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ATTACHMENT I

Safety Reports
OTC NSAID: Ketoprofen

Introductory Statement

The source of these reports are primarily from the FDA's Adverse
Event Reporting System (AERS) and/or the published medical
literature. AERS is a spontaneous, voluntary surveillance system.
Reports are voluntarily reported by health care professionals and
consumers to either the FDA directly or to the manufacturer. The
manufacturer is required to submit these reports to the Agency for
products with an NDA.

Gl bleeding related to Keopi'ofen
Case Reports Submitted on Gl Bleeding reported in association with

OTC NSAIDs Ketoprofen cases (3) reported for January 1998 -
December 2001
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Box B.. ......-.‘a.u. event or problun { Continuation )
ulcerative lesions of rather nonspecific character. Such lesions have been described in aszociation with
+ non-steroidal anit-inflammatory drugs, as this patient has been reported to have taken*® Patient was
discharged from the hospital on 02-Aug-1999.
Box B.§ - Relavant test/laboratory data, including dates { Continuation )
Tast Name
" Dare Besult Neomal Bange
Urine analysis
07/20/1999% bloodv urine -
white blood cell count
07/20/1999  elevated -

Box C.10 ~ Concomitant medical products and therapy dates (exciude treatment of event) { Continuation. }
Zhezapy Neme Roge. frequency. g route uged Iheracy. pDates
UNSPECIFIED ESTROGEN REPLACEMENT unknown: unknown
THERAPY
UNSPECIFIED VITAMINS unknown unknown
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