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mary,” which contains the omitted precautions and warning information' in

capital letters. - B ' . ‘

We are discontinuing the ads in question, and future advertising will incorpo-

rate the above corrections. The safety and effectiveness of Oracon and Questran

are not in question when the drugs are used in accordance with the official
package inserts. : Co :

Sincerely, :

P. A. WALTER, M.D.,
Director, Medical Research Deparmient.

GEIGY PHARMACEUTICALS,
DivisioN oF GEI¢Y CHEMICAL CORP.,
Ardsley, N.Y., June 1, 1967.

DEeAR Doctor: The Food and Drug Administration has asked us to call your
attention to recent journal advertisements for our products (Hygroton® and
Regroton® ) which the FDA considers to be misleading,

Hygroton advertisement

This ad is headlined, “Do your patients shell out too much for a diuretic?”’. It
states that a published report on a new short-acting diuretic supports the claim
that “If one considers maximum recommended doses for each product, tablet
for tablet Hygroton was clearly superior. Two tablets of Hygroton were found
to produce almost 40% more natruresis and 209 more weight loss than five
tablets of the other diuretic.” '

The FDA points out that the studies were based on small numbers of patients
(6 to 13), that the actual differences repored were clinically insignificant, and
that the ad’s claim for superiority was not supported by the data or by the
authors’ conclusions. Further, the report was not a direct comparative study of
the two drugs, but rather a comparison of data obtained on the new diuretic
with data obtained on Hygroton in a previous study. v

In addition, the table-for-tablet comparison in the ad is not regarded as sound
because single tablets of Hygroton and the other diuretic do not contain com-
parable therapeutic dosages.

Regroton advertisement

This ad displays a single Regroton tablet in relation to two sets of five tablets
representing drug regimens for treating hypertension. The ad states that “in
moderate hypertension” Regroton was “better than reserpine+hydralazine--
hydrochlorothiazide in 41 of 43 patients and better than reserpine-- methyldopa -
hydrochlorothiazide in 34 of 37 patients”. These numbers, taken from a paper
referenced in the ad, refer specifically to a comparison of average mean blood
pressures after two years on Regroton with responses to prior therapy utilizing
the other drug combinations.

The FDA points out that the differences observed in the blood pressure re-
sponse to the various treatments were neither statistically nor clinically signifi-
cant. Further, the study was not done on patients diagnosed as ‘“moderate
hypertension”, and the authors did not state that the effect of Regroton on the
patients’ blood pressure was “better”.

The FDA also considers the summary of prescribing information in each ad
to be inadequate. Bach enclosed “Brief Summary” contains information in capital
letters that was not included in our current ads. We are discontinuing the ads
in question and future advertising will incorporate the revised “Brief Summary”.
The safety and effectiveness of the products are not in question when used in
accordance with the official package inserts. :

GeI6Y PHARMACEUTICALS.

PrizER LABORATORIES,
DivisioN, Cuas. Prizer & Co., Ivc,
New York, N.Y., May 22, 1967.
Drar Docror: The Food and Drug Administration has requested that we call
your attention to recent promotional messages for our products (Rondomycin,
Renese, and Renese-R) which the FDA regards as potentially misleading.



