14962 COMPETTTIVE PROBLEMS IN THE DRUG INDUSTRY

lir. Che®rman, members of the Subcommittee, I am
hare to providz you and the public with information on
the decisions made about anorectic drugs - drugs used in
treating obesity - during the time I worked in the Food
and Drug Adminls?ration, and gbout my current personal
opinions on what modificatlons of those declsions may be
desirable, as well as on aﬁy other matters you wish to
ask me about, |

T have testified before this Committee in the past
about the FDA review of drugs used in treating obesity.
To fecapitulate, in 1971 and 1972, the Food and Drug
Administration was confronted with decisions on the
eftizacy and safety of 0ld and naw anorectic drugs, some

11 chemical entities in all, over 130 drug products, The

questions about efficacy includad questions on the amount
of weight loss, 1f any, assoclated with the use of
anorectic drugs by obese patients, the duration of admin-
lstration of the drugs, and possible differences in
efficacy among the differen{ chemica} entities evaluated.

The safety questions infblved chiefly the public
health hazards of & speclal toxicity, that of the potential
of these drugs for producing dependence and for belng

abﬁsed. Data bearing on the efficacy questions included

over 200 controlled trial involving almost 10,000 patients,




