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. ~ DANGEROUS DRUGS

H

Attachment A

(Reprinted from Federal Register of Fabruary 12, 1973; 38 F.R. 4249)

" Tria 21~=Food and Drum

CHAPTER b—FDOD AND DAUD ADM
TRATION, DEPARTMEINT OF Hu';_”;ﬁ"
FDUCATION, ANO WELFARE b

-

BUIBCHAPTIN &—Ohuss
PART 130—HEW DRUGS
Amghetamines for Human Use

., On August 8, 1970, therw was published
In the Froous Racostrz (25 FR 12652)
§ 130486 concerning am-netamines acd

N thelr salt and levamiztamine acd Ita
Balta. Section 123,46 requwsad tos submis-

Hon of Dew drug ADplLications (or Ampiete
Aming or derircarpnetamens and Lier
salls 3 & conditlon fof continued thare
hll-n;t. The new vty appilzatiocs were

ta contaln evidence of effcacy, Includ-

:n;cmcuy in the trealmnemt of phesiyY.

£ to thak requitement 105 new
drog applleailons for amphetagures or
amphetroune-contatning dmigs Feme re=
ceived. The annlysis of the cats sud-
mltied coneertiag the amphetamuines
sod other, notamphetarng pnarectis
drugs generslly supponed the efcacy af
azareciic drugs, Use of the drug in obese
palients wap aszoclated with more weight
loat than wias diet alons. The ceg-ee of
extra weight loss was small ra few tentha
of & pound & Week [0 Many cases), varise
tona were cTanl, and whe rate of weighs
loas decrepsedd after the A-st weeks of
therapy,
00 tae basls of e cuorently avatiahie
dense, the Connissioner conciudes
ihai oral dosage forms of smchetaTune

AR/ or deTHIOMTMPREATine are ellecive

In the managemeat of axoTeRCuS ODEALT

Ad & ghort torey (o fow werks) adiuaet

in & regimen of weignt refuction based

oo calorie restricttaz for patents tn

whom obesity 18 Teiraciary te other

nesgures, Approoriate Totices concerns
tng Fxeh drugs whiclh Rave Deen reviewed
in the Drug Cricacy Stucy Ul be pup=

Ushed In the FIDTXAL RooSTIN.

Uss of smphotamnines for lono pe-
riods of Lme may jead ta drus cepend-
€nce And mbuse. Abuse of Lhe amonecs
has tern well kmoxT. Perisience
¢ aboss \mder conditicoe of marranng
dencriber hercin may (esd the Crmm s
aloger to take further stopy to reatries iom
s of these drugs, .
No data have oven revsived providing

mbstantial evideare of efertivinens of
lsvamfetamine anad iis £its, Accormiog'y
these Dreparations contirie tg be ree
grrded ay new s reouinng sporoved
full new drig spplications.

Om Bsptember ¥, 1771, a Crug ¥ ewry
Study Imolefdehtatlin Totis waa pyub-
I'shed o tme Frorian RzupaTra *36 FR
ITEEY) KRLIDZ Wb Tethacphetamurme
hydrochloncds (Sjection uUniendua [or
oiher than srorecte 1ndiczopnsy wny
regarded a3 tfecuve 27 some Ladca-
tons and jeys than efeelive 107 otners,
Tha Comminiomer has mow oy re-
viewed the evidencs on the sar=ty and
effectiveness of this drug, and has con-
Sluacled that the wall-doeumenied Doy
of abuse of parsuternl MetaMDLT.
amine, topether with the Jeew:s rux of
dependencr ann the acnilatitly of sier
Aand eially eTscUre AllerhatTe Ao
crmales an imfwroreble balarew of risk
W bemedt. A propomi to withdmw op-
proval of theee mew drug appiirtions ea
inchiog eridence of saletr Ly pobilsh
eisehere In this isste of the Fyorwa,
Brszerza The Comrnisslonsr also can-
cludes (hat, 10T Ine ST reasons, pore
enteral prepemations contalning mozoets
ATRIDE, QEXITOANDOStIMINS, o levaTlet
AATTaR® of thelr s2its are Lciong evidroee
of salety.

On August 8 1370, & Druy E*cacy
Btudy Implementation Dotice wal pul-
isted o the Froreat Rrzcustaa (35 FR
12673} statiog that varlous combization
Qrops coTiainiag an anoreeiis drug ware
regarced at noatihly afTasbiws fas dhals
siened anorects effects and lack-ng
subsrantal evidence of elecuvensw Jor
thow other Indirallons, Dita were e
eotved [orcerning ihose diugs Lad also
einoination druls which were subjects
of pew drug spplickilons aubmicted as
regwred by § 130460 T cumbinations
consisted of anorectic agents associated
with, for sxample. sedauses. tracouill-
Zors, ragwoifla derivatives, of ViLamuns,

Tie dath werp reviewed and found paf |
to falfill the cntena set forwh in the

Statemont of General Policy or in-
terpretaticn §3.86 Flxed-combipation
prescripuon drusy for Dumans, puousbed
i e FIoraar Frciaten of Ceober 15,
1371 (28 F® 20037), Further. in view cf
the lags of substantial evidencs of efae-
fiverasy of Qe drugs os £lea LoMDIL-
tons, e recoRmuLed potenual Jor alia
of e rochemuns dRXOIUMTEREIAs
muz. Meilembhctesuae, and phen.
meTasine compoents, ang the avuiabile
ity of tlerDatuye {Nerageutics meajures
alich are aler and etfective, somolnas
tichs cOntautung Such comiponenis mlso

Lack prmc? of safsty. Procracincs 1y witha-

draw snproval of surh applcationy are
telng  tetintaa, and en eromomiie
natice s puslshed slsavhere 1o thas Lssue
of tha Frogesat RLCISTER.

In e fortheoming tsyuze of the Froraar

* Rxciyrre, the Comumssioner will set fomo

his poudcy with ITespect ta enorectic
BgCTIM N general,

On the basiy of ail of the dalz and in-
formation submutted puryuant (o § 13044,
pursuant to provisons of the Federal
Food, Drug, and Ccsmetic Act (secy, 502
(1), 413, 50% 7@¢'(ad, 52 Seat. 1051-53:
s amended, 1055: 21 Q.8.C, X520, (}).
158, 371{as), and under the authority
deiegated to him 21 CrR 2.12¢), wne
Comynisstons? of Focd and Dirgs hereby
Terises § 130.46 wbl Part 130, Subpart A
to read w3 {oliows:

§130.46 Amphetaminey (smphetamine,
dexiroamphelaming, snd tirie salta
snd levamiciaming snd ifs salis) [or
human wee.

{a) Amphetamine and dextroamphata-
raine and their zaits, (1) Puriuant to the

iz eQcacy Tegulrements of the Federsl
Facd Drue, and Cosmelic Act, the Na-
tiunil Accdemy of Sclences-Natopal Re~
sewred Courcd. Truz Efcacy Study
Group, has evaliated certain dosise
farma of ampohelamunay and eiher svmo-
pathomimeds stimulint dougs intenced
for uss 1o Lha trzament of obesity ana
far pthier uses, The Academy loumd that
sucty druxs a3 a class aave been snown to
kare s gerersily anozteterm snoreciic
sction, They fusther copumentid Wiad
clnieal egpinion co ihe conoribution
of the svoypathemimels stimulants in
a4 weight reducion program vanes
widely, the ancrectic o&Tzce of these
druzs eften 2latears or  diminisbes
gfter & few werky, most studies of
theml are [or ahort semiods, o Avalable
evidenice thowy thal fse of andivciic
alls=y the natural bislory of duesity, some
avicdence Incicates thal anarectic edects
2y be shrongly irfuvenced by the suze
axuthiMty of the patient, ard reserva-
tons exist about the adcauacy of tne
controls In aome of the civucd studies.
Thawr siaziteant povential for drug aoue
®as slso vited.

12} In adeltion te thoas dosage [oTins
what werw reviewed for elfltacy Gy lhe
ACIAEMY, Gliier Josase Oy of ampliet-
GMune ©IUCI are on e mRrded hNab
were Dot ceared through the pew-arug
procedures. \ville certaun amphetaninss
were marketed Drior $0 enagumelis of the
Faderal Foeod, Drug, apd Cormelic At
tn 3338, some of the conditions of we
subsequently prescribed. recommenced.
or suggested i thewr labella® ticr 2v-
amuple, SOF the “TPRLmTh. o 02es1LY) ulls
tor from ures ciaimerd 1of LOe AMEDCiae
mines before sidd ehaciment. Such wned




