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MEMOBRANDUM OF CONFERENCE

A, H. Rorixns Co., IRC,
Richmond, Ve., September 11, 1368,

Present : R. Dent, Jr., M.D,, E. Woodward, Jr., M.D.—A. H. Robins Company,
Inc., B. Murphey, Ph. D, Mr. L. Preston, Jr.,, and M. L. Gibson, M.ID., Director,
DND/OND/Med/FDA, Robert Q. Knox, M.D., Mr. Peter James—SA/DS/Med/
FDA.

The visitors came not to discuss the protocol but to dispute our decision that
the data submlitted to date was inadequate to demonstrate safety and eflicacy.
Therefore, Mr. James went through his memo of Aungust 9, 1968 addressed to
Acting Director, DND, Qur visitors disputed many of the points, Including, for
example, the statement that in Finnerty’s study the drug group averaged 233
pounds initial weight vs. 171 pounds for the placebo subjects and that this would
introduce a bias.

We were advised that approximately geven or eight hundred more case report
forms were shortly te be submitted to provide additional bhasis for g decision.

The question of the package insert was then raised and we pointed out that
the package insert would have to present a well-rounded picture to the physician
of just what had been accomplished in the clinical studies, It was suggested that
tabulations would be required. The (uestion was then asked whether this in-
formation had to be included in that part of the package insert which controlled
medical advertising, since they felt that tabulations were difficult to insert in
advertisements. We told them that we would contact our advertising department
in an attempt to clarify the matter.

Rosert 0. Kxox, M.D.

MEMORANDUM
APRIL 25, 1969,
To: Peter G. James, Acting Chief, Statistical Analysis Branch.
From : Jacqueline M, Tillman, Statistical As«istant.
Subject : Statistical Review of NDA 18618 (Ponderex) (vols. 8.1, 8.2 and 3.3).
I have examined the case records and summaries for 8 studies submitted by
r. Robert Knox, These are listed below :

Patients

Study No.—Investigators name Dates of study : started
2002=John A, Owen, I, . oo cacccammaamnmeue_e AUE 15, 1966 to Mar. 8, 1967 .. . : 12
2008—Solomon Fisch, M.D_______________ . Nov. 1964 to Juns 1967 ______ 60
20i6—Benjamin A, Rosenberg, MD,FACP o ____ Jan 1965to July 1967 ___________ k')
2020—Robert S, Anderson, MD________.____________ ... Apr. 1965 to Nov, 19‘57--_-___---- 20
2025—0orothy R. Hollmgsworth M.D _ Jan, 1966 to July 1967 _____: 25

2050-B—Martin S, Roglnskz1 MD_._ _ May 1966 to Apr. 1967__ o 120
2055-8—George E. Bacon, M.D____ Oct. 1966 to Aug. 1967 e
2060—~Sof B. Stern, 3r., M.D.o - .l . Rug. 1967 to Jan. 1968 ___ .. : 7

The purpose of this review was to audit summary data submitted by the Firm
(A. II. Rnobing Con.) and to assess generally the characteristics and validity of
these studiea and their raw data.

Despite a mearch of other NDA volumes and IND sources T have been unable
to find a protoeol for any of these studies, Thus we are unable to find an indica-
tion of study objectives, designs, data parameters and other factors pertinent
to clinieal and statistical review and labeling claims.

The only semblance of a protocol is the summary sheet(s) in Vol. 3.1 which
accompanies the patient records for each of these studies,

In Study 2009 the Reference toc Raw data sheet stated that it was a double-
blind, randomized study. The drugs used were Fenfluramine capsules, 20 mg.
and 40 mg., Dextroamphetamine 10 mg. and Placebo eapsules. The results stated
were Placeho weight lose per week—0.43 1bs, Fenfluramine 20 mg. weight loss
per week—1.00 1bs.,, Fenfluramine 40 mg.—weight loss per week—{.54 1bsg., ahd




