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have not been cleared through the ef-
fectivensss provislons of the Drug
Amendmeants of 1562 (Publis Law §7-781
which amended the Federal Food, Drur,
and Cosmetic AcL). These drugs are very
extsmiively used in the trratment of
obesity. The extent of use for such pure
Dased ax narceiepsy and oemwmal braun
dnfunction In children 5 believed to be
micor as compared with the totat ysage
of these drugs, Becatse of their stymwant
efizet on the central nervous system, they
have & potential for misuse by these to
whom they are available through a2 phy-
etan’s Prescripiion. and thew abuse by
those who ehtan them through 4ot
channels It weil documented. Preduction
data indicate that ampnetimunes have
been produced and preseribed i quantl-
ties preatly In excess of demaonstrated,
medical needs,

{2) Pursunnt ta a notics published tn
the Frpexal REGISTER ©f August §, 1970
(33 FR 12552), whuich required the suba
Inlssion of new drug ADPlications as a
conelition for continued marcetnz of
amphetaruces, 168 rew drug applica-
tons for ammpretamines or ampnetas
mine-contairing drug preducta ware
received. The data subnutted in those
spplications, and data obtamed from
other acurces foncerning  anorectic
druge, generaliy supporied the etfcncy
of snorectie drugs.

B} On the basis of curtent]y availahle
evidence derived from shart-tenm studies,
ths Commissioner concludes thit singie
€drug entity oral dosage forms of cmpnet=
amice or dextroamphetanihe are ei-
{ective In the manasement of exogenous
obesity os & short.term ta [ew weaks)
edjunct In & regimen of weight reduce
Han, based on calorie restrictions, for
padlents in whom obesity 13 refractory to
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other measures. For purposes of this
regulaticn, A mixture of dextroampheta~-
mine and amphetamineg is ordinorily re-
garded as a single drug eority,

(¢) The Foed and Drug Adminisiration
s not aware of aata provigihg sulstan-
tial evidence of the eTecuveness of
levamletammune and is saits and fegarads
trese Preparations 34 Lew CIUos requur-
ing spproval fuil mew-drug appilcatons.

41 In ¥iew of the weil-documefted
history of abuse of parenicral ampheta=
mines the severe risk of drug dependenca,
gid (ke aviulahilily of saler zitermalive
parenters] druzs which ale eaquaily
efectiTe sor recogmuied DoR-anorectis
ird:muons. the Food and Drug Admini-
stealn regards parenteral ampnecas
mined 25 Jacking evidence of safety.

{e) Any combination drug contamung
ampietamine or dextroamphetdinme is
regarted as 3 new AU TOGWNINT AN AD-
proved full new-drug mppi.cation as a
cenaitien for marketing, Datd in news-
drug wpplications are reeuired 1o fulfill
the tmiera set forth 11 § J 6 govarning
fAxed zombination presenntion drugs for
hursats,

i!} New drug applications have heen
receited [rom persons marketing orally
administered single entity sinphetamine
or dextroamphetamire dosage Iforms.
Any other persen who antends to market
such drug is required to submit tg the
Food and Drug Adminlstration an ab-
breviated hew drug apnlicatien (§ 1304
Iy exeept thab in addition. the appile
catien thall containt [ull information
required under ltems 7 and § {composis
dofl and methods, facilitics, and con-
trols) of the pew drug applleation form
FD-354H (Fl30.415)).

."

{g) The labeling conditions for single
entity gral dosage forms of wmpheta-
™Mine and dextroamphetamine and their
salls are oz follows:

{1} The label shall bear the statement
“Cautien: Federal law prohlbits dise
pensing without preseription™.

€23 Thedrug shall be labeled to comply
w{th all requirements of the act and reg-
ulations. The labeling shall bear ade-
quate lnformation for sale and eJective
use of the dmg, The Indicalions for use
are!

Marcolepry.

Minimal brsin dvsfuocklen In chijdren
{hyperkinetis BLLAVIOr GIFOIOETS), RS RO awd
@ genfral panazemant.

Management of fzogrcous chesity o3 ahort-
LET) (& [£% weesa) &d)unct 3 w regimen of
we.cht reduction based ©Q calarle Tesiries
tlon, for patients In whoo obesity 18 relrac=
tory L0 OLher memaures.

{3) Complete labellng guldclines are
avallahle fram the Food snd Drug Ad-
minktration.

thy Repuatery proceedings wili ba
‘nitiated with regard to any such drug
within the jurisdwctlon of the act which
s Bo% Lo aecard w1Lh this regulaton,

Effective date. This reguiation shall by
effective on March 14, 1973,
» ‘Doted: February 7, 1973,

VWittian P. RANTOLPY,
Acting Associale Commuss.oner
for Complance.




