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trials carried out by drug manufacturers and submitted
to FDA as.part of various epplications. The datz on
sefety were a more heterogen=zous asssemblage of different
sorts of evidence =- chemical, animal and human - which
might have som2 bearing on abuse potentilal and other
safety questions, The efficacy review involved an un-
precedented re-exaﬁination of all iﬁdividual patient data
sheets, representing 70,000 patient visits, computerization
of the déta, and FDA re-analysis of the data, using its
own computers and statisticlane - who deserve much credit
for the mazssive Jjob.

In ma2king the final decis!ons on the drugs, the
_FDA wae adviged by a eonsultant panel headed by Dr,
Thaddeus Prout. The former Council on Drugs of tre
American Medical Associztion, haaded by Dr. Harry Shirkey,
alss gave ug its opinioﬂ on the proposed actions. The
institutional FDA decislons wcre embodled in a comprehen-
sive msmorandum propeosing variocus alternatives with the
pros and cons of esach, the final decisions being initialed
by the Commissioner of Food and Drugs. In carrying out
the declisions, the FDA itself implemented dscisions with
respect to marketing approval and relebeling. Decisions

on controls to be imposed becsuze of abuse pdtential

were and are the primary responsibility of the Bureau of
D




