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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: Oncologic Drugs 
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 September 24, 2002, from 8:30 
a.m. to 1:30 p.m.

Location: Holiday Inn, Kennedy 
Ballroom, 8777 Georgia Ave., Silver 
Spring, MD.

Contact Person: Karen M. Templeton-
Somers, Center for Drug Evaluation and 
Research (HFD–21), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301–827–7001, e-
mail: SomersK@cder.fda.gov, or FDA 
Advisory Committee Information Line, 
1–800–741–8138 (301–443–0572 in the 
Washington, DC area), code 12542. 
Please call the Information Line for up-
to-date information on this meeting.

Agenda: On September 24, 2002, the 
committee will discuss new drug 
application (NDA) 21–399, IRESSAr 
(gefitinib), AstraZeneca Pharmaceuticals 
LP, indicated for the treatment of 
patients with locally advanced or 
metastatic non-small cell lung cancer 
who have previously received platinum-
based chemotherapy.

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 September 16, 2002. Oral 
presentations from the public will be 
scheduled between approximately 8:45 
a.m. and 9:45 a.m. on September 24, 
2002. Time allotted for each 
presentation may be limited. Those 
desiring to make formal oral 
presentations should notify the contact 
person before September 16, 2002, 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.

Persons attending FDA’s advisory 
committee meetings are advised that the 
agency is not responsible for providing 
access to electrical outlets.

FDA welcomes the attendance of the 
public at its advisory committee 
meetings and will make every effort to 
accommodate persons with physical 
disabilities or special needs. If you 

require special accommodations due to 
a disability, please contact Karen 
Templeton-Somers at least 7 days in 
advance of the meeting.

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2).

Dated: August 20, 2002.
Linda Arey Skladany,
Senior Associate Commissioner for External 
Relations.
[FR Doc. 02–21737 Filed 8–26–02; 8:45 am]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket No. 02D–0320]

Draft Guidance for Industry and 
Clinical Investigators on the Use of 
Clinical Holds Following Clinical 
Investigator Misconduct; 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 and clinical investigators 
entitled ‘‘The Use of Clinical Holds 
Following Clinical Investigator 
Misconduct.’’ This draft guidance 
provides information on FDA’s use of its 
authority to impose a clinical hold on a 
study if FDA finds that a clinical 
investigator conducting the study has 
committed serious violations of our 
regulations pertaining to clinical trials 
involving human drug or biological 
products or has submitted false 
information to FDA or to the study’s 
sponsor in any report. The draft 
guidance is intended to inform 
interested persons of the circumstances 
in which we may impose a clinical hold 
following the discovery of a clinical 
investigator’s misconduct and the steps 
we might take to protect human subjects 
from investigator misconduct.
DATES: Submit written or electronic 
comments on the draft guidance by 
November 25, 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, or to the Office of 
Communication, Training, and 
Manufacturers Assistance (HFM–40), 

Center for Biologics Evaluation and 
Research, Food and Drug 
Administration, 1401 Rockville Pike, 
Rockville, MD 20852–1448. Send one 
self-addressed adhesive label to assist 
the 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:

Rachel Behrman, Center for Drug 
Evaluation and Research (HFD–40), 
Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 
20857, 301–594–6758; or

Stephen M. Ripley, Center for 
Biologics Evaluation and Research 
(HFM–17), Food and Drug 
Administration, 1401 Rockville 
Pike, Rockville, MD 20852–1448, 
301–827–6210.

SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of 
a draft guidance for industry and 
clinical investigators entitled ‘‘The Use 
of Clinical Holds Following Clinical 
Investigator Misconduct.’’ The draft 
guidance provides information on our 
authority to impose a clinical hold on a 
study if we find that a clinical 
investigator conducting the study has 
committed serious violations of our 
regulations pertaining to clinical trials 
involving human drug or biological 
products or has submitted false 
information to us or to the study’s 
sponsor in any report. The draft 
guidance is intended to inform 
interested persons of the circumstances 
in which we may impose a clinical hold 
following the discovery of a clinical 
investigator’s misconduct and the steps 
we might take to protect human subjects 
from investigator misconduct.

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 use of clinical holds to protect 
human subjects following clinical 
investigator misconduct in a clinical 
trial of a human drug or biological 
product. It does not create or confer any 
rights for or on any person and does not 
operate to bind us or the public. An 
alternative approach may be used if 
such approach satisfies the 
requirements of the applicable statutes 
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and regulations. As with other guidance 
documents, we do not intend this 
document to be all-inclusive, and we 
caution that not all information may be 
applicable to all situations. The 
document is intended to provide 
information and does not set forth 
requirements.

II. Comments

We are distributing this draft 
document for comment purposes only, 
and do not intend to implement it at 
this time. Interested persons may submit 
to the Dockets Management Branch (see 
ADDRESSES) written comments regarding 
this draft guidance document. Two 
copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments should be 
identified with the docket number 
found in brackets in the heading of this 
document. A copy of 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 http://
www.fda.gov/cber/guidelines.htm.

Dated: July 8, 2002.

Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02–21697 Filed 8–26–02; 8:45 am]

BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administration 

Peer Educator Training Sites and 
Resource and Evaluation Center 
Cooperative Agreements; Open 
Competition Announcement

AGENCY: Health Resources and Services 
Administration, HHS.

ACTION: Extension of Deadline 
Application Due Date. 

SUMMARY: In notice document FR Doc. 
02–19908 Filed August 6, 2002, make 
the correction: 

On page 51286 in the seventh column 
under Application Dates: the deadline 
date has been extended to be received 
in the HRSA Grant Application Center 
by close of business September 9, 2002 
(Not Postmarked by).

Dated: August 20, 2002. 

Jane M. Harrison, 
Director, Division of Policy Review and 
Coordination.
[FR Doc. 02–21699 Filed 8–26–02; 8:45 am] 

BILLING CODE 4165–15–P

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Cancer 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 contract proposals and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the contract 
proposals, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy.

Name of Committee: National Cancer 
Institute Special Emphasis Panel. N01–BC–
27012–74: Early Phase Clinical Trial to 
Evaluate Safety and Immunogenicity of 
Human Papilomavirus VLP Base Vacines. 

Date: August 29, 2002. 
Time: 12 PM to 3 PM. 
Agenda: To review and evaluate contract 

proposals. 
Place: 6116 Executive Boulevard, 8th 

Floor, Bethesda, MD 20892, (Telephone 
Conference Call). 

Contact Person: Thomas M. Vollberg, PhD, 
Scientific Review Administrator, Special 
Review and Resources Branch, Division of 
Extramural Activities, National Cancer 
Institute, National Institute of Health, 6116 
Executive Boulevard, Suite 703/7142, 
Rockville, MD 20852, 301/594–9582, 
vollbert@mail.nih.gov.

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.

(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: August 19, 2002. 

Anna P. Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy.
[FR Doc. 02–21790 Filed 8–26–02; 8:45 am] 

BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Allergy and 
Infectious Diseases; 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 on 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 discourse of which 
would constitute a clearly unwarranted 
invasion of personal privacy.

Name of Committee: National Institute of 
Allergy and Infectious Diseases Special 
Emphasis Panel. Role of Tim Family Genes 
in Asthma and Allergic Diseases. 

Date: September 13, 2002. 
Time: 1 PM to 4 PM. 
Agenda: To review and evaluate grant 

applications. 
Place: 6700 B Rockledge Drive, Bethesda, 

MD 20892, (Telephone Conference Call). 
Contact Person: Cheryl K. Lapham, PhD, 

Scientific Review Administrator, NIH/NIAID, 
Scientific Review Program, Room 2217, 
6700–B Rockledge Drive, MSC 7616, 
Bethesda, MD 20892–7616, 301–496–2550, 
clapham@niaid.nih.gov.
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.855, Allergy, Immunology, 
and Transplantation Research; 93.856, 
Microbiology and Infectious Diseases 
Research, National Institutes of Health, HHS)

Dated: August 13, 2002. 

LaVerne Y. Stringfield, 
Director, Office of Federal Advisory 
Committee Policy.
[FR Doc. 02–21789 Filed 8–26–02; 8:45 am] 

BILLING CODE 4140–01–M
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