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human drugs under the Drug Export
Amendments Act of 1986 should also be
directed to the contact person.

FOR FURTHER INFORMATION CONTACT:
James E. Hamilton, Center for Drug
Evaluation and Research, HFD-310
Food and Drug Administration, 7520
Standish Place, Rockville, MD 20855,
301-594-3150.

SUPPLEMENTARY INFORMATION: The drug
export provisions in section 802 of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 382) provide that
FDA may approve applications for the
export of drugs that are not currently
approved in the United States. Section
802(b)(3)(B) of the act sets forth the
requirements that must be met in an
application for approval. Section
802(b)(3)(C) of the act requires that the
agency review the application within 30
days of its filing to determine whether
the requirements of section 802(b)(3)(B)
have been satisfied. Section 802(b)(3)(A)
of the act requires that the agency
publish a notice in the Federal Register
within 10 days of the filing of an
application for export to facilitate public
participation in its review of the
application. To meet this requirement,
the agency is providing notice that
Marion Merrell Dow, Inc., Marion Park
Drive, P.O. Box 9627, Kansas City,
Missouri 64134-0627, has filed an
application requesting conditional
approval for the export of the human
drug Anzemet (dolasetron mesilate)
Tablets to France for packaging and
transshipment to the United Kingdom.
Anzemet is used for the treatment of
nausea and vomiting induced by cancer
chemotherapy, radiotherapy and post-
operative nausea and vomiting. The
application was received and filed in
the Center for Drug Evaluation and
Research on August 8, 1995, which shall
be considered the filing date for
purposes of the act.

Interested persons may submit
relevant information on the application
to the Dockets Management Branch
(address above) in two copies (except
that individuals may submit single
copies) and identified with the docket
number found in brackets in the
heading of this document. These
submissions may be seen in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

The agency encourages any person
who submits relevant information on
the application to do so by September
5, 1995, and to provide an additional
copy of the submission directly to the
contact person identified above, to
facilitate consideration of the
information during the 30-day review
period.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(sec.and Drugs (21 CFR 5.10) and
redelegated to the Center for Drug
Evaluation and 802 (21 U.S.C. 382)) and
under authority delegated to the
Commissioner of Food Research (21
CFR 5.44).

Dated: August 14, 1995.
Betty L. Jones,

Deputy Director, Office of Compliance, Center
for Drug Evaluation and Research.

[FR Doc. 95-21094 Filed 8-24-95; 8:45 am]
BILLING CODE 4160-01-F

[Docket No. 95D-0114]

Medical Devices; Premarket
Notification (510(k)) Practices;
Procedures/Good Manufacturing
Practices/Compliance Program;
Availability; Correction

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice; correction.

SUMMARY: The Food and Drug
Administration (FDA) is correcting a
document that announced the
availability of revisions to the standard
compliance program for good
manufacturing practices (GMP’s)
(Compliance Program 7382.830). The
document was published in the Federal
Register of June 20, 1995 (60 FR 32160).
The document was published with an
error in the telephone number for CDRH
Facts on Demand. This document
corrects that error.

FOR FURTHER INFORMATION CONTACT:
Marquita B. Steadman, Center for
Devices and Radiological Health (HFZ—
84), Food and Drug Administration,
2098 Gaither Rd., Rockville, MD 20850,
301-594-4765.

SUPPLEMENTARY INFORMATION: In FR Doc.
95-14947, appearing on page 32160 in
the Federal Register of June 20, 1995,
the following correction is made:

In the second column, under the
“Addresses” caption, in line 20, the
telephone number *“1-800-899-0281"
for CDRH Facts on Demand is corrected
to read ““1-800-899-0381"".

Dated: August 17, 1995.
William K. Hubbard,
Acting Deputy Commissioner for Policy.
[FR Doc. 95-21095 Filed 8-24-95; 8:45 am]
BILLING CODE 4160-01-F

Office of the Secretary

Findings of Scientific Misconduct

AGENCY: Office of the Secretary, HHS.
ACTION: Notice.

SUMMARY: Notice is hereby given that
the Office of Research Integrity (ORI)
has made final findings of scientific
misconduct in the following case:

Oscar R. Rosales, M.D., Yale
University School of Medicine: On
August 2, 1995, ORI found that Oscar R.
Rosales, M.D., Assistant Professor of
Medicine (Cardiology) at the Yale
University School of Medicine,
committed scientific misconduct by
plagiarizing and intentionally
misrepresenting research in an
application for Public Health Service
(PHS) funded research supported by
grant application 1 R24 RR05358-01.

Dr. Rosales has entered into a
Voluntary Settlement Agreement with
ORI in which he has accepted ORI’s
finding and, for the three (3) year period
beginning August 2, 1995, has
voluntarily agreed to:

(1) exclude himself from serving in
any advisory capacity to the PHS,
including but not limited to service on
any PHS advisory committee, board,
and/or peer review committee, or as a
consultant; and

(2) certify in every PHS research
application or report that all
contributors to the application or report
are properly cited or otherwise
acknowledged. This certification must
be endorsed by an institutional official,
and the institution must send a copy of
the certification to ORI.

FOR FURTHER INFORMATION CONTACT:
Director, Division of Research
Investigations, Office of Research
Integrity, 5515 Security Lane, Suite 700,
Rockville, MD 20852.

Lyle W. Bivens,

Director, Office of Research Integrity.

[FR Doc. 95-21093 Filed 8-24-95; 8:45 am]
BILLING CODE 4160-17-P

Public Health Service

National Institutes of Health; Proposed
Data Collection Available for Public
Comment

In compliance with the requirement
of Section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995 for
opportunity for public comment on
proposed data collection projects, the
National Institutes of Health (NIH),
National Cancer Institute (NCI) will
publish periodic summaries of proposed
projects. To request more information
on the proposed project, call Shelia
Hoar Zahm, Sc.D., Epidemiologist, at
(301) 496-9093.

Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
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whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology. Send comments to Shelia
Hoar Zahm, Sc.D., National Cancer

Institute, EPN 418, 6130 Executive
Boulevard, Rockville, MD 20892—-7364.
Written comments should be received
by October 24, 1995.

Proposed Project: Pilot Research for
Epidemiologic Studies of Migrant and
Seasonal Farmworkers—New—A pilot
study will be conducted to evaluate the
ability to trace farmworkers over
extended periods of time, to determine
cancer diagnosis and treatment patterns
among migrant and seasonal
farmworkers, and to assess the
reliability of farm work histories from

farmworkers and from their spouses.
The information will be used by the
National Cancer Institute to identify the
most appropriate study design, case
ascertainment procedures, and exposure
assessment methods for a full-scale
epidemiologic study of cancer among
migrant and seasonal farmworkers.
Determining the feasibility of using
automated data collection techniques to
obtain occupational histories from
farmworkers will be part of this project.
Burden estimates are as follows:

Number of Average
Number of responses burden/re-
respondents per re- sponse
spondent (hours)
Farmworkers @and famIlIES ..........ooiriiiiiiii et 230 1 .33
Farmworker relatives of cancer patients .. . 300 1 .25
FarmwOrkers @nd SPOUSES .........coitiiitieiiiiiiii ettt ettt ettt ettt ettt b e b e e sae e e bt e et et e esneesaneenee e 160 1 1.00
Farmworker Opportunity Program CENES .........cuiieiiiieiiiie e e s 50,000 1 .10

Dated: August 18, 1995.
Donald P. Christoferson,
Acting NCI Executive Officer.
[FR Doc. 95-21182 Filed 8-24-95; 8:45 am]
BILLING CODE 4140-01-M

National Institutes of Health

Division of Research Grants; Notice of
Closed Meetings

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 Division
of Research Grants Special Emphasis
Panel (SEP) meetings.

Purpose/Agenda: To review individual
grant applications.

Name of SEP: Biological and Physiological
Sciences.

Date: October 12, 1995.

Time: 1:00 p.m.

Place: Holiday Inn, Bethesda, MD.

Contact Person: Dr. Ramesh Nayak,
Scientific Review Administrator, 6701
Rockledge Drive, Room 5146, Bethesda, MD
20892, (301) 435-1026.

Name of SEP: Clinical Sciences.

Date: October 23, 1995.

Time: 8:00 a.m.

Place: Holiday Inn, Bethesda, MD.

Contact Person: Ms. Josephine Pelham,
Scientific Review Administrator, 6701
Rockledge Drive, Room 4106, Bethesda, MD
20892, (301) 435-1786.

Name of SEP: Clinical Sciences.

Date: February 27, 1996.

Time: 8:00 a.m.

Place: Residence Inn, Bethesda, MD.

Contact Person: Ms. Josephine Pelham,
Scientific Review Administrator, 6701
Rockledge Drive, Room 4106, Bethesda, MD
20892, (301) 435-1786.

Name of SEP: Clinical Sciences.

Date: October 13, 1995.

Time: 9:00 a.m.

Place: American Inn, Bethesda, MD.

Contact Person: Dr. Joseph Kaiser,
Scientific Review Administrator, 6701
Rockledge Drive, Room 4132, Bethesda, MD
20892 (301) 435-1211.

Name of SEP: Multidisciplinary Sciences.

Date: September 18, 1995.

Time: 8:30 a.m.

Place: Washington Dulles Airport Marriott,
VA.

Contact Person: Dr. Harish Chopra,
Scientific Review Administrator, 6701
Rockledge Drive, Room 5112, Bethesda, MD
20892, (301) 435-1169.

Name of SEP: Multidisciplinary Sciences.

Date: September 15, 1995.

Time: 6:00 p.m.

Place: Holiday Inn, Chevy Chase, MD.

Contact Person: Dr. Richard Panniers,
Scientific Review Administrator, 6701
Rockledge Drive, Room 5106, Bethesda, MD
20892, (301) 435-1166.

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

(Catalog of Federal Domestic Assistance
Program Nos. 93.306, 93.333, 93.337. 93.393—
93.396, 93.837-93.844, 93.846-93.878,
93.892, 93.893, National Institutes of Health,
HHS)

Dated: August 18, 1995.

Susan K. Feldman,
Committee Management Officer, NIH.
[FR Doc. 95-21184 Filed 8-24-95; 8:45 am]

BILLING CODE 4140-01-M

National Center for Research
Resources; 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:

Name of Committee: Scientific and
Technical Review Board on Biomedical and
Behavioral Research Facilities.

Dates of Meeting: October 24-25, 1995.

Time: 8:00 a.m.—until adjournment.

Place of Meeting: The Bethesda Ramada,
8400 Wisconsin Avenue, Bethesda, MD
20814.

Scientific Review Administrator: Dr. Jill
Carrington, National Institutes of Health, 1
Rockledge Center, Room 6104, 6705
Rockledge Drive, MSC 7965, Bethesda, MD
20892-7965, Telephone: (301) 435-0812.

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

(Catalog of Federal Domestic Assistance
Program No. 93.214, Extramural Research
Facilities Construction Projects, National
Institutes of Health, HHS)

Dated: August 18, 1995.
Susan K. Feldman,
Committee Management Officer, NIH.
[FR Doc. 95-21185 Filed 8-24-95; 8:45 am]
BILLING CODE 4140-01-M
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