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 Keoprofen

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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Section B. Part 7. Dther Relevart distery Continued
DURINS ADMISSION REVEALED GASTRIC YJLCERS & BARRETT’S ESOPHAGUS. b DISCHARGED ON LANSCPRAZOLE - ASPIRIN /A TICLGTIPINE WITH
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PLANS TO START COUMADIN IN > WEEK FOR NIWLY DX'D CVA / LEFT VENTRICULAR THROMBUS PER TCHOCARCTOGRAWN .
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_A. Patient information o " C. Suspect medication(s)
1. Patient identifier 2 :{mmfmc 3. Sex 4. Waight 1. Name (give labeled strength & miviabeler, 1 known)
o Bvent: UNK tornale UNK  |hs #10RUDIS KT CAPLET
Date of L¥
in confidence Birth:
2. Dose, frequency & route usad 3. Therapy dates ( if unknown, give Curation)
B A verse eventor -
i d e d *1as instructed on #1.07/00/1999 to 07/00/1999
1.[X] Adverse event product label, Oral
2.On attrib to ach event *2 k2
{check all that appiy) D dsabiity
D death D congenital anomaly 4. Diagnosis lor use (indication) 5. Evev:’t ab:(l,ed i:xues;
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S. Describe event or problem reintroduction
Information has Peen received 03.-JUI..—2000 from'an 2 #2 “Dm Dm d::;r;'t
Attorney concerning a female patient. The patient’'s
concurrent illnesses include broken finger (Limb injury doasn't
NOS). Therapy with ORUDIS KT CAPLET for pain Nog began - NOC # - Tor product problems oy (1 known) $20]res e %
in JUL-1999 and Ceased in JUL-1999. The product was - -
taken as instructed on the product label, for several 10. Concgmtantms.dlcal producis and therapy dates (exchude treatment of svent)
days Concomitant therapy included UNSPECIFIED See following page.
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Vicoc}in and released with a tentative diagnosis of égo ga‘};?gg?r;ghfgggg 3. Report source.
possible kidney stone. On 22-JUL-2000, patient was i11 A (check aX that apply)
taken to emergency room with symptoms of flank pain and Ji Robinson D toreign
rectal bleeding. Patient was diagnosed with gastritis study
(Gastritis NOS) or gastric ulcer (Gastric ulcer). on JUL 1 0 m U
24-JUL-1999, the patient underwent resection of colon D Merature
(Colon anterior resection) . The pathology report E(] consumer
stated, “the resected colonic segment shows necrotizing D heaith
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Box B.. ~-wwiive event or problem ( Continuation )
ulcerative lesions of rather nonspecific character. Such lesions have been described in association with
+ non-steroidal anit-inflammatory drugs, as this patient has been reported to have taken". Patient was
discharged from the haspital on 02-Aug-1999.
Box B.6 - Relevant test/laboratory data, including dates { Continuation )
Test Name
' Dare Besult Normal Rapnge
Urine analysis
07/20/19%9 bloodv urine -
White blood cell count
07/20/1999 elevated -
Box C.10 -~ Concomitant medical products and therapy dates (exclude treatment of event) ( Continuation )}
Name Dose, f{requency, & route used Therapy Dates
UNSPECIFIED ESTROGEN REPLACEMENT unknown unknown
THERAPY
UNSPECIFIED VITAMINS unknown unknown
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Submission of a report does Not constitute an admission that medical personnel, user facility, distributor,
manutacturer or product caused or contributed 1o the svent.
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