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4. ublish follow-up effiency notices on DEST drugs for which data have been
submitted in response to a previous notice.
RO This appears ineseapably logieal from an administrative point of view.
CON: Nothing.
DISCUSSION
1. Asxsumpiiona

The assumptions noted on p. 6 of this memo appear largely self-explanatory.
but can Lbe debated, We Lelieve, first, that a “class setion” i= fairer in an admin-
ixtrative sense, and wore valid seientifically. The last is particularly trie with
respect to drugs with abuse potential, for unless action is taken on a broad front,
addicts may abandon the restricted drug merely to hegin to abnse similar drugs
not yet schedaled.] Piecemeal action might appear “couservative”’ hut we helieve
it fails to take aceount of sueh consideriations as the great bag hetween abuse and
documentation of abuse.

The gecond assamption may appear partially inconsistent with the first, in
that we suggest limiting action to anorectics rather than extending them, for
exainple, to all sympathomimetic amines,

While this may neglect for the moment such ahaxable drugs as ntephentermine,
it is o valid nssmmption with respect to efficaey and to the way in which the
drugs are used, e, orally and sabinewtely. Maoreover it limits our actions to a
manageable gize and to drugs sharing n common indication. In addition. deci-
sions on efficaey in treating obesity involve a number of poliey decisions, inde-
pendent of the seheduling questions,

The third assumption, that aetions should not be deferred, appears far prefer-
able to any compromise or delaving action. New Drug Applications have heen
submitted nind will continue to be submitted. and they should be acted on. Early
decisions are also required with respeet fo determinations of “medical need”
for anorecties and maunufacturing guotas of scheduled substances.

The fourth assitmption, to leave aside diseussions of minimal brain dysfane-
tion {(MBD) and narcolepsy. i2 a logical determination in ferms of the seope of
the memo. If we wigh, we will have the opportunity to revise our position on
MBD later sinee {liere is ongoing discussion of the place of ONS stimulant
drugs in treating MBI; a current consultant task force should help us bere if
NeCessary.

The fifth and last assnmption is that a deecision ean be made generically for
all amphetamine drug produets; This appears a sound approaeh, hecause elinieal
experience and clinical triads have used various drug products without results
suggesting differences.

2. Reenmnicnded actious and argumenis in support of them

Briefly we recommend the following actions, discussed at greater length ahove,
together with their alternatives: (The letters amd numbers in paranthesis refer
te alternatives dizcussed above—in the AT/ ITERNATIVE COTRSEES OF ACTTON
SECTION)D

(A1) Dase approval of anorectice for wlhich NDA'r are currently under
review on demonsfrated superiority to placebo in relatively short-term (e.z.
412 weeks), trinls of weight reduction. Further testing of xome sort, e.g., for
abuse potential, would Le a desirable cornllury.

{B.1.) Label amphetamines to exclude nse in obesity.

(C.1.) Tlace all annrecties except fenfluramine in Seledule 11, aud fenflurn-
mine in Sehedule IV, '

(1) Require further testing of anorecties with respect to abuse potentinl.

(F.1.} I’rohibit marketing of parenteral formulatinus of anorectic drugs for
ohesity,

(F.2) Rejoet NDA's recently submitted for amphetamine-sedative comhina-
tions and withdraw approval from olider DESIN combination NDA's for which
efficacy sunplements were subimnitted. .

(F.3.) Require anorectic deug labeting to detail more explicitly the Hmitations
and hazards of 1se.

(I7.4.) Require fenfluramine Iabeling which balances deereased abuse potential
against other pnesible inereqsed adverse effeets,

(F.1-4.) Make the actions publie through the FDA Drug Bulletin and two
BPY's as well as through appropriate DEST notices and follow-up notices.

In summary, arguments in support of these recommoended netions are as fol-
lows: The actions are consizstent with the best availalle data. They establish
and implement a comprehensive policy for a diffienlt class of drugs, They pro-




