mammals, 64022

Nuclear Regulatory Commission
PROPOSED RULES
Rulemaking petitions.:
Nuclear Energy Institute; denied, 63964—-63968
NOTICES
Environmental statements; availability, etc.:
Calvert Cliffs Nuclear Power Plant, Inc., 64063—64064
International Uranium (USA) Corp., 64064—64066
Meetings; Sunshine Act, 64066

Occupational Safety and Health Administration
NOTICES
Agency information collection activities:

Proposed collection; comment request, 64062—64063

Personnel Management Office
RULES
Employment:
Agency vacancy announcements; reasonable
accommodation statement requirement, 63905-63906

Pay administration:
Administrative appeals judge positions; new pay system,
63906—-63909

Public Health Service
See Food and Drug Administration
See National Institutes of Health

Securities and Exchange Commission

NOTICES

Self-regulatory organizations; proposed rule changes:
Chicago Stock Exchange, Inc., 64066—64068
New York Stock Exchange, Inc., 64068—64069
Philadelphia Stock Exchange, Inc., 64069—-64070

Special Trustee for American Indians Office
NOTICES
Meetings:
Indian trust asset management; tribal consultation, 64054

Surface Mining Reclamation and Enforcement Office
PROPOSED RULES
Permanent program and abandoned mine land reclamation
plan submissions:
Oklahoma, 63968-63972

Surface Transportation Board
NOTICES
Railroad services abandonment:
Norfolk Southern Railway Co., 64070-64071

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

Transportation Department

See Federal Aviation Administration

See Federal Railroad Administration

See National Highway Traffic Safety Administration
See Surface Transportation Board

Treasury Department
See Internal Revenue Service

Veterans Affairs Department
NOTICES
Privacy Act:

System of records, 64072—-64075

Separate Parts In This Issue

Part Il
Transportation Department, National Highway Traffic
Safety Administration, 64077-64093

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.

To subscribe to the Federal Register Table of Contents
LISTSERV electronic mailing list, go to http://
listserv.access.gpo.gov and select Online mailing list
archives, FEDREGTOC-L, Join or leave the list (or change
settings); then follow the instructions.

3M Company Exhibit 1043

3M Company, Merck & Co., Inc., and Merck Sharp & Dohme Corp., v. AptarFrance S.A.S.

Page S of 8



VI Federal Register/Vol. 66, No. 238/ Tuesday, December 11, 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.

5 CFR

10 CFR

Proposed Rules:

T2 63964

14 CFR

39 (3 documents) ........... 63912,
63913, 63915

15 CFR

801 (2 documents) ......... 63916,

63918

30 CFR
Proposed Rules:

Proposed Rules:

52 (2 documents) ........... 63972,
63982

B2 63985

47 CFR

Proposed Rules:

73 (2 documents) ........... 63986,
63997

49 CFR

281 i 63942

Proposed Rules:

219 i 64000

573 (2 documents) ......... 64078,
64087

577 (2 documents) ......... 64078,
64087

3M Company Exhibit 1043

3M Company, Merck & Co., Inc., and Merck Sharp & Dohme Corp., v. AptarFrance S.A.S.

Page 6 of 8



Federal Register/Vol. 66, No. 238/ Tuesday, December

11, 2001/ Notices 64045

Limited Partnership, Bryan, Texas; to
acquire 51 percent of the voting shares
of The First National Bank of Bryan,
Bryan, Texas.

Board of Governors of the Federal Reserve
System, December 5, 2001.
Jennifer J. Johnson,
Secretary of the Board.
[FR Doc. 01-30512 Filed 12-10-01; 8:45 am]
BILLING CODE 6210-01-S

FEDERAL RESERVE SYSTEM

Notice of Proposals To Engage in
Permissible Nonbanking Activities or
To Acquire Companies That Are
Engaged in Permissible Nonbanking
Activities

The companies listed in this notice
have given notice under section 4 of the
Bank Holding Company Act (12 U.S.C.
1843) (BHC Act) and Regulation Y (12
CFR Part 225) to engage de novo, or to
acquire or control voting securities or
assets of a company, including the
companies listed below, that engages
either directly or through a subsidiary or
other company, in a nonbanking activity
that is listed in § 225.28 of Regulation Y
(12 CFR 225.28) or that the Board has
determined by Order to be closely
related to banking and permissible for
bank holding companies. Unless
otherwise noted, these activities will be
conducted throughout the United States.

Each notice is available for inspection
at the Federal Reserve Bank indicated.
The notice also will be available for
inspection at the offices of the Board of
Governors. Interested persons may
express their views in writing on the
question whether the proposal complies
with the standards of section 4 of the
BHC Act. Additional information on all
bank holding companies may be
obtained from the National Information
Center website at www.ffiec.gov/nic/.

Unless otherwise noted, comments
regarding the applications must be
received at the Reserve Bank indicated
or the offices of the Board of Governors
not later than December 27, 2001.

A. Federal Reserve Bank of Chicago
(Phillip Jackson, Applications Officer)
230 South LaSalle Street, Chicago,
Ilinois 60690—-1414:

1. FBOP Corporation, Oak Park,
Ilinois; to acquire Gateway Investment
Services, Inc., Los Angeles, California,
and thereby engage in securities
brokerage activities pursuant to section
225.28(b)(7)(i) of Regulation Y.

Board of Governors of the Federal Reserve
System, December 5, 2001.

Jennifer J. Johnson,

Secretary of the Board.

[FR Doc. 01-30510 Filed 12-10-01; 8:45 am|
BILLING CODE 6210-01-S

FEDERAL RESERVE SYSTEM

Sunshine Act Meeting

AGENCY HOLDING THE MEETING: Board of
Governors of the Federal Reserve
System Federal Register Citation of
Previous Announcement: 66 FR 63059,
December 4, 2001.

PREVIOUSLY ANNOUNCED TIME AND DATE OF
THE MEETING: 10:00 a.m., Friday,
December 7, 2001.

CHANGES IN THE MEETING: The open
meeting has been canceled.

CONTACT PERSON FOR MORE INFORMATION:
Michelle A. Smith, Assistant to the
Board; 202—-452-3204.

SUPPLEMENTARY INFORMATION: You may
call 202-452-3206 for a recorded
announcement of this meeting; or you
may contact the Board’s Web site at
http://www.federalreserve.gov for an
electronic announcement. (The Web site
also includes procedural and other
information about the open meeting.)

Dated: December 7, 2001.
Robert deV. Frierson,
Deputy Secretary of the Board.
[FR Doc. 01-30663 Filed 12—-7—-01; 11:23 am]
BILLING CODE 6210-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 01D-0510]

Draft Guidance for Industry on
Integration of Dose-Counting
Mechanisms Into MDI Drug Products;
Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a draft guidance for
industry entitled “Integration of Dose-
Counting Mechanisms into MDI Drug
Products.” This draft guidance makes
recommendations to manufacturers to
incorporate dose-counters into metered-
dose inhalers (MDIs) being developed
for the treatment of lung diseases. The
recommendations made in this draft
guidance are intended to enhance the
use of MDIs, specifically to help

patients identify when MDIs are no
longer delivering reliable doses.

DATES: Submit written or electronic
comments on the draft guidance by
February 11, 2002. General comments
on agency guidance documents are
welcome at any time.

ADDRESSES: Submit written requests for
single copies of the draft guidance to the
Division of Drug Information (HFD-
240), Center for Drug Evaluation and
Research, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857. Send one self-
addressed adhesive label to assist that
office in processing your requests.
Submit written comments on the draft
guidance to the Dockets Management
Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
electronic comments to http://
www.fda.gov/dockets/ecomments. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the draft
guidance document.

FOR FURTHER INFORMATION CONTACT:
Sandra L. Barnes, Center for Drug
Evaluation and Research (HFD-570),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1050.

SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of
a draft guidance for industry entitled
“Integration of Dose-Counting
Mechanisms into MDI Drug Products.”
It is intended primarily for
manufacturers of MDI drug products
designed to deliver drugs to the lungs
(e.g., an MDI for the treatment of
asthma). Dose-counters are mechanisms
designed to accurately track the number
of actuations used by a patient over the
life span of an individual MDI. The
dose-counter would provide the patient
with continuing, accurate data on the
amount of medication left in the MDI.
Currently, patients do not have an
adequate way to track the number of
metered-doses left in MDIs, and there is
no way to detect when these devices
have exceeded their dose limit. The
incorporation of a reliable, accurate
dose-counter into each MDI will
enhance these drug products, which are
relied on to deliver important and
sometimes life-saving drugs to patients
with asthma and other obstructive lung
diseases.

This draft guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115).
The draft guidance, when finalized, will
represent the agency’s current thinking
on the integration of dose-counting
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mechanisms into MDI drug products. It
does not create or confer any rights for
or on any person and does not operate
to bind FDA or the public. An
alternative approach may be used if
such approach satisfies the
requirements of the applicable statutes
and regulations.

II. Comments

Interested persons may submit to the
Dockets Management Branch (address
above) written or electronic comments
on the draft guidance. Two copies of
any comments are to be submitted,
except that individuals may submit one
copy. Comments are to be identified
with the docket number found in
brackets in the heading of this
document. The draft guidance and
received comments are available for
public examination in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

III. Electronic Access

Persons with access to the Internet
may obtain the document at either http:/
/www.fda.gov/cder/guidance/index.htm
or http://www.fda.gov/ohrms/dockets/
default.htm.

Dated: December 3, 2001.

Margaret M. Dotzel,

Associate Commissioner for Policy.

[FR Doc. 01-30491 Filed 12-10-01; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 00D-1681]
Guidance on Use of Potassium lodide

as a Thyroid Blocking Agent in
Radiation Emergencies; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a guidance entitled
“Potassium Iodide as a Thyroid
Blocking Agent in Radiation
Emergencies.” This guidance updates a
notice of availability entitled
“Potassium Iodide as a Thyroid-
Blocking Agent in a Radiation
Emergency: Final Recommendations on
Use” published in the Federal Register
on June 29, 1982, concerning the
prophylactic use of potassium iodide
(KI) in the event of release of radioactive
isotopes of iodine. In this guidance,
FDA maintains its position that KI is a
safe and effective means by which to

prevent radioiodine uptake by the
thyroid gland and, thus, reduce the risk
of thyroid cancer in the event of a
radiation emergency. The guidance
recommends lower radioactive exposure
thresholds for KI prophylaxis as well as
lower doses of KI for neonates, infants,
and children than previously
recommended.

DATES: Submit written or electronic
comments on agency guidances at any
time.

ADDRESSES: Submit written requests for
single copies of this guidance to the
Division of Drug Information (HFD—
240), Center for Drug Evaluation and
Research, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857. Send one self-
addressed adhesive label to assist that
office in processing your requests.
Submit written comments on the
guidance to the Dockets Management
Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
electronic comments to http://
www.fda.gov/dockets/ecomments. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the guidance
document.

FOR FURTHER INFORMATION CONTACT: Rose
Cunningham, Center for Drug
Evaluation and Research (HFD-6), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-594—
6779.

SUPPLEMENTARY INFORMATION:

I. Background

The Federal Emergency Management
Agency (FEMA) has established roles
and responsibilities for Federal agencies
in assisting State and local governments
in their radiological emergency
planning and preparedness activities.
The Federal agencies, including the
Department of Health and Human
Services (DHHS), are intended to
accomplish these roles and
responsibilities as part of the Federal
Radiological Preparedness Coordinating
Committee. Among other
responsibilities, DHHS is to provide
guidance on the use of radioprotective
substances to reduce radiation doses to
specific organs from the release into the
environment of large quantities of
radioactivity. FDA is specifically
charged with providing guidance on the
prophylactic use of KI in the event of
release of radioactive isotopes of iodine.

As part of its responsibilities as
established by FEMA, on June 29, 1982,
FDA published in the Federal Register
a notice entitled ‘“Potassium Iodide as a
Thyroid-Blocking Agent in a Radiation

Emergency: Final Recommendations on
Use” (47 FR 28158). In that notice, the
agency made recommendations
regarding the use of KI as a thyroid
blocking agent. During 1999 to 2000, the
agency reviewed additional data
gathered primarily after the Chernobyl
reactor accident. On January 4, 2001 (66
FR 801), the agency issued a draft
guidance that revised some of the 1982
recommendations. The initial comment
period on the draft guidance closed on
February 5, 2001. On February 9, 2001
(66 FR 9711), the agency extended the
comment period to April 30, 2001. After
consideration of all comments, the
agency is issuing this final version of
the guidance. Other than clarifying
edits, the agency has made no
substantial changes to the
recommendations incorporated in the
draft guidance. In this guidance the
agency maintains its position that KI is
a safe and effective means by which to
prevent radioiodine uptake by the
thyroid gland and thus to reduce the
risk of thyroid cancer in the event of a
radiation emergency. FDA proposes
lower radioactive exposure thresholds
for KI prophylaxis as well as lower
doses of KI for neonates, infants, and
children than previously recommended.
FDA'’s revised recommendations are in
general accordance with those of the
World Health Organization, as
expressed in its “Guidelines for Iodine
Phrophylaxis Following Nuclear
Accidents” (1999), except for minor
modifications.

The recommendations in the guidance
were prepared by FDA scientists from
the Center for Drug Evaluation and
Research and from the Center for
Devices and Radiological Health, in
consultation with other governmental
experts.

This level 1 guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115).
The guidance represents the agency’s
current thinking on the use of potassium
iodide as a thyroid blocking agent in
radiation emergencies. It does not create
or confer any rights for or on any person
and does not operate to bind FDA or the
public. An alternative approach may be
used if such approach satisfies the
requirements of the applicable statutes
and regulations.

II. Comments

Interested persons may, at any time,
submit written or electronic comments
on the guidance to the Dockets
Management Branch (address above).
Two copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the docket number

3M Company Exhibit 1043
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