COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY 15211

MATERIAL ON PENWALT CORP. FROM FILES OF DRUG ENFORCEMENT AGENCY,

DEPARTMENT OF JUSTICE
L CoRrOURATIOY '
(i Rt l bl S P LR e T T = mevme—m— e
£y B W e LY R R
Ioad & 0 e I BLI* R
FOCTONMNDN FRDDUCTS
ISS JEFELRTON AGAD, ACCHESTIN, N Y, 14600 PO, DOX 17270, RGOUHTITL R, L Y. 14503 . {718) 2730u

Angust 13, 1970

ALL FIZLD SAVES PERSONNEL

You vndoubtedly have read in your newspapers that the Food and

Drug Administration has officiaily published a general palicy
statement for anoretic drugs. As we have cxperienced in ihe past,
1ty press reporting of swuch infornatinm is rot always an accurate
internretation of the Food and Drug Administrarion’s prblications,
In this bulletin we will attempt to rass almng o you, (1), ths
fects concerning our particular nroiucts - Binictaming, fonain

and 3Biphetemine-T, snd (2), infornaticn concerning all other umohet=
SNLNCS .

1. Biphetazine, Ionamin and Giphetemins-T

The drug orimendments of 1962 requi

2 v that any mairketed
drug with an WA rpproved during r

T
the peried 1835-1962 had 1o
subiit data reparding efficacy. The reason for this was that
prict to the drug regulaticns of 1952, the Food and Drug Adminis-
tration was only concerned with the sufety of the drug and no:

the efficacy of the drug. Since Giphztamine, Tcnamin and Bivheta-
mine~T were "NDA'd drugs™, we submitted cfficacy data in Sepicmber
of 1964, The Food and Lrig Administration did rot have svfficient
prersonnel tc review this data and contracted with the Nationazl
Acadeny of Sciences and the Ilaticnal Research Council to review
the xfficacy data. The Food and Drug Aduinistraticn has just made
public the craluction of the acadlemies with regard to Biphetamine,
Ionumin and Bipnetanine-T. All throe rreducts were ruled "possioly
eifective" for the treat=snt of cbasity, The regulations state
that any drug ruled 2s “possibly effectiva may continis on the
PeTCt and the manufacturer is reguired to submit new data to
TETabIish the efflicacy of the prodiuct within 4 Six month pericd
frow the CIRE 0L LNC ANPOURCITTT TAugitss &, 1970%.




