15352 COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

April 6, 1971, —Panel on Anorexigenic Drugs. The Chairman (1) takes the posi-
tion that:

(a) ail that was needed was a demonstration of a statistically significant qif-
ference between placchbo and active drug, 1 object that this i3 an inadequate
method of determining efficacy because the amount of weight loss needed to dem-
onstrate a statistieally significant difTerence becomes smaller as the number of
patients entered info the study increases,

(b} 12 weeks was the minimum duration of therapy that would provide mean-
ingful data, (27-A, 27-1)

April 19, 1971 —Supervisory MO (m}, DNDY', memo (27-D) to Deputy Direc-
tor, BuDrugs, states that in his opinion 4-8 weeks is entirely satisfactory for

.anti-obesity studies and that there is no scientific rationale for 12-week studies,
(Ct. Federal Register statement of 8-8-70 above).
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Angust 31, 1971.—Sponsor submits 66 more volumes. {12)

Sceptember 13-14, 1971 —Second Advisory Parel Meeting on Anorexigenics.
(27-F) The previous position, that only a statistically significant difference

-as needed to show efficacy, is relinguished.?

Novenber 8, 1971 —The Deputy Director for Scientific Aectivities phones me to
tell me to report en “detail’ the following morning to the Division of Oncology
and Radiopharmaceuticals (DOR). No “Notice of Personnel Action” was received
hy me. On reporting to DOR, 11-9-71, I find that ofice space is not immediately
available for me, hence I return to IXNDI' and continue to work there until an
office becomes available, a week or so later.?

March 12, 1972 —Ieiter from Director (k) DNDI' to sponsor advises that.
& . In view of unusual I'ublic Health problems as well as considerations re-
lating to che efficacy of anorectic agents we have found it necessary to develop
special criteria and procedures for the review and evaluation of the safety and
efficacy of anorectic agents.” (20)

June 12-13, 1972—A meeting was held in Washington, D.C. to “dizcuss the
medical and soclal issues of amphetamines and related compounds in managing
obesity. . . .” (See Section 9)

June 27 & July 25, 1972.—Consultants on Anorectic Drugs meet “fo review data
just compiled by FDA staff on the safety and efficacy of aporectic drugs.” One
of their recommendations Is that approval of “anorectic” drugs Le based on
demonstration of efficacy as measured by statistical superiority of the drug over
placebo. (30; para. 5) *

Efficacy is not defined ; the duration of the trials is not specified.

Ociober 8, 1972 —Xemo (82) from Bureau Director (e} to Commissioner recom-
‘mends that judgments on the eflicacy of anorectic drugs be based *“on the cur-
rently available substantial evidence derived from short-term studies...”

January 10, 1973 —Grounds for Approvable Letter (33), based on the “Am-
phetamine-Anorectic Review I’roject” (AARY’), prepared by Deputy Director (u},
DXDP.

February 15, 1973—FDA issues “approvable” letter. (34)
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May 1, 1973 —FDA letter requests revision of Drug Dependence section to in-
clude reports of abuse (&0 to 400 mg) associated with euphoria, derealization
and perceptual changes, (35)

June 1}, 1973~—FDA issues approval letter. (38) The package insert does not
contain any tabulations of the amount of weight loss; the wording of the Con-
sultants’ Statement, “. . . the total impact of drug-induced weight loss over that
of diet alone must he considered clinieally trivial . . .” has been altered to
read: ®. . . clinically limited.” (37)

June 18, 1973—Competitor claims fenfluramine has been snggested to cause
risk of serious abuse in Scotland, 8. Africa, and Jamaica. (8ee BNDD statement,
Tederal Register 38, No. 89, 3-0-73). (38)

T Minutes of this meeting are nnavailable.
5 (On August 21, 1972, a “Notiflcatlon of Personnel Actlon” dated 03-31-72 1s delivered
to my office notifylng me that I had been transferred to DOR. (23)

e This §s an attachment (“TAB C') to an undated, 21-page, menio from Acting Director
{0}, O8E, to Director, BuDrugs.




