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IORAMIN "15" & "30"
NDA 11613

10G 667 /2 96“

Panel on Psvchiatric Drugs

INDICATIONS
I. Tonamin (phentermine resin) is indicated for obesity,
EVALUATION: Effective, buf . . . .

CO:PIENTS: The Panel suggests that the phrase "as an adjunct” be
inserted in the indication btefore "for obesity,"

A majority of the Panel evaluated the sympathomimetic stimulants as
"Effeetive, but . . .V as anorectic agents, with the following coimrent.
Sympathomimetic stimulants es a class have been shown to have a gener-
ally short-term anorectic action. Anorectic agents suppress appetite,
They are not a treatwent of obesity in themselves and should be used
prirarily as an adjunct te a total program of weight reduction for abzse
palicnts that includes patient education, motivation calorie restriction,
and excreise. The anerectic effect of anorectic agents often plateaus
or diminishes after 4-6 weecks (1-4). The dosage of drug must be Individ.
ually titraved and given a2t least 1 hr before meals.

Clinica] opinion as to the contribution of the sympathomimetic stinw-
lants in a veight-reduction prograu varies widely, Most studies of
these proparations are for shoevt periods. The Panel suggests that
controlled studies of the loug-tewvm effects of the sympathomimctic
stimulants in weight-reduction programs be conducted. These prepara=-
tions have a significant potential for drug abuse.

A minority of two of the Panel members agreed with the above comment

of the majority of the Panzl, but evaluated the sympathomimetic stimu-
lants as “Probably effective' as anorexiants. Their reasoming for the
"Probably efiective" evaluation was that: (a) wmost studies of these
preparations have been for short perieds, (b) Lhere is no available
evidence that the use of these anorexiant preparations alters the
ndtural hictory of obesity, hE¥e is some evidence that anorectic
effects may be strongly influenced by the suggestibility of the patient,
and {d) thoggﬁa{g_reservations_gbout the adequacy of the controls in
som2 _of_the c]iniéﬁimEEEEiEé.“‘Tﬂémﬁinority suggested that contrailed
studies on the Tong-térm anorectic efficacy of the sympathomimatic
stimulants be conducted.

DOCINENTATION:
1._ Fazekas, J. F. Anorexipenic agents, New Eng. J. Med,. 264:501.503,
1961.

2. Harris, 5. C., A. C. Tvy, and L. M, Searle. The mechanism of
amphetanine-induced loss af weight; a consideration of the theory
of hunger and appetite. JLAMLAL 134:1468-1475, 1947,




