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Food and Drug Administration

NADA 141-053 DEC 13 7™ ‘ Rockville MD 20857
NADA 141-111

Dr. Carol J. Haley
Director
. US Regulatory Affairs
Pfizer Inc. Animal Health Group
150 East 42™ Street
New York, New York 10017

Dear Dr. Haley:

This letter is in reference to your submissions for Drug Experience Reports dated August
7, 2002, concerning Rimadyl caplets, NADA 141-053, and Rimadyl chewable tablets,
NADA 141-111. Each submission includes a Trade Ad and bellyband for various
veterinary trade magazines and a direct mail postcard.

As described in 21 C.F.R. § 202.1(e)(6)(vii), it is misleading to present a favorable
conclusion from nonclinical studies for which clinical significance has not been
demonstrated in a way that suggests the conclusion has clinical significance. The
statement “100% COX-2 inhibition” appears in both of the submissions; however, even if
true, this conclusion has not been shown to be clinically significant. The two
submissions recognize this lack of clinical significance by qualifying the statement
"100% COX-2 inhibition" in some places with the parenthetical "clinical relevance has
not been shown." However, this qualification is not included in other, and more
prominent, places where the statement appears. As 21 C.F.R. § 202.1(e)(3)(1) makes
clear, an otherwise misleading statement must include the appropriate qualification in the
same part. Including the qualification in another part does not correct the misleading
statement. Therefore, the statement "100% COX-2 inhibition" is misleading unless an
appropriate qualification or pertinent information is included in every part the statement
appears. We note that during the drug development process, we had detailed discussions
with your firm regarding this issue and its significance.

You should immediately stop dissemination of these and any similar promotional pieces.
Please respond as soon as possible. If you have any questions, you may contact us at
(301) 827-6642.

Sincerely yours,
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<—Fynn O. Post, D.V.M., Ph.D.. DABVT
Acting Director
Division of Surveillance
Center for Veterinary Medicine



