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vide a reasonable basis for approving drugs, the approvability of which in the
past has depemded upon rather arbiteary value judgments. The mnﬂ't guntm-
versial use of the most eontroversial drngs. the amphetamines, iy eliminated.
The actinny restrict the use of other drugs with respect to abuse so far as current
statutes permit, but waintain the a railability of drugs for lhnsg 1.11::1(-t1tmner.~=
who depend npon them, They inform the practitioner of the limitations of use
and of the risks associated with these drugs. AMost practically, they are con-
vistent with the closest upproximation to i consensis of experts and practitioner
which we can strike, with the exception of the ampetamines, and even there we

al and lax support. In short, the actigns repre-

may &till expeet much profession _ ! _
sent the policy whiel best balances the limited but demonstrated eflicacy ”t.

anorectic drugs against their potential for ahnse.

1. Problems with recommended actions

“In neting on an entire elass of drugs wsed in a condition as prevalent as obesity,
and with a special hazard of abuse potential, we should expeet multiple prohlems
in lmplementing any policy; it should be clear that no action or set of nctions
will satisfy all sectors., We ean anticipate problems that will almost certainly
result from the reconmended nctions and no doubt others, ax vet unforeseet.
will arise. But we believe that a clear stand on the major problems we can
expect which are discussed below will put us in an optimal position. (Minor
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problems are discussed “only above, -in the gectinn entitlel ALTERNATIVE
COTRSES OF ACTION.Y & - o7 e ' o o

A, The central problem appears to be that of according formal recognition of
effiecacy to a disputed class of drogs, Some authorities object to ealling drugs
effective if they do not alter the long-term course of ohesity. We believe, honww-
ever. that this is an unreasonable requirement in view of a demonstrated effect
on weight loss over the xhort term. and in the alisence of more effective alterni-
tive therapy. T e ' ' o ‘

b, ‘A wecond problemi will result from eliminating {he indieation of obesity
from amphetamines laheling. Academic medienl ‘fignres’and many practitioners
will eriticize us for over-reacting or for depriving physicians of a nzefal drug
with which they are familinr. We will be goihg against the advice of our small
consultant group. e SRR : : o :

¢. A third major problent will be the recommendation to schednte in Schedule
II.- We wish to make it quite clear that a basic igswe in drug scheduling iz in-
volred, that is, whether we await evidence that a drug is being abused before
ccheduling it or nttempt to predict abuse potential. Data here arve imperfect and
gpotty, as they so often are. and we can e challenged on individual drugs. Bt
the overall pieture is one of drugs thut are more alike than digshwilar, Thieyr all
possess ONS stimulant activley and appear very likely to be attractive to addicts,
partieularly if previously preferred drags were in Schednte T1. In additien there
are scattered reports of actual abuse for almost all the non-scheduled dmgs.
Of 'all the currently non:schednled drugs diethylpropion is the ome for-swhich
evidence of abuse. as well as of abuse pofeatinl, i1 hedt documented, B

d. A faitrth problem is that of quotas, Qnotas mnst be established for almost
all anorectice 1t the near future :if tliey are put in Rebedube IT. ad we are
uncertain how to establish them. This however., appears only one more mani-
fertation of a problem which should remain secondary to the primary considera-
tion of restricting abunse. We are developing technimtes for projeciing medical
neads and quntas, T T S - -

e. The fifth major problen iz {hat of fenfluramine. Fenfluramine will recelve
a marked competitive advantage if, as proposed, it is the only ‘nnorectie drug
not placed in Schedirle 110 1t seemy nnrensonalile however fo flv in the foce of
pharmacologic data for reaszons of marketing, The proposed labeling will help
slightly to place thie probable decreased abnxe potential in perspective. " : _

4. Politieal implieafions . ., . . o o :
. Congressman Pepper. Senator Bayh, and Congressman Rogers have all been
interested as Congressional Suh-committee ehalrmen in the use of CNS atimulant
drups to freat obesity. The stand of Congtressinan: Pepper has been formally
to .oppose such nge ) the latiter two tend fowards siuch a stand nt vutil now
hawve been eontent to await FDA poliey. . -0 0 oroesis s St
These - Sub-committee chairmen. quite certainly’ represent the:opinion of a
suhstanfial portion of the electorate, which vaguely disapproves of “diet pills”,
considered ohesity to stem from lack of will power, and of course is extremelr




