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Surveys of consumers about their
receipt of Rx drug information were
carried out in 1982, 1984, 1992, 1994,
1996, and 1998. This notice is in regard
to conducting the survey in 2000.

The survey is conducted by telephone
on a national random sample of adults
who received a new prescription for
themselves or a household member
within the past 4 weeks. The interview
assesses the extent to which oral and
written information were received from
the doctor, the pharmacist, and other
sources. Survey respondents are also

asked attitudinal questions, and
demographic and other background
characteristics are obtained. The survey
enables FDA to determine the frequency
with which such information is
provided to consumers. Without this
information, the agency would be
unable to assess the degree to which
adequate patient information and
counseling about Rx drugs is provided.
Respondents to this collection of
information are adults (18 years or
older) in the continental United States
who have obtained a new (nonrefill)

prescription at a pharmacy for
themselves or a member of their
household in the last 4 weeks. This
survey may be seen online at http://
www.fda.gov/cder/ddmac/y2ktitle.htm.

In the Federal Register of October 6,
2000 (65 FR 59849), FDA invited
comments on the proposed information
collection. No significant comments
were received.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDENY: SCREENER

Annual Frequency per Total Annual
Year No. of Respondents Response Responses Hours per Response Total Hours
2000 9,643 1 9,643 .03 289
Total 289
1There are no capital costs or operating and maintenance costs associated with this collection of information
TABLE 2.—ANNUAL REPORTING BURDEN®: SURVEY
Annual Frequency per Total Annual
Year No. of Respondents Response Responses Hours per Response Total Hours
2000 1,000 1 1,000 .32 320
Total 320

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

This total estimate of 609 total annual
burden hours is based on the 1998
survey administration, in which 9,643
potential respondents were contacted to
obtain 1,000 interviews.

Dated: December 27, 2000.

Margaret M. Dotzel,

Associate Commissioner for Policy.

[FR Doc. 01-265 Filed 1-4—01; 8:45 am]
BILLING CODE: 4160-01-S
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HUMAN SERVICES

Food and Drug Administration
[Docket No. 97N-0472]

Agency Information Collection
Activities; Submission for OMB
Review; Comment Request; Petition
for Administrative Stay of Action

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that the proposed collection of
information listed below has been
submitted to the Office of Management

and Budget (OMB) for review and
clearance under the Paperwork
Reduction Act of 1995.

DATES: Submit written comments on the
collection of information by February 5,
2001.

ADDRESSES: Submit written comments
on the collection of information to the
Office of Information and Regulatory
Affairs, OMB, New Executive Office
Bldg., 725 17th St. NW., rm. 10235,
Washington, DC 20503, Attn: Wendy
Taylor, Desk Officer for FDA.

FOR FURTHER INFORMATION CONTACT:
JonnaLynn P. Capezzuto, Office of
Information Resources Management
(HFA-250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-827—4659.
SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Petition for Administrative Stay of
Action—21 CFR 10.35 (OMB Control
Number 0910-0194)—Reinstatement)—
Extension

The regulations in 21 CFR 10.35,
issued under the authority of section

701(a) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 371(a)), set
forth the format and procedures by
which an interested person may file a
petition for an administrative stay of
action.

Respondents to this information
collection are interested persons who
choose to file a petition for an
administrative stay of action. Such a
petition must: (1) Identify the decision
involved; (2) state the action requested,
including the length of time for which
a stay is requested; and (3) include a
statement of the factual and legal
grounds on which the interested person
relies in seeking the stay. The
information provided in the petition is
used by the agency to determine
whether the requested stay should be
granted.

In the Federal Register of September
25, 2000 (65 FR 57614), the agency
requested comments on the proposed
collections of information. No
significant comments were received.

FDA estimates the burden of this
collection of information as follows:
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TABLE 1. — ESTIMATED ANNUAL REPORTING BURDEN1
21 CFR Section No. of Respondents Annual Frequency Total Annual Hours per Response Total Hours
) p per Response Responses p p
10.35 13 1 13 10 130

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

The burden estimate for this
collection of information is based on
FDA'’s experience with petitions for
administrative stay of action over the
past 3 years. Agency personnel
responsible for processing the filing of
petitions for administrative stays of
action estimate that 13 such petitions
are received by the agency annually,
with each requiring approximately 10
hours of preparation time.

Dated: December 27, 2000.

Margaret M. Dotzel,

Associate Commissioner for Policy.

[FR Doc. 01-266 Filed 1-4—01; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Orthopaedic and Rehabilitation
Devices Panel of the Medical Devices
Advisory Committee; Notice of Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). The meeting will be open to the
public.

Name of Committee: Orthopaedic and
Rehabilitation Devices Panel of the Medical
Devices Advisory Committee.

General Function of the Committee: To
provide advice and recommendations to the
agency on FDA'’s regulatory issues.

Date and Time: The meeting will be held
on January 19, 2001, 9:30 a.m. to 5 p.m.

Location: Corporate Bldg., conference room
020B, 9200 Corporate Blvd., Rockville, MD.

Contact: Hany W. Demian, Center for
Devices and Radiological Health (HFZ-410),
Food and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850, 301—
594-2036, or FDA Advisory Committee
Information Line, 1-800-741-8138 (301—
443-0572 in the Washington, DC area), code
12521. Please call the Information Line for
up-to-date information on this meeting.

Agenda: The committee will discuss, make
recommendations, and vote on a premarket
approval application for a cervical interbody
fusion system.

Procedure: Interested persons may present
data, information, or views, orally or in
writing, on issues pending before the

committee. Written submissions may be
made to the contact person by January 12,
2001. Oral presentations from the public will
be scheduled between approximately 9:30
a.m. and 10 a.m., and an additional 30
minutes of open public hearing will be
scheduled prior to the end of committee
deliberations. Time allotted for each
presentation may be limited. Those desiring
to make formal oral presentations should
notify the contact person before January 12,
2001, and submit a brief statement of the
general nature of the evidence or arguments
they wish to present, the names and
addresses of proposed participants, and an
indication of the approximate time requested
to make their presentation.

Notice of this meeting is given under the
Federal Advisory Committee Act (5 U.S.C.

app. 2).
Dated: December 28, 2000.
Linda A. Suydam,
Senior Associate Commaissioner.
[FR Doc. 01-267 Filed 1-4—-01; 8:45 am|
BILLING CODE: 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Cancer Institute; Notice of
Meeting

Pursuant to section 10(a) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of a meeting of the
President’s Cancer Panel.

The meeting will be open to the
public, with attendance limited to space
available. Individuals who plan to
attend and need special assistance, such
as sign language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

Name of Committee: President’s Cancer
Panel.

Date: February 1-2, 2001.

Time: 9 am to 4 pm.

Agenda: Improving Cancer Care for All:
Real People—Real Problems.

Place: USC/Norris Comprehensive Cancer
Center, University of Southern California,
1441 Eastlake Avenue, Los Angeles, CA
90033.

Contact Person: Maureen O. Wilson,
Executive Secretary, National Cancer
Institute, National Institutes of Health, 31
Center Drive, Building 31, Room 4A48,
Bethesda, MD 20892, 301/496—1148.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.392, Cancer Construction;
93.393, Cancer Cause and Prevention
Research; 93.394, Cancer Detection and
Diagnosis Research; 93.395, Cancer
Treatment Research; 93.396, Cancer Biology
Research; 93.397, Cancer Centers Support;
93.398, Cancer Research Manpower; 93.399,
Cancer Control, National Institutes of Health,
HHS)

Dated: December 27, 2000.
Anna P. Snouffer,

Acting Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 01-334 Filed 1-4-01; 8:45 am]
BILLING CODE 4410-01-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Eye Institute; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Eye Institute
Special Emphasis Panel.

Date: January 4, 2001.

Time: 9 am to 5 pm.

Agenda: To review and evaluate grant
applications.

Place: 6120 Executive Blvd. Suite 350,
Rockville, MD 20892.

Contact Person: Andrew P Mariani, PhD,
Chief, Scientific Review Branch, 6120
Executive Blvd, Suite 350, Rockville, MD
20892, 301/496-5561.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.



		Superintendent of Documents
	2023-05-05T01:24:35-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




