Safety Reports
OTC Aspirin

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 OTC Aspirin
All Case Reports (187) Submitted on Gl Bleeding reported in
association with OTC Aspirin for the year 2001.
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atient information

«tidentifier 2. Ageatlime
of event:

3. Sex

D female
Eﬂ male

4. Weight
NI

or
NI

3. P

Ibs

in confidence

B. Adverse event or product problem

b Adverse event and/or
2.

kgs

D Product problem (a.g., defects/malfunctions)

Cutcomes sttributed to adverse event
{eneck all that apply)

[._] death e

l_j lite-threatening

D disability
congenilal anomaly

required intervention to prevent
permanent impairment/damage

D othe~:

MQ hospitaiization - init:al or prolongad

3. Date of 4. Date of
event NI this report 0572272000
Iea/dayryr) (mevdaytys)

. Describe event or probiem

This case was first received by Aventis
Pharmaceuticals regarding their product
Lovenox (Manufacturer Case ID US01-24477).
i Since the report included Plavix
(clopidogrel), it was forwarded to Sanofi-
Synthelabo.

A pharmacist reports that a male patient
experienced petechiae in the face, left eye
‘ubconjunctival hemorrhage, and a
Jastrointestinal bleed. The patient received
Enoxaparin (1 mg/kg, Q12H) for a total of 10
doses. Concomitant medications included

agpirin and Plavix, both were considered to

Sanofi-Synthelabo Inc.

Page t of 3

Domain Facsimile

Approved by FDA on 3224

tr repont w
2000USA00658

LIF/Dist raport ¥

£DA Use Ony |

C. Suspect medication(s)

1. Name (give lab gth & . if known}
" PLAVIX
2 LOVENOX

2. Doss, frequency & roule used

1 NI

9”2 1 mg/kg Ql2HR

#

2

3. Therapy dstes (if unknown, give duration)
tromnto (o7 besi estimaie}

NY to NI

NI to NI Duration:

5 days

4. Diagnosis for use (irdication)

" Not raported

[7] Not reported

6. Lot # {if known} 7. Exp. date (il known)
n NI 1 NI

2 NI s2 NI

#1 NI

9. NDC # - for product problems only (il known)

#2 NI

5. Event abated after use stopped
or dosa retluced

H D yesD noD doesn't
apply
#2 fE yesD noD doesn't
appl
8. Event reappeared after

reintroduction
" D yesD noi__| doesnt
e _apply

2 D yesD noz doesn't
_apply |

10. G

and therapy dates {exclude treatment of even:)

None reported

G. All manufacturers
! 1. Contact office - name/address

{& mtring site Jor devices)

: Sanofi-Synthelabo Inc.

:90 Park Avenue
! New York, NY 10016
i

2. Phone number
(212) 551-4000

3. Report sowrce
{check all that apply)

D foreign
] sty
D literature

End-stage renal failure with dialysis.
Concomitant disease(s): Not reported

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or

tributed
c‘pner%'\bgomp Sredon confmuatlon pages.

FDA

Domain Facsirile of
FDA Form 35004

E. Initial reporter
1. Name, address & phone #

¥s. QUEEREEIR.

Hospital
Street

UNITED STATES *

have contributed to the bleeding events. % consumer
Enoxaparin, aspirin, and Plavix were held. hf;g:sbnai
. 4. Date received by manufacturer 5. P
The patient had an ophthalmology and GI (makdayfyr) (AYNDA 4 _20-839 D user facility
consult. The patient recovered and * 05/10/2000 IND # company
6. Relevant tests/laboratory data , including dates 5. IfIND, protocal # PLA # representative
| | distributor
NI pre-1o3s | | yes [ 1other: |
7. Type of report oTC :
It i !
{check all that apply) product | l yes !
[ |sday [ |1isday
B. Adverse event lerm(s)
b 1 1oday DX periodic GI HAEMORRHAGE, PURPURA,
> initiar | | follow-up # CONJUNCTIVAL HAEMORRHAGE
7. Other history, i dical conditions  le.g., allargies, race, 9. Mtr. report number
pregnancy, smoking and alcohol use. hepauclranai dysiunction, etc.)
2000USA00658

2. Heaith professional?

< yes

| no

Occupation

PHARNACIST

7]
4. Initiaf re| s,
sent repart to FD.

' ’yes | |no | _'unk

g

o

~
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htient information

Sanofi-Synthelabo Inc.

Page 201 3

C. Suspect medication(s)

Domain Facsimile

Approved by FDA on 32204

Mtr report

)
2000USAC0658

U Fist report ¥

FDA Use Only

| I 10-day I lperiodlc

[ Imital | | foliow-up #

1. Pauent identifier | 2. Age attime 3. Sex 1. Name (g:ve labeled strength & micTabeler, if known)
of event: |
or L temate Ibs ©_ Aspirin e e
or
. . Date :
in confidence of birth: C male kgs »"
2. Dose, 1 & te used 3. Th f uriks N
B. Adverse event or product problem ase, frequency & route u o o b a0 @@ dlralion;
NI NI to NI
1 D Adverse event and/or :’ Product problem (e.g., defects/malfunclions) n o -
2. Outcomes aftributed to adverse event
(check al that apply) D disability ha had -
D death congenital anomaly 4. Dingnosis for uss (indication) 5. E::::b;l::c::ar use stopped
rorsyiyn) L . Not reported T
required intervention to prevent n Y
(] ite- -threatening permanent impairment/damage 4 ves[J no[_] dossnt
_ e _apoly
L] hospitalization - iritial or prolonged D other: " "
- 6. Lot # (if known} 7. Exp. date (if known) [:' yesE noD doef.n‘t
: - apply |
3. Dote of 4. Dats of : T
event this report 6B NI N 8. Event reappearad atter
(mo/daysyry (mosdayiyr) ; reintr
S. Describe event or problem # | ¥4 L D yesD nOD doesn't
9. NDC # - for product prablems only (if known) apply
#3 NI Py LA] D yesD noD doesnt
BQQM
10.C [ dical p and therapy dales (exciude treatment of event)
G. All manufacturers
1. Contact office - name/address (& miring site for devices) 2. Phane number
3. Report source
{check all that apply)
D foreign
D siudy
literature
D consumer
(] heann
4. Date received by manutacturer 5. professional
inciiog (AINDA # 7 user tactity
IND # | company
6. Relevant tests/laboratory data , including dates "8 ItIND, protocol # PLA % } representalive
. | distributor
‘ pre-1838 | |yes I' | other:
I 7. Type of report orC
heck all that I
c all that apply) product I yes
| Isday | |15qay
8. Adverse event term(s)

7. Other relevant history, including preexisting medical conditions

(e.9.. allergies, race,

pregnancy, smoking and alcohol uss, hepatic/renal dysfunction, etc.}

9. Mfr. report number

E. fInitial reporter
1. Name, address & phonn ¥

L

FDA

Dcmain Facsimiss of
FDA Form 3500A

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or

trlbutsd o the ev.
em completed on conflnuatlon pages.

JUN 16 2000

2. Health professional?

| ‘lyes I 1no

3. Occupation

4. Initisl reporter also
sont teport o FDA

| lyes [ lno | |unkJ

<8
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A.1. Patient \dentifier G.9. Mfr. report number

13_—5—00—03*
M™T) WATCH 2000USAC0658

Page 30f 3

B.5. Describe avent or problem

[continuation:) enoxaparin was not rechallenged. His past medical history is significant for end-
stage renal failure, for which he is receiving dialysis.

Corrective treatment: not repoxted

E.1. Name, address & phone #

[continuation:] Phone: -

JUN 16 2000
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM Internet Submission - Page 1 { ___/[ q

. of event: 90 Years Fcor rin

or

Date T o .. Celebrex 20 my
of birth: __ NP | V| m: #2

A. Patient information C. Suspect medication(s)
1. Patient identifier | 2. Age at time X . 1. Name (Product Name) 3 ((Labelecl Strength) {MfrsLabete)
/ 2% mo /

In corlidence
2. DoselFrequency/Route used 3 Therapy dates :f Jnkegar, give dutation!
325 )] F-em To {or best esmate}
1 Adverse event  and/or [ Preduct problem (e.g., defects/maifunctions) ' og / /O'a' #101/01/72000 - 12/27/2000
2. Outcomes attributed to adverse event 200ne /313 / D m IR
N Oral 01/01/2 ~ 12:2772CCC
{check all that apply) [] disabiity #2 12 #201/01,/2000 - 12-27/280C
D daatr D congenital anomaly 4 Diagnosis for use (sepzrate indications will: ccmmas” 5. Event abated alter use
sath ____ N Cororary arter isecs t dord duced
D leth iy . required inte~vention o prevent 1 Cororary artery disesse stopped or dose reduce
lle-threatening rmamlmpanrmentldamage #1 ; p oesn't
E h ' ' 4 D 1 a2 arthritis [Z]yes[j Ao ?
ospitahization — nai or prolonge owrer e < .
- - — 102 [V)yes (I no DUQGF!“
_ 6. Lot # (if known) 7. Exp. date (if known) apply
3 Date of 4. Date of P 21
event 12/20/2000 thisrepart 12/29/20CC 8. Event reappeared after
Sr Y gy trvddiyvyy) reintroducticn
5 Describe event or problem # "2 ,
< - g —~ . #1 Dyes D na gernl
3 antral ulcers found on EGD. Patient 8. NDC # {for product problems only} PP
with 1 weex hiszcry of black tarry - - no |v]doesn't
stooks, epigastric pain, weakness, %2 Lves O Dapp?”
. . . i - 10. Concomitant medical products and therapy dates {excl.de treatment of event}
vartigo, diarrkea. Blopsy for H.Pylori 1 ‘% 20 D Kl Con 1C
- . L 11 |
positive. On Ecctrin 1/day and Celebrex sas1lx ng QD, or Con 1C meQ

202 mg bid prior to event for
CAD/arthritis respectively. No PPI or E2
blocker.

D. Suspect medical device
1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device

D heatth professionat
D ay user/patient

RECEIVED |o~

”—\N 2 ]l(]pl 5. Expiration date

ey
Pl ¥ . model # _ h 1 D* A ;ATG i '1: o
6. Relevant tests/laboratory data, including dates T Wy Y talog t 7 Himplanted, give dale
see apove. H/H 8.7/26.4 R iy
’“‘f TR serial W ____
AT :
£ 8 If explanted, give date
lot # . . e tmadnrry;
ather #
8. Device available for evaluation? {Do nol send device to FDA)
D yes D nc D returned to manufacturer on

Oy oy
10. Concomitant medical products and therapy dates (exclude treatment of event:

7 Other relevant history, including preexisting medical conditions
{e.q allergies. race, pregnancy, smoking anc alcohol use, nepatic/renal dysfunction, etc )
“MH: Hypertension, arthritis.

E. Reporter (see confidentiality section on back)
Name phone #

Eospital Pharmacy. QuNENENANEEERP = < -

R —
Ve R.’?(wp United States )
4 " N 2. Health professional? 3. Occupation 4. Also reported to
zAi 4 :‘ r~ jllp]\

= 17 yes O ro Phamacis: _} ranufacturer
Mail to- MEDVWST A % 7 orFAXto: - Y] <ser tacri

5600 1-800-FDA-0178 5. If you do not want your identity disclosed to o

r Rockvllle 52(93 the manufacturer, place an “X" in this box. E a stnbuls

FOA Form 3500

Submission of a rep’oﬂ ilck&not constlmle !n admission that medical personnel or the product caused or contributed to the event.

7L 34888 T
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1 Paviont idemtiflar [2. Ago et time 3. Sax 4. Weaighk
{ af event;
[ 4q Dfemale s

Dﬂte

For VOLUNTARY reporting
by heaith professicnals of adverse
cvents and product problems

PO Aogroves. OMA o, J510. 3 Ligen 0 g
Coa CMD stmarrmrs on ey
E3A Jes Ceny

Triage unit
leguence ¥
/ )

¢ |
L

“,
of LT

C. Sucpact madiestisn(s)

Nama (give fataled sirangth & mirdadeler, if xrown)
_II\”&Q@.( a
I .
2 B¢ | Pladix

41

Qr
I conticence of birth: male ,ZL‘ kgs
y 2. Dosn, !requency & roula used 2. TRerapy dates (if unkrowr, e doranen
3 Adve e eve O RDroag Qpie b{ 190 Ly O e e
L] . 7% ) 1
1, D Adverse evemt  andior D Produat problam (e 9., defecte/matunaions) # '“"‘8“% a;,qq:lrtlm; 4
2. Outcomes ahriduted to adverse cvent .
(e=ne all that sty 7 dsariiny 2 A D /[ 7agr 3D |

]

[ cear
J 1

_—
L ptepron
\m lifa-trreatermg

dongeriar anormaly

t‘i

uired intervantior to pravent

5. Event abatsd efler yzu
atopped or dass reducad

4. Dingnosis lor use (indication)

"OCAD /S-.lbnhmf Poadun

S. Descrha gvent or probiem

Yiloe PT- APmited Wi

P

Vifor W To  CAT
, STevTIve  PROcE DU
lil3lor PoudD Wity pe

N aep ot by b

A Pentodas
Ughb d7oy

B droo 4

Pomnd  Lndvscops . ?’

b CRuSHING

(

geemanent impairment/darage 3 Dyes E:!m C;gg"

[ rospitatization - inntal or prom~ged T dre- 82 - T —

= L > - 7 f Jres |_yno } 'coeat

5. Lot ¥ (fkanwn) 7. Exp. data (2 krown) | - dDgy

3. Dats of . 4. e of e " —
avam l\ i rspun: 1 1 ‘ 3. Event rappearad atter
Ima/CIpe) 3’ Gy L L 3 Oj | resntraduction
Wz wz

T dogs

# [_‘iyES L — apaly

- Dy,, Dm Edoe 2y

9. NDC # (for product probiems orly)

+ et Pod
&

fa
P)Wm" v"—)

10. Concomtamnt medical progucts and rerapy daas (excluce ‘reat=ga "t of avant)

D. Suspect medical device
1. Brand name

SIS

2. Typa of devics

3¢ (b))
3.4 — 354

beo Fne 10
D

6. Relavam watadabomtory date. mduding dates

Py ~ \D(‘o.s\"u;(I

e < Badakon

. Operator of device
D heafth profess.crat

D lay user/paten
T3 omer

3. Manutacturer namo & addrens

S Explration date
{moiageyn)

B,
model 2 AN ¢ 4 20i;
cataiog » ,'A',E.L ,L‘;{IA TC' "o ' 7. I1‘:|:.pllnmd giva dats
o

ROY i U

aarial 8
8. Ul explamea, give date

ot s - {rolampy
other 4 )

9. Davica avalladis for svaluation? (Do not send to FDA)
_—

O ves O [ rerumed © manutacurer on —

7. Qthar retevant history, including prosxisting
face, pregnancy, smoking and alconol use, hepati

leal conditions (o.q., altergies,

10. Concomitant medical producta and tharagy dates (exciue traatmant of everm)

renai Gystunction, )]

E. Reporter (see contidential

ity ~ection on back)

JCEIVID

4. Alwe raported

[:' Tardarvure
[5 1 you do NCIT want your [dantity diaciosnd L 8 maer racsey
NN dulen

the mnnlﬂlaunr place an “ X " In this Box. D
o PR "t causad or contribited (o the evert,

- ’,,

c0:41 Q31 10-€0-Ner



MEDWatch Approved by FDA on 1G/20/93

indivigual Sarevly Ke
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1

Page 1 of 2

| : yrs |MALE |108.5 kg . | #1 : ASPIRIN

1. Pﬁent Indentifier|2. :‘ |3. Sex|4. Weight |]1. Name

1. [X]Adverse Event [ 1Product problem |z. Dose,frequency & route used | 3. Therapy dates
------------------------------------------------------------------ | #1: | #1
2. Outcomes attributed to adverse even: f o L R e L E L T Ty
[ 1 death: [ 1 disabilizy | #2: | #2
[X] life-threatening [ ] congenital anomaly IR i LT T T
[X] Hospitalization {X] required intervention to |4. Diagnosis for use(indication}|5, Event abated after use
initial or prolonged prevent impairment/damage | ] stopped or dose reduced?
------- [ 1 other | #1: | #1: [N/A]
.................................................................. |_-AA-__________,_,_-,‘._-__,n-__'_-_____-__-,___-________-____,,
3. Date of event |4. Date of this report | #2: | #2: [N/A]
08/18/00 | 11/10/00 [ o mm e el
------------------------------------------------------------------ |6. Lot # (if known} |7. Bxp. date|8. Event reappeared after
5. Describe event or problem } | ] reintroduction
GI Bleed | #1: | #1: | #1: 1)
| -mmme s [--ooennans oo
| #2: | #2: | #2: []

6. Relevant test/laboratory data. including da-es |10. Concomitant medical products/therapy dates(exclude zreatment)
PLEASE SEE ATTACHED | BACTRIM DS EQUIVALENT TAE

| PHENYTOIN 10C MG CAP

] FOSINOPRIL NA 20MG TAB

| PLEASE SEE ATTACKEED

7. Other relevant History, including preexisting medical o m o e e e
conditions | Note: Please use the actual MedWatch form if the event
q is a 65 year old black male with a history of recently | involves a suspected device as well as a suspect drug
lagnosed bladder cancer, hypertension, status post

cerebovascular accident, who presents with bright red
blood per rectum. Patient was at the time receiving
PLEASE SEE ATTACHED

Mail to: MedWatch or FAX to:
5600 Fighers Lane 1-B0O-FDA-0178 |2. Health professional? |3. Occupation |4. Reported tc Mfr.
Rockville, MD 20852-9787 ] [YES] | PHARMACY RESID| [NO)
l ................................................................
|5. If you don't want your identity disclosed to the Manufacturer,
| place an "X" in the box. [X]
FDA Form 3500 |====================================:========

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.

RECEIVED

JAN 0 4 7001

MEDWATCH GTU

-
» ) -
<3 ) .
K . ,.."‘-r_v"“,“
- . *.. . | iy
Lol

C"}—y/_)’rﬂ;{?



MEDWatch Approved by FDA on 10/20/93
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C. Suspect Medication(s)

Page 2 cf 2

Patient Indentifier|2. DOB:’«L 3. Sex|4. Weight |1. Name
AGE: yrs | | kg | #3 : IBUPROFEN GEL S% 100 ML

1. [X]Adverse Event [ l1Product problem /2. Dose, frequency & route used | 3. Therapy dates
------------------------------------------------------------------ #3: | #3 :
2. Outcomes attributed to adverse event [ el R
[ ) death: [ ] disability |
[} life-threatening [ ] congenital anomaly | = m il
{ ] Hospitalization [ ] required intervention to 4. Diagnesis for use(indication)|5. Event abated after use
initial or prolonged prevent impairment/damage | | stopped or dose reduced?

[ ] other L#3: | #3: (N/A)
__________________________________________________________________ \~---__-.--__--_-__-.___....-A.‘_f----__-n--__-__i___>_-_-___.-4-
3. Date of event ‘4, Date of this report :

38/18/00 : 11/30/00 e el
------------------------------------------------------------------ ;6. Lot # (if known) |[7. EZxp. date|8. Event reappeared after
5. Describe event cr problem | | | reintroduction
#3: | #3 | #3: [ ;

6. Relevant test/laboratory data. including dates 10. Concomitant medical products/therapy dates(exclude treatment)

7. Other relevant History, including preexisting medical = coee oo ...
conditions Note: Please use the actual Medwatch form if the event
involves a suspected device as well as a suspect drug

Mail tc: MedWatch or FAX to: R e
5600 Fishers Lane 1-80G-FDA-0178 |2. Health professional? 3. Occupation |4. Reported to Mfr.
Rockville, MD 20852-9787 | i |

|8. If you don't want your identity disclosed tc the Manufacturer,
| place an "X" in the box.[ ]}
FDA Form 35Q0 l================================================:===============

Submission of a report does not constitute an admission that medical persornel or the product caused or contributed to the event.

| 37 OR7 -
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PATIENT ID:- SUSPECT MEDICATICN: ASPIRIN DATE QF EVENT: 8/18/00

Section B. Part 6. Relevant Test/Laboratory Data Continued:

TEST: HGB RESULTS: L 8.4 g/3L H:17.2/L:12.8 COLLECTION DATE: 8/25/00617:41

TEST: HCT RESULTS: L 25.3 % H:48.2/L:40.2 COLLECTION DATE: 8/25/00@17:41

TEST: HGB RESULTS: L 9.7 g/dL H:17.2/L:12.8 COLLECT-ON DATE: 8/23/00@13:32

TEST: HCT RESULTS: L 29.5 % H:48.2/L:40.2 COLLECTION DATE: 8/23/00€19:32

TEST: HGB RESULTS: L 10.3 g/dL H:17.2/L:12.8 COLLECTION LATE: 8/23/00@00:01

TEST: HCT RESULTS: L 30.6 % H:48.2/L:40.2 COLLECTION DATE: 8/23/00@00:01
~FESTFWHGB RESULTS: L 7.9 g/dL H:I7.2/W22.8 COLLECTICN DATE: 8/22/00@05:03

TEST: HCT RESULTS: L 23.7 % H:48.2/L:40.2 COLLECTION DATE: 8/22/00€05:03

TEST: HGB RESULTS: L 8.7 g/dL H:17.2/L:12.8 COLLECTION DATE: 8/21/00@13:50

TEST: HCT RESULTS: L 26.1 % H:4B.2/L:40.2 CCLLECTION DATE: 8/21/00@13:50
TEST: HGB RESULTS: L 12.0 g/dL H:17.2/L:12.8 COLLECTION DATE: 8/19/00@03:40
TEST: HCT RESULTS: L 36.3 ¥ H:48.2/L:40.2 COLLECTION DATE: 8/19/00@03:40
TEST: HGB RBSULTS: L 8.5 g/dL K:17.2/L:12.8 COLLECTION DATE: 8/27/00@07:00
TEST: HCT RESULTS: L 25.8 % H:48.2/L:40.2 COLLECTION DATE: 8/27/00@07:00
TEST: HGB RESULTS: L 8.1 g/dL H:17.2/L:12.8 COLLECTION DATE: 8/26/00@22:02
TEST: HCT RESULTS: L 24.5 & H:48.2/L:40.2 COLLECTION DATE: 8/26/00@22:02
Section B. Part 7. Other Relevant History Continued
aspirin BIMG for prevention of stroke. He was also ordered arthrotec BID and topical ibuprofen. His vital signs were stable
and a gastric lavage was negative. He lost an estimated 500 to 1,060 cc of blood. He continueé to have small episodes of
bright red blood per rectum and received a platelet transfusion In the MICU an upper endoscopy was performed which was also
negative. A colonoscopy was attemptd but was not helpful because of large amounts of b.ood clots; the procedure had to be
aborted early because of a vasovagal response with hypotension. Onj August 22 the hematocrit dropped again significantly.
He received 2 units of packed red blood cells. On August 22 a repeat colonoscopy was performed which demonstrated a single
sigmoid diverticuli withkout active bleeding. The patient had ar additional bleed on August 23 and at this point his
hematocrit dropped from 29 to 26é. Once the patient’'s hematocrit was stable without any evidence of rebleed for 48 hours he
was retransferred back to the Medical Team. On Aug 31, the patient went AWOL without any medications. FOllow-up on 11/9/00
shows that he Is receiving aspirin 81mg QD as an outpatient. His arhtrotec has keen discontinued. He remains on ibuprofen
gel.

HYDROCHLOROTHIAZIDE 25 MG TAB
FELCDIPINE 10 MG TAR
ANALGESIC BALM CINT 30 GM
OCEAN NASAL SPRAY

PIRBUTERQL AUTOHALER 400 DOSE
IPRATROPIUM/ALBUTERCL INHALER

135029
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

wtsandproductproblems Ar seaenee / jwﬁ
Page of _ FL/"F {5

A. Patic ormatio C.Suspectmedication(s)
' Patientidentifier [2 Ageattime 3 Sex 4 Weight Name (givelabeedstrength&mfrilabeler fknown)
f 1 [ E—
w54 Teemae| 123 bs | | ¥ Aspirin, low—stre“]gth ccateﬂ 0111 (Bayer)
e G | x. -
Inconfidence ofbirth: 2 mae s | 172 Celebrex; 200 MG Capsule
2 Dose frequency&routeused 3. Therapydates(ifunknown.gived.rat on)
B.A dverse eventorp ols D roble one plll dally IremTto bestestimaty:
1 L'—_] Adverseevent and/or [:] Productproble m (e.g. defectsimzlfunctions) # ! - # 3 years
2 Oulcomesattributedtoadverseevent 200 MG, Twice,Daily IR
‘checkallthatapply} j disability #2 ’ 1#2 Aug 1 ll' 2000
— [: congenitztanomaly 4. Diagnosisfaruse (indicaticn} 5. Eventabatedafteruse
i death 1 stoppedordosereduced
bl Ay E requredinterventiontcorevent *
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—- Hospital blood tests showed that I had
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7 ¢ /3so%f



individgual satety Keport

it I35y

Te1 : QU
o,

December 28, 2000

RECEIVED
MedWatch
5600 FishersLane JAN U S 7904

Rockville, MD 20852-9787 MED\,A,/ATCH CTU

Dear MedWatch:

Please find enclosed a voluntary report of a life-threatening
bleeding ulcer and hospitalization experience as a result of
taking two prescribed drugs, Aspirin and Celebrex.

Another prescribed drug, Advil, may also have played a role.
As my report notes:

I had been taking low-strength, coated aspirin (Bayer) for about
three years. A dose of one pill daily, prescribed for a heart
murmur.

(I had also been taking Advil, now and then for headaches. Cne
200 MG pill a day, one to three times a month. The night before
the gastro-intestinal bleeding, I took one Advil pill for a
headache.)

In late July, 2000, a doctor prescribed Celebrex for tendonitis
in my wrists and forearms. The prescription was: 200 MG capsule,
twice daily, for 14 days. I took this drug as prescribed for

10 days in August.

Then, on August 20, about seven days after I stopped taking the
Celebrex, I had a dark stool in the morning. In the afternoon,

I felt weak and short of breath, and started perspiring. An
ambulance was called. The paramedic found that my heart rate was
well above 90.

I was taken to the hospital by ambulance. The emergency doctor

did a rectal check and found evidence of internal blegding. The *
doctor, noting that I had had a dark steol, diagnosed upper
gastro-intestinal bleeding. I was admitted to.theihaéfital. e

c..2
AN 5 700+
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Blood tests in the hospital showed I was suffering from extreme
anemia. I had lost about 30 percent of my red blood cells.

On August 22, I had an endoscopy at the hospital. It showed that
I had a duodenal ulcer, which had stopped bleedlngx The biopsy
showed that it was a non-bacterial ulc%; »

o
The gastroenterclogist who did the enddscopy said that ‘it was’ the
Celebrex that made the bleeding ulcer. He’ sa1d that he se&% many
similar cases.

(Another gastroenterologists, who I saw recently for a follow-up
check on the duodenal ulcer, thinks the ulcer formed as a result
of taking the low-strength aspirin, and that the Celebrex made
the ulcer bleed.)

I was released from the hospital on August 24, with instructions
to rest and take Prev Acid to heal the ulcer; along with iron
pills, multiple vitamins and a diet including red meat to build
up my bloed count.

It tock me a month to get back to a functioning energy level; and
one more month to get back to my regular red blood cell count.

I am still continuing to have gastro-intestinal after effects,
including acid reflux.

So, I went through a very stressful experience, and I lost over
two months of my regular life. Plus I am experiencing unsettling
after effects.

Considering all of this, I think that the FDA needs to issue
instructions to the manufacturers of Aspirin and Celebrex (and
the makers of similar drugs) to provide underscored notices on
their product information to pharmacists, doctors and patients
about the health hazards of taking Aspirin, and of taking Aspirin
and Celebrex (or other anti-inflammatories) together.

At the moment, the information issued by pharmacists for Celebrex
re drug interactions states: "Aspirin as prescribed by your
doctor for reasons such as heart attack or stroke prevention
(i.e. non-arthritis doses) should be continued."

In my case, after the Celebrex was prescribed by a neurologist, I
consulted my family doctor about whether it was safe to take this
anti-inflammatory drug. He said this drug should not cause any
significant problems. Both the neurclogist, and of course my

RECEIVED...s
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famlly doctor, were aware that I was taking one low-strength
aspirin daily; and that I had been taking it this way for about
three years.

"'*Egth dbctors ought to have considered this more carefully,

especially since the FDA has reported a much higher incidence of
stomach and ulcer bleeding when Aspirin and Celebrex are taken at
the same time. They also ought to have advised me not to take any
anti-inflammatory pain relievers, such as Advil, for headaches.
They could have suggested Tylenol, a non anti-inflammatory.

Therefore, I think it is highly important for the FDA to issue
instructions to doctors about the dangers of combining even low-
strength aspirin, and other anti-inflammatories such as Advil,
with Celebrex and similar drugs.

The FDA also needs to make more tests on Celebrex and similar
anti-inflammatories. I think these drugs were released into the
market with incomplete testing, especially in relation to drug
interaction hazards.

It is my understanding that the risk of stomach and ulcer
bleeding from Celebrex, when combined with Aspirin, is seven to
ten percent. This figure, seven to ten people out of one hundred
suffering from gastro-intestinal bleeding, is in my view
unacceptable.

I look forward to hearing what actions the FDA will be taking on
the important matters of:

-~ The adverse effects of taking low-strength aspirin.

-- The dangers of combining low-strength aspirin, and similar
anti-inflammatory drugs, with Celebrex or related drugs.

Thank you for your attention.

Sincerely yours,

c.c. U.S. Secretary of Health
interested doctors
interested citizens

RECEIVED
AN 6 & 700,
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A. Patient information
1. Patient identifier { 2. Age at time
of event:
or
Date
of birth:

3. Sex

D ‘emale
|:| male

4. Weight
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d

or

In confidence

B. Adverse event or product problem

1. D Adverse avent  and/or D Product problem (e.g., defectsimalfunctions)

JLUNTARY reporting

h professionals of adverse
5 a-nd»wndy& ‘wblcms
Internet Submission - Page 1

2. Qutcomes attributed to adverse event D disabilit
isability

{check all that appiy)
D congenital anomaly

D death

D I{e-threatening

T ey [ recuired intervention to prevent

rpermanent imgairment/damage

D hospialization - initral or prolonged D clher:

Z. Date of . 4. Date of
event 1G/22/2320C this report 01/07/2002
R A ) L Vadryyyy)

5. Describe event or problem
GI bleed causing hospital admission

6. Relevant testsflaboratory data, including dates

7. Other relevant history, including preexisting medical conditions
e.q., allergnesiace, pregnancy, smoking and athho: use, hepatic/renal dysfurction. etc.)
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Form Approvad. OMB No. 0910-291 Expires 203100
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C. Suspect medication(s)

1 Name (Product Name; __ (Labelec Steength} (Mir'Labeter?

#1 aspirin 325ng
/me vk

3. Therapy dates {if unkrowr, give duraloni
From To 1or bes: estimale)

05/19/2000 - 10/19/2000

FDA Use Only

Tdag- unit
sequence ¥

02 rofecoxio /251:.-;

2. Dose/Frequency/Route used
#1 323mg /qd /Oral

4 5™ /qd [ora #208/19/2000 - 10/19/2000
4. Diagnosis for use (separate rdicstions with commas) 5. Event abated after use
#1 stopped or dose reduced
. " B oo Ol
6. Lot # (if known) 7. Exp. date (if knowry | 72 [Aves [Jno [gper
#1 #1 8. Event reappeared after
reintroduction
2 # # D D doe n
yes [ ] rno
9. NDC ¥ (for preduct problems only} app
- - #2 DYES D no .app

10. Concomitant medical products and therapy Jales {exclude treatment of event;

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device
heatth professional

lay user/patient

(100

other,

RECEIVED

5. Expiration date

5. ] (‘ Py inenuddiyyvy
model # !EP_ i £ %
- . " "

cuiss MEDWATCH GTU[ v
serial # I

B. If explanted, give date
lot ¥ immvddiyyyy!
cther #

<. Device available for evaluation? {Do not serd device to FDA}

D yes D no D returned to manufacturer on __

mmaddnyey:
10. Concomitant medical products and therapy dates |exclude treatiment ¢’ event)

E. Reporter {see confidentiality section on back)
phone #

Crive

United States
2. Health professional?

(4 yes O

5. If you do not want your identity disclosed to
the manufacturer, place an *X” in this box.

4. Also reported to
D ma-faclurer
~
L} use -aci ty
D distributor

3. Occupation
Pharmacist

tigute an admission that medical personnel or the product caused or contributed to the event
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A. Patient information

1. Patient identitier |2. Age at time”
olevent: 34 Yrs
or

Date

B. Adverse event or product problem
1. [/} Adverseevent  andior  [_] Product problem (e.g., delects/malfunctions)

2. Ouicomes atiributed to adverse event
{check all that apply)

[[] death
(maxdaptyri
D life-threatening

[[] disability

D congenital anomaly

D required intarvantion to prevent
permanent impairment/damage

m hospitalization - initial or prolonged le other: Medically Significant

3. Date of 4. Date of
event NOV 15 2000 this report DEC 28 2000
{mordaynn {movdayryr)

5. Describe event or problem

Cn Nov-22-00, a physician reported an adverse event on

Celebrex to a Pfizer sales representative. An 84 year
old female patiert started Celebrex (celecoxib) 100 mg
daily on an unknown date for an unknown indication. The
patient was also taking aspirin 225 mg daily, for an
unknown indication. On Nov-16-00, the patient experienced
a gastrointestinal bleed and was, apparently,
hospitalized. Celebrex was discontinued on Nov-16-02 in
response to the event. It is unclear if the aspirin was
discontinued but the physician did report that he
suspected the aspirin over the Celebrex as possible cause
of the gastrointestinal bleed.

Additional information has been requested.

6. Relevant test/laboratory data, including dates

7. Othar relevant history, including preexisting medical conditions (e.g.. allergies,
race, preghancy, stnoking and alcohol use, hepaticsrenal dysfunction, etc.)

Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manutacturer or product caused or
coniributed to the event.
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: l 2 J 9. NOC # (for product prodlems cnly) v
%(/ - - H2 Dye, l_iro 5525"
{ 3 . 10. Concomitant mechca! producls and me(npy cales (exclude treatment ¢! evanl)
< .
T 9&4&-)

<
" %

. Relevant tests/laboratory data, inciuding dates

RECE\\/ED

AN 1 O

MEDW ATCH CTU

#36 3¢

Other relevant history, inciuding preexisting medical conditions (e.g., allergies,
race, pregnancy, smoking and alcoho! use, hepatic/renal dysfunction, efc.)

st hlics A '}Mﬁ 7e s Aepdisabe, e

éié JWW’I}I\-

J{'/""' y /(,U(jmlu
HIT

MEDWATCH
5600 Fishers Lane
Rockvitie, MO 20852-9787

)&é:ooak_

Mail to: or FAX to:

1-800-FDA-0178

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address

4. Operator of device
D health prefessional
D lay usar/patient

D othen

5. Expiration date

VA )
/135 £. 3£

6. (mo 38y
model #
7. Wimplanted, g ve date
¢atalog # —_— (M‘i?y'*/’! '$
serial # R
8. I explanted, give date
lot # — tmeicayhytl
other ¥
9. Device available for evaluation? {Co not send 1o FDA)
es no returned o marulacturzr on
Ows On O S
10. Concomltanl medical products and therapy gal s {exclude trez'men? of evenl)

AW FAAR001

2. Health prolessiona!? | 3.

Q/,es 7 no ' 4\11‘ I

 you da NOT want your cdenhly disclosed to _

the manufacturer, piace an ~ X " in this box. i

QOccupation 4

Also reperies to
~anulaciurer

Lserfanly

000

cisint Lo
—

Submission of a report does not constitute an admission that medical personnel or the product caused

i

or centributed 12 the event.
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page 1 of

1. patient Indentifier|2. DOB: |3. sex|4. Weight
| AGE: 76 yrs |MALE | 90.3 kg

Approved by FDA on 10/20/93

. Name
#1 : ASPIRIN

2. Outcomes attributed to adverse event
[ 1 death: {1 disability
{1 life-threatening [ 1 congenital anomaly

[X] Hospitalization X1

initial or prolonged

required intervention to
prevent impairment/damage
other

. Date of event |4. Date of this report
12/07/00 | 12713700

5. Describe event or problem

BLEED

6. Relevant test/laboratory data. including dates
PLEASE SEE ATTACHED

7. other relevant History, including preexisting medical
conditions
ALSO ON ETODOLAC

Mail to: MedWatch
5600 Fishers Lane
Rockville, MD 20852-9787

or FAX to:
1-800-FDA-0178

FCA Form 3500

Ssubmission ¢f a report does not constitute an admission that medical personnel or the produc

TN 36009

Event abated after use
stopped or dcse -educed?
#1: (N/A]

|4. Diagnosis for use(indication)|5.

| l

|7. Exp. date|8. Event reappeared after
| reintroducticn

[9. (Not applicable to adverse drug event reperts)
L L
|10. Concomitant medical products/therapy dates(exclude treatment)
| ATENOLOL 50MG TAB

J ASCORBIC ACID SOOMG TAB

| TERAZOSIN HCL 5MG CAP

|PLEASE SEE ATTACHED

] Note: Please use the actual MedWatch form if the event
| involves a suspected device as well as a suspect drug

}1. Name, address & phone #:~

|VA MEDICAL CENTER 135 E. 3B8TH STREET

lERIE, PENNSYLVANIA 16504-1596 B14-868-8661

|2. Heatth professional? |3. Occupation |4. Repcrted to Mfr.

| LYES) |PHARMACEST | NG

|5. If you don’'t want your identity disclosed to the Mansfactu-er,
| place an "XV in the box.[X]

t caused o~ contributed to the event.
o :
RECEIVED DSS

PAM JAN?L!@MT

", . x

ot

N]L. M VIRRY:
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ATTACHMENT PAGE

PATIENT ID:’ SUSPECT MEDICATION: ASPIRIN DATE OF EVENT:

Section B. Part 6. Relevant Test/Laboratory pata Continued:

TEST: HGB RESULTS: L 10.6 g/dt H:18/L:14 COLLECTION DATE: 12/11/00210:30
TEST: HCT RESULTS: L 31.1 % H:52/L:42 COLLECTION DATE: 12/11/00810:30
TEST: RBC RESULTS: L 2.9 mit/ut Hi6.1/L:6.7 COLLECTION DATE: 12/10700206:30
TEST: HGB RESULTS: L 9.6 g/dl H:1B/L:14 COLLECTION DATE: 12/10/00806:30
TEST: ROW RESULTS: 13.1 % H:14.5/L:11.5 COLLECTION DATE: 12/107/00806:30
TEST: HGB RESULTS: L 10.0 g/dl H:18/L:14 COLLECTION DATE: 12/9700205:30
TEST: HCT RESULTS: L 29.0 % H:52/L:42 COLLECTION DATE: 12/%/00205:30

TEST: PLT RESULTS: L 70 thou/ul H:QQQJL:LSO COLLECTION DATE: 12/9/00805:30
TEST: HGB RESULTS: L 10.4 g/dl H:1B/L:14 COLLECTION DATE: 12/8700815:00
TEST M4BT RE%ULTS: L 30.5 % H:52/L 142 COLLECTION DATE: 12/8/00815:00

TEST: PLT RESULTS: L 84 thou/ul H:400/L:130 COLLECTION DATE: 12/8/700815:00
TEST: HGB RESULTS: L 10.5 g/d\ H:18/L:14 COLLECTION DATE: 12/8/00810:30
TEST: HCT RESULTS: L 30.8 % H:52/L:62 COLLECTION DATE: 12/8/700810:30

TEST: MCV RESULTS: H 97.5 fl H:94/L:80 COLLECTION DATE: 12/8/00210:30

TEST: PLT RESULTS: L 87 thou/ul H:400/L:130 COLLEGCTION DATE: 12/8/00210:30
TEST: HGB RESULTS: L 10.8 g/dl H:18/L:14 COLLECTION DATE: 12/8/00205:30
TEST: HCT RESULTS: L 31.2 % Hi52/L:42 COLLECTION DATE: 12/8/00805:30

TEST: MCV RESULTS: H 97.5 fl H:94/L:80 COLLECTION DATE: 12/8/00205:30

TEST: PLT RESULTS: L 87 thou/ul H:400/L:130 COLLECTION DATE: 12/8/00205:30
TEST: INR RESULTS: 1.33 COLLECTION DATE: 12/7/00816:14

TEST: HGB RESULTS: L 11.4 g/dt H:18/L:14 COLLECTION DATE: 12/7/00@16:14
TEST: HCT RESULTS: L33.2 % H:52/L:42 COLLECTION DATE: 12/7/00316:14

TEST: HGB RESULTS: L 12.0 g/dl H:18/L:14 COLLECTION DATE: 12/7/700215:00
TEST: HCT RESULTS: L 35.0 % H:S52/L:42 COLLECTION DATE: 12/7/00815:00

TEST: HGB RESULTS: L 13.5 g/dl H:18/L:14 COLLECTION DATE: 12/7/00309:28
TEST: HCT RESULTS: t 38.6 % H:52/L1:42 COLLECTION DATE: 12/7/00209:28

TEST: PLT RESULTS: L 114 thou/ul H:400/L:130 COLLECTION DATE: 12/7/00809:28

section C. Part 10. Concomitant Drugs Continued

A & D OINT(60GM)

MULTIVITAMIN CAP/TAB

ASPIRIN 325MG EC TAB

ACETAMINOPHEN 325MG TAB

ETODOLAC 400MG TAB

GENTAMICIN SULFATE 0.1% CREAM

PHYTONADIONE INJ 12/07/00-12/07/00

136009

)3 009

12/7/00
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|

MEDWatch Approved by(igﬁ:dn 10/20/93

|
.............................................. |
1. patient Indentifier|2. DOB:— |3. Sex|4. veight 11. Name
| AGE: 76 yrs |MALE | 90.3 kg | #1 : ASPIRIN 325MG EC TAB
B. Adverse Event or Product Problem | #2 : ETODOLAC 400MG TAB
.................................................................. ‘_-_-____----.--_--..-_--_--__-_._--.-‘_--______.___._.,_____._._
1. (X)Adverse Event [ 1Product problem |2. Dose, frequency & route used | 3. Therapy dates
______________________________ . 7 .
R et LA | #1528 Y A TR
2. Qutcomes attributed to adverse event [---=emmm T 7(1- -------- [ A R
[ ) death: [ ) disability | #2: ypye 3 4f70 Jﬂhﬂml #2
¢t ] life-threatening { 1 congenital anomaly [--mmmemeemeet O B O L
{x] Hospitalization {X] required intervention to |4. Diagnosis for use(indication)|5. Event abated efter use
initial or prolonged prevent impairment/damage | | stopped or dose recuced?
....... { ] other | # o | &1 INA)
.................................................................. ‘.-..-.Vég949?4:’.-j&(é%---__--..|-._.A.-..-.‘..-.-.-__.v.--_....
3. Date of event |4. pate of this report | #2: A | #2: N/A)
12/11/00 | 12/13/00 [------- F
------------------------------------------------------------------ |6, Lot # (if known) |7. Exp. date|B. Event reappaared after
5. Describe event or problem | | reintroduction
Gl BLEED | #: | #1: #1: 1)
[-ommmre e | esrmmmmmms e
| #2: | #2 |o#2: 0]
[-ommrmmem e n s nmnan s T
9. (Not applicable to adverse drug event reperts)
.................................................................. |---.-...-.-.--..--.----_-..-»_---_-_.-.-»..<.-..>_--..._-.--.--
6. Relevant test/laboratory data. including dates j10. Concomitant medical products/therapy dates(exclude treatment)

| ATENOLOL SOMG TAB

| ASCORBIC ACID SOOMG TAB
| TERAZOSIN HCL SMG CAP
|PLEASE SEE ATTACHED

PLEASE SEE ATTACHED

------------------------------------------------------------------ |D. Suspect Medical Devices
7. Other relevant History, including preexisting medical |-mmmmmm s mne s s e T T T
conditions | Note: Please use the actual MedWatch form if the event
ALSO ON ASPIRIN | involves a suspected devicz as well as a suspect drug

gl WP, ot i imf o
Priseates PVD e o S

=======:===:::=:======:========:=====:::=======:===:::========::::lVA MEDICAL CENTER 135 E. 38TH STREET
|ERIE, PENNSYLVANIA 16504-1595 814-868-B661
Mail to: MedWatch or FAX to: et AN
5400 Fishers Lane 1-800-FDA-C178 |2. Health professional? |3. Occupation |4. Reported o Mfr.
Rockville, MD 20852-9787 | LYES) | PHARMAC ST | Nl

{5. if you don’t want your identity disclosed to the Manufacturer,
| place an "X" in the box. [X]
FDA Form 3500 \==::=:=::==::===::==:=:=:===::::::::::::::::::::::::::::::::::::

g
. . - . s - « i
submission of a report does not constitute an admission that medical personnel or the product caused or ccntrxbuteé:zgsiég event.

JAN 2 o 2001

77 (25557 RECENVELD
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ATTACHMENT PAGE
pATIENT 10: (D SUSPECT MEDICATION: ETODOLAC DATE OF EVENT: 12/11/00

section B. Part 6. Relevant Test/Laboratory Data Continued:

TEST: HGB RESULTS: L 10.6 g/dl H:18/L:14 COLLECTION DATE: 12/11/00210:30
TEST: HCT RESULTS: L 31.1 % R:i52/L:42 COLLECTION DATE: 12/11700910:30
TEST: RBC RESULTS: L 2.9 mitzul H:6.1/L:6.7 COLLECTION DATE: 12/10/00@06:30
TEST: HGB RESULTS: L 9.6 g/dl H:18/L:14 COLLECTION DATE: 12/10/00206:30
TEST: RDW RESULTS: 13.1 % H:14.5/L:11.5 COLLECTION DATE: 12/10/00806:30
TEST: HGB RESULTS: L 10.0 g/dt H:18/L:14 COLLECTION DATE: 12/9/00205:30
TEST: HCT RESULTS: L 29.0 % H:52/L:42 COLLECTION DATE: 12/9/00805:30

TEST: PLT RESULTS: L 70 thou/ul H:400/L:130 COLLECTION DATE: 12/9/00a05:30
TEST: HGB RESULTS: L 10.4 g/dl H:18/L:14 COLLECTION DATE: 12/8/00815:00
TEST: HCT RESULTS: L 30.5 % H:52/L:42 COLLECTION DATE: 12/8/00215:00

TEST: PLT RESULTS: L 84 thou/ul H:400/L:130 COLLECTION DATE: 12/8/00815:00
TEST: HGB RESULTS: L 10.5 g/dl H:18/L:14 COLLECTION DATE: 12/8/00810:30
TEST: HCT RESULTS: L 30.8 % H:52/L:42 COLLECT1@N DATE: 12/8/00210:30

TEST: MCV RESULTS: H 97.5 fL H:94/L:BO COLLECTION DATE: 12/8/00210:30

TEST: PLT RESULTS: L 87 thou/ul H:400/L:130 COLLECTION DATE: 12/8/00a10:30
TEST: HQB,RESUEWS: L 10.8 g/dl H:18/L:14 COLLECTION DATE: 12/8/00805:30
TEST: HCT RESULTS: L 31,2 % H:52/L:42 COLLECTION DATE: 12/8/00205:30

TEST: MCV RESULTS: H 97.5 £l H:94/L:80 COLLECTION DATE: 12/8/00205:30

TEST: PLT RESULTS: L 87 thou/ul H:400/L:130 COLLECTION DATE: 12/8/00205:30
TEST: INR RESULTS: 1.33 COLLECTION DATE: 12/7/00216:14

TEST: HGB RESULTS: L 1.4 g/dl H:18/L:14 COLLECTION DATE: 12/7/00816:14
TEST: HCT RESULTS: L 33,2 % H:52/L:42 COLLECTION DATE: 12/7/00816:14

TEST: HGB RESULTS: L 12.0 g/dl H:18/L:14 COLLECTION DATE: 12/7/00215:00
TEST: HCT RESULTS: L 35.0 % H:52/L:42 COLLECTION DATE: 12/7/00815:00

TEST: HGB RESULTS: L 13.5 g/dl H:18/L:14 COLLECTION DATE: 12/7/00809:28
TEST: HCT RESULTS: L 38.6 % H:52/L:42 COLLECTION DATE: 12/7/00209:28

TEST: PLT RESULTS: L 114 thou/ul H:400/L:130 COLLECTION DATE: 12/7/00209:28

Section C. Part 10. Concomitant Drugs Continued

A & D OINT(60GM)

MULTIVITAMIN CAP/TAB

ASPIRIN 325MG EC TAB

ACETAMINOPHEN 325MG TAB

ETODOLAC 400MG TAB

GENTAMICIN SULFATE 0.1% CREAM

PHYTONADIONE INJ 12/07/00-12/07/00

S g

DSS
JAN 2 2 onps
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page 1 0

1. patient Indentifier|2. DOB:-
| AGE: 81 yrs |MALE

2. Outcomes attributed to adverse event
[ 1 death: [ 1 disability
tx] Life-threatening { 1 congenital anomaly
[x] Hospitalization [X] required intervention to
initial or prolonged prevent impairment/damage

3, Date of event l4. Date of this report
11/18/00 | 11/22/00

5. Describe event or problem

G1 REACTION , ANEMIA , black stools

6. Relevant test/laboratory data. including dates
PLEASE SEE ATTACHED

7. Other relevant Histery,
conditions
gi bleed with synccpe, hypotension

Mail to: MedWatch or FAX to:
5600 fishers Lane 1-800-FDA-0178

Rockville, MD 20852-9787

FDA Form 3500

submission of a report does not constitute an admission

C7C (85227

| c. Suspect Medication(s)

|1. Name

| #1 : ASPIRIN
SR
I

T SR
|2. Dose,frequency & route used 3. Therapy dates

| #1:325MG,UP TO 4 ,ORAL #1 : -11/18/00

(indication)|5. Event abated after use
| stopped or dose reduced?

|4. Diagnosis for use

l
| | i reintroduction
| #i: | #1: | #:03
|-mmmmmmm e Jrommmrees -mmmrmem e
l | |
T O

[9. (Not applicable to adverse dru

}10. Concomitant medical products
| LISINOPRIL 20MG TAB

l

|

|

g event reports)

Jtherapy dates(exc.ude treatment)

DIGOXIN (LANOXIN) 0.25MG TAB
HYDROCHLOROTHIAZIDE 25MG TAB
POTASSIUM CHLORIDE 10MEQ SA CAP

the actual MedWatech form if the event
well as a stspect drug

| Note: Please use
involves a suspected device as

|1. Name, address & phone #:

|VA MEDICAL CENTER 135 E. 38TH STREET

[ERIE, PENNSYLVANIA 16504-1596 814-858-8561

17 |3. Occupation |4. Reportzd t3 Mfr.
|PHARMACIST | ol

|2. Health professicna
| [YEs)

|5. If you don’t want your identity disclosed to the Manufact.rer,
| place an "xn in the box.[X]

that medical personnel or the product caused or contribLDCt(ﬁhe event.
\)\“

JEN 2 2

Lo Y
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ATTACHMENT PAGE

Section B. Part 6.
HGB RESULTS:
HCT RESULTS:
HGB RESULTS:
HCT RESULTS:
HGB RESULTS:
HCT RESULTS:
HGB RESULTS:
HCT RESULTS:
HGB RESULTS:
HCT RESULTS:
HGB RESULTS:
HCT RESULTS:

TEST:
TEST:
TEST:
TEST:
TEST:
TEST:
TEST:
TEST:
TEST:
TEST:
TEST:
TEST:

& Ooarv i

AR

SUSPECT MEDICATION: ASPIRIN

Relevant Test/Laboratory Data Continued:

L 8.6 g/dt H:18/L:14 COLLECTION DATE: 11/18/00919:30
L 24.5 % H:52/L:42 COLLECTION DATE: 11/1%/00

L 9.3 g/dl Hz18/L:14 COLLECTION DATE: 11/20/00823:23
L 27.9 % H:52/L:42 COLLECTION DATE: 11/20/00823:23
L* 7.4 g/dl H:18/L:14 COLLECTION DATE: 11720/00@15:00
L* 21.4 % H:52/L:42 COLLECTION DATE: 11/20/00815:00
L 9.3 g/dl H:18/L:14 COLLECTION DATE: 11/20/00205:30
L 27.0 % H:52/L:42 COLLECTION DATE: 11/20/00205:30
L* 7.8 g/dl H:18/L:14 COLLECTION DATE: 11/19/00820:49
L* 22.5 % H:52/L:42 COLLECTION DATE: 11/19/00820:49
L* 7.7 g/dl H:18/L:14 COLLECTION DATE: 11/19/00805:30
L* 22.1 % H:52/L:42 COLLECTION DATE: 11/19/00805:30

C g (5552

(55547

DATE OF EVENT: 11/13,/00

L e -

(2SS
»}AN £ z 200?
RE-=Zn =

NI -
DI} i
S ) R
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lth professionals of adverse-
‘nts“and product problems

[y

. "’Tﬁm
It I-s -2-0

“atient dentifier | 2. Age at time

of event:
W

or
asIntaance

Date
of birth:

H E Adverse event D Product probiem (e.g., defects/maifunctons)

ana’or

Juiccmes artributed to adverse event

Imecs G4 thal apply) L] disabiiity

D congenital anomaly
requ:red m%qmevem
permanenfPhpa vi#amage

D other:

ma'daviyr)
e-inreatening

“oeltiizaton —inal or prolonged

P Date of H 4. Date of
(BB w12 O 0)

Z Descrioe event or problern

gdmrﬁ(d—l@ Mici B "\chd(emgsf%

Transfisqy &, Peic |
Starte sanclogtatiN Ar

P e\ steppad Jm(w\(o revac
O\ ‘\N’A’QJJ Tichidk,

"o Do e 0mg BID

- i71 "2sisylaboratory data. incluaing _ates

RECEIVED

JAN 2 6 2001

MEDWATCH CTU

Simer rerevant history, including preexisting medical conditions (e. g., allergies,
“¥RT3NCY. smoking and alcohol use. kepauc/renal dysfunction, etc.)

Crt lidg s,

or FAX to:
1-800-FDA-0178

Mail to: MEDWaTCH
5600 Fishers Lane
Rockville. MD 20852-9787

‘\;
= i '——_

aa mmma e

FOA Use Oniy

. [ 1364z
of ___ 4 £
'CZ Suspect:medication(s):

1. Name (give labgled strength & mirilabeler, it known)

AspiriN
e ThopioteN (01 )

2. Dose, frequency & route used 4. Therapy dates (f unknown. give curation

. romio tor nest esurate)
1335 Mg QOD "
rUhkoren Qhs 2

4. Dlagnosis tor use yincication)

N

S. Event abated after use
stopped or dose reduced

#1 [CJyes [no
#2 Dyes Dno

8. Event reappeared after
reintroduction

#1 [Cyes ((no
9. NDC # {tor product problems oniy)
- #2 [yes [ no gggfy"" '

10. Concomitant medical products and therapy aates (exciLde treatment of event)

doesn
appiy

" ]doesn*

—J appiy

#2
6. Lot # (if known) 7. Exp. date uf known;
#1 #1

#2 #2
doesn:
iapply

D% Suspectmedical/devices

1. Brand name

2. Type of device l

4. Operator of device
[:] health protessional
D lay user/patient

D other:

3. Manufacturer name & address

5 Expiration date

6. (maaayryn)
model #

catalog # 7. I:.:::Ev',f,?'ed' give date
serial #

fot # 8. I? exp,layr,ued, give date
other #

9. Device available for evaluation? (Do not send to FDA)
D yes D no D retumed to manufacturer o

(MOrgavrve)

10. Concomitant medicat products ana therapy dates (exciude treat~ent of event)

E.H’epoI’te!';(seefconﬁdemlal|tysect|orron~back)! e

1. Name, address &
DSS
d 2007

3. Occupation 4. Also reported to

N}_\ _ D manufacturer
O

2. Heaith protessionai?

/KV yes | ] no

5. It you do NOT want your identity disclosed to
the manutacturer. place an * X " in this box.

user faciity

dist-ioutor

IS Submission of a report does not constitute an aamission that medical personnel or the product caused or contributed to the event
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M

A Patientintormation

B. Adverse event or product problem
1 [ asverce aver L] Proguct probiiem (6.9., defeclamertuncions)

koo SBMbutad (b ddvarer ovont
L W
() congeninms sromaty

" (chack ah thal apply)
requirBi interveniion 1o prevent

O aeam
[T
m tig-threatsnmy v oermpnent impaimantdemags

— of

CHED

—_—

- Suspect medicalion(s)
1. Name (give iabelnd cangih & mirfiabeler. i known)’
“_Aspicin Clubeic (bed) (325, 5
- —&P
2 Qendonate

_d

2. Dase, fraquency B rouls uean 3 Tharopy 6otes (1 ur known, pive duration
for et esiimann )

N 22, PO 93 M 10/20 )20 0 — "/‘-')mw

‘210 fa 9& a2 Jhcen .- 'l;/Z'}Z-ol‘J

LR m-ém o1 wae (Indiestion) 5. Event gbated oRer use

o1 (’_ﬁD sroppad o7 8040 reduced

" O Oe Ry

i g% .
BB respitatization®- intist &2 protongud [ omher: 2 Cilec Pons :
T " = — 8. Lot # (It kngwn) Y. Enp. dolw (11 krown) 92 G'” Dm &ggg&m
e “}H}OO " ihtw repont ‘2/2'/“ 5 " 8. Ever raappourcs after
- jmrtwyryn : | ey o oz reinirogdiuciion
‘5. Ooseride evet o grodiem

YL Ml Ranle ~ hy oF 9-(’\-4:': t{'fer 4'?‘1*5_‘&_ N
& PBlewmdronnde since A—;&nm-; & YEOr i

CI:J;;- L‘eer\nr longn R on Sy leosd, O “}’2.)74”_1D had
Stden gt of sevece thec.ﬁ{:llwi LY ewesyg of

Cot¥ee aﬂy-ﬂ&-— madesa !, Bn.ik'! ) fe.“"‘l &venn
'UG WLZ - I‘.lrc».:-ed., ({FE‘ aﬂﬂ'\éIMk4n;‘"
A.—‘\a Vnw-.n‘l recd g/ood. EGD

Ou ezl o0

dowe ST 2 Borsie %‘43{"'4‘"‘5 and & Icm’w,\yee.[‘é

U)Ce - On "‘23)74'@ Vam'.l?é ’QJ('(‘ A’_ HMJ—. "Récv_\ Yo
Hie OR o contal wleadin, . reoeved . AR
?(_S#r(c“‘b—-\/ + "Or 4—{ = I:? Y ~ea &4{&

4le DR cad was A-scLaraxA-v ‘7'1'4}'1-'000_

-

3. Relevant tusiv/labprotary dala, Inchuding daves

gy 62 . RECEIVED
R ST JAN 2 6 2001

MEDWATCH CTU

" Owver olovent Riatary, inetuding proaxisuing medicyl condiione {0.0., alorpins,
face. pregnancy. smoking and sicehol use, hepatcrenal dysrunction, aotc.)

Past oed Mo Plecyes: Aspirin - Rarny drs5e
Becay . - -

@ Wy W"fLu""—,chr-wtz Corrend @S'

B osteqrans JRnckNe )

D A et 4oy 2 ‘
@Hy’”‘-a"""':" Ca leivnn i 8 _\ -\ i

@ sy c;F""“';U}ﬂcrr & Mv‘lﬁ\ﬁ-‘.c

1 [ Jyes (oo W'O
(1] Dm Ore @ggsf;‘"

6rapy aates (axchude Lugtnem of avent)

. N ¥ (for produrt problomg only)

0. Concomilant meq B oh
24;-( Y/ﬁlf ;' -] A

:.Vv\d-un' 4 '}1 k" e 5‘4

D. Suspect medical device

2. Type of device

|2. Manvtaonwer nams & soarens 4, Oporitor of davice
D health pramssional
O 1oy usermatiom
D othar:
5. Explration date
[} Y e aapypt
modal @ ™
- A
cotatog 8 . . * 7. l‘thmm. givo das
) >
P »
e 5
e 8. itazphirond, give delo
her ¢
2. Device svelabie for ovsiuation? {Oo Aot cena 1 FDA)
D yos D no renma te manufacturer on —————
Pr—ra—
10. Concomitant modical products ano herapy datas (eactude voaimgnt of avant)

E.. Reporter (sep corhdeatiality section on bark)
1. Namo & aogrees -_—

DSS

IF N WA

Mali 1o:  MEDWatcr

5600 Flahers Lane \‘ o,
Rechville, MO )

DA

T 1384t

4. antireghden o 211
D mamAacharer
- Wy8u de NOY wanl your (Guntiy Olacionca o O ueor teciiyy
tha manutscturer, plece on “ X ~ in Uvs pox. [} T aistipoter
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VOLUNTARY reporting ' QM Sesrement on reser ¢
by health professionals of adverse ::::ﬂi"'y

MEDWATCH

THE FDA MEDICAL PRODUCTS REFORTING PROGRAM

A. Patient information

1. Patient identifier | 2. Age at time
of event:
or

[ Date
" In donfidence of birth:
B. Adverse event or product problem
1. Adverse event [] Product problem (e.g., defects/matfunctions)

54 Years

and/or

evepts end-product problems
(mernet Submissior - Page 1 ]
. o Lt

2. Outcomes attributed to adverse event D disability
| i

(check all that apply)
D congenital anomaly

D death ________
|:] required intervention Lo prevent

{mmiddiyyyy)
life-threalening permanent impairment/damage
D other:

hospilalization - initiaf or prolonged

3 Date of 4. Date of
event 01/11/2001 this report 01/29/2001
(mavadiyyyy) {mmiddiyyyy)

5. Describe event or problem

Patient admited to PCU for observation
for hematemesis. Patient had been taking
Celebrex and BC Poeders regularly before
admission. The day before the patient
began vomiting blood and coffee grounds.
Upper endoscopy confirmed med esphogeal
tear and Mallory-Weiss tear at GE
function with evidence of gastritis in
the stomach. Dx: gastritis secondary
to NSAID use; N/V resultant of esophageal
tear and Mgllory-Weiss tear. Patient
was dlséﬁarged on Prevacid.

6. Ralevant tests/laboratory data, including dates
NG tube removed coffee grounds and dark

material. EGD showed mid esophageal
tears and Mallory-Weiss tear 1/11/01 -
H/H - 13.6/38.5 1/12/01 - H/H - 12.9/35.6

7. Other relevant history, including preexisting medical conditions
(e.g.. allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

Smokes 1/2 pack/day Denies alcohol and
drug use h/o peptic ulcer disease and
severe arthritis

\c 7Y/ 244/ x

]‘)E (‘1\ R

Im Mail to: Mg i

FDA Form 3300

IE 1-2:G-FDA-O1 78

lv

Submission of a repo \@?\N&n admission that medical personnel or the product caused or contribut..d to the event.

sequence ¥

it [ Sp /S

C. Suspect medication(s)

1. Name (Product Name) (Labeted Strength) (Mfr/Labeler)
Celebrex 200rg Sear .e

#1 / /

#ZBC Powders /650mg ASA /Rloc:

2. DosefFrequency/Route used 3. Therapy date (if unk Yown, give du-ation) b
From To {m best estimate)
#1 200mg /qd /bmu #1 -
1 qd or / _
#2 powde bid Oral H2 4
4. Diagnosis for use (separate indications with commas) & Even:abated after use

stopped or dose reduced

"10vss o %oe$‘n‘l

It arthritis

a2 unknown .
. L - {doesn’
6. Lot # (if known) 7 Exp. date (f knowne | 2 Dyos Clne aupx
# # . Event reappeared after
reint ‘oduciion
#2 #2

2 D) s [Jno [V] doesn'
52 Dy-»s [Tno ggg

10. Concomitant medical products and therapy dates (ex :lude tr-:atmenl of event)
Possible Vioxx and hormones ac: ord .ng to
family. Strengths, length of 1.se :.nd
dosing were never noted.

D. Suspect medical device ;

1. Brand name

9. NDC # (for product problems only)

2. Type of device

3. Manufacturer name & address 4. Onerator of device

RECEIVED
JAN 4 0 2001

s MEDWATCH ET4-

catalog #

[: heat:h professioral
E lay user/patent

C othe~

_15. E«piration date
i avedtyyvy)

7. If implanted, give date~

—————— i evediyyry)
serial # ___ . -
8. If explanted, give date
lot# _______ . L R
other # 4
9. Device available for evaluation? (Do not sena Jevice o FDA}
E] yes D no manufaclueron _____

iminiadyyyy;

10. Concomitant medical prod

JAN 8 0 2001

E. Reporter (see confidentiality section on back)

y dates (ex :Jude tralmert of event}

United States
2. Health professional?

3 3. Occupation
yes [ no [Phagmgcist
5. If you do not want your identity"llisclosed to

the manufacturer, place an “X” in this box.

4 Aisoreported to
E{ manulaclurer
{:| user facility
C] dist-butor
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 use by user-facilities,
butors and manufacturers for
MANDATORY reporting

1 of 2

Fage 2

Mfr report #
UF/Dist report #

P vrLu. [V ERTIVIN

990007

PR R L VY Ay |

FDA Use Only

M A PATIENT INFORMATION R

BB C. SUSPECT MEDICATIONGS)

1. Patient identifier}2. Agg a$ event|3. Sex 4. Weight

‘ ears 1bs

or EX] female or
DOB: male kgs

1. Name (give labeled strength & mfr/labeler. if known)

Miralax

BN B. ADVERSE EVENT OR PRODUCT PROBLEM I

1. [X] Adverse Event and/or [ 3 Product problem

2. Outcomes attrib. to event [ ] disabitity
[ ] death [ congen anomaly

. (mo/day/yy) required intervention to
life-threatening prevent perm impair/damage
[ ] hospitalization - [X] other:

initial or prolonged

2. Dose, frequency & route
17 gram daily PO

3.Therapy dates(if unk, give dur)
il 05/1999 - 06/1999

4, Diagnosis for use (indication) 5. Event abated after
use stopped or dose

constipation

3. Date of event 05/1999 l4. Date of this Rept 06/15/1999

5. Describe event or problem

Patient experienced severe nausea and diarrhea. Dr. reduced
dose to every other day. Patient said still having problems,
Dr. told her to stop medication.

reduced
FrRet o fva

8. Event reapgeared
r

6. Lot # (if known) |7. Exp. Date

il

NDC # for prod problems only

1
i after reintroduction
52268-800-02 Jyes

f 03 s

10. Concomitant medical products and therapy dates

M O. SUSPECT MEDICAL DEVICE NS

1. Brand name

2. Type of device

3. Manufacturer name & address 4, Ojerator of Dev.

E HI1th Profes.

6. Relevant tests/Taboratory data. including dates

lay user/pat.
ot%er: P
5. Expiration Date

6. Model#

catalog# 7. If implanted,
give date

serial#

lot# 8. If removed.
give date

other#

(Do not send to FDA)

9. Device available for evaluation?
[] [ 3 returned to mfr on

yes { Jno

10. Concomitant medical products and therapy dates

7. Other relevant history, including preexist. med. conditions

Spoke with doctor’s nurse, Joanne. She says Dr. did reduce

dose to eveay other day. however. the patient did not call

back nor did he tell her to stop medication. Paitent is not
scheduled for another appointment.

B £ INITIAL REPORTER N

1. Name, address & phone #

waughter)
P.0. Box

MED INFO ASSOC Submission

. admission thal [@ acility
Facsimile distributod. {iak sed or
Form 3500A contributed ¥¢

2. Health 3. Occupation 4. Initial reporter

professional? also sent report
to FDA

[ ]yes [X]no [ Jyes [XIno { Junk
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Pa'f}" 5 an admlssmn that medlca] personnel. user

facility, distributor, manufacturer or
je 2 of 2 product” caused or contributed to the event.

e rou USE BY USER FACIUTY/DISTRIBUTOR-DEVICES ONLY NEN| NN H. DEVICE MANUFACTURERS ONLY J

1. Check One 2. UF/Dist report number }|1. Type of reportable event 2. If follow-up, what type?
[ ] user facility [ 3 distributor death correction
— - serious injury additional information
3. User facility or distributor name/address malfunction (See guid.) response to FDA request
other: device evaluation

3. Device evaluated by mfr? 4. Device manufacture date

yes [ ] eval summ attach -
no (attach page to expl. |5. Labeled for single use?

(mo/yr)
E 1 not returned to mfr.
why not) or provide code:
[ 1 yes [ Jno

4. Contact person 5. Phone Number

6. Date user facility or{7. Type of report |8. Date of this - -
distributor became [ ] initial Report 6. Evatuation codes (refer to coding manual)

aware of event follow-up #
— s [

, 3]
9 éggrg)fngg‘tl?ce 10. E;gn& problem codes (ref. to-codmg manual) results [ j‘[ ]_[ :][:]
dcgééce [: l:':l conclusions D[ l-! l-l l

- 7. If remedial action initiated, |8. Usage of device
11. Report sent to FDA?[12. Location where event occurred check type L ) .
. initial use of device
E }yes hospital { ] outpatient recall [ ] notification reuse
no home dxagnostlc facil. repair inspection unknown
(mo/day/yr) nursing home [ ] ambulat 0r¥ replace pat. monitor.
outpatient surgical Tacility relabel. modification/{9. If action reported to FDA
13. Report sent to Mfr. treatment facil. adjustment under 21 USC 360i(f), list
[ ] other: correction/removal rep. num.
[ ] ygs [ ] other:
n
(mo/day/yr) specify 1. [ ] Additional mfr. and/or 11. [ 3 Corrected Data
narrative
14. Manufacturer name/address
W 6. ALL MANUFACTURERS _
1. Contact office - name/address . Phone number
Mark vB. Cleveland. Ph.D. (781) 843-2202
grglngeeséaboratomes Inc. R Y
.0. Box . Repor urce
60 Columbian Street (cl eck all that
Braintree, MA 02185 apply)
forei
study o
- 11terature
X} consumer
4. Date Rec'd by Mfr. |5 hea}th 1
. . rofessiona i
06/04/1999 (AINDA# 20-698 [ ] Bser facility . -
—_— compan
6. If IND, protocol # IND# rep?esgntatwe ’ <
—_— [ ] distributor :
PLA# other:
7. TyEe of report e ——
(check all that apply) 8?8-1938 E es
es

[ 15-day ([ J15-day product Y

[ J10-day [XJperiodic |8. Adverse event term(s)
[ JInit [ ];o]]ow—up nausea, diarrhea

9. Mfr. report number
990007 i

FDA Form 3500A - back

VECEIVE

SEP 0 91999
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LUNTARY reporting

professionals of adverse
and product problems

4

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

Internet Submission - Page 1

b

)
Form Approved: OMB Na. 0919-02%1 Explres. 12r31.00
See CMB staternent on reversc
FOA Use Only
Triage unit

sequence ¥

1Vd¢;&«(ﬁ -'l J}:'-U‘t( /‘J[{)J‘*

A. Patie ormatio C. Suspect medication{s)
1. Patient identifier | 2. Age at time 3. Sex 4. Welght 1, Nams {Producl Name; {Labeled Strength; (Mfr/i.abeteri
of event: s N Vioxx 3Crg Meroi
- . 86 Years ternate | 132 % 1os
cr
Date ASh / 3ing /
In confidence of birth: [ mate —— kgs #2
- 2. DoselFrequency!/Route used 2 Therapy dates {if un«nosn gre Caration:
- AAVE C CVC O Pprod PIrORIC » From To (e oest est mate)
1. Adverse event  and/or [ Product probtem (e.g., defects/matfunctions) # / / Oral #1 -
2 Outcomes attributed to adverse avent . / /o : "
{check all thal apply) (] disability 2 ra #2
[:] congenital anomaly 4. Diagnosis for use isepasate ind.cations w th curmasi 5. Event akated after use

D life-threatening

hospitalization — initial or prolonged

(mradiyyyy)

D required intervention to prevent
permanent impairment/damage

:r:l other. _______ ____ _____.

g archrivis

stopped or dose reduced

1t [yes [Dno [2%%9 )C'"

3. Date of 4. Date of
evant 12/25/2CCOC
im nodiyyyyr smmeddiyyyy)

thisreport C1/29/2001

42 [ves [Ino []ggesm

4. Event reappeared after

te G

5. Describe event or problem
Patient was admitted for areria secondary

I bleed. The patient was d

with a perforared ulcer -gastric-.
perforation was repaired or: 12/27/2000.
At this point

the Vioxx and ASA

iagnosised
The

wersa

oA
42 post MIT
6. Lot # (if known} 7. Exp. date (il known)
#1 #1
#2 H2

reintroduction

9. NDC # (for producl problems only)

#1 Myes [ no dce?y t
82 (yes [ no @app

10. Concomitant medical products and
Frevacid, Klonopin,

herapy Jdales (exclude ‘reatr et of evaal)
Lasix,

Ativan,

discontinued. The site was drained again Lanoxin, Vasote::‘GluC?Ehage, Glucotraol,
or. 1/11/2001. The patient expried on Xerapamll, Albuterol, XFemeron,
1/14/2001, Trazadone, Macrob
D. Suspect medical device
1. Brand name
2. Type of device
3. Manufacturer name & address 4. Operator of device
[:] hazth professional
D {ay use/patient
D oher
R E C E I VE D 5. Expiration date
9 immeddryyyy)
model® __ JAN 402001 —-
6. Relevant tests/laboratory data, including dales tatog # If implanted, give date
H/H -12/25 - 8.8/25.6 S8cCr - 12/25 -1.8 calalog ——MEDWATCHCT
/2 - 1.0 1/14 - serial # s
2.1 12/27,_ positive for staph. capitis 8. If explanted, give date
1,11 - positave for MRSA lot# . SO oy ¢
DSS other #

9. Daevice available for evaluation?

O o

[ yes

D retumed to manufacturer on

(Do no: send device 1o FD4;

FDA Form 350C

arthritis,

jeyRe

M1

high blgcd.p
cardiac dysrhythmia.

7. Qther relevant history, including preexisting medical conditions
(e.g.. allergies. race, pregnancy. smoking and aicohof use. hepat
patient has diabetes,
GERD.
depression

are,

1. Name

«
§
United States

phone #

[ospitdu D

Pemmmiting

-

2. Health professional?

~.

5600 Fishers Lane

Rockville, MD 208’52,57&1

/‘.)/' v

Yer Sin,.

C T2V Tl L7 Ty & »70
Mail to: MEDWATCHT - 7 Lf

il

[ ves Tre

Pharmacist

3. Occupation

4. Also reported to

D manulacturer

5. if you do not want your identity disclosed to
the manufacturer, place an “X' in this box.

—
| use-faciiy

D dist-ibutor

ssion that medical personnel or the product caused of contiibuted to the event.
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MEDWATCH

For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 5°

C10. Concomitant medical products and therap

id, Ambien: Meds at admission

| 58T

dates continued

D10. Concomitant medical products and therap

dates continued

O
D
D

JAN 3 1 2001

/368 7

Mail to: MEDWATCIH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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d product problems <
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM Page l of T . iE

A. Patient information

C. Suspect medication(s)
1. Name (give labeled strength & mfrAabeiar, if known)

” Aﬁmm (0. ijm("\’ k) 43 ACA 2 2. <ng _c( el
# Lo\/ﬂn oX 90.»} [ﬂﬂo Fal “vmk: Phaamanrc. Lm,.,(, )

2. D frequency & roule used 3. Th dates (if unkrown, durat
B. Adverse event or product problem s IRy & o us o s L)
1. [X] Adversé event and/or [] procuct probiem (o.g.. defects/malfunctions) # B-Suy /)0“‘*{ WD 2 fo 32wy m $hi @35
7 .
. Out buted t - . 44 .
2 (chemrm‘a‘::pply) to adverse even D disability #2 Gq’mlj l) .o{ S'LQ ¢ #2 5 ‘Jl
D death [_—_| congenital anomaly 4. Diagnosik for use (indication) 5. Event abated after use
§  (moieyhr) D required intervention to prevent #1 3 ~ WL pped or dose r
[ te-thwreatening permanent impairment/dameage: ¢ ) myes e gggfyn't ¥R
g hospitalization ~ initial or prolenged D other: 2 M
3. Date of %. Date of 6. Lot # (it known) 7. Exp. date {if known) 82 yes Dno Dgoan
. of . o
m:m '7"2.['0(; m’&ngon l’lglo' # La) 8. Event rmappeared after
5. Describe event or problem 2 #2
e trox M4 yes no doesnt
S q‘."’ F who wan wwzcsm Ha Sananin Metal( 9. NDC # (for product problems only} =2 - 6L2-RS Cves O Eapgfy
WL s + Hog :ML)l'w’ %W (%] S/}I/m é’fW”’e Coge =~ (33 - ',g(i"jt).’.i')h}.) n[]yes Dm 238%"1
J ° fﬁ't le P_( o ” 10. C itant medicai pr and theragy dates (exclude trea: nent of event)
preowana o pespiviirg whd | | Mo Piliion Edaesinl, Bsin | Flagy L[]
le' a adtadly Ao Q1 s M %l Azjmﬁzd \L L/ (Sll«-(lu') ( $hs- 3y Gy -sp)d
3‘ ARV Py Le (fméﬂ( ﬁ’ MA et M Sl” SW fﬂ\x/ o st W

P Hha zkwuq&—'{ O v Mu}" o_‘wk G}BM D. Suspect medical device
(svickisfe gromds e subtve) 3o b8 M’- - AA
- S ens i ,‘_K,/ 5 D¢ ajgvas 2 Type of dev
€w17 f\q @7 wo ¥ /) / Mj'j'y 3. Manufaciurer name & address 4. Operator of device

E} health professional
C] lay user/patient

RECEIVED o

WAM-L 1 20n S. Expsration date
JRIN v L LU {movc eytyr)
mode! #
6. Rclevnmtu; l:)oralo'ry—d;h Ln;;it;img gates s‘?l% % IWlEI ”“}A | ‘ ;H 7. I‘firr.plamed. give date
[E ; l g ) rocayy:
B 9 53 &f M ©F T |oarars
G o 2 . .M 2 %2 -
4t & w4 1 97 %3 -2 S ot 8 B 8. l‘fxeyl:'r)ned, give date
V\ DS other #
o {9. Device available for evaluation? Do not send to FDA)
o ; by
5 M \t FEB “ 1 2““‘ D yes E] no D returned o manutacturer on —— .
! y/ye)

10. Concomitant medicat products and therapy dates (exciude trea ment of event)

7. Othar relevant history, including preexisting medical condilions (wa&h@es
race, pregnancy, smoking and alcohol use, l\epahc/renw etc.)

oA -

E. Reporter (see confidentiality section on back)

Nkda [f«/“ &g¢- 3 .
[ng Ut\avb\’\‘( Jf/M?\"S

Ut cvwmj,? 5)%,,, \j NV
Beprerman 5 of CAD

2. Heaith pr ional gM - [+ Alsc raported to
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A. Paticnt information
i. Patient identifier

In confidence :
B. Adverse event or product problem
1. fg] Adverseevent [ Product problem

(¢.g.. defects/malfunctions)

and/or

JATORY SAFE;TY
or use by user-facilities,

ors and manufacturers for

Approved by FA on #9295

{M#r report #
001-0991-970964

UF/Dist repact 3

C. Suspect medication(s)
1. Name (give labeled strength & mfi/labeler, if known)

# REZULIN 400MG TABLET (TROGLITAZONE)

# ASA(ACETYLSALICYLIC ACID)
cont

2. Dose, frequency & route used

#1 200 mg (QAM),Per
oral

3. Therapy dates
frocvis (or best estimmir}

#1 04/09/97 - 05/20/97

(if unkncwn, give duration)

2. Ouvicomes attributed to adverse event

hypothyroidism, a foot ulcer, impotence,
multiple diabetic complications and a sister
with a history of lupus. He began taking
Rezulin (troglitazone) 200mg daily on
09APR97. Troglitazone was increased to
400mg daily in MAY97. On approximately
09SEP97, the patient experienced malaise
and fatigue. His physician also noticed
that he was yellow in appearance. Lab
testing revealed abnormal LFT's and a
bilirubin of 7. Transaminases were in t
1000-1500‘s. A liver biopsy showed
"bridging necrosis."” The patient was
negative for both hepatitis B and C.
troglitazone and lovastatin were
discontinued on 09SEP97. No further m
information was provided. The clinicalj\~:
outcome is unknown. Concomitant medica\ieps
include Mevacor {(lovastatin), insulin, et
Synthroid (levothyroxine_sodium), Glynas
(glibenclamide), monopril (fosinopril
sodium), and Lipitor (atorvastatin). This
case was reported by a physician via a
company representative. Additional

Cont.

JHTE
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{check all tha apply) ] disabiliny
D death D congenital anomaly
(molday/yr) X i iam
r— o
B¢] hospitalization - initiat or prolonged Belomer  ymp o :
3. Dateof 4. Date of
event 08/24/97 this report 01/22/01
(mavday/yr) (mavdaylyr)
5. Describe event or problem
Patient is a 63 year old male with
diabetes @and a history of diabetic
neuropathy, autonomic neuropathy, blindness,

N

#2 UNK, Per oral

9. NDC #- for product problems only (if known)

£ Unk - 12/06/97 ]
4. Diagnosis for use _(indication) 5. Event abated alter use
#1 INSULIN DEPENDENT stopped or dose reduced
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#1 yis no doesn
¥i UNK D D m'PP')’__
” Dyu D no E]docsxl
6. Lot# (if known) 7. Exp.date (if known) “apply
#1 UNK ¥1 UNK 8. Event reappeared after
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apph

#2 D)cs Dno E]g;ls;\

10. Concomitant medical products
1) MEVACOR{LOVASTATI-
N)
2) HUMULIN
70/30(INSULIN
HUMAN INJECTION,

o

Relevant tests1aboratory data,

26AUGY97 Chest x-ray (CXR) revealed the
following: "There is a focal infiltrate in
the lower left lobe which may be chronic in
nature...No evidence of congestive failure
is noted. Cardiomediastinal silhouette
appears to be within normal limits."®
27AUG97 Electrocardiogram (ECG) revealed
normal sinus rhythm and left anterior
fascicular block.
28AUGY97 Carotid Doppler ultrasound revealed
Cont

including dates

(c.g., allergics, race,

~

. Other relevant history, including preexisting ical conditions
pregnancy. smoking and alcohol use, hepatic/renal dysfunction, etc.)

Caucasian

No known allergies

Non-smoker, non-drinker

Obesity

Sister has history of lupus

Family history of heart disease and diabetes

Fatty liver
Heart/vascular disease (unspecified)

and therapy dales (exclude treatment of event:

Unk - 09/10/97
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B. Adverse event or product problem
B.5 Describe event or problem (Cont...)

information is being requested.

Further review of, tht casé ®n 200CT97 revealed that the start date of troglitazone was
0SAPR97, and not MAY97 as previously indicated in box C3 of the MedWatch,

-

Follow-up information received from the physician on 05AUGY98 reveals that the patient is
scheduled to receive a liver transplant. Additional information has been requested.

Follow-up information received from the physician on 09SEP98 provided no new informat;on.
The patient has not yet recovered and is still scheduled for a liver transplant. Additional

information has been requested.

Follow-up information received from a consumer on 03DECY98 reveals that the patient has been
taken off the liver transplant list because he is not a likely candidate due to his age and
other illnesses. The patient is no longer jaundiced, however, he has not yet recovered.
This additional information was reported by the patient’s wife. Additional information is
being requested.

Follow-up information received from the physician 01MAR99 relates that the Caucasian patient
also experienced hepatitis, hepatomegaly, upper gastrointestinal hemorrhage, cirrhosis and
portal hypertensive gastropathy, all considered medically significant, ascites, left kidney
cyst, enlarged prostate, gastritis and a positive anti-nuclear antibody (ANA) titer. On
04SEP97, the patient presented with pruritis, jaundice, splencmegaly and hepatomegaly while
taking Rezulin (troglitazone) for 5 months. Laboratory tests rerformed on 11SEP97 revealed
the following: serum glutamic oxaloacetic transaminase (SGOT) = 860, serum glutamic pyruvic
transaminase (SGPT) = 1496, alkaline phosphatase (Alk-P) = 120, total bilirubin = 5.9, and
hemoglobin = 14. On 11SEP97, a computed tomography (CT) of the abdomen and pelvis revealed
the following: left renal cyst, diffusely atrophic pancreas, no evidence of
hepatosplenomegaly, no discrete abnormalities of the liver, no dilation of the biliary tree,
and no intra-abdominal masses. A liver biopsy performed on 18SEP97 revealed the following:
"pronounced subacute hepatitis including hydropic degeneration, acidophilic bodies,
lymphoplasmacytic infiltrate within the lobules and portal tract as well as areas of
bridging necrosis. Occasional eosinophils present within the inflammatory infiltrate and
sinuscids. The histologic appearance is variable and could be consistent with drug
etiology. However, acute viral hepatitis cannot be excluded on histologic bases alcne." On
06NOV97, laboratory tests revealed the following: albumin = 3.30 mg/dL (3.60-4.60 normal),
total bilirubin = 7.25 mg/dL (0.20-1.10 normal), SGOT = 117 IU/L (1.00-45.0 normal), SGPT =
165 IU/1 (1.00-44.0 normal), Alk-P = 228 U/L_(30-140 normal), lactic dehydrogenase (LDH) =
175 IU/L (96.0-234 normal) and gamma-glutamyl transpeptidase (GGTP) = 1040 U/L (1.00-78.)
normal). On 25FEB98, laboratory tests revealed the following: totalbilirubin = 1.73 mg/dL,
Alk-P = 357 U/L, GGT = 312 U/L, SGOT = 60 U/L and SGPT = 65 U/L. On 25MARS9Y, laboratory
tests revealed the following: total bilirubin = 1.3 mg/dL (0.2-1.3 normal), Alk-P = 313 /L
(38-126 normal), GGT = 272 U/L (8-78 normal), SGOT = 56 U/L (15-46 normal), SGPT = 68 U/%,
{7-56 normal), positive anti-nuclear antibody titer of 1:80 (<1:40 normal) and mitochondrial
antibodies of <1:20 (<1:20 negative). Laboratory tests performed on 10SEP98 revealed the
following: total Bilirubin = 0.9 mg/dL, Alk-P =" 158 U/L, SGOT = 33 U/L and SGPT = 47 U/L.
An abdominal ultrasound performed on 18SEP98 revealed the following: evidence of cirrhosis
with splencmegaly, normal hepatopetal portal blood flow, moderate ascites, and poorly
visualized hepatic veins likely due to cirrhosis. On 22SEP98, the patient underwent an
esophagogastroduodenoscopy, which revealed distal esophageal varices, portal hypertensive
gastropathy, and antral gastritis with polypoid appearing mucosa. The patient underwent a
successful variceal band ligation of three dominant distal esophageal varices. The patient
also had a history of a fatty liver and heart/vascular disease. s .

Follow-up information received from the physician on 23MARIT™glates that the patient had
severe underlying liver problems prior to Rezulin (t litazbne). The reporfer also stated
that troglitazone "put the patient over the edge.* Thes reporting«physician referred us to
another physician who is familiar with this patient, and is a Igver specialist,

Additional information received from the liver specialist on 24MARS9 relates that the
patient developed drug induced fulminant hefatitis, and cirrhosis because of the reaction to
troglitazone. The patient experienced two ife-threatening episodes of esophageal varices,

which led to hypotensive crises. The patient also developed portal hypertension, remained R
jJaundiced for nine months, and developed subtle hepatic encephalopathy manifested by ! ;&;3)
disorientation and insomnia. The patient is now clinically stable with decompensated e
cirrhosis.

AN 3]

Follow-up information received from the physician on 26MAY99 related that on 10SEP97, th@ﬁ‘ ool ZOU
patient presented to the hospital with general malaise and a 2 to 3 week history of not
feeling well. On 26AUG97, laboratory tests revealed the following: creatinine = 1.40 mg/dL
(0.60-1.20), glucose = 444 mg/dL (65-115), total bilirubin = 2.03 mg/dL (0.20-1.1), direct
bilirubin = 0.86 mg/dL (0-0.20), AST = 463 IU/L (1-45), ALT = 1082 IU/L (1-44), LDH = 392
IU/L (95-234), GGTP = 257 U/L (1-78), serum ferritin = 2104 mcg/L (10-107) and iron = 181
meg/L (45-145). On 10SEPY97, an abdominal ultrasound revealed bilateral renal parenjp¥?a1 i .

" i (% R
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cysts, a mildly prominent spleen, and no evidence of cholelithiasis or ductal dilation. On
10SEP97, a chest and abdominal X-ray revealed nonspecific dilation of a redundant lcop of
the sigmoid colon, no evidence of obstruction and no acute chest pathology. an
echocardiogram performed on 11SEPS7 was normal other than a non-dilated left ventricle with
concentric left ventricular hypertrophy and normal systolic function and minimal mitral
annular calcification. Laboratory tests performed on 12SEP97 revealed the following:
ferritin = 2166 ng/mL (18-440). On 16SEPS7, laboratory tests revealed the following:
creatinine clearance = 212 mL/min (107-139) and 24 hour creatinine clearance = 3360 mg/24hr
(1000-1900) ., Laboratory tests performed on 25SEP97 revealed the following: positive
cytomegalovirus (CMV) of 2.91 (0-0.90), positive anti~histone antibody, positive anti-smsoth
muscle antibodies of 40 (<20), positive Epstein-Barr virus of 409 (0-100) and serum ferritir
= 1629 mcg/L (23-233). The patient was hospitalized on 06DEC97 for vomiting bright red
blood, and was diagnosed with aspirin-induced gastrointestinal bleed. An
esophagogastroduodenoscopy ﬁerformed on 06DEC97 revealed diffuse gastritis with erosions,
distal esophageal ulcer with surrounding Mallory Weiss tears, diffuse duodenitis, sliding
hiatus hernia and esophageal motility disorder. The patient also has a history of carotid
stenosis, hypertension, peripheral vascular disease, elevated cholesterol and bilateral
lower extremity claudication. Concomitant medications also included aspirin
{acetylsalicylic acid) and Humulin 70/30 insulin.

Follow-up information received on 04AUGY99 from the physician included additional procedures
from 26AUGY97 through 28AUG97 and copies of part of the hospital records from 10SEP97 througt.
11SEP97. These records indicate that the patient also experienced lightheadedness,
palpitations and elevated gluccse after taking troglitazone. On 26AUG97, a chest x-ray
revealed the following: "There is a focal infiltrate in the lower left lobe which may be
chronic in nature...No evidence of congestive failure is noted. Cardiomediastinal
silhouette appears to be within normal limits." On 27AUGY97, an electrocardiogram (ECG)
revealed "normal sinus rhythm and left anterior fascicular block.* On 28AUGS7, a carotid
Doppler ultrasound revealed the following: "Moderate 60-79% stenosis proximal right internal
carotid artery." On 10SEP97, the patient was seen by his private physician, who found the
patient to have abnormal liver enzymes and an elevated glucose. The patient was sent to the
emergency room for further evaluation and hospitalization was advised. Although the patient
had no complaints, his physician was sending him for further evaluation because of
lightheadedness, jaundice and fatigue. The patient was sent to the emergency room. On
11SEP97, the patient was evaluated at the hospital for increased abdominal girth. It was
noted at that time that the patient has complained of palpitations over the past two weexs,
but without shortness of breath or chest pain. The patient has had no syncope and has no
cardiac history. The impression of the consulting physician was that the "palpitations
{were] possibly due to arrhythmia’s." The patient’s clinical outcome is unknown. The
patient has no known allergies. Concomitant medications also included Reglan
(metoclopramide) .

Follow-up information received on 03NOV00 from an attorney relates that the patient

developed colon polyps, requiring intervention, esophageal varices, considered medically
significant, in addition to colopathy, an incompetent lower esophageal sphincter, tortuous
colon, chronic_constipation, gastropathy, Lyme disease, shortness of breath, became sweaty,
belching, an elevated gamma-glutamyl transpeptidase, decreased international normalized

ratio, hemorrhoids, and carotid stenosis after receiving troglitazone. On 24AUG98, the
patient visited his physician in follow-up for diabetes and liver disease, "[side effect] of
troglitazone." The physician’'s notes indicate that the “patient has improved" and was on
insulin, with improved compliance. On 01FEB99, an esophagogastroduodenoscopy (EGD)/variceal
band ligation revealed distal esophageal varices with successful band ligation times two

(with no signs of residual varices) and portal hypertensive gastropathy. On 02JUN99, the
patient visited his physician complaining of a red, hot, and swollen area on the left medial
upper arm diagnosed as a maculae due to Lyme disease. A Western blot that day was positive
for Lyme disease antibodies and the patient was diagnosed with Lyme disease. On 27AJG99. an
EGD/gastric polypectomy revealed gastric antral polyps (snare excised), portal hypertensive
gastropathy, status/post variceal band and ligation for esophageal varices with no evidence

of active varices at that time. On 22NOV99, the patient underwent a colonoscopy with
polypectomy which revealed a splenic flexure and sigmoid colon polyps, which were excised.
Findings also included a redundant tortuous colon secondary to chronic constipation and
underlying motility disorder from diabetes and internal hemorrhoids. On 27MAR00, lab

testing revealed the patient’s hemoglobin = 10g/dL (12.5-17), hematocrit = 31.5% (36-50)

mean corpuscular volume = 77 fL {80-98), mean corpuscular hemoglobin = 24.3 (27-34), and

mean corpuscular hemoglobin concentration = 31.7 g/dL (32-36). On 10APR0O, the patient
visited his physician for pre-op for carotid stenosis. On 12JUNOO, the patient underwent a
colonoscopy, which revealed colonic polyps which were excised and sent for pathology, right
sided portal hypertensive colopathy and prominent erythematous ileocecal valve, redundant ey
colon, and large internal hemorrhoids with prominent rectal veins. On that date, a EGD AN
revealed status/post esophageal variceal band ligation with no evidence of recurrent T
varices, diffuse gastritis with antral predomince consistent with portal hypertensive
gastropathy, large antral and pre-pyloric polypoid lesions (hyperplastic on prior ,jAh!ﬁ ] ?Uﬂ
pathology), and an incompetent lower esophageal sphincter. The patient’'s clinical outcéne -
is unknown.

(o

Follow-up information was received from an attorney on 18DECO0. Information received
included medical records, physician’s notes, hospital records, and laboratory procedures
In SEPY97, the patient was diagnosed with liver failure, considered medically significant and

JAN 2§ i
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thought to be secondary to troglitazone therapy, and was near death awaiting a liver
transplant. On 18SEP97, the patient was found to have bilateral superficial femoral
arterial occlusion. In DEC97, the patient experienced upper GI bleed. At that time, an
esophagogastroduodenoscopy (EGD) was performed and revealed a Mallory-Weiss tear. The
patient was subsequently treated with Zantac (ranitidine hydrochloride). Another EGD was
performed on 06DEC97. In the distal esophagus, there was a large 1.5 cm ulceration.
Surrounding the ulceration were two small linear tears, 5 to 6 mm in length with associated
exudate. A small to moderate sized sliding hernia was also noted. There was diffuse
erythema, edema, and easy friability noted throughout the entire stomach. A snakeskin-like
pattern was noted on the mucosa. Inthe body and the antral region, there were multiple
erosions. The duocdenal bulb was noted as having a patchy exudate extending down into the
second and third portions of the duodenum with associated erythema and edema notable for
duodenitis. The physician noted that the patient had an esophageal motility disorder. on
18SEP98, an abdominal ultrasound was performed and revealed evidence of cirrhosis with
splenomegaly and moderate ascites. On 01DEC98, a pre-pyloric tissue biopsy revealed a
hyperplastic polyp showing severe acute and chronic inflammation with focal ulceration and
intestinal metaplasia. An antral tissue biopsy showed pronounced erosion and occasional
dilated glands consistent with hyperplastic polyp. The patient underwent a colonoscopy with
polypectomy on 22NOV99 due to rectal bleeding and constipation. There were two polyps found
and each was snare excised. In JUNOO, cecum and sigmoid colon biopsies revealed tubular
adenoma. The patient spontaneously recovered from the liver failure. His clinical outcome
from all other adverse events is unknown.

Follow-up information was received from an attorney on 15JANO1 in the form of medical
records from two hospitals. The patient also experienced an esophageal ulcer, hematemesis,
being hypotensive, worsening of carotid stenosis, all leading to hospitalization, as well as
atrophic pancreas. Troglitazone was discontinued on 11SEP97 while the patient was in tha
hospital. The patient was admitted to the hospital through the emergency room on 0SDECY7
after experiencing a self-limited episode of hematemesis likely secondary to aspirin
(acetylsalicylic acid) induced gastropathy. The patient had evidence of ongoing hepatic
insufficiency, no severe coagulopathy, but hypoalbuminemia was present (albumin level was
2.4). An EGD on 06DEC97 showed a large esophageal ulcer with surrounding Mallory Weiss (MWw)
tears at the gastroesophageal junction, a sliding hiatus hernia, diffuse gastritis with
erosions, diffuse duodenitis, and no evidence of an active upper gastrointestinal (UGI)
hemorrhage. His hemoglobin {Hgb) was 10.6 and his hematocrit (HCT) was 31.0. He was
discharged on 08DEC97. On 08SEP98 the patient vomited blood and was taken via ambulance to
the emergency room where he was treated and then admitted to the hospital. In the hospi-al
he was hypotensive with a systolic blood pressure (BP) of 80. Laboratory test results
revealed the following: Hgb 10.6, indices normal, glucose 355, albumin 2.6, alkaline
phosphatase (ALK-P) 226. He received two units of packed red blood cells on admission. His
systolic BP increased to 105 with intravenous fluids. A nasogastric (NG) tube was put in
place. An EGD done on 09SEP98 showed massive upper GI bleeding secondary to esophageal
varices, likely caused by liver cirrhosis and portal hypertension. A chest x-ray (CXR} on
09SEPS8 was unremarkable. On 22SEP98, the patient underwent an EGD for esophageal varices
and portal hypertensive gastropathy with variceal band ligation the results revealed distal
esophageal varices, portal hypertensive gastropathy, and antral gastritis with polypoid
appearing mucosa. Biopsies of the gastric antrum showed moderate chronic active gastritis
with no metaplasia or dysplasia, and no definite Helicobacter pylori. The patient underwent
a second EGD with variceal band ligation on 130CT98. This revealed distal esophageal
varices; successful second procedure for variceal band ligation of dominant esophageal
varices; portal hypertensive gastropathy; and antral predominant gastritis. On 01DEC98, an
EGD was performed for esophageal varices, saline assisted polypectomy, and a snare
polypectomy, which showed antral polypoid lesions; portal hypertensive gastropathy; distal
esophageal varices, Grade I to II with no evidence of active or recent hemorrhage; and a
sliding hiatal hernia. On 01FEB99 an EGD/variceal band ligation revealed distal esophageal
varices and successful band ligation times two with no signs of residual varices, and portal
hypertensive gastropathy and on 27AUGY99 an EGD/gastric polypectomy revealed gastric antral
polyps that were snare excised, portal hypertensive gastropathy, status/post variceal band
ligation for esophageal varices with no evidence of active varices. A CXR on 11APROO
revealed mild cardiomegaly. The patient was admitted to the hospital on 17APR0O0. A carotid
Doppler showed 90%right carotid stenosis and 60-70% stenosis of the origin of the left
internal carotid artery. A right carotid endarterectomy was performed on 17APRO0. A& biopsy
showed fibroatheromatous plague (right carotid). He was discharged from the hospital on
;9APR£§. The patient recovered from being hypotensive, but otherwise his clinical outcome
is unknown.

Additional information was received from an attorney on 18JANOl in the form of medical

records from an orthopedic surgeon indicating the patient had a history of H C:C;
cellulitis/diabetic ulcer with an infection beginning on 010CT91. Ll
B.6 Relevant tests/laboratory data, including dates (Cont...) HIYRE 200!

the following: "Moderate 60-79% stenosis proximal right internal carotid artery."

10SEP97 Abdominal ultrasound (US): revealed bilateral renal parenchymal cysts, a mildly

prominent spleen, and no evidence of cholelithiasis or ductal dilation

10SEP97 Pelvic US: prostatic hypertrophy

10SEP97 Chest and abdominal X-ray revealed nonspecific dilation of a redundant loop of the

sigmoid colon, no evidence of obstruction and no acute chest pathology IAN I E
o ! Voo
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11SEP97 Computed tomography (CT) of the abdomen and pelvis revealed left renal cyst,
diffusely atrophic pancreas, no evidence of hepatosplenomegaly, no discrete abnormalities of
the liver, no dilation of the biliary tree, and no intra-abdominal masses

11SEP97 Echocardiogram (ECHO) was normal other than a non-dilated left ventricle with
concentric left ventricular hypertrophy and normal systolic function and minimal mitral
annular calcification

11SEP97 Urinalysis: 1+ glucose, bilirubin positive, few bacteria, and moderate crystals
12SEP97 Holter monitor (20 hours): rare isolated atrial premature beats, frequent isolated
ventricular extrasystoles with rare couplets, no significant pauses, no ischemia, no

s toms

1%2%P97 Liver biopsy revealed "pronounced subacute hepatitis including hydropic
degeneration, acidophilic bodies, lymphoplasmacytic infiltrate within the lobules and portal
tract as well as areas of bridging necrosis. Occasional eosinophils present within the
inflammatory infiltrate and sinusoids. The histologic appearance is variable and could be
consistent with drug etiology. However, acute viral hepatitis cannot be excluded on
histologic basis alone.*

0SDEC97 Stool for guaiac: negative, urea nitrogen/creatinine ratio: 39 (7-29)

06DEC97 Esophagogastroduodenoscopy {EGD) revealed diffuse gastritis with erosions, distal
esophageal ulcer with surrounding Mallory Weiss tears, diffuse duodenitis, sliding hiatus
hernia and esophageal motility disorder

07DEC97 Helicobacter pylori: IGG - positive, IGM - negative, IGA - positive, Index - 0.54
(negative <0.74)

08DECY97 Abdominal US: fatty liver, splenomegaly, ascites

25MAR98 Mitochondrial antibodies of <1:20 (<1:20 negative)

09SEP98 EGD: showed massive upper GI bleeding secondary to esophageal varices, likely ceused
by liver cirrhosis and portal hypertension.

18SEP98 Abdominal ultrasound revealed evidence of cirrhosis with splenomegaly, normal
hepatopetal portal blood flow, moderate ascites, and poorly visualized hepatic veins likely
due to cirrhosis

22SEP98 EGD: revealed distal esophageal varices, portal hypertensive gastropathy, and artral
gastritis with polypoid appearing mucosa

22SEP98 Biopsies of the gastric antrum: showed moderate chronic active gastritis with nc
metaplasia or dysplasia, and no definite helicobacter pylori

130CT98 EGD with vericeal band ligation

01DECY98 EGD, saline assisted polypectomy, snare polypectomy: antral polypoid lesions; pcrtal
hypertensive gastropathy; distal espohageal varices, Grade I to II with no evidence of
active or recent hemorrhage; sliding hiatal hernia

O01FEBY9 EGD/Variceal band ligation revealed distal esophageal varices and successful band
ligation x two with no signs of residual varices, and portal hypertensive gastropathy.
27AUGS9 EGD/gastric polypectomy revealed gastric antral polyps that were snare excised,
portal hypertensive gastropathy, status/post variceal band ligation for esophageal varices
with no evidence of active varices

22NOV99 Colonoscopy with polypectomy revealed splenic flexure and sigmoid colon polyps
(excised), redundant tortuous colon secondary to chronic constipation and underlying
motility disorder from diabetes, and internal hemorrhoids

0SAPRO0 Nuclear stress test: normal myocardial perfusion

17APROO Doppler: 90% right carotid stenosis, 60-70% stenosis of the origin of the left
internal carotid artery

17APRO0 Biopsy right carotid artery: fibroatheromatous plague

12JUNOC Colonoscopy revealed colonic polyps (excised and sent for pathology), right sided
portal hypertensive colopathy and prominent erythematous ileccecal valve, redundant colon,
and large internal hemorrhoids with prominent rectal veins

120UNO0 EGD: status post esophageal variceal band ligation with no evidence of recurrent
varices. Diffuse gastritis with antral predominance, consistent with portal hypertensive
gastropathy. Large antral and pre-pyloric polypoid lesions (hyperplastic on prior

pathology). Incompetent lower esophageal sphincter

Lab Result :

81.No. Test name Test date Test result Normal value

1 ALANINE 02/06/97 26 U/L 1-65

AMINOTRANSF-
ERASE
08/26/97 1082 IU/L 1-44
09/10/97 1465 U/L 2-50 e
09711737 1496 IR N
09/12/97 1505 U/L 2-50 -
835%3533 1516 U/L 2-50 y
1588 U/L 2~50 AN 31 i

09/15/97 1437 U/L 2-50 JAN 3 1 7001
09/16/97 1530 U/L 2-50
09/17/97 1385 uU/L 2-50
09/18/97 1437 U/L 2-50
09/19/97 1417 U/L 2-50
09/20/97 1417 U/L 2-50
09/25/97 940 IU/L 1-44
10/02/97 562 IU/L 1-44
10/09/97 399 1U/L 1-44

, Y
fen 33201
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ALBUMIN

ALBUMIN/GLO-
BULIN RATIO
ALKALINE

PHOSPHATASE

ALPHA 1
FETOPROTEIN
ANTI SMOOTH
MUSCLE
ANTIBODY
ANTI-DNA
ANTIBODY
ANTI-HISTONE
ANTIBODY
ANTIMITOCHO-
NDRIAL
ANTIBODY
ANTINUCLEAR
ANTIBODY

ASPARTATE
AMINOTRANSF-
ERASE

10/16/97
10/23/97
11/06/97
11/20/97
12/07/97
12/26/97
01/07/98
01/28/98
02/25/98
03/25/98
05/14/98
09/09/98
09/10/98
11/09/98
09/20/97
11/06/97
12/05/97
12/26/97
01/07/98
01/28/98
02/25/98
09/08/98
09/10/98
11/09/98
12/05/97

08/02/96

02/06/97
08/26/97
09/10/97
09/11/97
09/12/97
09/13/97
09/14/97
09/15/97
09/16/97
09/17/97
09/18/97
09/19/97
09/20/97
09/25/97
10/02/97
10/09/97
10/16/97
10/23/97
11/06/97
11/20/97
12/07/97
12/26/97
01/07/98
01/28/98
02/25/98
03/25/98
09/08/98
09/09/98
09/10/98
11/09/98
06/02/99
11/09/98

09/25/97

09/25/97
09/25/97
03/25/98

09/11/97

03/25/98
08/02/96

02/06/97
08/26/97
09/10/97
09/11/97
09/12/97
09/13/97
09/14/97
09/15/97
09/16/97
09/17/97
09/18/97
09/19/97
09/20/97
09/25/97
10/02/97
10/09/97
10/16/97

Page 6 of 11__

305 IU/L
274 IU/L
165 I1U/L
111 TU/L
104 u/L
79 U/L

58 U/L

47 u/L

65 U/L

68 U/L

35 U/L

56 U/L

47 U/L

22 IU/L
gm/dL
gm/dL

gm/dL
gm/dL
gm/dL
gm/dL

gm/dL
gm/dL

QUMW WWWNWW
@) BNd v obwi

69 U/L

71 U/L
B4 U/L
113 u/L
120

121 u/L
116 U/L
124 u/L
123 u/L
127 u/L
127 u/L
129 U/L
134 U/L
134 U/L
135 U/L
128 U/L
151 w/L
181 u/L
210 U/L
228 U/L
295 U/L
300 U/L
628 U/L
485 U/L
331 U/L
357 U/L
313 U/L
226

226 U/L
158 U/L
189 u/L
182 ru/L
1.70 IUu/ML

40

<10
POSITIVE
<1:20

NON-REACTIVE

1:80
14 U/L

29 U/L
463 IU/L
803 U/L
860

790 U/L
889 U/L
981 U/L
905 U/L
907 U/L
775 U/L
820 U/L
773 U/L
775 U/L
604 IU/L
349 IU/L
274 I1U/L
209 1U/L

MIr. report # : 001-0991-970964
Date of this report : 01/22/01

1-44
1-44
1-44
1-44
2-50
1-44
1-44
1-44
5-40
7-56
0-50
30-65
30-65
5-40

MWW WWWWw Ww
oua Yaoa oo
DR B BABRR B
MU Saoa on

L)

30-125

20-125
30-140
30-125

30-125
30-125
30-125
30-125
30-125
30-125
30-125
30-125
30-125
30-134
30-140
30-140
30-140
30-140
30-140
30-140
30-125
30-140
30-140
30-140
30-110
38-126

50-155
50-155
30-130
25-160
0-9.1

<20

<10

<1:20

<1:40
1-45

1-50
1-45
7-45

7-45
7-45
7-45
7-45
7-45
7-45
7-45
7-45
7-45
1-45
1-45
1-45
1-45
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12

13

14
15
16

17
13

19
20

21

22
23

24

25

26

27
28
29

30

31
32

33

BIOPSY

BLOOD
PRESSURE

CALCIUM
CARBON
DIOXIDE
CHEST X-RAY

CHLORIDE
CHOLESTEROL

COLONOSCOPY
CREATININE

CREATININE
CLEARANCE

CT SCAN
CYTOMEGALOV-
IRUS

DIRECT
BILIRUBIN

DOPPLER
STUDY

ECHOCARDIOG-
RAM

ELECTRCCARD-
IOGRAM
EPSTEIN-BARR
VIRUS
ERYTHROCYTE
SEDIMENTATI-
ON RATE
ESOPHAGOGAS-
TRODUODENOS -
CoPY

FASTING

GLUCOSE
FERRITIN

GAMMA
GLUTAMYL
TRANSPEPTID~
ASE

10/23/97
11/06/97
11/20/97
12/07/97
12/26/97
01/07/98
01/28/98
02/25/98
03/25/98
05/14/98
09/09/98
08/10/98
11/09/98
09/18/97

08/22/98
04/17/00

RIGHT CAROTID ARTERY
05/08/98

09/08/98
AFTER INTRAVENOUS FLUID THERAPY
04/17/00
09/20/97
09/20/97

08/26/97
08/10/97
04/11/00
09/20/97
09/12/97
09/20/97
04/10/00
11/22/99
08/02/96
08/26/97
09/20/97
12/26/97
01/07/98
03/25/98
09/10/98
09/16/87

09/16/97
09/11/87
09/25/87

09/25/3%7
02/06/97

08/26/97
09/10/97
09/25/97
10/02/97
10/08/97
10/16/97
10/23/97
11/06/97
11/20/97
12705/97
01/28/98
09/09/98
09/10/98
08/28/97

04/19/00
09/11/97

09/11/97
08/27/97

09/25/97
09/10/97

12/06/97

09/22/98
10/13/98
12/01/98
02/01/9%
08/27/99
01/07/98

08/26/97
09/12/97
09/25/97
02/06/97

of 11
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203 IU/L
117 I0/L
93 IU/L
99 U/L
86 U/L
53 U/L
46 U/L
60 U/L
56 U/L
42 U/L
35 u/L
33 U/L
28 IU/L
SEE LAB TEXT

SEE LAB TEXT
SEE LAB TEXT

80 SYSTOLIC
105 SYSTOLIC

180/90
8.9 mg/dL
25 mEq/L

SEE LAB TEXT

SEE LAB TEXT
MILD CARDIOMEGALY
103 mEq/L

147

167

203

1

3

.4 mg/dL
2 mg/dL

.9 mg/dL
3360 mg/24 hr

O b b A g

212 ML/MIN
SEE LAB TEXT
2.91 (POSITIVE:

1GG)

0.68 (NEGATIVE;
1GM)

0.3 mg/dL
.86 mg/dL
.8 mg/dL
.55 mg/dL
.02 mg/dL
.4 mg/dL
.52 mg/dL
.71 mg/dL
.99 mg/dL
.75 mg/dL
.1 mg/dL
.63 mg/dL
.39 mg/dL

.42 mg/dL
SEE LAB TEXT

COOWHKAUNIUIOAWWED

SEE LAB TEXT
SEE LAB TEXT

SEE LAB TEXT
SEE LAB TEXT

409 (POSITIVE)
25 mm/hr

SEE LAB TEXT

SEE LAB TEXT
SEE LAB TEXT
SEE LAB TEXT
SEE LAB TEXT
SEE LAB TEXT
350.0 mg/dL

2104 meg/L
2166 ng/mL
1629 mcg/L
26 U/L

1-45
1-45
1-45
7-45
1-45
1-45
1-45
5-3%5
15-46
0-40
15-37
15-37
5-35

8.5-10.5
20-30

96-109

170-27S
170-275
100-199

OO0 O0ODO
wuUnN N

1000-1900
107-139
0-0.9

.89

o
[} [
o

CO000OUO 00 OO0 (=)
i

COO0O0OOOO0 OO0 ©

1 WRNNINNON NN DN -

0-0.30

0-100
0-10

- % AT
R0
65.0-115
10-107 . q -
18-440 JAN 3 0 0

23-233
1-65
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08/26/97 257 U/L 1-78
09/25/97 615 U/L 1-109
10/02/97 649 U/L 1-78
10/09/97 833 U/L 1-78
10/16/97 886 U/L 1-78
10/23/97 1158 U/L 1-78
11/06/97 1040 U/L 1-78
11/20/97 1160 U/L 1-78
12/26/97 1002 O/L 1-78
01/07/98 691 U/L 1-78
01/28/98 346 U/L 1-78
02/25/98 312 U/L 5-60
03/25/98 272 U/L 8-78
05/14/98 149 U/L 0-65
11/09/98 128 u/L 5-60
06/02/99 153 I1U/L 0-85
03/07/00 108 IU/L 0-85
34 GLOBULIN 05/20/97 3.5 gm/dL 2.0-4.5
11/09/98 4.1 gm/dL 2.2-3.8
35 GLUCOSE 02/05/97 292 mg/dL
08/26/97 444 mg/dL 65-115
09/13/97 124 mg/dL 84-127
09/19/97 221 mg/dL 84-127
12/05/97 501 mg/dL
09/08/98 355
04/19/00 201
36 HEMATOCRIT 09/10/97 40.8 % 42-52
12/06/97 31.0
09/17/98 27.3 % 37.5-49.
11/09/98 28.0 Percent 34.0-47.
03/27/00 31.5 % 36-50
37 HEMOGLOBIN 09/11/97 14
12/06/97 10.6
09,08/98 10.6
09/17/98 9.60 g/dL 12.8-16.
11/09/98 9.50 gm/dL 11.6-15.
03/27/00 10.0 g/dL 12.5-17
38 HEPATITIS A 09/12/97 NEGATIVE
ANTIBODY
09/25/97 NEGATIVE
39 HEPATITIS B 09/18/97 NEGATIVE
ANTIGEN
40 HEPATITIS C 09/18/97 NEGATIVE
ANTIGEN
41 HOLTER 09/12/97 SEE LAB TEXT
MONITOR
42 INTERNATION- 01/09/97 1.2
AL
NORMALIZED
RATIO
04/10/00 1.2 2.0-3.5
43 IRON 08/26/97 181 mcg/L 45-145
44 LACTATE 08/02/96 173 U/L 100-225
DEHYDROGENA~
SE
02/06/87 217 U/L 50-250
08/26/97 392 1U/L 95-234
09/10/97 1021 uU/L 313-618
09/12/97 988 U/L 313-618
09/13/97 1183 U/L 313-618
09/14/97 1231 U/L 313-618
09/16/97 1099 U/L 313-618
09/17/97 1028 U/L 313-618
09/18/97 1035 U/L 313-618
09/19/97 969 U/L 313-618
09/20/97 969 U/L 312-618
09/25/97 278 1U/L 95-234
10/02/97 213 1U/L 95-234
10/09/97 214 1U/L 95-234
10/16/97 225 1U/L 95-234
10/23/97 209 1U/L 95-234
11/06/97 175 IU/L 96-234
11,/20/97 208 IU/L 95-234
11/09/98 199 I1U/L 100-230
45 LIVER 09/09/98 NORMAL
FUNCTION
TESTS
46 LYME DISEASE 06/02/99 1.65 0-0.89
SEROLOGY
LYME DISEASE/LYME AB, TOTAL IMMUNOGLOBULIN/LYME EIA PCSITIVE
06/23/99 1.81 0-0.89
LYME EIA POSITIVE
47 LYMPHOCYTE 127/05/97 12 8 20-40%
PERCENT
48 MEAN CELL 03/27/00 24.3 27-34
HEMOGLOBIN
49 MEAN CELL 03/27/00 31.7 g/dL 32-36
HEMOGLOBIN
CONCENTRATI -
ON
S0 MEAN CELL 09/22/98 95 fL 80-94
VOLUME
03/27/00 77 fL 80-98
51 MEAN 12/05/97 11.6 fL 7.4-10.4
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52
53
54

55

56

57

58

59

60

61

62

63

64
65
66

67

B.7 Other relevant history, including preexisting medical conditions (Cont...)

Autonomic neuropathy
Legally blind with diabetic retinopathy

PLATELET
VOLUME
PHOSPHORUS
PLATELET
COUNT

POTASSIUM

PROTHROMBIN
TIME

RED BLOOD
CELL COUNT

SODIUM

THYROID
STIMULATING
HORMONE

TOTAL
BILIRUBIN

TOTAL
PROTEIN

TRIGLYCERID-
ES

ULTRASOUND

UREA
NITROGEN

URIC ACID
URINALYSIS
WEIGHT

X-RAY

Hypothyroidism
Foot ulcer

09/20/97
08/26/97

11/09/98
09/12/87
09/16/97
05/18/97
09/20/97
01/09/97

09/13/97
12/26/97
01/07/98
09/10/97

09/17/98
11/09/98
09/12/97
09/13/97
01/07/98
02/05/97

04/09/97
03/07/00
08/02/96

02/06/97
08/26/97
09/10/97
09/11/97
09/12/97
09/13/97
09/14/97
09/15/97
09/16/97
09/17/97
09/18/97
09/19/97
09/20/97
09/25/97
10/02/97
10/09/97
10/16/97
10/23/97
11/06/97
11/20/97
12/05/97
12/26/97
01/07/98
01/28/98
01/28/98
02/25/98
03/25/98
05/14/98
09/09/98
09/10/98
11/09/98
09/12/97

09/20/97
02/05/97

09/12/97
09/20/97
08/27/97

ABDOMEN AND PELVIS

09/10/97
12/08/97
ABDOMINAL
12/08/97
09/18/98
08/02/96

09/20/97
12/05/87
12/26/97
01/07/98
03/25/98
09/10/98
09720797
09/11/97
12/06/97
04/13/00
09/10/97

Page 9 of 11

Date of this report : 01/22/01
3.5 mg/dL 2.5-5.0
146.0 x10 3/mm3 150-400
202 x10 3/mm3 150-400
4.
5.7 3.3-5.3
5.7 mmol/L 3.3-5.3
4.9 mmol/L 3.3-5.3
14.0
13.8
12.7 seconds 10.9-13.3
12.2 seconds 10.9-13.3
4.36 x10 6/mm3 4.70-6.10
2.94 x10 6/mm3 4.00-5.60
3.36 x10 6/mm3 3.80-5.22
138 mEq/L 133-145
140 133-145
132.0 mmol/L 134-145
9.30 0.4-6.2
5.64 0.49-4.7
11.56 mcU/mL 0.35-5.50
0.5 mg/dL 0.1-1.5
0.6 mg/dL 0-1.2
2.03 mg/dL 0.2-1.1
5.6 mg/dL 0.2-1.2
5.9 mg/dL 0.2-1.2
6.2 mg/dL 0.2-1.2
6.0 mg/dL 0.2-1.2
6.6 mg/dL 0.2-1.2
6.5 mg/dL 0.2-1.2
6.7 mg/dL 0.2-1.2
6.6 mg/dL 0.2-1.2
7.2 mg/dL 0.2-1.2
7.8 mg/dL 0.2-1.2
7.8 mg/dL 0.2-1.2
13.2 mg/dL 0.3-1.4
11.6 mg/dL 0.2-1.1
10.3 mg/dL 0.2-1.1
11.7 mg/dL 0.2-1.1
10.1 mg/dL 0.2-1.1
7.25 mg/dL 0.2-1.1
6.67 mg/dL 0.2-1.1
5.3 mg/dL 0.2-1.2
6.5 mg/dL 0.2-1.1
4.32 mg/dL 0.2-1.1
2.51 mg/dL 0.2-1.1
1.88 mg/dL 0.2-1.3
1.73 mg/dL 0.2-1.1
1.3 mg/dL 0.2-1.3
1.6 mg/dL 0.1-1.2
0.8 mg/dL 0-1.2
0.9 mg/dL 0~-1.2
0.81 mg/dL 0.2-1.1
7.0 g/dL 6.0-8.1
6.7 g/dL 6.0-8.1
234 mg/dL
218
196 mg/dL <175
SEE LAB TEXT
SEE LAB TEXT
SEE LAB TEXT
SEE LAB TEXT
SEE LAB TEXT
23 mg/dL 8-28B
19 mg/dL 5-21
47 mg/dL 5-21
24 mg/dL 9-27
23 mg/dL 9-27
16 mg/dL 8-24 .
27 mg/dL 6-28 ;“;«,: Q’
4.9 mg/dL 2.5-7.5 LI AR
SEE LAB TEXT
230 1lbs . .
229 1lbs JAN 3 7 /00

SEE LAB TEXT

Mfr. report # : 001-0991-970964

3
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Impotence

Multiple diabetic complications

Individual Safety Report
PF
23 *365 -3-00—-10%

Mifr. report # : 001-0991-970964
Date of this report : 01/22/01

Page 10 of 1L .

“Severe underlying liver problems prior to Rezulin (troglitazone)"

Carotid stenosis
Hypertension

Peripheral vascular disease

Elevated cholesterol

Bilateral lower extremity claudication

Varicose vein surgery
Hiatal hernia

Anemia

Thyroid nodule
Hashimoto’s Thyroiditis

Fractured right tibia and patella
Poorly controlled diabetes

Hyperlipidemia

Left sided empyema as a child with drainage
010CT91 Cellulitis/diabetic ulcer with infection of the left foot

21JAN93 arthritis

13MAY93 artherosclerosis

13JAN94 “white outs"
31JAN94 cellulitis

08FEB94 left foot infection

C. Suspect medication (Cont...)

Seq No.

C.1 Suspect medication

C.2 Dose, frequency & route used
C.3 Therapy Dates (or duration)

C10. Concomitant medical products

Seq No.
Concomitant Medical Product

Therapy Dates

Seq No.
Concomitant Medical Product

Therapy Dates

Seq No.
Concomitant Medical Product
Therapy Duration

Seq No.
Concomitant Medical Product
Therapy Duration

Seq No.

Concomitant Medical Product
Therapy Duration

Approval information

NDA #

Seq No.
Concomitant Medical Product
Therapy Duration

Seq No.
Concomitant Medical Product
Therapy Duration

Seq No.
Concomitant Medical Product
Therapy Duration

Seq No.
Concomitant Medical Product

Therapy Duration

Seq No.
Concomitant Medical Product

11

: REZULIN 400MG TABLET (TROGLITAZONE)
:2) 400 mg (Daily),Per oral

+2) 05/21/97 - 09/11/97

: 2

s HUMULIN 70/30{(INSULIN HUMAN INJECTION, ISOPHANE, INSULIN
HUMAN ZINC SUSPENSION)

:1) Unk - Ongoing

: 3

: SYNTHROID {LEVOTHYROXINE SODIUM)

:1) Unk - Ongoing

: GLYNASE (GLIBENCLAMIDE)

: Unk

HE)

: MONOPRIL (FOSINOPRIL SODIUM}

: Unk

HE)

: LIPITOR (ATORVASTATIN)

: Unk

:20-702

27

: REGLAN (METOCLOPRAMIDE)

: UNK

: 8

: PRILOSEC (OMEPRAZOLE)

: Unk

: 9

: Unk L2220

:10 § 5 1 yan4

: VITAMIN E (TOCOPHEROL) JAN 2 Y 200t

: Unk

11 .

: GLYBURIDE (GLIBENCLAMIDE) g R éLl‘;W
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Mfr. report # : 001-0991-970964
Date of this report : 01/22/01

Page 11 of il

Therapy Dates +1) Unk - 09/12/97

Seq No. 112

Concomitant Medical Product : VITAMIN A(RETINOL)

Therapy Duration : Unk

Seq No. : 13

Concomitant Medical Product : VITAMIN B

Therapy Duration : Unk

Seq No. : 14

Concomitant Medical Product : VITAMIN C(ASCORBIC ACID)
Therapy Duration : Unk

Seq No. : 15

Concomitant Medical Product : ALDACTONE (SPIRONOLACTONE)
Therapy Duration : Unk

Seq No. 116

Concomitant Medical Product + CARAFATE ( SUCRALFATE)
Therapy Duration : Unk

G. All manufacturers
8. Adverse event term(s)

7) PORTAL HYPERTENSIVE GASTROPATHY

8) ASCITES

9) POSITIVE EPSTEIN-BARR VIRUS

10) GASTRITIS

11) ARTERIAL OCCLUSION

12) DUODENITIS

13) ESOPHAGEAL ULCER

14) HEMATEMESIS

15) HYPOTENSIVE

16) DRUG INDUCED FULMINANT HEPATITIS

17) LIVER FAILURE

18) LIVER NECROSIS

19) JAUNDICE

20) NOT FEELING WELL

21) COLON POLYPS

22) POSITIVE ANTI-HISTONE ANTIBODY

23) ELEVATED SERUM FERRITIN

24) POSITIVE ANA

25) LEFT KIDNEY CYST

26) ENLARGED PROSTATE

27) POSITIVE ANTI-SMOOTH MUSCLE ANTIBODIES
28) PALPITATIONS

29) COLOPATHY

30) INCOMPETENT LOWER ESOPHAGEAL SPHINCTER
31) TORTUOUS COLON

32) CHRONIC CONSTIPATION

33) GASTROPATHY

34) SHORTNESS OF BREATH

) SWEATY

) BELCHING

} DECREASED INR

) LYME DISEASE

) HEMORRHOIDS

) SPLENOMEGALY

} HYPERPLASTIC POLYP
) GYNECOMASTIA

) MALLORY WEISS TEAR
) ESOPHAGEAL MOTILITY DISORDER
) RECTAL BLEEDING

) TUBULAR ADENCMA

) HYPOALBUMINEMIA

} ATROPHIC PANCREAS

} ELEVATED GLUCOSE

)
}
)

)

LIGHTHEADEDNESS E' < ('_:
WORSENING OF CAROTID STENOSIS hadid
CARDIOMEGALY

UTUT UT U ke s i i 0 i o o i i Wt D W W
WNHOWO IO B WNF OWRINON

OFF LABEL USE JAN 3 1 266¢
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‘LATORY SAFETY
For use by user-facihives,

itors and manufacturers for

Apprused by FDA v 042895

Mir report #

001-0981-M02.00514

UF-Dul repart »

AYA R JAYF VYV VLA A A1

PRODUCTS REPORTING

- “Da

MEDICAL

3. Sex

D female
m male

. 1. Pacient identifier 2. Age at time

aof event:

Unk 170 s

ANDATORY

PROGRAM Page 1_ of 5_

reporiing

FDA Uive On o

C. Suspect medication(s)

I. Name (give labeled strength & mfilabeler, ifknown)

#1 ATORVASTATIN (ATORVASTATIN)

#2 (ACETYLSALICYLIC ACID)

In confidence
, 2. Duse, hequeney & route useid 3. Therapy dates  (ifunknowan, give duration;
B. Adverse event or product problem % 20 m o o ot st
|1 m Adverse event and’or D Product problem (e.p., defects/malfunctions) = # 04/ 01/00 - Unkrown
2. Outcomes attributed to adverse event #2 81 m (DAILY
e [ disabiity 9 : " Unknown_ - Unkncwn .

tcheck all that appiy)

D death

D congenital anomaly

D required intervention to prevent

imadaytsr)

D life-threalening : ; , : d 1
pennanent inspainnent'damage il D s D no locsm
| o "2 UNKNOWN Ik apply
| E hospialization - iniual or profonged D other: _
- "2 D)m-s D no D doesr
i3 Dateof 4. Date of 6. Lot# (ifknown) 7. Exp. date JInk apply
event UNK this report 01 / 2 9/ 01 L 1 8. Event reappeared after
sauederar) {murdayiye) reintroduction
- . #2 #2
1 &+ Describe event or problem #1 D yes D no doesn 1
| This is a report from GusEEEN=. P NDC - forproduct probiems ony i known, Ui
h a patient support program by which 12 [Jyes [Jno [ doesmi
patient reqguest information on a specific IInk. _

Gisease state. This consumer on Lipitor
{atorvastatin) 20mg per day to "lower
cholestercl® since 01APROO has experienced
"stomach ulcers", "high blood pressure" and
"some irregular heart rhythms". He was
hospitalized for an unknown reason at an
unknown time. He is currently taking Baby
| aspirin, Zantac (ranitidine), Folic Acid,
Vitamin B, Accupril (guinapril), Lanoxin
{digoxin), Flovent (fluticasocne propicnate),
1 Combivent (ipratropium bromide and
uterol sulfate). It is uncertain if the
«vents occurred before or after the intake
I of Lipitor.

1 6. Relevant tests/laboratory datas, including dates

Unknown Date: Blood Pressure "90/115"

4. Diagnosis for use

#1 HIGH CHOLESTEROL

tindication)

5. Event abated after use
stoppzd or duse reduced

UsSA

10. Concomitant medical products

1) UNK

G. All manufacturers
1. Contact office - name/address

PFIZER REGULATORY SAFETY
PFIZER PHARMACEUTICALS
235 EAST 42ND STREET
NEW YORK NY 10017

( Initial Unit )

and therapy dates (exclude reaument ot events

{& mfring site for devices)

"

2. Phone number

(212)572-3124

3. Report source
{check all that apply)

foreign
study
literature

cmsumer

health

(masdayiyr)

4. Date received by manufacturer

D S-day
D 10-day
&] [nitial

wser facility
10/12/00 ND#
— company
i Tepresemative
6. If IND, protocol ¥ PLA #
distributor
pre-1938 O v
7. Type of report other:
icheck all that apply) oTe O s
product [

s.
{AINDA® 20-702

professional

0o 00 oeooa

E 15-day .
D periodic
D follow-up #

T Other relevant history. including preexisting medical cunditions fe.p.. allerpies, race,

pregnancy. smoking and alcohol use, hepaticirenal dysfunction. etc.)

-Blood Type (present): A+

9. Mir. report number
001-0981-MC100514

E. Initial reporter

1. Name, address & phone #

Adverse event term(s)

1) REACTION UNEVALUAELE
2) STOMACH ULCER

3) HIGH BLOOD PRESSURE

4} IRREGULAR HEART RHYTEM

Submission of a repor1 does not constitute an
admission that medical persunnel, uscr facility,
distributor, manufacturer or product caused or

3300A Facsimile contributed to the event.

O

2. Mealth professional?

3. Occupation

Unknown

mnu

4. Initisl veporter also
sent report to FDA

D ves D no [ﬂ unk

FROo o

;
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For use by user-facilities, Mie repart »

: i -0981- 00¢ !

%366 ~3=00-02% sutors and manufacturers for 001-09€1-M010051¢ i

IANDATORY reporting UE /Dt eepos »
AvVvARJBF VYV VLA K N\ _ AN B

2 5_ FOALwO o

of

C. Suspect medication(s) B
1. Name (give labeled strength & mft/labeler, if known;) .

YDA MEDICAL PRODUCTS REPORTING PROGRAM Pl\g!

Patient Information

1. Patient identifier 2. Age sl time - Sex 4. Weight
of event: D female #3 (RANITIDINE)
. or lbs
Date D male ma (FOLIC ACID)
I confidence of birth: —_
B Adv cvent or product pmblem 2. Dose, trequency & route used 3. Therapy dazes Ut unkrown. give duration
* erse . . X3 (Unknown ) Iromia (or beat estur ate)
{ 1. D Adverse event and'or D Product problem (€.g.. defects‘malfunctions) # Unknowr - Unknown )
2 Out Itributed to adverse event 4 {Unknown) .
P T e [ disabitiey * Unknowr_ - Unknown
icheck alt that apply) D —_
it 4. Diagnosis for use  iindicationi 3. Eventabaled after use
congenital anomaly £ !
D death - T ; #3 UNKNOWN stopped or dose reduced
D tean daxpry D required intervention to prevent D E' D
{tfe-threatening ; ;i B . #3 yes no doesi 1
permanent impairment'damage T #3
i UNKNOWN Unlk . 2pph
. D hospitalization - initial ot prolonged D other: -
. i kmowm . L [].»es 0 nok[j dwf-'i
- Lot# (ifknown) 7. Exp.date (ifknown) m appl
3 Dateof 4 Date of # #2 & Fvem -ared aft
ovent this report VER! reappeared after
1o dnyan fmoidey fyr) reintroduction
< a4 #4
- Describe event or problem ¥} D_\'rs D ne D doest 1
{ R 9. NDC # - for product problems only (if known) Unk apphy
o N LA - %3 Dy:s D no gmls\l 1
Unk e
10. Concomitant medical products and therapy dates (exclude U ahnent of event;
:
i
: G. All manufacturers
1. Contact office - name/address (& mfring site for devices; 2 Phune number
3 Reportsource
i (chech all that apply:
! D foreign
D study
i D literature
R D consumet
: [ nean
i xsion
i . 4. Date received by snanufaciurer 5 professional
f {madeyiyr) {A)NDA » —
D user facilin
j 6. Relevant testsfdaboratory data, including dates IND # _ D company
H 6. 1{IND, protocol # PLA & representative
distributor
i pre-1938 D yer D >
7. Type of report D other
(check all that apply} OTdC D yer
product _
D 5-day [:] I 5-day -
8. Adverse event ternys)
D 10-day D periodic
D Initial D follow-up# ___
' 7. Other relevant history, including preexisting medical conditions (e.g.. allergies, race, 9. Mir. report number
pregnancy. smoking and alcoho! use, hepaticirenal dysfunction, etc.)
E. Initial reporter l
I" Nawme, address & phong ¥
£ 4 : . S .
» ” ‘ . .
FEE Lo e

. : 2. Health professivnal? 3. Occupation 4 Initial reporter also
Submission of a report does not constitute an sent report to FDA

admission that medical personnel, user facility,
distributor, manufacturer or product caused or D yes D no D ves D no D unk
JS00A Facsimile contributed to the event. X -

FEL 1R
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.NDATORY reporting
ivam /mr v Y A -
DA MEDICAL PRODUCTS REFORTING FROGRAM Page of 2
Patient Information Suspect medication(s)
L. Patient identifier 1. Age at time 3. Sex 4, Weight 1. Name (give labeled strenpth & mir/abeler, if known)
o:)fe\‘cn(: D female Ibs #»s VITAMIN B
or
Date D male #6 (QUINAPRIL HYDRCCHLORIDE)
In confidence of birth: kgs
B. Adverse event or prod broh 2. Dose. frequency & route used

2ATORY SAFETY
‘or usc by user-facilitics,

lors and manufucturers for

appraved by FDA un (92895

MIr report &
001-0981-M0O10C514

UFDist repart #

FDA tive Or Iv _J

#5  (Unknown)

3. Therapy dates (il unknown. give duration’

Tronvto (or best eatimule)

L D Adverse event and/or D Product problem (e.g., defects/malfunctions) #s Unknown - Unknowr. i
2. Quicunies anributed to adverse event LA {Unknown)
ssability #6 1In} | - ’
icheck all that apply) deblhb Unknown Unknown e
D death D congenital anomaly 4. Diagnosis for use  tindication: S. Eventabuted after use
' e N #5 UNKNOWN stopped or duse reduced
N . {mo’duriyr) D required intervention 1o prevent
. D life-threatening permanent impainnenv‘damage FTs L] Dycs D no d‘x?”
| N UNKNOWN Unk —aply
D hospitahzation - imitial or prolonged D other:
- ¥6 D yis D no D doest t
6. Lot # (fknown) 7. Exp. dute  (if known apply
T Dateof 4. Date of ye Lo ! 4 xp. dute ) Unle  applr
event this report b B &, Event reappeared after
iuw dayyrl fawniduriyr) reintroduction
#6 6
5 Describe event or problemn 48 D yus D nn doesr 't
9. NDC # - for product problems only (il known} Jnk apply
e [:]yn:s [:I no doelsrl
. apply
nk PPy ]

6. Relevant tests.-laboratory data, including dates

10. Concomitant medics} products

G. All manufacturers

and therapy dates (excluce treatment ot event)

D 5-day D 15-day
D 10-day D periodic
D Initial D follow-up &

1. Contact office - name/address (& mfring site for devices) 2 Phone number
3. Report source
{check all that apply)
D foreign
D study
D luterature
D consumer
[] nean
4. Date received by munufacturer S. professional
(me/durtyr) (AINDAY
D user facility
Wo= [] company
6. I{IND, protocol # PLA & fepresentative
distributor
pre-1938 |:] yes D
7. Type of report D ocher:
icheck all that apply) or1C D yes
product

8. Adverse event term(s)

Other relevan history, including preexisting medical conditions (e.p.. allergies, race,

pregnancy. smoking and alcohol use. hepatic/renal dysfunction, etc.)

Submission of a report does not constitute an
admission that medical personnel, user facilicy,
distributor, manufacturer or product caused or

1500A Facsimile contributed to the event.

9. Mfr. report nuniber

E. Initial reporter
1.

Name, address & phone #

e,

2. Heshth professional?

Dyes O w

3. Occupation 4.

Initial reporter also
sent report to FDA

D yes D no

FEY 020
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FDA MEDICAL PRODUCTS REPORTING PROGRAM

Patient information

2. Age at time 3. Sex

D female
D male

1 Patient identifier

of event:
or

Date
In confidence of birth:

B. Adverse event or product problem

Appresed by FDA an 09:28 95

LATO%Y SAfFE_]TY = ——
‘or use by user-fucilities, v repert s
g -0931-M01L
tors and manufaciurers for 122 1-0931-M0100514 N
\NDATORY reporting [
Page 4 of 5_ FOA Lswninhy

C. Suspect medication(s)

»7 (DIGOXIN)

L. Name (give labeled strength & mifilabeler. if known)

or
#8

(FLUTICASONE PROPIONATE)

2. Dose. Irequency & route used 3.

¥ 0.125 mg (DAILY)

from-An {or best exbiniate;

Fherapy dates il unknowr, pive duration

I D Adverse event and’or D Product problem (e.g.. defects/malfunctions) "7 Unknown - Unknown _
2. Outcomes attributed tu adverse event " ( Unknown)
i isability B8 7 W - i
" ucheck all that apply s (] disabiiny Unknow:: Unknown .
' D death D congenital anomaly 4. Dingnosis lor use  (indication} | S Lveatabated after use
L . 47 OWN i stopped or dose reduced
| Gwednan D required interventicn to prevent ¢
. E] life-threatening permanent impaiment'damage -3 L D yes D no doernt
| D hospitalization - initia] fonged D " UNKNOWN Unk __appl:
H aspitalization - tnitial or pro Ongt other:
! bl [:] ves D no D doe. n't
6. # (if known) 7. Exp. {if hnown. app v
T Date of 4 Date of - Lotw - Exp. date  (Finowo Unk app: |
event this report ! ! & bventreappeared after
(e das ary (runiduriyry reiniroduction
< L2] *#8
{ 7 Describe event ur problem .7 D ves D no doeen
! 9. NDC #- for product prablems only (if known) Unk apply
' *N D'.ts D no D dociu'l
appl.
Unk_**

and therapy

10. Concomitant medical products

G. All manufacturers

1. Contuct office - name/uddress (& mfving site

dates cexchude teatment of event

for devicesi 2. Phune number

2. Report source

«check ail that apply)
D foreign

D study

D hterature

D lonsumer

nealth

{ 6. Relevant tests/lsboralory data, including dates

4. Date received by manulacturer 5
tmoiduytyr) (ANDA #
IND#
6. IFIND, protocol # PLA &
pre-193
7. Type of report
(check all that apply) otc
product

professional
D uset facitity
D company
representative

D distributor
D other:

8 E yes
0

D 5-day D 15-day
D 10-day D peniodic
D Initial

D follow-up#

| 7. Other relevant history, including preexisting medical conditions
pregnancy. smoking and alcohol use, hepatic/renal dysfunction, etc.)

(e.g., allergies, race,

9. Mfr. report number

E. Initial reporter

1. Name, address & phone ¥

8. Adverse event terims)

FFR A9 o

Submission of a repori does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or

35004 Facsimile contributed to the event.

2. Health professional? 3. Occupation

D yes D no

4. Initial reporter also
sent repore to FDA

D,\«s Dno Dunl\ |

2
[ARNEE

FER
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) UFDist repart &
ANDATORY reporting
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PROGRAM Page 2 5 DA Use Caan

FDA MEDICAL PRODUCTS REPORTING

C. Suspect medication(s)

A. Patient Information

1. Patient identifier 2. Age at time 3. Sex I Name (give labeled strength & mfidlabeler, if known)
of event: [ temate ® # (IPRATROPIUM BROMIDE, SALBUTAMOL SULFATE)
S
or
Date D male L]
In confidence of dirth: —_—
B. Adverse event or product problem 2. Dose, frequency & route used 3. lhc'rap.\ tlHl!S‘ @ifunkaown. g.ve duration
. %9 {(Unknown) frumity (ur bess extisante)
1. D Adverse event and’or D Product problem (e.g., defects/malfunctions) * Unknown - Unknown _
s . ) N Al
| <. Outcomes atiributed 10 adverse event L £10
fchech all that apply) D disability ——
D desth D congenital anomaly 4. Dingnosis for use  (indication 5. Event abated after use
! j Lo . #9 UNKNOWN stopped or douse reduced
o Amedunany D required inlervention to prevent
D life-threatening permanent impainnent'damage 0 #9 Dj-'es E] no Dd““ i
| . 1Ink __ appl
H D hospitalization - initial or prolonged Dot.her: -
—_— "lODyes D no D does 11
6. ifk 7. . ifk |
3 Date of 4. Date of " Lot # if known) ; Exp. date  (iTknown) appl
event this report 9 R. Event rewppeared alter
(v day v twra/duyivr} reintroductiun
< 0 B0
- Describe event or problemn .1 D)es [:l no I:] does 't
! 9. NDC # - for product problems only (il known) Unk appk
i #10 es no does 11
! O O does
1C. Concomitant medicsl products and therapy dates (exclude reatment of event)
!
|
)
G. All manufacturers
1. Contact office - name/sddress (& mfring site for devices) 2. Phone number
H 3 Report source
(check all that apply)
D foreign
{
| D study
I' D literature
D consumer
O theatn
4. Date received by manufacturer 5. professional
! (moiduy/yr) (AINDA # —
D user facility
o. Relevant tests/laboratory data, including dates INbw — D company
6. I IND, protocol # PLA # fapresentative
i distributor
i pre-1938 D yes D
7. Type of report D other:
. (check all that apply) 0o1C D yes
) product
D 5-day D 15-day -
i 8. Adverse event termys)
: [ 100y [ periodic
' D Initial D follow-up &
I 7. Other relevant hlistor.\. including preexisting medical convnmions (e.g. allergies. race, 9. Mfr. report number
i Fregnancy. smoking and alcohol use, hepatic/renal dysfunction. etc.)
\ E. Initial reporter i
1. Nume, address & phone #
!
)

Submission of a report does not constitute an 2. Health professional® 3. Occupation 4. Initial reporter also
sent report to FDA

adnussion that medics) personnel, user facility,

distributor, manufsciurer or product cansed or D yes D ne D yes D e D unk
3300A Facsimile contributed to the event, ’-F P

. - ’
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[HE EDA MEDICAL PRODUCTS REPORTING PROGRAM Page

A. Patient information

1 Patient identifier [ 2. Age at time

] l I 1 of event: Dtemave

O e = e s
il mae
In confidence

Date
of birth:
B. Adverse event or product problem
. [{/] Adverse event  andlor [] Product problem (e.g., defects/malfunctions)

3. Sex

avents and product problems

Individual Safety Report , . . Form Approved: OMB No. 0910-0291 Expires:12/31/94
T \/ OLUNTARY reporting £ Use Ont S=e OME s:atement on reverse
dnrale e S s Only
health professionals of adverse GUEx —
366 3 9-4—60—01* , sequence # N

2 Outcomes attributed to adverse event o
{check alt that apply) [:] disability

L] deah D cangenital anorma'y

. ey D reguired intsrvention to prevent
(7 ite-threatening permanent impairment/danrage
[;Z"\ospna\izaxim - nitai or preienged D other.

3. Date of 4. Date of

ot ol Jasue | ey (9% )50

£ Describe eventor problém ! 7
Pi. adwided T be. of black towey
deel and hematemes s

En h:‘)“})CC) ()'Y. had ¥ i—!—e_ihc:f)\eb‘.x‘\}
Bematoerit and Fell mowcens and
Decuame 'j"CAQh <o d;C .

7. .u',\\dér u.;e.r\% Caoouter 2‘1."_;51\ an d
"\ﬂi}e\.\"; o ‘H\-u’cxfcj of +he lcer,

\3-}. haA b'\cca ‘\ﬁ.»n‘;@w&\cﬁ becuwase
:,\— e J HaR

& Relevant tests/laboratory data. including dates

Tel<wvnae

Eoaoscop 5 |

ofujoe T HGB =75 [HCT = 21.4
,c}sfco THGB = R.T /HCT z25.¢

7. Other relevant history, including preexisting medical conditions {e.g.. a lergies.
race, pregrancy. smoxing and alcohol use. hepaticirenal dystunction. etc.}

Pon H‘\leri-:s

T2/ 24 889

Mail to:  MEDWATCH or FAX to:
5600 Fishers Lane 1-800-FDA-0178
r Rockyville, MD 20852-9787

‘ ! .‘T'

(AT

of
C. Suspect medication(s)

1. Name (gve labeled strength & mirfabeler if krown}
"Hs0iee

#2
2 Dose. frequency & route used 3 Therapy dates (i in< cwr. give duration:

om0 G dest B8hTale

T naknnon \ PO |"For) week OTAH

42 42

4. Diagnosis for use (ingicatior 5. Eveni abaled after use
stopped or dose reduced

LA]
___'vﬁy}nm&!:’__ S en— N ﬁgggaﬂ

#2
> w3 [ Ao doesnt
& Lot # it known' 7 Exp. date {if known) w2 Jyes [Cne apply

#, "
<y 2 -Lhﬁtnﬂz-:ﬂ 8 Event reappeared after

reintroduction
#2 #2

#1 c doesn't

3 NDC# T Clves [ no iTd5g8r
{for product proatems cnly) -

- 32 [Jyes [Ino Dgggﬁy”'f

10. Concomitant medical products and 'herapy dates (exclude treatmeni cl event:

D. Suspect medical device

1. Brand name

2. Type ol device

3. Manufacturer name & address 4. Operator of device
D neahh arofess onal
[7 1zy useripatiert

RECEIVED |

FEB 0 ?. 2”3' 5. Expitatic;nbdatem

5. e v
mooe - MEDWATCH GTU-
catalog # B - 7 - 7. ﬁ':?dg!?’?ted, give date
serial # _ . o - i
8. If explanted, give date
fot & FER 0 5 2001 LRamete
other #
9. Device available for evaluation? (Do not send to FOA)
D yes [:] ro D returned to manufacturer on

o Ay e

10. Concomitant medical products ard therapy dates {exclude treatment of event:

E. Reporter (see confidentiality section on back)
Name, address §

2. Heajth professional? { 3. Occupalio 4. Also reported to
ves 1 no - ‘f + (] manutacturer
— — y T 0“ m SO g L_] user faci ty
5. if you do NOT want your identity disclosed t 7
the manutacturer, place an ** X ~ in this box. [} astroutor

FDA Form 3500 (6/93) Submissian of a report does not constitute an admission that medical personnel or the product caused or conltributed to the event.
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patie 0 atio
1 Patient identifier | 2. Age attime 3. Sex 4. Weight
of cvsnt
or B 66 Yearsa.:, . [ temale - Ibs
Date
in confidence of birth: male — kgs
B. Adve e eve Or prod propie
1. Adverse event  and/or D Product problem (e.g., defects/matfunctions)

VOLUNTARY reporting

ealth professionals of adverse
/ents and product problems

Internet Submission - Page 1 cé g i

2. Outcomes atiributed to adverse event
(check all that apply)

D death ___

{7 iife-threatening

[J disability
E] congenital anomaly

D required intervention to prevent
permanent impairment/damage

[:] other: ___________________

\m"\’ddv'YWY)

hospitatization = initial or prolonged

3. Date of 4, Date of
event 11/20/2000 this report 02/07/2001
{mmcdiyyyy) (mmvda/yyyy)

5. Describe event or problem

Pt was transferred from LTC facility to
med/surg facility due to c/o BRBPR and
SOB.

6. Relevant tests/laboratory data, including dates

7 Other relevant history, including preexisting medical conditions
(e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

s/p resection of rectal CA

CTV(37/9/

or FAX to:
1-800-FDA-0173

mﬁ Mait to: MEDWATCH

5600 Fishers Lane
Rockville, MD 20652-97&7
FDA Form 3500

Submission Q&@mkt

Fotm Appraved: OME No. 091)-0291 Expises: <2/ 110
See (M statement or rev rs.
U FDA Use Only
Trizge unit
sequence ¥

[ 5 2)9]
. Suspect medication(s) — ——— 1

1. Name (Product Name) {Labeled Strength! (M'r/abeler)
#1 Aspirin 325 mg

#2 / /

2. Dose/Frequency/Route used 3 Therapy dates (if unknown, give dural o)
325 “rom Tc (cr bes' esumetes

daily
g / /0"'" Mlo9/18/2000 - 11/10/2000

#2 / / #2 -

4. Diagnosis for use (separale indications with comemas} 5 Event abated after use
#1 stopoed or dose reduce:!

#1 [Vyes [Jno e

#1

#2
deasr l
6. Lot # (if known) 7. Exp. date (T known: | 2 Uyes [Joo Clgesyy
#1 #1 8. Event reappeared after
reintroducsion
#2 #2

A1 Dves [Jno [g55%
w2 [Jyes [j no :Igggg” t
—

10. Concomitant medical products and therapy dates (e:-.clude trzatr enl of event)

9. NDC # (for product problems only)

furosemide glyburide ISDN lis:ncpril
metolazone KCl prednisons pr.midone
terazosin APAP diphenhvdramine al

D. Suspect medical device ﬂ

1. Brand name

2. Type of device

3. Manufacturer name & address 4. Opera.or of device
El heaith prolessicnai

-
_’ lay usericatient
I

RECEIVED | -

v

. Expiration date

6. r tU U 6 Z1r]| {r ed? ryyyh
model® _______ _
MEDWATCH CTU. [ ramesin
. If :mplarted, give date

catalog # ___ __U 1 u in mhﬁl’yy.'l ¢
serial # ____ e

8. If explarted. give date
lot # e (-"-'“/dpm Wi g
other #

9. Device available for evaluation?

D yes D no D TIAd Lyt
10. Concomitant medica! products and therapy dates (2x- :'U(‘FEBWU 083 ZU(] l 1

(Do not send device 1> [)SS

returned to manufacturer on _

E. Reporter (see confidentiality section on back)

Name whone Cong——

VA 1tts!ur|gn llealthcare Sysgem -23zM-F ., 7280 H.gh_and
&

Dri’
Plttsburgh
United States
2. H@alth professional? B 4. Also reported to

‘)7'35 D no ‘ﬁ‘& D maufacturer

. Pennsylvan:a
Mario . D:nardogred.
3. Occupation
Pharmacist

15206
va.gov

5. If you do not want your identity disclesed to 0 usertacity
the manufacturer, place an “X” in this box. E] distributor

&
m an admlssion that medical personnel or the product caused or contribute 1 to the event.
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For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 8" 2,{ X

C10. Concomitant medical products and therapy dates continued 1

butgrol reg insulin ipratropium

dates continued

D10. Concomitant medical products and therap

DSS
FEB 0 8 2001

AP

/13719

Mall to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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THE FDA MEDICAL PRODUCTS REPORTINGC PROGRAM

A. Patient information
1. Patient identifier | 2. Age at time

of event: 81 Years
@ ;
Date
In confidence of birth:

B. Adverse event or product problem

1 Adverse event  andfor D Product problem {e.g., defects/malfunctions)

VOLUNTARY reporting
:alth professionals of adverse
ants and product problems

unernet Submission - Page 1 ol 1

2. Outcomes attributed to adverse event D disability

(check all that apply)
D congenital anomaly

D death _____ . __
D required intervention to prevent

. . (mmiodiyyyy) -
D life-threatening permanent impairment/damage
D cther: ______

haspitalization — initial or prolonged

3. Date of 4. Date of
event 11/22/2000 this report 02/07/2001
(mmadiyyyyi (mmycdiyyyy)

5. Describe event or problem )

Pat:ent was admitted from his nursing
home after experiencing large heme
positive emesis. Aspirin was
discontinued and patient was treated with
IV famotidine.

6. Relevant tests/laboratory data, including dates

7. Other retevant history, inciuding preexisting medical conditions
(e.g.. allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

dementia HTN CAD s/p MI COPD CHF
UTI secondary to atonic bladder

¥:
2

nAFD
CcTUN37/ IR

Im Mail to: MEDWATCH

ey Yol
5600 F s} O ?Ax .800-FDA-0178
Rockvmﬂgﬁ; ;
FDA Form 3500

)
Form Appreved: OMB Vo. 0910-029% Expires: 123 /0L
tiae OMB statement an “eve e

[ 37792 ]

C. Suspect medication(s) |

1. Name_ (Product Name) (Labeled Strength) (ML abeler)
" Aspirin / 81 ma

#2 / I/

FDA Use Only

Tringe unit
sequence ¥

2. DosefFrequency/Route used 3. Therapy dates (if unknown, give: du-ation) N
: From To {0’ besi eshmalte)
4 81 ™9 /dally /Oral # -
#2 / / #2 -
4. Dlag is for use ( indications with commas) 5. Event abated after use
#1 CAD stopped or dose reducec
#1 lvive doesn .
" Yiyes D no oy
doesr t
6. Lot # (if known) 7 Exp. date (il knowrt |72 Oyes (o [
#1 #i 8. Event reappeared after
reintroduclion
#2 #2
#1 Dyes [Jno (V] doesr
v]s
9. NDC # (for product problems only) pp
- - u2 Dyes D no Dgggﬁ}' t

10. Concomitant medical preducts and tharapy ¢a ex (exclude trzatment ¢* 2vent]

digoxin felodipine prazosin

lansoprazole lisinopril multivitarin
thiamine APAP milk of mag

Combivent FeS0O4

D. Suspect medical device I

1. Brand name

2. Type of device

£

3. Manufacturer name & address 4. Operator of device
E] health professiona
[:] lay user/patien!

E} other:

RECEIVED | .

. Expiration date
6. i nmredtyy (v?

(73

T

modet # F B 0 8 /rl i e
et EDWATCHCTY -

ot #

7. W implanted. give dal-;:

! VR Yy gy

8. It explanted. give dal=
AT iy vy

other #
9. Device available for evaluation?

D yes D no

10. Concomitant medical products and therzpy dates; {e<ciade treatn gnl o avent;

{Do nct senti device 1o FOF;

D returned lo manufactirer on [
LN U Iy yy i

E. Reporter (see confidentiality section on back)

VA Pittsburgh I—lealtﬁk re Sys:ten

Drive

Pittsburgh
United States

2. Health professional?

yes D no

5. If you do not want your identity disclosed to
the manufacturer, place an “X" in this box.

SL3UM-E, 7LEC DSS
. . BEB 0B 201

Mario.Dinardowmea
3. Occupation 4. Also reporied to
harmacist

[] manufaclurer
[:] use- facinty
E] distnbu.o

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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66224
For VOLUNTARY reporting by health professionals of adverse cvents and product problems
Internet Submission - Page 52 oA L

C10. Concomitant medical products and therapy dates continued |

Zolic acid docusate

LY

-

dates continued

D10. Concomitant medical products and therap

DSS
] 37/9A FEB 0 8 2001

Mail to: MEDWATCH or FAX to:
5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



Inaividual Safety Report CE B
«ealth professionals of adverse J i e i . —
*3662250-1-00-01% sents and product problems tquance / Z 7[? ;

unernet Submission - Page 1 a() -

THE FPA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patient information C. Suspect medication(s) I

1. Patient identifier | 2. Age attime 3. Sex 1. Na(r:ne Product Name) 325(Labeled Strength) {MfriLabelen
of event: EC AS mg
' - 72 Years [ temate #1
Date o / /
v
In confidence o ol - 2#20 F TRoute used T Therapy Gates (1 unknowi, Jve Jarator |
. Dosel/Frequency/Route use . Therapy dates (il unknown, 3ive duratior}
B. Adverse event or product problem 325 daily ' From To “or bes: estmare;
1. [7] Adverseevent andfor || Product problem (e.g., defects/matiunctions) # g / / oral # -
2. Outcomes attributed to adverse event o / / - —
(check all that apply) [ disabitty #2 #2
D death D congenital anomaly 4. Diagnosis for use (separate indications with commas) 5. Event abated after uss
eath ____ — , i 3{ dord d
) (mivddiyyyy) [ required intervention to prevent w1 Prophylaxis stopped or dose reducec
D life-threatening permanent impairment/damage #1 Y35 [] ne %%‘5;':
v| hospitalization — initial or prolonged olher: ____ .. #2
] pitalizati mitial or p g O _ 22 [yss [Jne Ddoelqn‘.
6. Lot # (if known) 7. Exp. date (if known) apoly
3. Date of 4. Date of #1 # -1
event 11/26/2000 this report 02/07/2001 3. Eventrezpoeared aftar
immicaiyyyy) (mmvddivyyy) reint-oduction
5. Describe event or problem #2 #2 ,
Ceron - A1 Oys [Jno (gEY
Pt.: was admitte .after presex‘ltatlon to ER 9. NDC # (for product problems only} Y.
with c/o RLQ pain. Was admitted for work - -~ w2 [yss [ no DQSSF,,”"

f lo bleed.
up © presumed wer GI ed 10. Concomitant medical products and therapy dates {esclude lreatirert of event)

APAP bisacodyl brimonidine
clotrimazole cream dilciazem dccusate
glyburide pentoxifylline quinire

ranitidin

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operato- of device
[:] healh professional
E] lay user/palient

E] othe

RECEIVED |—oo

. Expiration date
6. fmeda gy

6. Relevant tests/laboratory data, including dates 7. Ifimplanted, give dalv:—
catalog # !

T NEDWATCRCTO| ™

8. If exp anted, give dat;

lot # e e e ¢ A YV evs
other # .
9. Device available for evaluation? {Do not send device o FDA)

D yes D no [:I returned o manutacturer on

7. Other relevant history, including preexisting medical conditions
(e.g.. allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

CRI DM hypercholesterolemia HTN ED

1. Name phone # q
s PO B -

o ¢ H e VA Pittsburgh Healcthcare Syscert -13ZM-+4-, 7 .80 m
!\\/lh"{-mf\ - Drive

Pittsbi ¥ Pen lvari : 154°C
United Staces vario simarsaned va bES 078 2001

C/ U/ 37/73 2. Health professional? 3. Occupation 3. A s0 reported to
. (] no |Pharmacist

yes D manufacturer
Mail to: MEDWATCH or FAX to: —— ] user faciity
5600 Fishergbapes & ¢ . ‘1i80MFDA-0178 5. If you do not want your identity disclosed to user faciity
r ROCW:@&%}E@” VR WAL ¥ the manufacturer, place an “X" in this box. D l:] dislr butor

FDA Form 3500 Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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i
6622
For VOLUNTARY reporting by health professionals of adverse events and product probles
Internet Submission - Page 5.2

dates continued

C10. Concomitant medical products and therap

e temazepam terazosin

D10. Concomitant medical products and therapy dates continued !

DSS

/1S$7/93 FEB 0 & 2001

Mail to: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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THE FDA MEDICAL PRODUCTS REPORTINC PROCRAM

A. Patient information
1. Patientidentifier | 2. Age at time

' of event:

84 Years
or
In confidence

or
Date
;I

B. Adverse event or product problem
1. Adverse avent  and/or [:I Product problem (e.g., defects/malfunctions)

r VOLUNTARY reporting { \\'j“
health professionals of adverse
events and product problems g

Internet Submission - Page 1

2. Outcomes attributed to adverse event D disabili
isability

{checx all that apply)
D congenital anomaly

D death

D life-threatening

e e [ required intervention to prevent

permanent impaiment/damage

D other:

hospitalization — nitial or prolonged

3. Date of 4. Date of
event 12/28/2000 this report 02/07/2001
imm/odlyyyy) (mmiddiyyyy)

5. Describe event or problem

Patient presents to OBMT for a follow up
of melena from ED a week before. Claims
that signs/symptoms are better and has no
abdominal pain. Diagnosed as UGI bleed.

6. Relevant tests/laboratory data, including dates

Rectal melena confirmed with heme
pcsitive. Hct 32.5, Hgb 10.8, INR 2.3,
BP 159/66

7. Other relevant history, including preexisting medical conditions
(e.g.. allergies, race, pregnancy, smoking and alcoho! use. hepatic/rena! dysfunction. etc.)

HTN, CAD, A-fib, Dementia, CHF, PE,
Hypothyroidism, RAD, BPH, Vit Bl2
deficiency.

( ZQQEZZPZNW

Mail to: MEDWATCH or FAX to
r 5600 Fishers Lane 1-800-FDA:0178
Rockville, MD 20852-9787 5

FOA Form 3500

A -
¥

Form Approved: OME. No. (91)-0291 Expires: 12.:1/10
See UM3I statement on sey :es-:

[ Z7RD 3

C. Suspect medication(s) |

FDA Use Only

Triage unit
sequence §

1. Name_ (Product Name) (Labeled Strength! (MFe/ _abeler:
Warfarin Smg
#1
Aspirin 81m
w2 AP / &mo /
2. DoselFrequency/Route used 3 Therapy dates (i un qown, give gurat on,
> 5 Fom T¢ {¢r bes: estimate
# Varia Use ) /Orat # _ es: estimate:
ble as dir
#2 81mg /QD /Oral H2 -

4. Diagnosis for use (separate indications with commas;
# A fib, PE

5. Evernt abated after use
stopped or dose reduce :

wlmmmﬂ%w

#2 ©AP
doe
6. Lot # (if known) 7. Exp. date (il known. #2 D)es [] no app
M # B. Event reappeared after
reintroduczion
#2 #2

#1 [Jyes [Jno [7] ggg

d
H2 Dyes [] no [v] aBS
10. Concomitant medical products and therapy dales {exclude trzalm ent of event)

9. NDC # (for product problems only)

Selenium sulfide, Psyllium, digoxin,
levothyroxine, lisinopril, vit B12
albutrol, acetaminophen, lansoprazole

D. Suspect medical device l

1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator- of device

[:| heazlth p-ofessional
—
t | tay usercatient

i
! olter

RECEIVED

-~

e oA o 200 5. Expiration date
3 FEDb U & ou ~ mtudt ryy gt
model # ___ __

7 . I
csoos MEDWATCH CTU [ meiviaomei
serial # o

8. If explanted. give date
lot # e e n vn/'gnmy; 9
other #

9. Device available for evaluation?
l:] yes D no

(Do not send device t> FDA)
D returned to manufacturer on

{1 midihyyy

10. Concomitant medical products and therapy dates (2xclude ‘reatment of event)

I (see confidentiality section on back) !

0SS
FEB'8 200

4. Also reported to
D ma:ufacturer
Jser facility
[ distituto

1055 Clerment St.
Denver Coloradc
United States

2. Health professional?

yes D no

3. Occupation
Pharmacist

5. If you do not want your identity disclosed to
the manufacturer, place an “X" in this box.

o L A
Submission of a repogtd{e%f‘?@I constitute an admission that medical personnel or the product caused or contribute 1 to the event.
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In Report
‘“ | 2335-X-00-01+*

VIR

ITHE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patient information

4. Weight

ow

kgs

B. Adverse event or product problem
1. "d Adverse eveni andfor [ Product problem (e.g., defects/maliunctions)

F. Obicomes attributed 10 adverse event
{Check all that apply) [ disability
[ Death date: __/_/. [ congenital anomaly

[Oiite threatening ] required intervention to prevent

(] hospitalization - initial or prolonged permanent impairment/damage
0 other:
3. Date of Q 4. Date of \
14 . <
avent \8 O O this report Z)O \’D \

| F7 220

r VOLUNTARY reporting FDA Use only
alth professions of adverse
ants and product problems At

e ONS

C. Suspect medication(s) I

1. Name (give labeled strength & mirAabeler, it known)

# }\-r/o‘ b ¢l '\'3\&—

2 'R‘J@\l&/v
2. Dage, freqdbney.& route used 3. Therapy dates (if unknown, givi: duration)
\ <\ \/' r . fromio (or best estimate}
Ce> RSN YA TN "
#2

4. Diagnosis for use (indication)
Clwr
Cep —

#1

#2

3. Event abated after use stopped
lor dose, reduced

1 qyss i1 no [Jdoesn't apply
’

42 CJyes |J no [J doesn't apply

B. Lot ¥ (il known) 7. Exp. date (if known)

#1 #1

#2 #2

8. Event reappeared afe-
reintroducticn

41 [Jyes | nc (Jdeesnt apply

#2 [yes [ nc [Jdoesntapply

101/69 Gt bleeé {nabumetone, ASA, clopidogrel) 71 year old female was admitted
8/18 with complaint of Gl bleed. Hematocrit was 30 with INR 1.15. She had mild

Past medical history includes hemorrhagic stroke and hypertension. Relafen, ASA,
Plavix were discontinued. One consult states that she had been on warfarin since
hospitalization in March for stroke. Further note on the stroke by neurology indicated
that the mental status changes associated with the supposed stroke were correlated
with the administration of Artane (for tremor) and that these mental status changes
resolved when Artane discontinued. However, serial hematocrits were followed from
1(8/18-8/28. She had at least 2 more instances of gross G! bleed. 8/22 vomiting blood
- Rx PRBC. 8/29 further Gl bleed. She received multiple transfusions, octreotide,
tamotidine, lansoprazole and spent some time in {CU. The aspirin and warfarin were
discontinued and antiptatelet therapy was recommended for the heart disease. There
was no further bleeding. (possible 2)

DSS

FEB 0 9 200

hematochezia, hematemssis with gross bleeding. Her siomach was full of blood. i

CTY) 372285

F. NOC # - for product problems only (if known)

10. Concomitant madical products and therapy dates {exclude treatment of ever:)

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address

RECEIVED

4. Operator of devive
[} heaith grotessional
] 1ay user/patient
[Jother:

6. - i 5. Expiration date:
model # FEB 0 8 200

M E DWAT i |7. 1 implanted, give date
catalog # C H CT U
serial # 8. !t explantad, give date
{ot#
others

9. Device available for evaluation? (Do not send to FDA)
[ yes [] no ] retumed to manufacturer on

~

E. Initial reporter

1. Name, address & phona #

2. Health professional?

o

3. Occupalion

e
Pnarmacist

10. Concomitant medical products and therapy dates (exclude rea'ment of ivent)

GBI 0=+ P acy

:
e o ——y
Cas—

4. Also repored to
7] manufacturer

7] user facify
] distribuor

Submission of a report does not constitute an admission that medical personnel, or the product caused or contributed to the event.



Wi
MEDWATCH

THE FDA MEDICAL PRODUCTS REVORTING

PROGRAM

A. Patient information

Mitient identifier | 2. Age at

time 3 Sex

1. [ZI Adverse event

ofevent: * 54" .
a° €3 _Years D female
Date LI
- I
in conhdence I of birth: male

and/or

B. Adverse event or product problem
D Product problem (e.g.. defects/malfunctions)

or

r

{check all that apply)
-
1 aeath

1
[___; life-threaleing

@ haspiralizaren — milial or

Outcomes attributed to adverse event

ey v

[ aisabilty

g
&

E other

congenital a~cmaly

proloacead

required intervenlion to prevant
permanent imparrentidamage

3 Dale of
event 017

LTy Yy )

,

~tia

4 Date of )
tnis repart 02 /097

(mend iy gy

2000

5 Cescribe event or problem

reporting

hy health professionals of adverse
events and product problems

Internet Submission - Page 1

1 Name (Preduct Name?
] PLAVIY

C. Suspect medication(s)

(Labe ed Straacths

Fanm Azproves OMB Ko 0918.0291 Expres 12737 0
See OMB statemont on reverse

[ 373787

‘Mi-Lademwr: |

FOA Use Only

Triage unit
sequence 3

ASPIRIN UZWMO
#2

parient is a 84 year cld male recently
admlttvd by cardlology for cath but was
scharged to be followed medocally.
e was d.scharged home on
o op:drogel and aspirin. On 1/17/01 the
patient presents to ER with mid
epigascric pawn and having had three
bouts of bleody diarrhea. His HCT was
26.6 and HGB was 9.1. FPatient was given
2 mnirq of FRBCs. EGD did not reveal
! nieed, nowever dcoudenal ulaer was

€ Relevant tests/laboratery dalta, ircluding dates

7 Other relevant history, including preexisting medical conditicns
€. . allergies. race pregnancy smoking and aicohol use, hepaticrrenal dysfuncaon eic)

- .L on i":I:h.A ..
R R S
< 71/137372,
Maiito, \EDWACH . .. prFAXto.

5600 Fishers Lane
Rockville, MD 20852-9787

1-800-FDA-G178

F

FDA Form 3500

/
2 Desc'Freguency/Rzute us2? Tharapy drtes 7t o p o T T
- an From To ior test esbmale}
# / Jor Mlicigrseene - 91 1T 2040
"R A Joa 42iC/01/2C00 - 31 17/2001
4 Diagnosis for use isepatate makidliuns w i Gt 1as) 5. Event abated after use
%1 M1 stopped or dose reduced
w1 s T (Mdceset
42 MI 2 Gy
w2 W ea L 1ag [ ldoesnt
6. Lot # (if xnow~} 7. Exp. date (if xrown’ b —lauply
1 =. Event reappearea atter
reintroduction
#7 B 1 .
acesn
Dyes {1no aEply
9. NDC # (for product proklems onty!
- - HZDyeSDno ggg"'

10, Goncomitant medical products and ihe apy dates yeaZiude treatn o

D. Suspect medical device

1 Brand name

0
RS

Type of device

3. Manufacturer name & address

RECEIVE

4. Dperator of device
D health professiora
[:I lay user/patien’

D other:

. Expiration date

) *

N Yy

model # L AP
FLE i
catalog #

lot# .

other #

oy
FAYOHE

or. MEDWATCH GT

7 If implanted, give date '

i
|

If explanted. give date

R L

g Device available for evaluation?

O yes L no

(Do ne:send device to FOM

D returned to manufacture-on _ _

") yiidl

10. Concomitant medical praducts and theraoy dates lexdudBSvSmcn

.

ZABLOCKI VA MEDICAL CENTEE 5030

MILWAUK
United States

T
W NRT

WisBUwiEh

JOHNSON . CHARLES:M [ LWAUKE E

ISHAL &VE

VALGGY

3. Occupation
harmacist

2 Health professional?
™
L na

yas

4. Also reported 1o

D TN TECT

5 If you do not want your identity disclosed to
the manufacturer place an X" in this box.

—

D w3 tacily
1 - .
LIS RN AR PN

Submission of a report does not constitute an admission that medical personnet or the product caused or contributed to the event.



Individual Safety

T

LVAJ_J.I._/ V VA AR ~oa

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patient information
1. Patient identifier | 2. Age at time

. f t:
(7/00' ., O‘r’ even 80 Years
[casel 13 Date

In confidence of birth:

1. Adverse event  andfor D Product problem (e.g., defects/malfunctions)

-VOLUNTARY reporting

aealth professionals of adverse
vents and product problems

‘Internet Submission - -Page 1.

2. Outcomes attributed to adverse event D disabilit
isability

(check all that apply)
D congenital anomaly

D death
. . required intervention to prevent
[ ite-threatening permanent impairment/damage

D other: __________

hospitalization — initial or prolonged

3. Date of 4. Date of
event 07/21/2000 thlsreport 02/12/2001
(MMIAaIyyYy) {mnvdd/yyyy)

5. Describe event or problem

81 yo was admitted to the medical floor
for observation for presumed GI bleed
with dropping Hct and Sob. Patient was
receiving celccoxib 200mg aspirin 8lmg,
perceodan g4h prn. Pt received 2 units of
RPBC. Celecoxib and asa discontinued

6. Relevant tests/laboratory data, including dates

RECEIVED

FEB 1 4 200:

MEDWATCH CTU

7. Other relevant history, including preexisting medical conditions
(e.g.. allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, elc.)

MED‘%-?{ ~

RE
: 2
Cepy
Mailto: MEDWATCH Vt.‘i':
5600 Fishers Lane -800- FDA—0178

Rockyville, MD 20852.9787

FOA

FDA Form 3500

CTu ‘}757/6

Form Approved: OMB No. 0910-0291 Expires; 12/ /00
See OMB statement on revere
FOA Use Only
Triage unil
sequence ¥

—e

it

b..,zl.—i y
C. Suspect medlcatlon(s) |

1. Name (Product Name) {Labeled Strength) (Mfr/Labeler)
celecoxib

# /2 omg /
asa /Bl mg /!

#2
2. Dose/Frequency/Route used 3. Therapy dates (if unknown, give duration) T
From To (or best estimale)

#1 200m9 /qd /Bml #1 _

Ay # -

4. Diagnosis for use (separate indications with commas)
4 Mediatinal Ca, mets to lung

5. Event abated after use
stopped or dose reduced

#1 [Jyes 1o doe n|
#2
doe
6. Lot # (if known) 7. Exp. date (1 known) | 72 Oyes o dgesr
" # B. Event reappearad after
reintroduction
#2 #2

#1 [yes [Jno Dapp
.74 Dyes [:] no Dapp

10. Concomitant medical products and therapy dates ‘exclude treatment of ¢vent)

9. NDC # (for product problems only)

D. Suspect medical device ‘

1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device
D health prcfessional

D fay user/patient

D other:

| DSS
model # ______________.F_E_B,_l_é_z.aﬂ.'_.._

5. Expiration date
immiddiyyyy!

71 Implanted give date

catalog # iyl

serial #

ot # 8. l(f"::rdlleyn!ed give date
other #

{Do not send device to FDA)

9. Device available for evaluation?
D returned to manufactureron ____________

O o
(mvn/ddf gyyy}

10. Concomitant medical products and therapy dates (exciude trectment of event

yes

E. Reporter (see confidentiality section on back)
phone #

50 IrvingStreet N.W.

VAMC

District of Columpis 203120
Terrill.Washington@Med.VA.Gov
3. Occupation 4. Also reported to

[Pharmacist [0 manufacturer
D user facilit+
D distributor

Washington
United States
2. Health professional?

yes

5. If you do not want your identity disclosed to
the manufacturer, place an “X" in this box.

O no

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.



R

ts and product problems

Form Appsoved: DMB No. 0910-0201 Explres:t2/3

report'ng See OMB statement on revs
R FOA Use Onty
th professionals of adverse
Tringe unit
= SPE TS

O P - Page __ l":_’_'
A. Patie ormatio C. Suspect medication(s)
1. Patient identifier |2 Age atlime 3. Sex 4. Weight 1. Name (give labeled streftj- & mir/labeler. if known)
of event: -
or c ? ] female} Ibs M AP l
or
Date \ — B
" male *?2 CAARADOE
in confidence of birth: 2 kgs i’ A . e
2. Dose, frequency & route used 3. Therapy dates (i! unknown, give duration)
H Acdverse eve or prod prople - _ tromAa (or bust eskmaly)
1. seevent andor || Product problem (e.g., defectsimalfunctions) M SCme KXY A 'L(,’é,
3. Oulcomes attributed to adverse event o O M NS -~
{check all that apply) [ disabisty #2 /o X B i >
] death ] congenitat anomaly 4. Diagnosis for use {indication) 5 Event abated after use
e ————— t
] wmoiday¥yr} [] required intervention to prevent # AP stopped or dose reduce:
D lite-thegatenng permanenl impairment/damage = 'Byé Dm ! doe
E ospitalization ~ initial or prolonged D other #2
6. Lot ¥ (it known) 7. Exp. date {if known) v2 [Jves (oo E}ap Y
3. Date of ) 4. Date of 41 e
event (- ¢1= D M this repart 8. Eventreappeared after
{mardayhyr) {moidayiyr) reintroduction
5. Describe event or problem #2 #2 -
¥t Oyes [ro (SeER)
9. NDC # (for product probiems only)
- - ¥2 (dyes [Jno 434555

™

~J

G

;) LBl =

R T NS T HT

e YrPOT

3 i’_/

T rnss ,J

6. Relevant lests/laboratory data, including dates

CTULII767F

7 Other refevant history, including preexisting medical conditions (e.g., alergies,
race, pregnancy, smoking ard alcohol use. hepatic/renal dystunction, etc)

oA

FDA Form 3500 (5/93)

Maitto: MEDWATCH

5600 Fishers Lane

or FAX to:

Rockville, MD 20852-9787

1-800-FDA-0178

10 Concomitant medical products and therapy dales (exclude treatment of event)

Ami TP e~ S
.

D. Suspect medical device

1. Brand name

2. Type of device

4. Operator of device
[ heatth professiona
[] ray useripatient

[] other

3. Manufacturer name & address

RECEIVED

[l ol o S W s J VAN 5. Expiration date
TLLD L o il (rmay!m
model # ____ e f
tog ¥ m“ D Y ‘J 7. Himplanted, give dat
9 - (mo/day/yr
serial # [ - ——
8. U explanted, give dat
ot e ‘mnmgw.p 8
other #

9. Device available for evaluation? {Oo not send to FDA)
[:I yes D no D returned to manufacturer on
m¥dayy)

10. Concomitant medical products and therapy dates (exclude treatmenl of event)

E. Reporter (see confidentialily section on back)
1. Name, address & phone #

OVERTON BROOKS VA MEDICAL
510 EAST STONER AVENUE
SHREVEPORT,LOUISIANA 71101:4295
{318)-424-6001 R15 2001

2. Healthgrofessional? | 3 Occupaﬁor/\ 4. Also reported to
4 — mM IE]
yes [ no /:; ,/‘ - —~—— L manufactusr
- T— G user tacility
5. M you do NOT wani your identity disclosed to .
the manufacturer, place an * X " in this box/g D drstributor

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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[ 73
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F i ) ‘ s 5600 Fishers Lane 1-800-FOA-0178 2 1t you do NOT wunt your Joemity disclosed to 3
Rociville, MO 208529737 \ha manufaczuret, plscs an = X~ in tissar [J]| — s
' st atam s il marsannal or e sroduct caused of contriouted 1@ Tt sV
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

*

A. Patient information

1. Patient Identifier [2. Age at time
of event: 74

@ or 0
Date X

In confidence of birth:
B. Adverse event or product problem

T

Page

female 0lbs

male

1. & Adverse event and/or [J Product problem (e.g., defects/malfunctions)

“VOLUNTARY reporting -
ealth professionals of adverse ‘
‘ents and product problems

of

2 Outcomes attributed to adverse event
(check all that apply)
O death

O disability

(moigaylyr)
O tlife-threatening

[ congenital anomal

O requireqinterven
pmﬁgﬁpairment/damage

n-io prevent

B hospitalization - initial or prolonged ‘O other: not frequently reported

[3 Date of 4. Date of 2/]@/0,
event 11/19/00 this report
{moidayyr} __{mordayiyr)

5. Describe event or problem
The patient presented to the Emergency Room with

two days. He was admitted to the Medical ICU. An

episode of hematemesis and maroon colored stools

a one week history of

increasing fatigue and weakness. He reported having biack, tarry stools for

EGD was done which

showed a bleeding ulcer. He was started on cimetidien 300 mg IV every
12 hours and lansoprazole 30 mg orally twice a day.

He experienced one
while in the ICU.

He received several units of packed red blood cells and his hematocrit and
hemoglobin stabilized. He was transferred to an internal medicine floor
on 11/21/00 and continued to improve. He was discharged on 11/23/00
with cimetidine 400 mg, orally, twice a day and told to avoid all NSAIDs.

. Relevant tests/laboratory data, including dates

11/19 11/23
hemoglobin 4.3 9.3
hematocrit 14% 28%

has a history of oseoarthritis and chronic back pain.

. Other relevant history, including preexisting medical conditions {e.g.. allergies,
race, pregnancy, smoking and alcohot use, hepatic/renal dysfunction, efc.)

The patient has a history of NSAIDs-induced G! bleed in 1996. He also

C.71/ 1380 5%

Mail to: MEDWATCH
5600 Fishers Lane
Rockville, MD 50852-9787

FDA Form 3500 {6/93)

or FAX T0:
1-800-FDA-0178

Form Approved: DMB No. 0¢10-0291 Expires:1 :/31/94
See OMB stalement cn 2verse
FDA Use Oniy

=L [IE05T ]

equence ¥

C. Suspect medication(s) ]
1. Name (give labeled strength & mfr/labeler, if known)

#1  ibuprofen

#2
. Dose, frequency & route used

aspirin

3 Therapy dates (f
urknown, give duration)
fromvta (or best estimate

unknown

#1  unknown

#1

#2 4 tablets a day —_—
#2 2 to 3 weeks
. Event abated after use

stopped or dose reduce

4. Diagnosis for use (indication)

#1  osteoarthritis and chronic back pain #1 Byes no [Qdoesr t
app!

#2  same #2 Byes [(Ono [Jdoesnt
apph

6. Lot # (if known) 7. Exp. date (if known)

8. Event reappeared after
reintroduction

# # w1 [Jyes Ono [Odoesn’
#2 #2 —————__2pooh
#2 [Jyes Ono [Jdoesrt

apply

9. NDC # (for product problems only)

10. Concomitant medical products and therapy dates (exclude treatment of event) 1
gabapentin, quinine, baclofen, trazodone, hydrocodiore, and zcetaminophen

L P

B

D. Suspect medical device

1. Brand Name

. Type of device

3. Manufacturer name & address 14. Operator of device

[3 nealth professional
[0 lay user/patient

5. Expiration date

6. » (moidayyr)
model # t -
" Cy .
icatalog # f\.‘-—- R ,'v;. ARk al 7. If implanted, give da e
R I WS I { wnoiday;

periai # \f‘l‘-{/ ”v"f\! il Ui LJ mordziyn

lot # 3. If explanted, give date
{"noidaylyr)

other #

9. Device available for evaluation? (Do not senc to FDA)

yes O no [ retumed to manufacturer on - _
mo/Cayyr) 4

10. Concomitant medical products and therapy dates (exclisde treatment of avent)

E. Reporter (see confidentiality section on back) q

1. Name, address & phone #
Pharmacy and Therapeutics Subcommittee c¢/o Pharmacy Dept
Clinics

R. Health professional 3. Occupation . Also reported to

X ves O no pharmacist ¥ manufacturer
. If you do NOT want your identity disclosed 1o O user facilty ‘
the manufacturer, place an “X” in this box, D [ distributor J

Submission of a report does not constitute an admission that medical personnel or the product caused or coniributed to the event.



FDA Use 'nh

Individual Safety Report PP > 1 oo i
ATORY SAFETY o : :
o use by user-facilities, " rnherts .
s and manufacturers for 331_0981-MC100956
. st repor: #
I %366 -4-00-01% NDATORY reporting
YAR /R VYV VLA R 1A
THE FDA MEDICAL PRODLCTS REPORTING PROGRAM Page ]_._____ of ‘2__

1.

A. Patient information

4. Weight

185 Ibs

or

Patient identifier 2. Ageattime

of event:

L)

%
kys

C. Suspect medication(s)
1. Name (give labeled strength & mfi/labeler, if known)

#1 ATORVASTATIN (ATORVASTATIN}

#2 UNCOATED ASPIRIN

In confidence
B. Adverse event or product problem 2. Dose. frequency & route used 3. Therapy dates  tif inknown. yive duration}
M : . #1 8 0 m ( DA .[ LY ) Pe T Trom to (o best putrvete)
| 1. E] Adverse event and‘or D Product problem (e.g., defects‘malfunctions) ora lg ! " unknown ¢ngoirg ~
D20 Outcomes autributed tn adverse event E] - #2 UNKNOWN, Per oral 52 e e
tcheck alf that apply D disabihity -ounA LnocLng
; . 4. Diagnasis for use  {indication} 5. Lver € abated atier use
death congenital anomaly 2 ndicat
D {mardayiyr} D required intervention to prevent # HIGH CHOLESTEROL stopped or dose reduced
D life-threatening permancnt impairmentidamage 71 TRKNOWN #1 [] es D no Dg;;:ﬂ
E hospitalization - initial or prolonged D other: Unk ——
. R L [ﬂ ves E] no D doe n't
3 Dare of i Dateof 6. Lot # (ilknown) 7. Exp.date (ifkeown:
event 10/ / 00 this report 02 / 14 / 01 " ¥ 8. Eventreappeared after
{modayan) {movdariyr) X rerintroduction
2 #
5. Describe event or problem , a [j “es E] no D doc'r"t
This consumer reports that her 67 year old 9. NDC #- for product problzms only (if known) Unk apply
husband, who takes a daily uncoated Aspirin, 2 [Jres [Jno &]ﬂ:ﬁ

started Lipitor (atorvastatin) 80 mg daily
for high cholestercl 4 to 5 years ago. In
Oct00, he developed tiredness and painful
ribs. He went for an unknown blood test in
0Oct00 and the result showed that he had lost
a large amount of blood. He was admitted to
the hospital and given 3 pints of blood. An
endoscopy was performed and a small spot was
found in the stomach that was not bleedin
but they concluded that the bleeding coulg
have occurred there. A colonoscogy was also
performed and no other possible bleeding
sites was found. He was started on Prevacid
and the uncoated aspirin was stopped and he
was switched to a daily enteric coated
aspirin due to events.

The physician suspects that the uncoated
aspirin could have caused the possible
bleeding in his stomach. As of 07Feb01,
has had no recurrence of any
gastrointestinal bleeding problems.

he

@

Relevant tests/laboratory data, including dates

0Oct00 - Unknown blood test result showed
that he had lost a large amount of blocod,
endoscopy was performed and a small spot was
found in the stomach, colonoscopy was also
performed and no other possible gleeding
sites were found.

appy .

10. Concomitant medical products and therapy dates 1eaclude treatment « fevents

AT

1) (WARFARIN SODIUM) UNKNOWN - ongoing

2) (ISOSORBIDE UNKNDWN ongoing
DINITRATE)}

3) (PENTOXIFYLLINE) UNKNOWN ongoing

4) (LANSOPRAZOLE) UNKNOVIN ongoing

1. Contact office - name/address (& mfring site for devices) .. Phone number
PFIZER REGULATORY SAFETY (212'573-31z¢
PFIZER PHARMACEUTICALS ———
235 EAST 42ND STREET - ,R;"“:' ’I;’:‘;" .
NEW YORK NY 10017 Check allMatapplivt
USA D foreign
( Initial Unit ) [ stuay

D literature
E consumer
D health |
4. (ll:(l:.;;c)dvrd by manufacturer (SA)NDA 4 20- 2 prufcss:f)ful
02/07/01 D user facility
wo# - ____ D company

6. IfIND, protocol # PLA # fepresentative

pre-1938 D v D distributor

7. Type of report oTC D ather:

(check all that apply) product D yes )

D S-day m 15-day

8. Adverse event term(s)

EXCESSIVE BLZEDIN3
STOMACH ULCE=X
PAINFUL RIBS
TIREDNESS

D 10-day D periodic

E{] Initial DLﬁ:llow-‘up#" —_—

RN

)
)
)
)

~

Other relevant history, including preexisting medical conditions (e.g., allergies, race,

pregnancy, smoking and alcoho! use. hepaticirenal dysfunction, eic.)

- HEART ATTACK (PAST): IN THE 1980'S
-clogged arteries (present)
-femoral artery replaced (past)

Mfr. report number
1-0981-M0100966

%
ho
I S

Name, address & phone ¥

USA

Phone # CEENENNNNNAAD

3300A Facsimile

Submission of a report does not constitute an
sdmission that medical personnel, user facility,
distributor, manufacturer or product caused or
contributed to the event.

2. Heahh professional? 3. Occupation .

O s B ro Ow O

Initial repurter also
sent report to FDA

o Eaum_J

FEB

e

52007
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366 -410-

Continuation Sheet for FDA-3500A Form

*
Mfr. report # : 001-0981-M0100956

Page 2 of 2 _
Date of this report : 02/14/01

C10. Concomitant medical products
Seq No. H
Concomitant Medical Product : (WARFARIN SODIUM)
Dose, frequency & route used :1) Per oral
Seq No. -y
Concomitant Medical Product : (1SCSORBIDE DINITRATE)
Dose. frequency & route used :1) Per oral
Seq No. : 3
Concomitant Medical Product : (PENTOXIFYLLINE)
Dose. frequency & route used :1) Per oral
Seq No. HE
Concomitant Medical Product : (LANSOPRAZOLE)
Dose, frequency & route used :1) Per oral #*

L4

.
P
(4
* ‘g
*



SENT BY:

WAl
MEDWATCH

THE FOA MEDICAL PRODUCTS REPUNTING PROGRAW Page

A. Patient information
1. Patlent identifler |2. Age at lime

XX

in conlidonce

B. Adverse event aor praoduct problem
. [} Acverne evam  and/or [] product problem (e.g.. detects/maltunctions)

9-93- 1 : 9:13aM : GENJEP® orRuG INFO -

For VOLUNTARY ceporting

by health professionals of adverse
events and product problems

L

2. (comn anribuisd to adverse avent j
[ dissbility

(¢check all that appiy)
D congenital anomaly

7] deam
Imovdawyey D required intaerventian lo pravent
[3 vte-ttwearening permanent lmpalrmaeel/damane

[H rospitalisstion —iilia’ r pralonged ] otteer:
3 Date ot 4. Date of
mem _lo—3i-0p parpe 2—24~p/

4 Descride svent or problem

GASTROINTESTINAL BLEED: MELENA. Patiant w/ H/O PUD
taking lansoprazoie, came to hospital /b black stools & fatigus. She
‘has been taking naproxen x years for hip pain. Recently she began
taking 2 regular aspirin QD for headaches. C/O dizziness x 3
- months; becoming progressively paler. in Emar Room: Hbg 5.6
-wansfused w/ 2 units PRBC. EGD showed 12-13mm deap cenlral
. ulcer, claan basad ducdenal ulcer. Impression: KO PUD + H. pylosi
w/ slow blead x 3 months w/ recent Increasse |iksly to asplrin and
" chronic naproxan use. When discharged home H/H siable and
. asymgtamalic.

LIS:.»ML({EA 2 (DM./.(‘ P—

M L T [T %%

5. Relevant Wsts/laboratary datas, nshiding dales

7. QOther ralavant nimory, Including preexistng meadical condillons {e.g., allerges,
race, pragnancy, amaking and aknhol uee, hepatic/ranal dysfunction, ¢lc.)

:u"& %’

‘_...{ .
Feg ,

CIV IS 7 200

Malito: MEDWATCH . or FAX to:
56800 Fishars Lans- . .. 1-8D0-FDA-0178
Rockvilie, MD 20852-9747

FDA Farm 3500 (6/33)

18003320178:% 5/14

o
eI

Form Approved: OMB Mo, $910-0201 Expires; 17218

Somm OH B aiminsrent un rews e
FTA Use Oty (Ivtaeniaty

1nage wrst
ssguanta #

C Suspect medication(s
Nnmn (gwe Ia Flsd sisength & mii/laneler. if khown)

RoxeN
ve F:SPIRMJ

Sl X S R
2. Dose, Irequenty & route used 3. Therapy dates (i unknown, give duralipn)
teorrata jor Dest osimars)
1 #1
(73 ”
4. Diagnoals for vae (Indicatian) 5. Event aboleod aher use
o sopped ar dose reduced
" - obe [ Al Dves Dnu gggyfﬂ
- doesn’
6. Lov # (it known) 7, Exp. daie (i known) G :ly“ C]no Dn@v

dt L&) 8. Event reappeared aftsr
R reinlroducilon

2
a2 #1 Tyea [Jnn D%i‘yﬁl

r2 [(Jyes (no (Cgdespr

70, Concomnant medical producte and thurapy Jates (sxclude Irsatment of everl)

q. NOC ¥ (for product problems only}

D. Suspect medical device
1. Brand name

2. Type af device

4. Operator of devics
[_I health professionsal
D lay uset/pat.ert

) oner:

3, Manufagtlurer name & addreas

RECEIVED

EER 2 3 7001

5. Expiralion date

6. i (morinyy )
mode! #
catalog # IW‘E_[ )__UV# \ [ 6 H 8 [ U 7.1 implantad, give date
serial #
a. If explanted, give date
pory — .. e (mrecamtn)
acther #
9. Device availabls lor evalustion? {Do no! sand ko FDA)
[ ves Orme ] rewrned w1 ntet on

fonvdlagyr)

10. Concemitant madical producta Bnd Ihefapy dates (uxclude treatmen of evant)

E. Reporter (see confidentiality sectlon an back)

1, Nama, nddresa & phons » ;
DSS
R~ ° 5 2301

m za ch
4. Also mporisd to
[0 manutacturer

ccupation

ussr facilly

2. professional? | 3.
y;‘“ ] no PHHRM&C{ST' ]

5. M you do NOT wani your |dentity disclasad to E

the manufacluror, place an * X * In this box. [} distrivutor

Submigsion of a report does not conutitule an admission that medical personnel or the product caused or contributed ta the event.



WA Bn
MEDWAICH

THE FDA MEDICAL PRODUCTS REPORTING PROGRAAM

1. Patient identifier | 2. Age attime 3. Sex 4. Weight
1606 o‘r’f event: 77 Years omate e
Date or
In confidence of birth; D male ks
3. AQVerse eve or proda nroble
! Adverse event  and/or [ Product problem (e.g.. defects/malfunctions)

2. Outcomas attributed to adverse event
(check all that apply}

D death

[ disabitty
D congenital anomaly

required intervention to prevent
permanent impairment/damage

D other.

fmeeyy iyt

D life-threatening

D hospitalization — initial o* protonged

3. Date of 4, Date of )
event 01/29/2CC1 this report 03/05/2001
{rrervodryyyy) (mmvdd'yyyy)

5. Describe event or problem
Acute renal failure, gastrointest inal
bleeding

| e 138277

6. Relevant tests/laboratory data, including dates
Creatinine clearance < 10 ml /min

MAR 0 6 2001

MEDWATCH CT

RECEIVED)

VOLUNTARY reporting

by health professionals of adverse
cvents and product problems

tnternet Submission - Page 1

|

7. Other relevant history, including preexistin
(e.g.. allergies. race, pregnancy, smoking and 3

| ﬁfm | dysfunction, etc.)

A%

Mait to: MLEDWATCH

5600 Fishers Lane
Rockville, MD 20852-9787

or FAX to:
1.800-FDA-01738

FOA

FDA Form 3500

Form Approved: OMB No. 0810-0291 Expires. 1231 Ju
See OMB statement on rever

[38 777

. FDAUseCnly

¥ Triage uni-
sequence #

C. Suspectm

1. Name (Product Name)

{Labeled Strength) {Mfr/Labeler)
200 mg

i
#1 Ibuprofen / :
BC Powder / 500 mg / j
#2 _aspirin: / _
2. DoselFrequency/Route used 3. Therapy dates (if Lnknown. give duration}
200 g4-6 / From To (or best estimale* :
# g hours /2@ #101/22/2001 - 01/29/2001
unkno /
Wit / Oral #2 -

5. Event abated after use
stopped or dose reducec

#1 V]yes (oo {J40850

4. Diagnosis for use (separate indications with commas)
41 Headache

#2
vive doesr :
6. Lot # (if known) 7. Exp. date (if known) #2 [yes Clno L14R5Y |
M # 8. Event reappeared after
reintroduction
#2 #2 " 1 dosst !
[lyes Qoo ¥1988% "

9. NDC # (for product problems only)

#2 Dyes D no zggg yr.'~

10, Concomitant medica! products and therapy dates (exclude trealment of event;

D. Suspect medical device
1. Brand name

2. Type of device

4. Operator of device
D heaith professionz
D lay user/patient

D other:

3. Manufacturer name & address

5. Expiration date

% (rmicdtyyyys
model # %"\ oo

lu—‘, hoid “«'} 7t implanted. give da &
catalog # smmiddivryyt
seriai # AR G ’ N i

'§. 1t explanted, give da €

lot # mm’zirww; s
other # ! —

9. Device available for evaluation?

[ yes

10. Concomitant medical products and therapy dates (excl ide t-eatment of evenl)

(Do 1ot send davice to FDA)

no D returned to manufactureron ____

Ty

-

Repo . ge 0 gae d < O 0 ha
1 Name phone #
Pharm.D. . N
Ave =7 {
o . ¢

Sa
Unided States
2. Health professional?

yes One

5. if you do not want your identity disclosed to
the manufacturer, place an "X” in this box.

A
3. Occupation 4. Also reported to

Pharmacist D manufasturer

user facility
[ distributor

Submission of a report does not constitute an admission that medical personnel or the product causad or contributed to the event.



W

For use by user facilities,
tors and manufacturers for
MANDATORY reporting

Form Approved by FDA 04.07/95
Mtr report #

SP-20000.488

MEDVYYATCH Frow
Page 2of 2 FDA Gie i |
C. m n(s) :
1. Patiem ID 2. Age at time 3. Sex 4. Weight 1. Name (give labeled strength & mfr/labeler, if known)
°2:""" 89  yEars | [X] female lbs | |3 ASPIRIN _
Date of ] mate °;gs 24 _
|_In confidence Digth: 2. Dose, frequency & route used 3. 11!‘1;1;1 apy g’gllegu ol :'u': unknown, give duration
B, Adverse event or product problem 43 3 eafoafom o mdeafnn
1. [:] Adverse event and/or D Product problem (c.g.. defecs/malfunciions) lg
4 #4 -

2. Ourtcomnes atiributed to adverse event
{check all that apply)

D death
{mo day yr}

D life-threatening
D hospitatization - initial or prolonged

7 disability
D congenital anomaly

D required intervention to prevent
permanent impairment/damage

other
3. Date of 4. Date of
event this report
{mo day yr} {mo dgy yr)

5. Describe event or problem

6. Relevant tests/laboratory data. including dates

7. Other relevant history, including preexisting medical conditions (e.g., altergies,
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

L d n
r
L]
. 2. Health professional? 3. Occupation 4. Initial reporter also
Py sent report to FDA
FDA Submission of 2 report does not constitute an D yes D no Dyes D no E]unl
admission that medical personnei. user facilicy, -
distributor, manufactuser or product caused nr
FDA Form 3500A(6/93) P
¢ congributed to the event 3500A Facsimile

4. Diagnosis for use (indication)
#3

5. Event abated after use
stopped or dose reduced

# # SD yes D no E] %’85?{ !
2.3Lol# (if known) ;.3Exp. date drkeowm | 4[] yes D o D g&gg t
8. Everu reappeared afier ]
4 # 4 reintroduction
9. NDC # - for product problems only  (if xnow

# 3[:] yes D no E app
#JD yes D no D

doc
aPP

10. Concomitant medical products and therapy dates

(exclude treatmert of event)

ur

1. Contact office-name/address

Centocor, Inc.
200 Great Valiley Parkway
Malvern,

{& mfring site for devices)

Pennsylvania 19355-1307

2. Phone number

(€1C) 889-453:

3.Re m?orl source
K all chat apply)

D foreign
D study
D literature
D consumer

health

4. Date received by manufacwurer }5.
(mo day yr)

D S-day D 15-day

(A)NDA #

6. If IND, protocol # IND # E company
PLA# * representative
pre-1938 D yes D distributor

- TR 9frenert
allthas apply) I(])l:l' e [ yes 17 other

professional

D user facility

D 10-day periodic
D Initial D follow-up #

9. Mfr. report number
SP-200001488

8. Adverse event term(s)

E. Initial report

1. Name, 3dddress & phone #

&

#




Individual Safe

o

orm Approved by FDA 04/07/98

For use by user facilities, e ’
listributors and manufacmrers for Mt report $P-200001488
MEDVVATCH oo o
Page lof 2 FDA se oy |
C: Suspect medication(s)
2. Age at time 3. Sex 4. Weight 1. Name (give labeled strength & mft/labeler, if known)
ogfvem: 89 YEARS &] fernale 1bs # 1 REOPRO
Date of D i 0; s 2 HEPARIN SODTUM
irth: maie & 2. Dose, frequency & route used 3. ’lfhcraop(y dates  (if unknown, give duration
b from/Id (Ve best estimaie)
B, Adverse event or product problem 4 | INTRAVENQUS IV 4 138/08/00 - - e /=
1. m Adverse event and/or D Product problem  (e.g.. defectsimaifunctions)
#238/04/00 - --/-./--

2. Outcomes attributed to adverse event
(check all that apply)

D death
(mo day yr)

D life-threatening

(] disabitity
D congenital anomaly
D required intervention to prevent

E hospitalization - initial or prolonged permanent impairment/damage

other

3. Date of 4. Date of
event 08/04/00 this report  08/22/00

0 day vr\ {mo day v1)

5. Describe event or problem

GI BLEEDING, DECREASED HEMATOCRIT: AN 89-YEAR-OLD
FEMALE PATIENT UNDERWENT STENT PLACEMENT TC MID LAD
AND RECEIVED REOPRO AND HEPARIN ON 04-AUG-00. DURING
THE INFUSION, THE PATIENT DEVELOPED GI BLEEDING
ASSOCIATED WITH GASTRIC EROSION. THE PATIENT'S
HEMATCCRIT DROPPED FROM 30 TC 18. AT THE TIME OF THIS
REPORT, THE BLEEDING HAD RESOLVED AND THE PATIENT IS
RECOVERING, HOWEVER, SHE REMAINS IN INTENSIVE CARE.
NO FURTHER INFORMATION WAS AVAILABLE.

6. Relevant tests/laboratory data, including dates

race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

7. Other relevant history, including preexisting medical conditions (e.g., allergies,

Submission of a report does st constitute an
admission that medical persomel, user faciliry,
diswributoe, manutacturer or product caused of
cootributed to the ever.

FDA

FDA Form 3SODA(6/93)

—

—]

2
4. Diagnosis for use (indication)
# 1STENT PLACEMENT TO MID LAD

5. Event abated after use
stopped or dose reduced

# ID ycsD no mapp

2STENT P aT_TQ MID LAD
2.11.01# (it known) Z.lExp. date  if known: P ZD yes D 1o D apﬁ rt
8. Event reappeared after -
2 B2 reintroduction
9. NDC # - for product problems only (it knowa) # lD yes D o gpQE r'L
#1 0002-7140-01 4 2D yes D o [X] 935? t
10. Concomitant medical products and therapy dales  (exciude geaomers of event) ]
——
G. All manufacturers —

1. Contact office-name/address

Centocor, Inc.
200 Great Valley Parkway
Malvern, Pennsylvania 13355-13C7

{& mfring site I'e devices)

2. Phone number
(61}

3. Report source
{chetk all thar apply)

D foreign
D sudy
D literawre
D consumer

health

4. Dalsa received by manufacturer |[S.
{moday¥m) (AJNDA #

IND #

08/09/00
6. If IND, protocol #

e of ort
mk all dnclpapply)

D sday [ ] 15-day

PLA# 93-1057
pre-1918 D yes

ng uc: D yes

professional
D user facility
[g] company

distributor

8B89-453:

rcpresenmuvc

[:l oher

l i

yes D no

s 8. Adverse cvent term(s)
D 10-day !Z} periodic GI BLEESING
[ mitiar [ follow-up # DECREASZD HEMATOTRIT
9. Mfr. report number
SP-200001488
E. Initial reporter :
1. Name, address & phone # . E
DR. M
HOSPITAL
*
usa ¢
5.
professionas” 3. Occupation 4. Initial reporter also
CARDIOLOGIST sent repors to FDA

E yes D no uni

3500A Facsimile

PR
¢ Jitian
s .1;'33‘

Fal |
rr
LI S

370



af Repor

For use by user facilities,

Form Approved by FDA 0407/98

Individual Safety port
m !“ “ lm ’lm m I‘" Mn"ml‘ m“' istributors and manu’facturers for e report 4 SP-20C00L358
MANDATORY reporting -
UFiDis ’
*367 5 _0_ 0_01* {Drst report
THE FDA MEDICAL PRODUCTS REPORTING PROGRAM Page lof 3 £DA Usc Ons_|
s)
2. Age attime 3. Sex 4. Weight ive labeled strength & mir/labeler, if known)
ot;:vem: 75  YEARS D female ibs
Date of K maie °’kgs 2_REQPRG
irth: = —_ 2. Dose, frequency & route used 3. Tf'l'&ix;a‘p& %eéﬂ i unknaw, e duration)
T - # | INTRAVENOUS Blaafmniom = —of=nln-
1. IE] Adverse event and/cr D Product problem (e.g., defecsimalfunct.oms)
2Pleagse see pverflow page #227/258200 - 27726/C0 _

2. Outcomnes attributed 1
{check all thar apply)

D ceath

o adverse event
[ sisabitity

D congenital anomaly

tmo day yn

D life-threatening

D hospitalization - initial or prolonged .

[il requirad intervention to prevenat
permanent impairment/damage

other MEDICALLY
3. Date of 4. Date of
event 07/26/00 this report  08/08/C0
’mogv R1s) (me dav yr)

5. Describe event or problem

31 BLEED: A 75-YEAR-OLD MALE RECEIVED REOPRO IN
JUL-00 AND CEVELOPEC A GI BLEED. APPROXIMATELY FGUR
HOURS INTO THE INFUSION, THE BLEED WAS DETECTED. KIS
HEMOGLOBIN DROPPED FROM 13 TO 10.% AND THE "PATIENT'S
PTT CHANGE WAS €6-1507". HE WAS TRERTED WITH A
DLATELET TRANSFUSION. T WAS REPORTED THAT THZ
PATIENT HAD UNDERGCNE A COLCN RESECTION TWC WEZEKS
PRIOR TO THE INFUSION. THE CALLER a1 SC REPORTED THAT
TYT "PATIENT IS OK"'. NC FURTHER INFCRMATION IS
AVAILASLE. FOLLLOW-UP INFORMATICN WAS RECEIVED ON
27-JUL-00. REPORTEDLY, THE PATIENT RECEIVED RECPAD IN
~HE FAST™ AND EXPERIENCED A GI BLEED. 1T WAS NOTED
THAT TEE SECCND GI BLEED WAS NCT AS SEVERE AS THE
PREVIOUS 3LEED. THE PHYSICIAN BELIEVES THAT THE
DATIENT MAY HAVE AN UNDERLYING CCNDITION WHICH PLACES
TEE PATIENT AT AN INCREASED RISK FCR BLZEDING WITH
REOPRO. MEDICAL EISTCRY AND DATES OF RECPRO
ADMINISTRATION WERE FROVIDED. NO FURTHER INFORMATION

6. Relevar tests/laboratory data, including dates

. Other relevant history, including preexisting medical conditions (e.g., allergies,

race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.;
THE PATIENT 1S APPROXIMATELY TWO WEEKS 20ST CORONARY
INTERVENTION AND HAS HAD A PREVIOUS, RECENT COLOM
RESECTION.

FDA Form 3500A:6/93)

FDA Submuasion uf 2 repot dneEs DOt CaMSTie an
adenission that meedical personnel, user faciliry,
Jistribagor, manufacturer cr product caused or

sonributed Lo the event.

# 2STENT OCCLUSION

5. Event abated after use
stopped or dose reduced

# l yesD no l___] 985?;“

# 207 yes Ono g gpp .3“

6. Lot # it known) 7. Exp. date  i:f known)
#1 1
2 #2

0002-7140-C1
0002-7140-01

#1
#2

8. Event reappeared ater
reintroductior:

9. NDC # - for product problems only

iif xnown)

o 1] yes oo O 85557

# ZD yes D no m ‘a’;?ﬁ?y“'

10. Concomitant medical products and therapy dates

‘enchude geatment of event)

1. Contact office-nameraddress

Centocor, Irc.
260 Great Valley Farkway

i& mineg sie tor devices)

Malvern, Pennsylvania 193 55-.3C7

2. Phone number

(610} 889-453¢

3. Rnelgorl source
(chetk all that apply)

D foreign
D study
D literature

D consumer

4. Date received by manufacurer
(mo day yr)

Cc7/27/00

6. If IND, protocol #

7- Tams TR,

l:] S-day D 15-day
D 10-day periodic
D Initia} D follow-up #

5.
(A)NDA #

IND #

rLA + QD

ore-1938 [:] ves

oT D ves

health

professional
D user facility

E] company
representative

distributor
Q other

9. Mfr. report number
SP-200002360

product
§. Adverse event -erm(s)
G1 DLEED

r

1. Name, address & phone #
DR

P.C. BOX (el
GO USA

MEDICAL COLLEGE OF (EARRMMASNENS

2. Health professional?

@ yes D no

3. Occupation
CARDIOLOGIST

i

4. Initial reperier also
sent report o FDA

yes D no D unk

3500A Facsimile

2001

350



fijiTiba By

1LY R A4 A Yy I3 B N\ AL

For use by user facilities,
listributors and manufacturers for
MANDATORY reporting

Form Approved by FDA 04/07/98
My report £

SP-232201350

UF/Dist repon #

MWW Page 2o oA Lae O
Patient | ati tion(s) -
1. Patient ID 2. Age at time 3. Sex 4, Weight I Name (gwc labeled strength & mir/labeler, if known)
oi :vem: 75 YEARS D female Ibs # 3 HEPARIN SODIUM
Date of L—K_] male ork 5 4_AS 2
In confiden jcth: i 2. Dose, frequency & route used 3. Theraap(y dates  (if unknown, give duranon)
v 1 trom/td (or best estimate}

1. D Adverse event  and/or D Product problem  (e.g.. defects/matfunctions

{check all thac

D death
(mo day ye?

E] life-threazening

2. Outcomes ag'tvr.xbulcd to adverse event
[ disability
D congenital anomaly

D required intervention to prevent

D hospitalizaticn - initial or prolonged permanent impairment/damage

other
3. Date of 4. Date of
event this report
imo cay 1) imo dzx [

$. Describe event or problem

6. Relevant tests/lasoratory data, including dates

7. Other relevant history, including preexisting medical conditions (e.g.. a:lergies|
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

# JINTRAVENCUS 1

#307/2€/00 - £7/26/0C0

# dORAL

Py T P ey ey

4. Diagnosis for use {indication’
# 3STERT JCCLJUSION

5. Event abated after use
stopped or dose reduced

lea

# BD yes E] no E 285fy"

:.JLm# (if koown) ;.:;Exp. date ifkoownt |, 4[:] yes [___l no D ‘335?? 1
8. Event reappeared after

#4 g4 reintraduction

9. NDC # - for product problems only  f knownt |, 3D yes D o @ ggsf? :

2407 yes [0 no ) S5515

10. Concomitant medical products and therapy dates  (ex:iude meamnem cf cvens)

1. Contact office-name/address

Centocor,
200 Great Valley Parkway
Malvern, Pennsylvaria 19355-1307

Lrers

Inc.

1& minag ske for devices)

2. Phone number
(610} 88%-453¢

3. Report source
‘check ail that apply)

D foreign
:] study
D literature

D cor.sumer

(] sday [ 15ay
D 10-day periodic

E] Initial D follow-up #

heaith
4. P,,;'.}ﬁ re;:\cived by manufacturer |5. professional
2y .
(A)NDA # D user facility
6. If IND, protocol # IND # company
PLA# representative
ﬂ’&“ repon pre-1938 [:] ves D distributor

UG, L es

D other

8. Adverse event termi(s)

9. Mfr. report number
§$P-20000136C

Submission of 2 report does Dot Constitate ad
admission that medical personne! vser faciliry,
distributor, manufacaarer ot product caused ar
comtributed 1o (he event,

FDA

FDA Form J500A/6/99

E. Juifiat ceporter
1. Name, address & phone #

» &

¢

2. Health professiofil?

3. Occupation

4. Initial reporter also
sent report o FDA

Dyes O w

D yes D ne D unk

3500A Facsimile

FER D A 2000
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(CONTINUED TEXT)
Page 3of 3

A. Patient information
1. Patient ID:

G. Al Manufacturers
1. Contact office-name/address
Centocor, Inc.
200 Great Valley Parkway
Malvern, Pennsylvania 19355-1307
Phone No. (610) 8894535

9, Mfr. report number: SF-200CC13€0
B. Adverse event or product problem - (continued from page 1)

2. Outcomes attributed to adverse event - other
STGNIFICANT

5, Describe event or probiem
1S AVAILABLE.

C. Suspect medications(s) - {continued from page 1)
1. Name / Dose Route Frequency

REOPRO INTRAVENOUS EOLUS -~ INFUSION

fEI 2 6 200t
352
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Individual Safe
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THE YDA MEDICAL PLODUCTS REFIRTING PROCHAM

nts and product peoblems

Page __l ot _L

PAGE 12

GEESEENNN CENTER

'OLUNTARY reporting - e e . B wunere
ilth professionals of adverse m::‘::""

spqusnce &

[ 3934

C. Suspect medication(s)

{+)

W B ber

- 4

6 Relevant testa/laboratory data, including dates

AR
MAR 16 200

< f.v .
7. Other Teisvant hislory, Inoluding preexisting medical em (. o allergles.
race, pregnancy, smoking and aicoho! use, hepatic/renal dystundlion; etc,)

ctf- LU,

1 Patlent (dentiflar | 2. Age st time 3. Sex 4, Weight 1. Name (give labeled strengih A mitNabeler, if known)
o! event: ~ -
g2 /2 e ws | |MCrymapnf SH2 A 5] A
\3' 3 7 Duln : or > / 0
1n contidence at birth: O mae —— kg5 | 72 / 7
= ' 2. Dose, frequency & routle usaed 3 Therapy dpfes (nl unknown, give d ralion}
» 4 O - &2 € g & w18 L) slell= {roMmAo (or be:
1A Edvorse svent  anaor (] Product prabiem (s.g., defacis/mattunctions) " M LS
2. Ouicomes snributed o agverss event L 7
(check all that apply) ] disasitay 2 a2 /
{7} congenital aromaly 4. Diagnosis for ude (Indication) 5. Event abated after use
B death sl ) " stopped or doee frduced
O Iira-chreamnlngomw’ [ enuicad intervanian to prevent < VE]/ dogsn't
e | o :;:mhnenl impatrmenvdamage " k - | yos [ Jno [ dosr
wospiakzation ~ intial of prolany.. ar. N
dossn't
e T 6. Lot # (if known) 7. Exp. date (i known) | "2 Uyas [ae-C apply
ale o . Date of
[ 3] LA
thi o 8. Event raappearad iflar
m;g . /F_ aj’d / | m:‘ rog _2 — /]—-—4 / reinlroduction
S 2 -
5. Describe avent o problem ’ k2 [} . a'ya/s[]no Dg" 2
/Z ,% a_m L,’«'k, 2— 9, NDC # (for product problems only) -
W p _ _ rz D5 Diggy

10. Concomitant medical products and Iherapy dales (sxclude reatment of 6ve! 1)

36‘1‘-44/

0. Suspect medical device
1. Brand name

2. Type of device

3. Manufacturer neme & sddress 4. Operatar of devl:a
D health profes:-ionai

D lay usar/paile

[:l olher:

MAR. 1. £ 2003 5. Expirallon dele
a. LIS T ANMNN SUA VNP S 3 2m0) (mocavivn
maodael #
catalog ¥ IV 7. If implaniad, give date
serlal ¢
8. Il explantad, give date
ot ¥ 1o cawyr o
othar #
9. Device avallabis tgr evaluation? (Do not send W FDA)
3 ves [ e

D rumediomenulactueren
™ tmo/saylyr

10. Concomitant medicsl products and therapy dates (exdﬂﬁ&m of avent

MAR 16 7001

E. Reporter (see contidentiality section on back)
Nsme, sddress & phone #

..

2. Heailth professionai? | 3. Oscugation

4. Aiso reported to

V r
Mallto: MEDWATCH or FAX to:
5600 Fishers Lane 1-800-FDA-0178
Rochkville, MD 20852-9787

M ;75%;1;-"1 A A ropan Anne nat fancy

e I admicein

: D manutacturer
49’158’ D ne /x AV acd/ ] usertaciiy
5. I you do NOT want ydur ldsmity dlaciosed to
the manutacturer, place an * X * |n this bolﬂ O depuer

et

n rthat madical anrcannat A Thr Arndiirt 2aisend ne cantethotnd 3e bha A ot
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Repo
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Form Appraewd: OMB No_ DYIG-OT0V Ex. bwe: 12318
S OUDB 31, e

Toc VOLUNTARY reporting S 1

by health professionals of adverse — —
e WATcH i B

TtHE FO AN MEDICAL PRODUCTS IEFGITING PREUCEKAM P;g. ’ of I
C. Suspect medication(s)

1. Patient identificr | 2. Age attime 3. Sex 4. Weighl 1. Name e labalad strength & mir/isbeler. il known)
XX o SN @iore] —ms | 12 IN
Date D male 2
7 { pinth: Qs
in confidence o 9 > Dose, frequency & route uged 3. Therapy dates (i unknown, give 1uiaiion)
= AV 2 . o nraQd olgelnlf= Irarnto [of Dadl srkmwd]
"
1. adveras cvent  andor (C) Praduct prablem {e.g.. defecls) wlfunctions) "
2. Outcomes aftribuled {o agverss wyant N ,. ) 4z
{chack all that 8pply) (0] disabitity :ﬁm Y Tndcadon) Coent apated at
i . Igﬂﬁs a lar use (Indicatron S, ve| at.er use
D dealh ——— D congenital anomaly slopped or doan reduced
’ ey ] required imtervantion to pravant ” - —
] iife-threatening permanent impairment/damage e |91 Cyes Ore TSR
mhc:.-.pllalizanon - iliat or pretonged O owhor w2 e
YT io—— - G. Lot ¥ (il known) 7. Exp. date (If known) a” E]yes D e Dggg'?
3 Uataof s. Date 0 #1 LA 3. Event red
e —_— ' . ppeared aner
vt [I-23F-pp | mearn 11071 | B Ll
5. Deacribe avent of prablem L4 e " E:]yes D"‘" ggﬁ.‘,"
-~ - R e e — 5. NDC # (fof praduct Froblems only) D - =5
- - »2 yes no aesn
GASTROINTESTINAL BLEEDING. Patisnt w/ DM, HTN, CAD, & : ]
S/P PTCA taking Aspirin admitted 1o hospital for EQD for ¢/o —EaroamTTan, mEdical produeE Iha Incrapy Guins (eAcdR Irsiment o 2/en
dysphagia w/ GERD. pPanendoscopy showad stomach; fundus, body
) subcepitheleal hemorrhage. DG: Subcpithalaal hemorrhage in body &
fundus probably d/t aspirin. Troatment: Asplrin DC'd. To be FAJin
_cline.
— T e T D. Suspect medical device
1. Brand name
2. Type of devica
3. Manulacturce name & addrass 1. Oparator ot divics
D health grotess.ona
D tay uses ‘patient
RECEIVED |°™
aad
. AD 9 0 s3an = Expiration dats
6. ~v U ({ U , {emesagpryrt
model ¥ e ——
3. Reiavant tesisflabaruory data, including dales Ioa ¥ ‘VH I J Vv A l ‘ IH ( :*! , 7. If implanted, give ds
- . 9 . +— — {maidayryn
. aorial # _____ o R t————— e i
. ) .
] ot # . B 1 Ir,':?::;:ud glve da
DSS  |p=
. g. Device avallable for evaluation? (Do rot send 1c DA}
[ yes 1 [ rotwned to manutacturer on N
MII\Q 3 ‘hl. )r i T -Gawys}
i £ J i1 70. Concomitant madical products ana tharapy datss (exclude traatment ¢ { event)
7. Othar relevani hiatory, including preexisting m gnaltlons (€.g., allergies,
tace, pregnancy, smeking and ateonol e, hi“ X 'gﬂon; stc.)
- .t
(\A : E. Hepoarter (see confidentiality sectian on back}
2“3\ Name, nddress & phona # N
_ . m Eb cT;R
I W | T ﬁz""lllll.ll
QE— T < “
Gf/// ? q‘,‘ 7 ” 2. '[";W"“"“ﬂﬂ p pation - T |4. Also reportedio
A [ manutectuwer
‘m Waitto: MeDWaTCH o FAXto: yee (1o P HAR AU ST ] usertaiby
5800 Fishers Lana - A-O178 5. W you do NOT want your Idontlry discigged to )
r Rockville, MD 20852-9787 3he manufacturer, place an * X * (n this tox. & [l dsuibeor

FOa Form 3500 (643} Submission of a report does not constitute an admission that medical personnel or tha product caussd or contributed 10 the ever



mMar~k Human Health Division

111Q
Jhaal Sdrely Reporu . Merck Facsimile of FDA Farm 3500A
For use by user-facilities, Approved by FDA  {10/21/93)
tributors and manufacturers for - e
MANDATORY reporting rreport ¥ WAES 01021249 )
* ot Yty 1 _ !
36 195 3 00 o * Page 5 UF/Dist repont 7 '
»y . FOA Js3 Omiy
503174130 _
A. Patient information C. Suspect medication(s) o
i 1. Panent gentifier 2. Afge at time 3. Sex 4. Weignt 1. Name {give labetea sirength & mir/laoeter. it known) i
: ot event: 41 . |
o 75 years [ ramae TAB VIOXX 25 mg ,
. — 173 pounds #2 aspinin 81 g !
ate Of X M I
n confidence Birtn: - e :
2. Dose, frequency & oute useg 3. Therapy dat2s (hcmvto) it Jnkncwn, Jive ot ration)

B, Adverse event or product problem

Product problem ( e.g., oatects/matlunctions)

. <] Adverseevent  andsar
X O
2 Outcomes alinbuteg to agverse ever: ) -
cneck alt tnat apply; D disability
— )
. death D congenital anomaly
—_ . ".Wdayw" D required intervention to prevent
| life-threatening . permanent impairment/damage

other:

1 Unk/Unk/FC - 01/2672/01 - 02/02/01
|
»2 Unk/Unk/Unk ¥ Unk - Unk ‘
4 Dlagnosns tor use jnoicatan) 5 Event apateg atter use stonped :r 0S¢
. reduced.
¢ 1 pain yes nc N/A LR
Bl - r
#2 Unknown - X [-] D ]

i
:1 @ hospitalization-initial or proionged D

3. Date of event 02/02/01 l 4. Date of this report
morgavsyr

{mo/dayiv) 03/13/01

. Descripe event of prob.em
S5llow-up tO reportis} previously submittec on

. nas been received from medical records and a

5.3 wni-e male physician with allergies =¢

cenizil.:n and morpnine, is a non-smoker, non-drinker.

nas nvr ension, wears bpi.ateral hearing aids. has
Siape-aes mel.litus,coronary artery disease and

ci =nree pricr nyocardial infarctions,

-escina. bleed {(cause unknown), hiatal hern:a,
escophagus, prior coioncscopiles, endoscopy.

. cataracts, angioplasty. atherectomy. coronary

~ent placemert, a left knee prosthes.s placement

discectomies and zransurethral prostatectomy with
Lre-eral s-ones. On approximately I5-JAN-ITJ3L,

-~ was pliaced on therapy with rofecoxip, tablex,

-he nreazment of pain (zotal daily dose not
The patient was placed or therapy wich

. 8. mg tzota. daily dose, duratiocn, anc

.on nct reporzedi. Concomitant therapy included

valsar=-an |DIOVAN), Hctz/triamterene {MAXZIDE).

-

~ 0

W oInaT
0.0+

{Continued on Additional Page)

<0 0O 2K

8 Event reappearad ane’ ‘emntrac scter

6. Lot # (if known) 7. Exp gate it known]

LB} LA

*2 %2 ves 3 N/A L

9. NDC ¥ - for procuct problems oniy iif known}

<0 0O 0O ¥
20 O 30 K

Unknown

10. Concomitant meaical progucts ana therapy cates (exch.ced t2aiment o’ event;
DICVAN 2/2.CL-Unk
IMDUR Jjrk -Unk

(Continued on Additional Page}

G. All manufacturers

3 Reevant tests:1aboratory gata. netuamg dates

Sefar =o Addizional Page

1. Contact office - namesacdress 2. Phone Number
- (610)397-2416
Merck Human Health Division
3 Recornt scurce
Merck & CC-.. Inc. {check al that aof v)
P.O.Box 4 E toreign
West Point, PA 19486-0004 ] swey
E} literature
ATTN: Woridwide Product Safety (] consumer
E(] neaith
4 Date received by manufacturer 5 " ” — - protessional
{mo/daylyr) 03/05/01 {AINDA ‘.‘.‘E:____ [_j user tachty
IND » [] company
6 1 IND, protocol # PLA ¢ represeniative
pre-1938 [ ves D distbutor
7 Type of repont or1e [:] othe’
[j 5-day 15 day product E yes
D 10-aay D e lodic 3. Mtr report rumber T
E™ Folow-uo _1 WAES 01021249

= Ctner reigvant mISIOry, (NCUAING Preexisting meaical conditons
.8.5 . anergres.race,pregrancy, SMokINg and alconol use, hepaticrenal cysfunclion. elc

4T3™CRY: 3arrett’'s escphagus; angiocpiastiy:
cronary artery stent placemenz:

COLCNoOSCopyY

T atherectomy:
& c; irerernllthlasis:
b a. prostetectomy; myocarfial Lnfarcnion Knes

placemenz; niatal nernia

{Continued on Additional Page)

& Agverse eventterm s)
GASTROINTESTINAL BLEEDING: DJUODENAL ZRC:IUN:
HYPERKALEMI2; RENAL INSUFFICIENCY

Submission of a report does not constitute an admission that
medical personnel, user facility. distributor. manutacturer or
orodguct caused or contributed to the event.

FDA

E. Initial reporter  ~

' Name. acgress & prone # X,
Canfid eral Report " }
" Rl .
¥, ;
o . |
1 * i
|
l
'
2. Health protessienal” 3. Occupation 4 Inual repotier aisc l
sent report tn FDA
5 M.D. - i
YES D o E]yus |—J no X| ars I

Mait - 6 (6N



naiviaua: dare Page 2 MFR Report #: WAES 01021249 (continued)

e

vicamin I, and 1s0SOrplae swiviicesc—awo . i). The patient reported that he had cinner on
~ .rTR-200. and fel:r well until he woke on 02-FEB-200., at 3 a.m. with maroon blioedy stcols. Tne
pazient presented CoO the emergency room (ER) and was directly admit;ed. He fel:z slightivy
_ightheaded when he stood up and had no associated SympTtoms. While in the ER, the pacient nad
epigastric discomfort and vomited a large amount of dark red blood. On physical examinaz.on =
patient was pieasant, a_erc and orientated; vital signs were stable: HEENT: reveal.ed no pal_lor:
igrerus; or adenopathy; he had bruits radiating from ar aortic ejection murmur intec the righ:t
caro-id: ABDOMEN: soft without masses:; no distentior or -enderness except in the subxyphoid
-sca-ion; no organomegaly; no abdominal scars; extremities showed no peripheral edema. Laboratory
s-udies included: white c®unt of 10.9; hemoglobin of 14.9; platelet court of 183,00C; BUN of 29:
creatinine of 1.6; calcium of 9.8; glucose of 21.: sodium of 143; potassium oI €.35; chlaride of
“05: ané COZ of .29. An el_ectrocardiogram {(EKG) showed criteria cf left ventricular hyper=rcpay
(LVH! and large t-waves in ieads V. through V2. A chest x-ray revealed milé cardiomega Al
nernia: and linear scarring or atelectasis on the right side. An abdominal x-ray resul
nonspecific abdomen. The patient was diagnosed with an upper GI bleed probably on the basis >
aspirin and rofecoxib :nduced either esophagizis or ulcer disease. The elevared potassium !
-na- may be spurious or related to a combiracion of biood in his GI tracz, rofecoxib, and renal
insufficiency. The patient was treated wi-n D5 half normal saline; hyperkalemia was Treated wiznh i3
gn:=s5 0f insu..n subcutaneous; and his mecdications were hreld pending an upper erdoscopy Therapy
wi-n rofecoxib was interrupted. The patient had an upper endoscopy whicr revealed gastrointeszinal
(37" t.leeding from zhe second pertion of the duvoderum with etiology of bleeding that was urasie te
De .ocated: duoden erosions in the second portior of =he duodenum; atrophic gastritis !Inc.denzal
S.nding); a ilarge hiatal hernia with multiple erosions and non bleeding in nature; and 2arre:zt’s
esophagus extending to 25 cm. The patient remained stable during the prccedure. Post endoscopy <he
plan 2f care was tO oDserve -he patient closely; continue IV fluids witk iasulin ccverage: rachesx
a:3 pe-assium and correct if necessary: nemoglobin and hematocrit every six hours; type and «ross;
onysician —o be notiiled of any active bleeding or hemoglcbin less than ten; foilow-up EKG; ané
22C. Supsegquently, the patient recovered and was discharged on 02-FERB-2001. On 0S5-FEB-2001,
lzzcrazory s-udies showed a BUN of 22; creatinine of 1.3; BUN/creatinine ratio of 18: and pectassium
17 4.7 . The pnysician felr that the GI bleed was related to therapy with rofecoxib and aspir.n
g:-nher esophagitis cr ulcer disease. The hyperkalemia which maybe spurious or may Dde

-5 a compbinacion of blood in his GI tract, rofecoxib. and reral insutiiency.

el

:5 was found zo be an Irncidental finding. Aspirin ancd rofecoxin were corsi
s. Addiriona. information is not expected.

MAR 1 9 2001

6. Relevant tests/laboratory data, including dates

DIAGNOSTIC TEST
Tesis ate Value Unit Normai Range
abdominal X-ray 02/72:C1

Comment: showed nonspecific abdomen, degenerative changes seen in che spine

crest X-ray c2/s02/01
Comment: mi.d cardiomegaly: niatal hernia; iinear scarring or atelaectasis on the richt
electreocardiogram 02/02/01

Comment: showed crizeria of LVH; lg. T waves in V1 tc V3

endescopy 32/02/02
Comment: revea.ed GI bieed:duodenal! erosions;atrophic gastritis; lg hiazal hernia; 3arrer:'s =2sophagus

LABORATORY RESULTS

Tests Date Value Unit Normal Range
$Z/02:00 1.9
02/32/20 14.9
G2/02 143, 00C
22/02! 59
32702701 9.3
J2/02/01 108
22,020010 1.5
CZ/Z%2/01 21
TIzonasc 5.9
Czr22r/C0 143
s:oxide PRI It Y . 29
2003000 ) 7.0
Tecris 32,3%550L 34.1%
cemcglobLin 32/03/01 11.7 g/eL
ThCCYLe Cclunt 22/9%/52 2.1
mean corpuscular nemoglobln conc 32.0%/02 34.2
T.atelet countc 0Z/0%/%2 2905 K/ul
serurm SUN cCreactinine ratio 0z,0s/CL 18 calc 5 - Z8
ser.ur Dicod urea nitrogen csC8/72 23 mg/dl To- 20

MAR 5 700



LULIVIGOUEL SareLy Report
Page 3 MFR Report #: WAES 01021249 {continuec
02/05/01 §.8 mg/dl 3.% iC.
02/05/01 106 meq/> 93 p
*3684195 0-23+ 02/05/01 1.3 mgsdl .z
serum potassium 02/05/01 4.7 meqg 2.2 3.3
serum socdium 02/08/01 145 meg/i 13s
-sta. serum carbon dioxide 02/05/02 28 meg/si 2z
niocod granulocyte count 2705702 4.9
mean corpuscular hemoglobin 02/05/7C2 28.%
mean corpuscular volume 02/05/CL 83. fL
red plood cell count 0z/0%/CL 4.1 Msul
7 Other relevant history including preexisting medical conditions
CONDITICNS: T-wave increased: diabetes melli-us; coronary artery disease: cardiomegaly: pericillin
allergy; morphine allergy: lef:- ventricular hypercrophy; hypertension:; hearing loss: aor=ic DruiT:

cardiac murmur; atrophic gastritis
C. Suspect medication(s)

10. Concomitant medical products and therapy dates (exclude treatment of event)
2/?2/0%

MAXZIDE - Unk
atenrolol ?/2/89 - Unk
vitamin e Unk =~ Unk

DSS
MAR 1 9 2001

yoap « 200
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’lm Jw -00- ﬂlll' ﬂm "ﬂ"m" m lm NFORMETION MAMAGEMENT ~=ZFURT

FT: _ TSETN v D
DR: OZ/02/720C1 ACCT# : D
PO: O2/02/2001 DDE: O4/T22/2%
or: D A
QFESATIVE FEFOFT ' BNA ATTACHIENT

L ' FAGE 1

PREOPERATIVE DIABNOSIS
1. GI BLEED.

FOSTOPERATIVE DIAGNOSES:
GI BLEEDING FROM SECOND FORTION OF THE DUODENUM WITH ETIOLOGY
BLEEDING UNAELE TO BE LOCATED.
DUODENAL EROSIONS IN THE SECOND FORTION OF THE DUODENUM.

1
G
:. ATROPHIC GASTRITIS.

4. LARBE HIATAL HERNIA WITH MULTIFLE EROSIONSs NONBLEEDENG BN -
N

<

ATURE.
BARRETT'S ESOFHAGUS EXTENDING TO 25 CHM. [)S;ES
PROCEDURE ¢ UPFER ENDOSCOFRY.
MAR 1 9 200!
SURGEON: S
ANESTHESIA: DEMEROL 50O MG AND VERSED I MG. GLUCAGON <.5 Mo

GIVEN TO TRY 7O FRELAX DESCENDING DUODENUM.

DESCRIFTION OF FROCEDURE: B
PRIOR TO THE FROCEDURE. AN INFORMED CONSENT WAS OBTAINED. THE -
RISKS OF PERFORATION. BLEEDING. INFECTION AND SEDATION WERE

REVIEWED.

WITH ANESTHETIC SFRAY AND THE FATIENT CZOMFDRTARLE. AN UFFPER
ENDOSCOPY WAS ADVENCED THROUGH THEZ ES50PHAGUS WHERE A LARGE

HIATAL HERNIA WAS EVIDENT. THERE EYIDENCE OF BARRETT'Z EXTENDING

TC 25 CM FROM THE INCISCRS. THERE WAS NO BLEEDING SEEN IN THE
EZCPHARUS OR THE STOMACH. THE STOMACH WAS OBVIOUSELY ATROFHIT IN
APPEARAMCE. THIS EXTEMNDED THROUGHDUT THE ENTIRE STOMACH. THE
DUODENUM WAS ENTERED AND THE DUODENAL BULB WAS NORMAL. FROM THE

SCENDING DUSDENUM, THEREz WERE EEOSIONG SBEFl —  wo e oo —m oo

ONCE 1 GOT BEYOND THE AREA WHERE BILS WAS MATERIALIZING FROM THE
DUODENAL WAlLL. THERE WaS BLIOOD WITH zL0O0D CLOT. THIS AREA WAS
WASHED AT LEAST FOR 15 TO 20 MINUTES CAREFULLY TRYING TO FIGURZ
JUT WHERE EBLEEDING SOURCE WAS COMING FROM. @ COULL NGT DEFINE
ANY SFECIFIC FINDINGS. THERE WERE ERCSIONS MAMIFESTED AS SLIT
LIKE EROSIDNS WITHIN THE AREAS OF THE DUODENAL WALL. I WENT
BEYOND THIS AREA WHERE THE AREA AFPEARED MORE CLEAR AND MO SIGHE
OF BLEZDING.

O WITHDRAWINIS INTO THE AREA JUET EBEZYOMD THE AMFULLA. THERE WARS
AFREAS OF OLD BLCOD SEEN. TRIS AREA WAS WAZHEL CLEAR TRYING TO

MAR ' § 20C1

P Wase NiminNin?124% e ] = ] ]
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. FITML s CNFORMATTON MENABEMENT REFOET

L UNIT#= piast ;. SR
pa: 02/75H2/2001 ACCT#:
DF s pammE=——— 2 DIIG: -
HISTORY & PHYSICAL
FAGE : FDA ATTACHMENT

~HIEF COMFLAINT: 51 BLEEC.

WIGTORY OF FRESENT ILLNESS: THIS 1S A 75 VERR OLD SEMI-RETIREC
INTERNIST WHC LIVES IN - P ~ND P HE
PRESENTS TODAY HAVING WOKEN UP EARLY THIS MORNING WITH MAROON

BLOODY STOOLS. EFIGASTRIC DISCOMFORT AND SUBSEGUENTLY HAD ELCODY
EMESIS. HE FRESENTED TO THE EMERGENCY ROOM WHERE HE WAS

DIRESTLY ADMITTED BY SEEESSENE ~FTER VITAL SIGNE WERE

OBTAINED. THE PATIENT REFORTS THAT HE WAE FEELING WELL AND ATE
DINNER LAST NIEGHT wWHICH HE_RGRORTS WAS NOT A& VERY GODD DIMNER. [)5555
BUT FELT OTHERWISE FIME UNTIL THIS FRESENTATION. HE DID FEEL
SLISHTLY LIGHTHEADED WHEN HE WOULD STAND UF. HE HAS NOT SEEN ]
FAUING ASSOCIATED SYMPTOMS. HE DOES HAVE A FAST MEDICAL arcTMAR 19 2001
OF 31 BLEED. BARRETT'S ECOFHAGUS. HIATAL HERNIA. HE HAS HAT

ERIOR COLONDSCOFIES. THE EXACT CAUSE OF HIS GI BLEED THREE

VEARS A4S0 WAS NOT DECINEATED. LAST ENDOSCORY WAS ABOUT & YEAR

AGO FOR BARRETT'S SURVEILLANCE AND THIS WAS DONE IN wEEEES

HE REFORTS THAT DR. AT GNE FOINT QUESTIONS WHETHEF HE

HAD CROHN'S DISEASE. HE DOES TAKE VIOXX AND ASFIRIN IN

COMBINATION WITH HIS CTHER MEDICATIONS.

=557 MEDICAL HISTORY: HE HAS A HISTORY OF EILATERAL HEARING
AIDS. BILATERAL CATARALCTS. BORDERL. INE DIABETES. HYFERTENSION.
THREE MYOCARDIAL INFARCTIONS, STATUS FOST ANGIOPLASTY ANL
ATHERECTOMY AND SUBSEQUENT LADT STENT. HE HAS ALSO HAD A LEFT
TNTAL KNEE REFLACEMENT ! La-Ls CISCEZTOMIES. HE MNAS HAD & TUF
WiTH REMOVAL OF URETERAL STONES AND BARRETT'Z ESOPHAGUS AND
LTIOTAL HERMIA.

MERICATIONS:  VIOXX 2% MG.. BAEY ASFIFRIN 8L MG.. DIOVEN

160 ME.. ATENOLIL 50 MS5.. MaAXZIDE I7.5/25. VITAMIN E 300 IU.
iMDUR 80 MB. FER DAY.

ALLERGIES:! PENICILLIN ANT MORPHINE . T T

1

FaMiLY HISTORY: NO REFRESENTATIVE AENORMAL 1 TIES RELATED T3
THIS ADMISSION.

SOCIAL HISTCRY: ag MOTED ABCVE. cEMI-RETIREC. HE 15 A
NON-SMCOKER AND MON-DR INFER .

FHYSICAL EXAMINATION: HE 12 A FLEASANT. SLERT AND ORIENTED
GENTLEMAN. VITAL SIGNS CHARTED IN THE EMERGENCY ROTM SND APFEAR
TO ®E PRESENTLY STABLE. THE FATIENT FTLT SLIGHTLY ORTHOZTATIC
HIMSELF .

MAR ¢ 5 2I01

Wase e tcacccac (S amm————
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 remoo s INFORMATION MANABEMENT FZFORT
=T ~ UNIT#: G RiM# : GNP
DA: 02/02/2601 ACCT#: NS
DO: O2/OZ/I001 ook : D
DF:
FAGE 2

SEE IF MORE =LOOD WOULD MATERIALIZE. ND OTHER BLOGD
MATERIALIZED. I STILL COULD NOT LOCATE A CISCRETE BLEEDING
SOURCE. THE STOMACH WAS ONCE AGAIN INSPECTED AND THEN THE SCOFE
WAS WITHDRAWN. THE FATIENT WAS VERY STABLE THROUGH THE
PROCEDURE. I AM IN THE PROCESS OF CORRECTING HYFERKALEMIS WITH
INSUL IN AND GLUCOSE.

RECOMMENDAT IONS/PLANS ¢

1. OBSERVE THE PATIENT CLOSELY.

2. CONTINUE THE PATIENT ON IV FLUIDS WITH INSULIN COVERAGE.

3. RECHECK HIE BMF 7O SEE THAT HIS FOTASSIUM IS CORRECTED WITHIN
THE NEXT FEW HOURS. IF NECESSARY. GIVE FURTHER FOTASSIUM
CORRECTION.

4, HE IS TDO BE TYFED AND CROS®ED AMD GET HiH Q.6H.

5. I AM TO BE NOTIFIED IF HE HAS SIGNS OF ACTIVE EBLEEDING OR HIS

HEMOGLOEBIN OF LESS THAN 10.
6. WILL FOLLOW-UP DN HIS EXG. BMF AND CBC IN THE A.M.

SRR DSS

O: GZ/02/200 OIS, 7T: 02/02/2901 _
T — MAR 1 9 2001

% *

- 1 Wasa NiminNTN2" 2456 e ] SRR i
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PNFORMAT LOW MANABEMENT REFOFT -
: : FDA ATTANUITNT
o7 R UNITH : o UENT
pa: G2/02/2001 ACCT#: ‘
DR : H DOE:
PAGE 2

. HEENT REVEALS NO FALLOR. ICTERUS. CR ADEMCFATHY . HE HAS BRUITE
RADIATINS FROM AN AORTIC EJECTION MURMUR INTO ~HE RIGHT CARGTIZ.
HIZ ABDOMEN 16 SOFT WITHOUT MASSES. DISTENTION. 8] TENDERMESS .
EXCEFT IN THE sUEX (FHOID LOCATION. THERE 1S NO NRGANOMEGALY ANT
NO ABDOMINQL'SCQRS. EXTREMITIES sHOW NO FERIFHERAL EDEMA.

L ARDRATORY STUDRIES: WHITE COUNT 10.7. HEMOGLOBIN 14.9.

FLATELET COUNT 14%.000. BUN 59. CREATININE .. &. CALCIUM G.3.
GLUCOSE =211l. SODIUM 147 FOTASSIUM 6.5, CHLORIDE 105. CIZ 2%.

CHEST AND ABDOMINAL (-RAYS ARE FENDING -

EXE SHDQQ CRITERIA OF LVH. HE HAS LARGE T-WwaveEs IN THE VI
THROWGH VT LEADE.

IMPRESSI10ON:

1. UFPER GBI BLEED =ROBABLY ON THE BASIS OF ASFIRIN AND VIOXX
INDUCED EI1THER ESOPHAGITIS OR ULCER DISEASE.

-, ELEVATED FOTASSTIUM WHICH MRY3EE gPURIDUS OR MAY BE FELATED TO
A ~POMEINATION OF BLDOD iIN 1415 GI TRACT. VIorX AND RENAL

INSUFFICIENCY.

L HISTORY OF BORDERLINE DIABETES. DSS
3. HYPERTENSION.

< CORONARY ARTERY D1SEASE . MAR 1 9 7200°
FLAN:

. CHANGE RIS IV FLUIDS 19 @ DS HALF NORMAL.

GIVE 10 UNITS OF INSULIM SUBCUTANEDUS NOW FOR HYPERKALEMIR
aNDp FOR BLOOD SUGAR COVERAGE IN CONJUNCTION WITH THZ CHANGE
IN HIE IV FLUIDS AND RECHECK OF HIS FOTASSIWM.

=. WE WILL HOLD HIS MEDICATIONS PENDING AN UFFER ENDOSTORY ARND

PROCEED WITH URBENT UFFER ENDQECOFY BASED UFCN M1z

PRESENTQTIDN. HIS IS TYFED AND SCREENED AND. THEREFOIRE . iz,
Wil HAVE 2000 AVATILABLE 1F THE ENDOSCOFY DETERMINES THE
NEED FOR THIS.

5. WE WILL GET ADDT TICNAL CDNSULTQTIDNE'IF NEEDED.

L

“.

D: 0Z/G2/2001 o BN 0D/ GR/Z001

MA® ¢ § 2001

P

Wasc Nim N7 A2T2438
AR W
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LTTLTE LTI —_—es cal Laboratory Report gy

'\ AR i él‘.z.u.)'i ——
. - l Complate Fepo

02/06/2001 -

002 KOO 3, KR4

Test Name Results Units Reference Range

UREA NITROGEN (BUN) 23 MGALL 3 3 O

CREATININE 1.3 MG/DL 0.5- 1.4 '
BUN/CREATININE RATIO 18 (CALC) o 25 L
SODIUM 146 MEQL 135- 148 T
POTASSIUM 4.7 MEan 35 53 T
CHLORIDE 106 MECA 95. 108 A
CARBON DIOXIDE 28 MECIL 20 32 Ty
CALCIUM 8.8 MG/OL 85 10.3 )
COMMENTS:
Performing Laboratory Sits Legend... DS -~

NI

\\) *** END OF REPORT ***

\)ﬁ)

Legend [)Hieh [1]Low [¥] Abormal (€] Correcced [T] imcompiece [B] Pretiminary | m

- MAR t 6 L001
e Wasa ANoim 3T 2445 m h.
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51 BLEED

ABD FLAT UFPRIGHT

S

AEDOMEN SERIES:

AIR IS5 SEEN IN NONLISTENDED LARSE AND SMALL BOWEL LOOFS. THERE IS NO
BOWEL DISTENTION OR FATHOLGGIC AIR/FLUID LEVEL. THERE IS NO ZIGN OF
FREE INTRAPERITONEAL AIR. THE FSOAS MARGINS ARE SYMMETRIC.
DEGENERATIVE CHANGES AKE SEEN IN THE SFINE.

IMPRESSION:
NONSPECIFIC ARDOMEN.

R .
THIS DOCUMENT IS ELECTRONICALLY z16neD ST QEI02708

02/062/01 [T =y iy Sl

DSS
MAR 1 5 7001

" MAR * g 2601

 —— Nitm 277375, e p Lo ——
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— 2/02/2001 RN
asssssseny D= o N—————
mumy

&1 BLEED

ZAR SINGLE VIEW

1381731700

SINGLE VIEW CHEST:

THERE IS LEFT VENTRICULAR FROMINENCE OF THE HEART. THERE I3 & LARSE
HIATAL HERNIA. THERE 1S SDOME LINEAR SCARRING OFR ATELECTASIS IN THZ

RIGHT MID-LUNG IONE. THERE IS NG INFILTRATE (R EDEMA.

IMPRESSIGM:

MILD CARDIOMESALY.

HIATAL HERNIA.

LINEAF ECARRING OR ATELECTASIS ONTHE RIGHT.

THIS DOCUMENT 1€ ELECTRONICALLY SIGNED“ 02/T2001

DZ/0Z/01 A n—— L L

DSS
MAR 1 9 2001

Mar ¢ 6 2001
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MEDWATCH

MEDICAL PRODUCTS REPORTING PROGRAM

THE FDA

~A. Patient information
1 Palient identiier | 2. Ags attime

}l \) % % of event:

or
Date

In'contidence of birth:

B. Adverse event or product problem

1. B Adverse evant  andior [T} Product problem {e.g.. detects/maliunctions}

~Outcomes sttributed to adverse event

(check all that apply)
[ aean (3 congenitat anomaly
(modayy)

{7 required mtervention prevent
[] stethreatening

permanent impairmentidamage
Q hospitakization - initial or prolonged D other:

7] disability

3. Date of 4. Date of A
event this report -
{mosdaytyr) q { Zq / [mo/dayiye)

S Describe eveni or probibm

4 dusy He

Dizzirass on

67\40‘:&&@\

b ],.yklf;rrj 4*«”’9
Aj“"‘J“"’D )W

A st DA

.
) urw\'lc/vm’\‘f

luk o Celedren.

7
For VOLUNTARY reporting 7
by health professionals of adverse / ‘
events and product problems

Page ____ of ___ o
"W C. Suspect medication(s)
1. Name {give labeled strength & miriabeter. it known)

[irex i cawn

41

Form Approvec: OMB Mo omo-o@m Expires: 123./0%
8 sistamnent on reverss

FDA Uve Only (M8)

T ]I 7 7

As4

LA}

7'0"") 'hﬂL

2. Dose, frequency & route used

3. Therapy dates if unknown. e durat s

'mtmouorbtslesm)e 7/27/01

LAl

1 pd o b

#2

#2

8'/21’ ()
7 923/0

a. Diagnésis forﬂse (indication)

S Event abited after us2
stop r dose reduced

#t A—
£ oo Clro Cgigsy"
#2

dcesnt

Lot # Uf known) T Exp date (T known] |2 Clyes e g

#1 L2 8. Evant reappeared at'er

——— reintroduction

#2 2 .
0 [Tyes o (825

9. NDC # (for product problems only)

w2 [yes (no [:[gggfy t

70, Cancomitant medica!l

8 ne
1. Brand name

products and therapy Qates (exclude treatment of even'’

2. Type ot device

q. Manufscturer name & address

4. Operator of davice
] heaith protessional
D lay user‘patiznt

% Reaisvant tastafiaboratory data, ncluding dates

[ other
RECE\ 5. Expiration date
8. (moxdayiyr:
model # 1 2001 B
catalog # ‘MED’W’M‘Q* ‘ ex! ) o 7. "ﬂ::n:xgm. give date
serialw __ WVt o
8 i ive dat

oA # i l T‘e;ﬁ‘;a:::'rln\ul. yive date
other &

3 vyes

9. Devica available for svaluation?

O

{Do not send 10 FDA)
D returned to manulacturer on

[mo/dany- e

Other relevant history, including preexisting medical conditions {6.9.. aliergies,
race, pregnancy., smoking and aicohol use. hepatic/renal dysfunction. etc.)

Sl G1 blesta & DSS

R A ADE" gpt)
cAY

HIN

wpR 2 1 700

E. Reporter

10. Concomitant medical products

(see confidentiality seclion on back)
1. Nama, address & phane ¥

VA HOSPITAL (119)

7400 MERTON MINTER BLVD.
SAN AMTONIO, TX 78284

and therapy dales {exclude treatment of evem)

/39597

MC///

or FAX to:
1- 800-FOA-0178

= A \«\EDWATCH

Yaail to:

25 ves [ ne

2. Henith protessional?

a4 Also reporied ta

O
-

3. Occupstion

P)\urm D)

manutac uter

yser facrity

2.

It you do NOT want your identity disclosed ¢

N Vintnispox, DR o FsvEutT
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Individua
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MEDWATCH

For VOLUNTARY reporting
by health professionals of adverse
events and product problems

soWarck Form R UPDATES

3

Form Ampreved: QM8 No. 0410-0291 £4pwes 120084
$90 ONQ statemem on reversy
FOA Use Omiy [AnFS)

= [/ ITC7

wquence ¢

RN

FUHE 1EPL wrte sl PRODUC IS K3PORTING PROIM AW qu. of
A Patic ormatic C. Suspect medication(s)
| Patent wdentifier |2 Age at me 3. Sex 4 W!iéhl Name igive 1aDesed strength & mir. raoe.e( o knowny
of avent: !” ; . .
' ‘gq":) or Nlmale o tos EC u\'(‘.n ‘ f‘ [
i ) Date D
. male 2
in contrgence ot birth: ——— kgs
2 Dose, trequency 4 roule used 3 Yhoragy CateS 1! unkNGWN Give GLraton)
- Yo e eve vigneigale MIOLIC 10 . 30 S astomate
r | Product problem le g.. defects maitunchons) {"ip e A ' [
1 JAJ Agversaevermt  anao | . R A

" Odicomes aitnbuted to adverse event
(checx aill that apoty)

[ oeam

{T asanuy
E congennat anomaly

0 2y vt &0 iINerventon [0 prevent

2 > \ \\ 2
4 Dragnosis for use 1 naizanons

t i

5 Eventabated after use
stopped or dose reduced

Qrt)g(._s < (“b\'\o‘-v\«a\ Wy . Y‘\\‘\ 1\ \\ rass

v Nurp oun 1ot A10) SVl s
,‘/‘\\:J > QX vt ed o?\&\od

QoL C“Kw ()'w»») Rnsiy o) %CS 7!’L|
Cy,(-; V\UV&V' \\ g’\bﬂng %\' /‘ cl(;(\
AN ‘/( ?"J $Q&A Ioee uap}’?[og‘c‘

\C\\\c\'\f\rc .
\3\.

DSS
MAR 2 1 2001

&

Cm el nad «a« (390“‘1“‘
C L SWL N

D ule-inreatermng permanent /mpavmenvdamage et :ye, ino z&:cegnr
D\ NOSONU3LZADON - Mkl OF prolonged | amner =2 (“no [ Tooesns
& Lot # 1l <nown) T Exp. date ol xnowny 2 __;yes ~— — acoiy
3 Date ot : 4 Cate ot . "
8 Event reappeareq after
syt 'Zﬁql 0 il 1§ (7Y 1o
e ~— 20y . reintroguction
B ;c:;ncn event or Lule(?n .2 2

[ [amad - v
' __yes __ino %g's’r

2 [__yes " na l_ cce?
10 Concomitant medlcal products and Inerapy gales ‘eic ude (reatmeant of ‘,5 -
LO 3\/~ %QV‘ \) \ forene Yy LﬂC'? .\ Yi‘\\lt w
\J St l‘?) N e ,.‘ Q:\\\) »-h':\r‘ (W ) \
sed it WU i \h v "»‘\.
anhu?l\(\)( P '\ S\L?\u‘\\k\LX L(‘ 's
Suspeci medical device

1. Brand name

9 NDC » "or procuct Srobiems crivs

‘NH P AL

2. Type ot device

4 Operatar of device

3. Manufacturer name 3 aJdress
D hezith protessional
D iay user-patent

RECEIVED g=-

MAR 2 0 7001 —

oYy

S. Expiration cate
- MEDWATCHCT
]

7. ifimplanted. give date

"moady 1
senal »
ot 8 8 l'l":l:'u'?lm Give date
other &

9. Device availabie for evailuation?

L yes O ST

(00 not send to FDA)
G returneg !¢ manutaciurer an

face. pregnancy. smowng and 2C0n0) us necatc renal aysfuncu n. elc.) O
Ls . ‘“i'ﬁ‘\mc oy
Wi Cé \ B

10. Concomitant medical products and therapy cates (axclude freatmerit ot evenr)

E. Reporter (see canfidentiality section on back)
1 Nama, aadress & ph

diprbhds” clegrusen
r&lmsc\ ecd Cerebro G g
cov O br{us‘\ (mur
O30 \”t_m\ Ny \ui.-g\r
Mailto: MEDWATCH or FAX to:
:D Q 5600 Fishers Lane 1-800-FDA-0178
r Rockville, MD 20852-9787

FOA Farm 3500 1641

2. Mealth protessionai? | 3. Occn;:non

4 Aiso reported to
—

Myes O m }’)’; Ty g

manulacturer

S. il you 0o NOT want your nmury dauioscd o

_J  usertaciry
% &
v a@stnbutor

!he manulscturer, place an X “in this box. 2

Submission of a recort does not constitute an admission that medical persannel or the product caused or contributed to the event.

C V37579

AHFS DRUG INFORMATION 33 8 CURRENT DEVELOPMENTS

& 0. ..—;-f 1

kN \.'\'.‘ thcx
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MEDMTCH

THE FOA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patient information
1 Patient Identitier [2. Age attime

)
f)(’

o

.. YOLUNTARY reporting
by health professionals of adverse
events and product problems

Form Approved: DMB No. 0910-0291 Exoires: 123 /88
Ses OMB sutamant on reverse

[ FDA Use Only {(MB)

IBCAWAS

Triage unit
sequence &

1. Name {give labsled strength & mirAabeier, if known)

v A';Mh

#2

In confidence
B. Adverse event or product probtem

1.@ Adverse event  and/or D Procuct problem (e.g.. defects/matfunctions)

Z. Outcomes attzibuted to adverse svant
{check all that apply)

(7] deatn
{moidayyr;

T life-threatening

nospitalzation — initial of prolonged

] disabitty
D congenital anomaly

[} required inlervention to prevent
permanen impairment/damage

] other:

. . Dste of
ey /7] | mwgen  iefis/ e

S, Describe event or problem

& QDML\QM
/(/v\ ’W/

3. Thonpy dates (T ormown. ge Jura |

g lr)e g o

5. Event abated after us..
stopped or dose reduced

0 Tyes [no []geeM
Tves (Jro [geser®

8. Event reappeared after
reintroduction

1 Oyes [(dre (O
#2 [Jyes [Jno Dgggym

10, Concomitant medical products and therapy dates {exclude treatment of event’

2. Dose, frequency & route used

4/#4—6 h

4. Diagnosis for use (indication)
#

#1

#2

#2 ‘
6. Lot # (if known)
#1

7. Exp. date (il known)
12

#2 X2

goesn't
apply

9. NDC # (for product problems only)

D
1. Brand name

2. Type of device

“Relevant tests/Aaboratory dats, including dates

3. Manufacturer name & address 4. Operator of device
d 7] heaith protessianal
[ ray user/patient
RECEIVED D omer
M ﬂn ) ﬂ ﬁ’ a 5. Expiration date
6. * (rroraaylyn)
modal # MED\V\VJA C Ll CT“ P
catalog® o wm:m’yl:md give date
soriat # ____ —
8. if explanted, give date
lot # - (movdayryr
her #

9. Device available for evaluation? (Do not send to FDA)
es no returred 1o manufacturer cn [,
O t] O —

10. Concomitant medical products and therapy dates (exciude traatment of evant)

e
v

Other relevant history, including preexisting medical conditions (8 g., allergies.
raca, pregnancy, Smoking and alcohol use, hepaticirenal dysfunction, etc.)

DSS

E. Reportér (sce confidentialily section on back)

1. Name, address & phone #

VA HOSPITAL (119)
7400 MERTON MINTER BLVD.
SAN ANTONIO, TX 78284

2. Health protessional? 3. Occupation

RFL

3. Also reported ta

O

manutacts e

MAR 2 1 2001
71139875
m Mail to: MEDWATCH or FAX to
r 5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

= yes (J no P)\a-rw\ »

5. H you do NOT want your »donmy disclosed to
the manutacturer, piace an " X ™ in this box.

user facit.

O

_:1 aistnbutor

b

e~ ——mhiamd ~anaad nr contributed to the event.
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MANDATORY reporting Mir report # WAES 01030805

AR L T N

UF/Dist report #

Page 1
FDA Usie Oniy
: 335
"OAWACH,-‘ﬁ:4‘.,. 50318 -
A. Patient information C. Suspect medication(s)
1. Palient identitier 2. Age at time 3. Sex 4. Weight 1. Name (give labejed svength & mir/@beler, if known)
o ™ 1 years [ Femae #1 TAB SINGULAIR 10 mg
Dats of Unk #2 aspirin Unk
f in contigence Birn: — Mate —
d T bl 2. Dose. frequency & route used 3. Therapy dates (from/c) { i unknown. give g razon) |
| B. Adverse event or product problem '.Ad, verse event or 5’ HeL probrem o *1 10 MgDAILY/PO v Unk - Cont

2.0 10 ach event D #2 Unk/Unk/Unk ¥2 01272201 - Unk

(cneck ail that apply} disability _ —_
4. Diagnosss for use (indication; 5.Event abated after use stoppec -t Jose
. educed.
D death [:] congenital anomaly #1 asthma f ves no NIA wnk
(mardayfyr) : [ ) )
) o required intervention to prevent *1 X
D life-threatefing D permanent impairment/damage #2 Unknown g D [j
R 8. Lot # (i ki 7. date (i1 kn %2 K
hospitalization-initial or prolonged [_| other: :1°' (known) “E’“’ ate i known) 0O O B4,
3. Date of evert 012777/01 , 4. Date of tis report 03/20/01 3. Evert reappea‘ed a‘ter renvod < on,
(ONAAVAVT) S (mo/davryr! #2 #2 ves no NA Uk
S. Describe event or oroblem -
9. NDC # - for proguct problems only (if known) =
This is in follow-up %o report(s) previously submitted on “D l:] @ [_J
C3.12/20C1 = H ~F
€3/13720C Unknown 'ZD D D QQ
formation has beer received from a consumer concerning 10. Concomitant medical producss and therapy dates (exciuget ueatment ot event)
~ 71 year old male patient with allergies to dust, cat, ADVIL Unkx -Unx
deg anc grass and a significant history of peptic ulcer PROTONIX Unk -Urx
disease who was placed on therapy with montelukast
scdium, tabiet, 10 mg, daily, for the treatment of asthma {Continued on Additional Page)
"fcr several months® (duration no: reported). Concomitant
therapy included simvastatin (MSD), iron {unspecified}, QG. All manufacturers
lisinopril (ZESTRIL), ibuprofen (Advil) andé pantoprazole 1. Contac: office - name/adgress 2. Phone Number
sodium (PROTONIX). In approximately January 2001, the (610)397-2416
patient fell and experienced a painful shoulder. The e
patient began to take "a lot of aspirin* (total daily Merck Human Heaith Division 3 Repon souree.
dose, duratlc?n and indication ot reported) while sctill - Merck & Co., Inc. (check al that appry -
on therapy with montelukast sodium. In January 2001 the
patient‘s hemoglobir was 14.5. The patient was P.O.Box 4 D toreign
hospitalized from 07-FEB-2001 to 09-FEB-2001 for a very f
low hemoglobin count of 7. The patient was given three West Pomt, PA 19486-0004 D sway
pints of blood. The patient was rehospitalized from ’ . D literature
11- -2001 ¢ 3-FEB-200 w lobin and .
1-FEB-2001 to 13-FEB-2001 for a low hemoglobin ATTN: Worldwidg Product Safety consumer
Aol neaitn
(Continued on Additional Page) 4. Date received by manutacturer s. , professionat
— (mofdayiyry 0 {AINDA # 20829 D user taciity
5. Relevant tests/taboratory data, including dates 3/13/01 N compan
Y
Refer to Additional Page 6. It IND. protocal # PLA # D representatve
- j aistnbutor
pre-1938 D yes
7. Type ot repont ore ] ather :
5-cay 15-day product yes
10-day Dperiodic 9. Mtr. report number ]
(Jnsar [ rotoweos 1 WAES 01030805

8. Adverse event term(s)

HEMOGLOBIN DECREASED: DUODENAL ULCER: FRLLING:
SHOULDER PAIN; GASTROINTESTINAL BLEELINC

7. Other am history, ing preexisting conditions

{e.g.. allergws race.pregnancy. smoking and alcohol use, hepatic/renal dystunction, etc.) L VIR ]
CONCURRENT CCNDITIONS: cat allergy; dog allergy; dust E. Initial reporter )
allergy: grass aillergy: peptic ulcer 'T“L

JRLET T q ]

ans——— MAR 2 3 200

2. Health p ? 3.0 ] 4. Intbial reporte- aiso
Submission of a report does not constitute an admission that seni report :c FOA,
FDA  medical personnel, user facility, distributor, manufacturer or YES D NO M.D. Dyes EJ no _f)_(_] uns
product caused or contributed to the event. —d

RPAT B ey
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Ve WEIIUT TYETIL U RIUUIeT

received two more pints of blood. The consumer also reported that a small duodenal ulcer was fourd.
On 07-MAR-2001 the patient’s hemeglobin was 11.1. The consumer added that all of these effects cnly
occurred when he began to take "a lot of aspirin". The patient’s physician Stated that there was no
indication that therapy with montelukast sodium was related to the gastrointescinal bleeding and
that the patient had been using ibuprofen *by the bottle* for pain reiief. At the time of this
report therapy with montelukast sodium continued.

I;Ie further details are expected.

£ »

6. Relevant tests/laboratory data, including dates
LABORATORY RESULTS

Tests Date Value Unit Nermal Range
hemoglobin ) 01/22/01 14.8
hemoglobin 02/07/01 7
hemoglobin 03/07/01 11.2

C. Suspect medication(s)
10. Concomitant medical products and therapy dates (exclude treatment of event)
¢ k )

ZESTRIL nk - U
ZOCOR Unk - Unk
iron (unspecified) Unk - Unk

- NSS
¢ MAR 2 3 200
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o Gava) reintroduction
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1. Brand name

2. Type of device

3 Manutaciurer name & address <+ Cperator of device h
D neaith protessior al
[ 1ay useratient

L othar

RECEIVED L

_{% Exgiration clate

6. o Y tmocayen
A [
model # "‘AR Z
6. Relevanl te ts:labcralory dala, .ncucing dales . Mimplantec, give dite
Lr‘% -~ /? / cataiog # _MEt Moty
serial # '
f ) 8. W explanted, give date
ot # (mo/daytym)
PA) } . ﬁ other # S
b ) 3. Device available !or svailuation? (Co ho! senc ‘9 FTA)
/ /‘/‘_\j D yes :_ v D refuired to mandfacturer &a .
( . : 1m0 Cavam
— ~ ; A . T . e ‘e ! i}
///((C?)( pon / C\C 10. Concomitant medical products and therapy dates {exciv Je treatment ¢ event)

7. Qther reievant history, mc:umng preexisting medical conditions (e.5.. allergies,

race, pregnancy, smoking and alconol use. h Aahc.’renal dystunction, elc.)
%/”?c” i Z")" % 7 z 2«/1 7z/:é\ E. Reporter (see confidentiality sectiononback) . :

(" 1. Name, address & phone #
(A& 257

4 o P //////,( ——
ﬂx_,]ﬁﬂ W.G. (B1ll) Hefner VAMC 111)

1601 Brenner Avenue

Salisbury, NC 28144
C /’ul wf 2 2. Health professionaf? | 3. Occupation 4 I»‘:jlso r:::n‘:c )
yiac urer
!.‘D Maiito: MEDWATCH or FAX to: (yes O [‘j use facity
5600 Fishers Lane 1-800-FDA-0178 ] : : ; e
, . you do NOT wint your identity disciosed to
r A Rockville, MD 20872.9787 the manufactures, place an = X ~ in this box. [J astozute

FDA Form 35C0 (693} Submission of a report does not constitute an admission that medical personnel or the product caused or contributed (o the event,
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1997/
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7. Other reievant history, inciuding preexisling medical conditions (e g., alierg:es
face, pregnancy, smokung and alconol use. hepahc/ignal dystunction, elc.)

AANCLes
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/Z/zw\ //V( /24

Concptaitant medical progucts agp y i
X NZ ﬂ'fsz
/ G

cates (exclyce yeaiment ol aven)
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1. Brand name

02 [ Jyes [Jro DC‘S: y"‘

2. Type cf device

2. Manutacturer name & Ldcress

RECE

97

MAR 27

D lay user/patient

D other:

IVED

200

4 Operator ol device ]
D hea'th pratessional

5. Expiration date

veers_ MEDWATCH GTU

imocayyy

7. Himplanted, give d.

e

catalog # vy
serial #
¥
‘8.
lot # {modeysy}
other #

I explanted, give d.

p—

e

3. Device available {o- svaiuation?

Ovws Qe O

{Co not sénd 1o FDA)

retumed 10 manufacturer on
{rma daven

10. Concomitant medical products

ess & phone &

and theracy cales (excluce treatment of event)

E. Reporter

4

mA Mail to:

FCA Form 3500 (693}

MEDWATCH
5600 Fishers Lane
Rockville, ML 20872-9787

or FAX to:
_1-800-FDA-0178

W.G. (Bill) Hefner VAMC
le0l~-Brenner Avé&nue
Salisbury, NC 28144

(111)

2. Health professional? | 3. Occupation

CJves [ o

5. If you do NOT want your identity disclosed to
the manufacturer, place an “ X " in this box.

4. Alsarezortedio
[:I manjlacirer
[j user laciliy
[j cistrbutcr

Submission of a report does not constitute an admission that medical persoiinel or the product caused or contributed to the event.

C 7yl oossL



iviaual Safety

D AR
MEDWATCH

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patient information
1. Patient identifier | 2. Age at time

of event:
18053140 or

Date
of birth:

64 Years

in confidence

1 z Adverse event  andfor D Product proble m (e.g., defects/malfunctions)

by health professionals of adverse
events and product problems

Internet Submission - Page 1 .

2 Outcomes attributed to adverse event .
(check all that apply) D disability

D congenital anomaly

:] required intervention to prevent
permanent impairment/damage

D other: ______

T lite- lhreatenmg

Z hospitalization - initial or prolonged

3. Date of 4. Date of
event 12/06/2000 this report 03/23/2001
(mmiddiyyyy) (mmiddiyyyy)

5. Describe event or problem
patient admitted with "coffee-ground"
emesis, upper GI bleed.

€& Relevant tests/laboratory data, including dates

7. Other relevant history, including preexisting medical conditions
(e.g., allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc. )

CTU] #0827

Mail to: MEDWATCH or FAX to:
r ‘ s 5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

FDA Form 3500

reporting FDA Use Oniy

Form Approved OMB No. 0910-0291 Expires: 12/31 00

ee OMB statement on rever s

Triage unil
sequence #

[#0097

C Suspect medition(s) I

. Name_ (Product Name}
Aspirin

(Labeled Strength)
[l

(MfriLabeler)

/
/

#2

/
/

2. Dose/Frequency/Route used 3. Therapy dates (if unknown. give duration}
From Te {or best esimate)
" / / # B}
#2 / / #2 -

4. Diagnosis for use separate indications with commas)
#1

5. Event abated after use
stopped or dose reduced

# (_ - [ doesn't
_yes ]no : ,app‘fy
#2 :
6. Lot # (if known) 7. Exp. date (if known) #2 . _yes ino appF
# # 8 Event reappeared after
reintroduction
#2 #2

M Clres Joo Viggen

9. NDC # (for product problems only)

appily

#2 [lyes Jro L Jggesmt

10. Concomitant medical products and therapy dates

pepcid, norvasc, lasix, hctz, risperdal,
dilantin, c.onidine, phenobarbital,
effexor, potassium

D. Suspect medical device I
1. Brand name

(exclude treatment of event)

2. Type of device

3. Manufacturer name & address

4. Operator of device
[ | neatth professionat
l | tay userfpatient

[ K other:

5. Expiration date

" 5.0
W WMRR—
model #

MECWAT

{mmrdcivyyy)

. If implanted, g:ve date

catalog #

serial #

rnavyyys

fot #

8. If explanted, give date

other #

i ‘~"“"~.l

MOTiyYYY)

9. Device available for evaluation?

[ yes 0 no

{Dq*nb!’ send cevice to FDA)
G returned fo manufactusur an

=miadiyiyy)

10. Concomitant medical products and therapy défes

phone #

E. Reporter (see confidentiality section on back)

{exc ude treatment of event)

United States

2. Health professional?

[Eyes D no

3. Occupation
Pharmacist

4. Also reported to
[_—| manutacturer

5. if you do not want your identity disclosed to

the manufacturer, place an “X" in this box. Ej

D user facility
Lj diszributor

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed ta the eve

nt.



LT
MEDWATCH

THE FDA MEDICAL PRODUCTS REPORTING PROCRAM

A. Patient information
1. Patient identifier | 2. Age at time

of event:
or lbs
Date or
In confidence of birth: kgs

Adverse event or product problem
1. E Adverse event  and/or D Product problem (e.g., defects/malfunctions)

by health professionals of adverse
events and product problems

2. Outcomes attributed to adverse event N
D disability

(check ail that apply)
: j congenital anomaly

Cldeath _______________
—_ {mmadyyyy) !:I required intervention to prevent
_ 1 life-threatening permanent impairment/damage
¥_ hospitalization — initiat or prolonged D other: _________
3. Date of 4. Date of
event 01/15/2001 thlsreport 03/26/2001
Lmmoa/yyyy) (mmiddlyy

5. Describe event or problem

Pt presented to emergency dept with c/o
coffee-ground emesis and melanotic stool
two days prior.
abdominal pain, dizziness, and
orthostasis. Had reported to local ER
and was subsequently transferred here.
NG lavage was negative, but rectal
examination was heme positive. Pt
admitted for GI workup. Was discovered
to have gastric ulcer suspicious for
malignancy and duodenal ulcer as well.

Also reported nausea,

6. Relevant tests/laboratory data, including dates

RECEIVED

MAR 2 7 2001

MEDWATCH CTU

Form Approved ONB No. 0910-0291 Expires: 12/3 /00

reporting Ses GMS statement on reve ‘se
FDA Use Dnly
Tt it
- s:l:::nl::t / u o IL?
Internet Submission - Page1 = . " ;
C. Suspect medication(s) l
1. Name (Product Name) {Labeled Strength) (MfriLabeler)
Ibuprofen 00 mg
/
EC ASA 325 m
n [ /
2. Dose/Frequency/Route used 3. Therapy dates (if unknown, give duration} a
: From To (or best estmate)}
# 400 TID /Oral # rom B (or estimate,
mg prn
“ 3‘(215 /dally /Ora‘I » _
4. Diagnosis for use (separate indications with commas) £. Event abated after use
#1 stopped or dose reduced
M [Fyes lno [ doe
#2 T '
2 (Viyes no | doan':
6. Lot # (if known) 7. Exp. date (if known) | -- L.Japply
# #1 8. Event reappeared after
reintroduction
#2 #2 1 [:] :] j oesn
yes no v
9. NDC # (for product problems only) app
- - B V| doesn’”:
#2 [yes _|no g app?y

10. Concomitant medical products and therapy dates (exzlude ireatment of event)
atenolol docusate glyburide
lisinopril prazosin psyllium

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device

rj health profassional

_] lay user/patient
_J other

5. Expiration date

6. {mmvodryyy s}
model #
- 7. Yimplanted, give date
[*] # immedtryyy)
serial #
8. if explanted, give date
lot # (mwfwym 9
other # e ]
9. Device avaitable for evaluation? {Do not ﬁndﬁﬂﬁce to FOA)
D yes L no {_ returned to mdrufadurer on__

~ " Trmitdiy vyy)

7. Other relevant history, including preexisting medical conditions
(e.g., allergies, race, pregnancy, smoking and alcohol use, hepaticirenat dysfunction, etc. )
EtOH dependancy

10. Concomitant medical products and therapy dates (e:gclud}l eatnu»nl of event)

E. Reporter (see confidentiality section on back)

1. Name phone # _

VA Pittsburgh Heal!hcare System -132M-E-; 7180 Highland
&

oFFAX to:
1-800-FDA-0178

Malil to: W T '
r 5600 Fishers Lane
Rockville, MD 20852-9787

FDA Form 3500

CTu )YOl|3

Drive » .

Pnl‘.ttsburgh femlsylvania 15206

United States Maric.Dinardo@med.va.gov

2. Health professional? 3. Occupation 4. Also reported to ’
(] yes [ no [Pharmacist "] manufacturer

P_i user facility
,__] distributor

5. If you do not want your identity disclosedto ___
the manufacturer, place an “X" in this box. .J

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the eve  nt.



| nalm]ii‘ﬂa il ﬂi‘ ii"el ﬂr t|" “m “l\ l“’
36925068~ o-eH * JOLUNTARY reporting o Do O e MR Satermant o ovbrea.
by health professionals of adverse ' - :':::‘:;""
ev d product problems (" O f fewoe « ] ONL )
THE FDA MEDICAL PRODUCTS REPORTING PROGRAM 'nternetﬁl‘?rr‘_'_sﬂoﬂ - Page 1 )

A. Patient information C. Suspect medication(s) I

1. Patigpt identifier | 2. Age at time 1. Name (Product Name) (Labeled Strength) (Mfr/Labeler)
o of event: Vioxx 12.5mg
o Ibs #
LOG#4037 Date o " asprin /325mg /
In confidence of birth: kgs
2. Dose/Frequency/Route used 3. Therapy dates (if unknown, give duration)
12.5 once From To (cr best estimate)
1. [#] Adverse event  andfor (] product problem (e.g.. defects/malfunctions) # ng daily /0'al #01/01/2000 - 1¢/11/2000
2. Outcomes attributed to adverse event o 325 once / oral . _ -
(check al! that apply) {7 disaitity #2 1 daily ra #201/01/2C00 — 10/11/2000
| D congenitai anomaly 4. Diagnosis for use (separate indications with commas) 5. Event abated after use
T ——————— . . . Unkown stopped or dose reducec
— . (mmiddiyyyy) D required intervention to prevent # _ ) )
__ life-threatening permanent impairment/damage L4 _Z} yes ': no j%%%?{:‘ 1

= s/p AMI, ICH
¥ hospHalization ~ initial or prolonged Toter _______________ - #2

#2 [Viyes | no jdoef; t

6. Lot # (if known) 7. Exp. date (if known) - appi
3. Date of 4. Date of #1 #1
event 10/11/2000 thisreport 03/28/2001 8. Event reappeared after
immuddlyyyy) (mmvddtyyyy) reintroduction
5. Describe event or prablem #2 #2 - _ .
. P L #1{Tlyes [ Jno [/ doeprt
Erosive, diffuse gastritis -by 9. NDC # (for product problems only) — apply
astroscopy-, melena, anemia, orthostasis - - = doesr't
g PY -, ' ' #2[_yes [Jno |] 5pE%

attributed to Vioxx and ASA by GI
consult. Acute renal faliure attributed
by renal consult to decreased cardiac
output, volume depletion, ischemic
cardiomyopathy, anemia and/or NSAID use
[only on Vioxx and daily ASA] By

dicharge SrCr 1.7 BUN 31 October 13th, . -
2000 D. Suspect medical device I
1. Brand name

2. Type of device

10. Concomitant medical products and therapy cates (exclude treatment of event)
Lanoxin, KCL, Plavix, MVI, Isord.l

3, Manufacturer name & address 4. Operator of device
ij health professionat
lj lay user/patient
D other:
I I P —
e _——F{ECEWEBﬁ' [
6. {mmideiyyyy)
del #
6. Relevant tests/taboratory data, including dates p \ . 7. 1fimplanted, give dat
€ | 1 K 1 implanted, give date
Admission HGB 8.7% HCT 27.1% SrCr 3.6 BUN catalog # oo MAR-3-0-200° ity
55 serial ¥ _____________ T H-C:f
- ‘ ( ; 8. If explanted, give date
lot # ?\A—[‘D— IJA (mml(iiyyyy) g
other #
9. Device available for evaluation? {Do not send device 1o FDA)
D yes Ei no D returned to manufactureron ____
(rmiddyyyy!
10. Concomitant medical products and therapy dates (exclude treatment of event)
7. Other rel t history, Iincluding preexisti dical conditions

(e.g.. allergies, race, pregnancy, smoking and alc;hol use, hepaticirenal dysfunction, etc. )
s/p CABG, PTCA , AMI, HTN, Hx -April 2000-

ARF secondary to IV contrast at that time

SrCr 1.6 BUN 44 but returned to ‘'almost

normal' at discharge in April 2000.

E. Reporter (see confidentiality section on back)

ohore QN
: DSS

United States . i
2. Health professional? . Occupation 4. Also reported to
lZI yes U no JPharmacist _j manufacturer
T Malf to: MEDWATCH or FAX to: - - v] user tacility
5600 Fishers Lane 1-800-FDA-0178 5. If you do not want your lderl\.til’y_dlsclossd to i t—] -
Rockville, MD 20852-9787 the manufacturer, place an “X” in this box. | |_:! distributor
FDA Form 3500 Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the eve  nt.

CTi— 1((0,19}
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T indicales UF/Dist report 4
item continued

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1 of 2 FDA Use Only

A. Patient Information C. Suspect medication(s)
4 Name (give labeled strength & mir/labeler, it known)

175.01bs | # 1 camoura
or

of event: UNKNOWN
or

in confidence Date of Birth: ’

B. Adverse event or product problem

1.fg Adverse event andjor [] Product problem (e.g. defects/malfunctions)

#2 amLoDIPINE Cont.

2. Dose, frequency & route used B.Therapy catesii( urknown, give curation)
trom/to (or best est mates)

# 1 16.00 MG TOTAL:DAILY ORAL 41 ~/—95 - PRESENT

# 2 10.00 MG TOTAL:DAILY:ORAL

7. Outcomes attributed to adverse event #2 —/-/95- PRESENT
(Check all that apply) [0 disability . Dlagnosis for use (indications) . Eveni abated after use
[] ceath congenital anomaly 4 4 HIGH BLOOD PRESSURE stopped or dose reduced
) {mo/day/yr required intervention to prevent doesn't
[ tte-threatening O permanent impairment/damage # 2 HIGH BLOOD PRESSURE ig1 O yes 3 ne apply
s . e . 0esn
a (noi;;nahzanon - initial or prolonged 4 :nher.f NOT SERIOUS 6. Lot # (if known) 7. Exp. date (it xnown) 2 O vesd i
3. Date . Date o #1 1 no g
event —/-{95 this report  03/28/01 UNKNOWN #1 unknown 8. Event reappeared after |
(mo/day/yr) {mo/dayryr) #2  UNKNOWN #2 UNKNOWN reintroduction
escribe event or problem doesnit
9. NDC # - for product problems only (if known #1
THIS CURRENTLY 60 YEAR OLD FEMALE CONSUMER REPORTS THAT P problems only (i known) OyesOno O apply
IN 95 SHE STARTED TAKING CARDURA (DOXAZOSIN) 16MG DAILY, NA doesn't
NORVASC (AMLODIPINE) 10MG DAILY, AND AN UNSPECIFIED ‘”2 0 ves O no apply
DIORETIC DAILY FOR HIGH BLOOD PRESSURE. LATER IN 95, 10.Concomitant medical products and Therapy 6a'es (exciuce reatment o event)

SHE EXPERIENCED URINE LEAKAGE. IN 96 THE DIURETIC WAS
DISCONTINUED BECAUSE HER BLOOD PRESSURE IMPROVED. AFTER[NONE
THE DIURETIC WAS DISCONTINUED, THE URINE LEAKAGE
IMPROVED. AT AN UNKNOWN TIME, THE CARDURA WAS DECREASED
TO 6MG DAILY FOR UNSPECIFIED REASON. AT AN UNKNOWN
TIME, SHE BEGAN TAKING "BABY" ASPIRIN. IN FEBOO SHE WAS
DIAGNOSED WITH 2 PEPTIC ULCERS. IN FEBOO, DUE TO THE

PEPTIC ULCERS, THE ASPIRIN WAS DISCONTINUED AND SHE WAS
PRESCRIBED PRILOSEC (OMEPRAZOLE). AS OF 15MAROO SHE

STATES SHE STILL HAS URINE LEAKAGE BUT ONLY WHEN SHE

—— COPY HE FOR MAYO PFIZER REGULATORY SAFETY
SNEEZES OR COUGHS AN ENDOSCOPY IS SCHEDULED 0 PFIZER PHARMACEUTICALS

G. All manufacturers
. Contact office - name/address (& mfring site for cevices)

2. Phone number
212-573-3129

TO CHECK THE ULCERS. 235 EAST 42 STREET 3. Report source
B.ESWAYORK' N.Y. 10017 (check all that apply)
0] foreign
0O study
[] literature
[ig consumer

4. Date received by manufacturer 5.

(ma/dayyr) l*?DA . 0 health profe ssional
NDA #19-588 -
03/15/00 ND ¥ T [ user facility
6. Relevant tests/laboratory data, including dates 5TIND. protocel ¥ PLA # gggg::gm .
; . 3 —_— '
) NA pre-1938 Oyes 0 distributor
oTC ther-
7. Type of report product ] yes [ other

{check all that appl
poly) 8. Adverse event term(s)

O s-day (0 15-day PEPTIC ULCER
D 10~Day periodic URINARY TRACT DISORDER
initial O follow-up #

7. Other relevant history,inciuding preexisting medical conditions “

{e.g.. allergies, race, pregnancy, smoking & alcohol use, hepatic/renal dysfunction.etc.)=|~" Mir. report 2“"“’9’

N -
NONE AQ09315

E. Initial reporter

1. Name , address & phone #

Tel. GENNMNNYD
:D 106 Submission of a report does not constitute an admission  [2.Health professional? 3 Occupation 2. Initial reporter also
that medical personnel, user facility, distributor, manufa- O yes & no OUSEWIE: sent report to FDA

aschrite Form 35008 cturer or product caused or contributed to the event. HOUSEWIFE Cyes Cno Lnk
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Mir report #
AD09315

UF/Dist report #

et

FDA Us: Only

C. Suspect medication(s)

# 3 UNSPECIFIED DIURETIC

1. Name (give labeled strength & mir/labeler, it known)

#4 gaav ASPIRIN

# 3 DALY:ORAL 43

2. Dose, frequency & route used [.Therapy dates (it unknown, give duration)

from/to (or best estirnates)
——/95 - PRESENT

# 4 DALY ORAL #4

UNKNOWN - 02/—00

“Diagnosis for use (indications)
# 3 HiIGH BLOOD PRESSURE

5. Eveni abated alte: use
stoped or dose reduced

# 4  INDICATION UNKNOWN

coesn’t
# 3] ves O no B apply

6. Lot # (it known)
#3  yNKNOWN #3 UNKNOWN

7. Exp. date (i known) UNKNOWN

joesn't

wa yesOQre O

#4 UNKNOWN #4 UNKNOWN

appl
B. E\(enf reaptpeare( a&er
reintroduction

Joesn’t

#3[] yes O 0 o apply

Joesn't
#4 ] ves 0 D apply
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