15066 COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

A EMORANDUM .
Qcroser 6, 1972
Ta: The Commissioner, : )
¥rom: Henry E. Simmens, M1, M.P.IL, Director, Bureau of Drugs.
Subject: Amphetamines and other Anorectics—action Memorandun,

ISSUE

The use of amphetamines and other anorectic drugs in treating obesity HER
raised questions with respeet both to efficacy and to abuse potentinl of these
drugs. FD.A must act upon a large number of New Drug Applications for many
of these drugx. In addition, FDA must recommend to BNDD whether those
anorectie drugs as yvet unscheduled under the Controlled Substances Act possess
sutlicient abuse potential to require rescheduling.

FACTS

By a Statement of Policy and Interpretation (August & 1970), FDA required
the submission of New Drug Applieations for amphetamines, One hundred and
gix applieations were submitted and 53 are awaiting action, 51 having been
withdrawn in the interim becaus<e marketing ceawed.

In nddition to the amphetamines, phenmetrazine, phendimetrazine, henzphet-
amine, phentermine, ehtorphentermine, and diethylpropion are also marketed as
anorectics. All but chlorphentermine require aection under the Drug Efficacy
study, vince they were first marketed prior to 1562, The initial publication on
these drigs as single entities under the DEST study has not yet occurred.

New Drug Applications for three previously nnmaurketed drugs (clortermine
{VYoranil), fenfturamine (Pondimin), mazindole (Sanorex)), bave heen sub-
mitted and also require action.

The amphetamines and phenmetrazine are in Sechedule II of the Controlled
Substanees Act, As snel, the DBureau of Narcoties and Dangerous Drugs sets
mauufaectoering quotas for them. baged in Iarge part upon estimates of medical
need for these substances provided by FIXA, Qur estimates for 1873 are overdue,

All of the anorectic drugs appear to possess at least some degree of abuse
potential, but only the amphetamines and phenmetrazine are currently scheduled
under the Controlled Substances Act. The seheduling of all drugs in this class
thus appears in need of revision.

DISCUSSION

The attached actinn memorandum from Dr. Crout to me outlines in depth the
problems, alfernative solutions, and potential impact of various =solutions to
this complex question, There are numerois drugs involved, the medienl condition
for which they are used is widespread. und a number of vilue judgments are
involved ; none of the solutions is free of controversy.

Staff within the Burean have studied these problems intensively and compiled
all available data over the past seven months, utilizing econsultant advice where
nossible,

I believe that the attached memorandum describes a coherent and reasonable
set of actions on these problems. I alvo helieve that action should be taken now
on each of the items listed, but we shonld be explicitly prepared to re-evaluate
our position in a year, particularly with respect to the nse, or overuse, of the
amphetamines and to the possible inereased abuse of alternative agents.

RECOMMENDATION

That under the set of Derizions below, those alternatives numbered 1’ he
approved under sections “A” through “IY' and all actions except “E5” bhe
approved under “E” and “",

DECISIONS

A. With respect to the approval of anorectics in general: (These alternatives
are mutually excluxive,)

1. Baze judgments on the eflicacy of anorectic drigs on the currently avail-
able substantial evidence derived from short-term studies (up to 3 months). We
recommend that this be coupled with a requirement for further testing with re-
spect to abuse potential. (See D-1 below)

Disapproved

Approved




