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Average
Number of
. Number of Burden per
Regulation Respondent applicants rese;l)on”sce;sn{)er Response (in
pp minutes)
42 CFR 70.3 et Traveler .....ccooiieiieee e 2,000 1 15/60
Attending physician 2,000 1 15/60
42 CFR 70.3 State Health Authority .........ccccociiiiiiniiinies 8 250 6/60
42 CFR 704 ... The Master of a vessel or person in charge 1,500 1 15/60
of a conveyance engaged in interstate traf-
fic.
42 CFR 70.4 .o State or local Health authority ..............cc....... 20 75 6/60
A1 CFR 70.5 i Traveler .....coceieniiinieiees 3,750 1 15/60
Attending physician 3,750 1 15/60

Dated: July 26, 2000.
Nancy Cheal,

Acting Associate Director for Policy,
Planning, and Evaluation, Centers for Disease
Control and Prevention (CDC).

[FR Doc. 0019324 Filed 7—31-00; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Disease, Disability, and Injury
Prevention and Control Special
Emphasis Panel (SEP): Cooperative
Agreements for Prevention Research
Centers, Supplemental Awards under
Program Announcement 98047

In accordance with section 10(a)(2) of
the Federal Advisory Committee Act
(Public Law 92-463), the Centers for
Disease Control and Prevention (CDC)
announces the following meeting. This
notice is published less than 15 days in
advance of the meeting due to
administrative delays.

NAME: Disease, Disability, and Injury
Prevention and Control Special
Emphasis Panel (SEP): Cooperative
Agreements for Prevention Research
Centers, Supplemental Awards under
Program Announcement 98047,
meeting.

TIMES AND DATES: 1 p.m.-1:30 p.m.,
August 9, 2000 (Open). 1:30 p.m.—4
p-m., August 9, 2000 (Closed).

PLACE: The teleconference call will
originate in the National Center for
Chronic Disease Prevention and Health
Promotion, Prevention Research Centers
Program, Koger Center, Rhodes
Building, 3005 Chamblee Tucker Rd.,
Atlanta, Ga 30341. Open access to the
call will be available from 1-1:30 p.m.
EDT, only. Interested parties may access
the teleconference at 877/331-6867. The
participant code is 949464.

STATUS: Portions of the meeting will be
closed to the public in accordance with
provisions set forth in section 552b(c)(4)

and (6), Title 5 U.S.C., and the
Determination of the Associate Director
for Management and Operations, CDC,
pursuant to Public Law 92—-463.
MATTERS TO BE DISCUSSED: The meeting
will include the review, discussion, and
evaluation of supplemental award
applications received in response to
Program Announcement 198047.
CONTACT PERSON FOR MORE INFORMATION:
David Elswick, Centers for Disease
Control and Prevention, National Center
for Chronic Disease Prevention and
Health Promotion, 4770 Buford
Highway m/s K30, Atlanta, GA., 30341.
Telephone 770/488-5395, email
dcel@cdc.gov.

The Director, Management Analysis
and Services office has been delegated
the authority to sign Federal Register
notices pertaining to announcements of
meetings and other committee
management activities, for both the
Centers for Disease Control and
Prevention and the Agency for Toxic
Substances and Disease Registry.

Dated: July 25, 2000.
Carolyn J. Russell,

Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention.

[FR Doc. 00-19462 Filed 7—28-00; 10:36 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 00D-1418]

International Conference on
Harmonisation; Draft Guidance on
Good Manufacturing Practice for
Active Pharmaceutical Ingredients;
Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the

availability of a draft guidance entitled
“Q7A ICH Good Manufacturing Practice
Guide for Active Pharmaceutical
Ingredients.”” The draft guidance was
prepared under the auspices of the
International Conference on
Harmonisation of Technical
Requirements for Registration of
Pharmaceuticals for Human Use (ICH).
The document is intended to provide
guidance regarding current good
manufacturing practice (CGMP) for
manufacturing of active pharmaceutical
ingredients (API’s). The
recommendations in the draft guidance
are intended to assist in the
manufacture of API’s that meet the
standards for quality and purity they
purport or are represented to possess.

DATES: Submit written comments by
October 2, 2000.

ADDRESSES: Copies of the draft guidance
are available on the Internet at http://
www.fda.gov/cder/guidance/index.htm.
Submit written requests for single
copies of the draft guidance to the Drug
Information Branch (HFD-210), Center
for Drug Evaluation and Research, Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, or the Office
of Communication, Training, and
Manufacturers Assistance (HFM-40),
Center for Biologics Evaluation and
Research (CBER), 1401 Rockville Pike,
Rockville, MD 20852-1448, 301-827—
3844, FAX 888—CBERFAX. Send two
self-addressed adhesive labels to assist
the office in processing your requests.

To facilitate the submission and
review of comments on this draft
guidance, the agency has developed two
methods for submitting electronic
comments. Interested persons may
submit comments to the Dockets
Management Branch (HFA-305) online
or offline by downloading a comments
template. Both methods are accessible
on the FDA web site at http://
www.fda.gov/ohrms/dockets. The
agency encourages the submission of
electronic comments and anticipates
that widespread use of these methods
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