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pot cleared through the new-drug procedures. While certain, amphetainiies
wele lnarkeled prior (o enactiwent of the Federal kood, Drug, und Cosiuetic Act
11 1Uss, sume of the conditious of use subsequently prescribed, r_ecumqmndcc_l, 01
suggested in tbeir labeling (Xor example, ror the ireatlsent oI vpesity )} ditfer
rrom nses claimed tor the amphletamines before sald enactment. ducl uses
nave not been cleared through the enectiveness provisions of the Drug Amend-
llents of abGZ (Lublic Law 57-i8L which ameuded the Yederal voud, vrug,
and Cosmetic Act). These drugs are very extensively used in the treatient or
ouesIly. 'I'ne extent orf the use for such purposes us nareolepsy and miuimal brain
dystunction in children is believed to be mwiDOr as colupured with the total
usage of these drugs. Because of fheir stinndaunt effect on the coentral Lervous
system, they have a potential tor misuse by thuse to whom they are u_vmlubie
through a physician's prescription, and their abuse Ly those who obtain them
wirougch ithicit channels is well documented. Production data indicate that awm-
phetamines have been produced and prescribed in guantities greatly in excess
of demonstrated medical needs.

(3) Pursuant to a notice published in the FEpERAL REGISTER of August 8, 19706
(35 ¥R 12632), which required the sulmnission of new drug applications as a
condition for continued murketing of amphetamines, 106 new drog applications
for amphetamines or amphetamine-containing drug products were received. The
data submitied in those applications, and data obtained from other sources con-
ceruing anorectie drugs, generally supported the eflicacy of anorectic drugs.

{(b) On the basis of currently available evidence derived from short-term
studies, the Commissioner concludes that single drug entity oral dosage forms
of amphetamine or dextreamphetamine are effective in the management of ex-
ogenous obesity as a short-term {a few weeks) adjunct in & regimen of weight
reduction, based on calorie restrietions, for patients in whom obesity is refractory
to other mmeasures, For purposes of this regulation, a mixture of dextroampheta-
mine and amphetamine is ordinarily regarded as a single drug entity.

(¢} The Food and Drug Administration is not awuare of data providing sub-
stantial evidence of the effectiveness of levamfetamine and its salts and regards
these preparations as new drugs requiring approval full new-drug applications.

{(d} In view of the well-documented histoery of abuse of parenteral ampheta-
mines the severe risk of drug dependence, and the availability of safer alternative
parenteral drugs which are equally effective for recognized non-anorectic indi-
cations, the Food and Drug Administration regards parenteral amphetamines gg
lacking evidence of safety.

(e) Any combination drug eontaining amphetamine or dextroamphetamine
iz regarded as a new drug requiring an approved full new-drug application as
a condition for marketing. Data in new-drug applications are required to fulfill
the criterin set forth in § 3.86 governing fixed combination prescription drugs
for humans.

{(£) New drug applications have been received from persons marketing orally
administered single entity amphetamine or dextroamphetamine dosage forms,
Any other person who infends to market such drug is required to submit to
the Food and Drag Administration an abbreviated new drug application (§ 1304
{f}) except that in addition. the gpplieation shall contain full information re-
quired under items 7 and 8§ (composition and methods, facilities, and controls)
of the new drug application form FI-356H (§ 130.4{c)).

(g) The labeling ceonditions for single entity oral dosage forma of ampheta-
mine and dextroamphetamine and their salts are as follows:

{1) The label shall bear the statement “Caution: Federal law prohibits dis-
pensing without preseription.”

(2} The drug shall be labeled to comply with all reguirements of the act and
regulations, The Iabeling chall bear aderquate information for safe and effee-
tive use of the drug. The indications for use are:

Narcolepsy,

Minimal brain drsfunction in children (hyperkinetiec behavior disorders), as an
aid fo general management,
~ Management of exnzenous obesity as short-term {a few weeks) adjunet in a

regimen of weight reduction hased on caloric restrietion, for patients in whom
ohesity is refractory to nther measures,

{3) Complete labeling guidelines are available from the Food and Drug Ad-
ministration.



