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: _fféf' DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Rockville MD 20857

Gregory M. Fisher .
Associate General Counsel APR 20 1983

The Proprietary Association
1700 Pennsylvania Avenue; N.W. #700
Washington, DC 20006
Re: Docket No. 76N-052N/CP0O0O2
Dear Mr. Fisher:

This is in reply to your citizen petition submitted to the Food
and Drug Administration on January 28, 1983, reguesting that
the administrative record for the OTC nasal decongestant drug
products rulemaking be reopened to include data on
phenylpropanolamine recently submitted to the administrative
record for OTC weight control drug products.

Ms. Helen Cothran of my staff called you on February 3, 1983 to
clarify the data that you were referring to; however, you were
not able toc specifically identify the data. We believe that
vou were referring to the same data covered by another recent
petition to reopen the administrative records for these two
rulemakings to include new data and information on
phenylpropanolamine hydrochloride. The agency granted that
petition on April 14, 1983 (copy of letter attached).
Therefore, no further action is necessary regarding your
petition.

I hope this information is helpful.

Sincerely yours,

A)”f{/ﬁz&..t

William E. Gilbertson, Pharm. D.

Director

Division of OTC Drug Evaluation

Office of the Associate Director for
Drug Monographs

Office of Drugs

National Center for Drugs and Biologics
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?;?? 2"; ‘ri‘Fo‘OD AND DRUG ADMINISTRATION

DEPAR'EMEN’I‘ 0}5 HEALTH, EDUCATION, AND WELFARE
MEMORANDUM e
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TO : Dockets Management Branch (HFA-305) DATE: AFR 2 01983
Director

FROM : Dpivision of OTC Drug Evaluation (HFN-510)
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SE The attached material should be placed on public
display under the above referenced Docket No.

This material should be cross-referenced to
Comment .
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