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B. Navane

1. NDA&’s need to be more adequately organized and the data better docamented,

2. It was suggested that Dr. Mitchell Bulter (NIMII) e invited to the next
considering efficacy bused on the material available to the committee members,

3. Al medical officer's reviews should be standardized. A sample is to be
presented to the Committee prior to the next meeting.

C. Class labeling

1. Committee members were not in total dgreement that psychoactive drugs
should not be used for stresses of everyday life in non-diagnosis patients, Data at
this time, however, is not available. It was the opinion of some of the Committes
members that advertising for a psychosctive drug should pramote the drug only
for symptomatic relief of anxiety in medically or psyehiatrienlly diagnosed dis-
orders. Mr. Jerome Levine (NIMII) is to investigate possibilities for implement-
ing research in the area of psychotronic drugs used for the relief of syiptoms
produced hy evervdny sfresses,

2. It was suggested that Dr. Mitehell Walter (NIMH) be invited to the next
Committee meeting for diseussions of his findings concerning the patterns of use
of psychoactive drugs.

D. Hyidergine

1. The Committee ¢id not vote as to whether or not the gubmission would be
eonsidered aeceptalble since they had not reviewed the actual data.

2. Tt was suggested that definite benefits could be derived from appointing a
Task Torce which would consider the development of geriatrie seales (standard)

and in establishing ecriteria for the evaluation of studies in the gerintric
population.

E. Anorerigenic agents

1. The length of time for testing such agents should be at least 12 weeks.

2. Criteria have been proposed by a previous eommittee with expertise in the
use of such agents. If data show that such agents are effective in obesity, the
Neuropharmacology Advisory Committee will hecome involved in discussions
regarding possible abuse potential.

F. Conflict of interest

1. The Members of the Committee expressed a coneern in this area since most,
it not all. have heen or are involved in consulting with or condueting trials for
various drug firms. They wish to the appraised of the legal responsibilities and
imyplicatinns.

2. Thix fopic is to be placed on the next Agenda and specific standards for
procednre will be proposed.

7. Revicw of “possibly effective” drugs )
The Contmittee was generally in favor of Dr, Finkel's dizeussion of the proposal

that Committee members (or Junior 8taff) he actively involved in the evaluation
of such drugs.

Tie FDA REVIEW oF ANORECTIC DRUGS: BACKGROUND, CURRENT STATITS. AND
PROBLEM AREAS

{Presented by Barrett Scoville. M.D.. Deputy Director and Elmer A. Gardner,
AL, Director, Nivision of Neuropharmaenlogical Drug Products, Food aind
Drug Administration, as part of the symposinm ; “Drues and the Cantrol of
Overweirht: Medical Considerations and Tublie Polies,” June 12, 1972, Wash-
ington Hilton Hotel, Washington, D.CL)

The Food and Drug Adminiziration {s intensely interosted in the discussions
of this symnosium and appreciates both the efforts that have gone into it and
the opportunity to exchange ideas with other diseussants. This ix a fime at
which policy in respect to the use of anorectic drugs is being formwlated. and
we are seekine as much input as possible.

The title of the svmposinm simmarizes the issne, which iz one nat just of
a medieal deeision hut one of publie poliey. It iz a parHeularlv diffenlt area, in
which facts and value judements are often unwittingly confused. Qbesity, al-
most alone among the nathologienl conditions, remains a maral issue in many
people’s eyes, a8 Jean Mayer regretfully noted. Tt is regarded with the severity




