vidual Safety
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THE FDA MEDICAL PRODUCTS REFORTING PROGRAM

A. Patient information
1. Patient id‘liﬂer 2. Age at time

of event:
or

952601 77 Years

it coni:dence ofbirth.
8. Adverse event or product problem
1 7! Adverse event ’

Aandror  product problem (e g . defects/malfunclinns)

JOLUNTARY reporting

alth professionals of adverse
nts and ;

Internet Submissién - Page 1 . s

2 Ouicomes attributed lo adverse event o
{check aM tha* zpply) : cisability

. i .
death congenital anomaly

. chevtey v/ recuired intervention to prevent
life-threaterng permanent impairmert/damage
v hosp taizal or - s tal o proionged " ther
3 Date of 4. Dafe of
avent 07/17/2001 this report 08 /06 /2001
imanIatyyyy) i adtyyyy)

5 Describe event or problem

31 blood loss and anemia found pricr to
having surgery for peripheral vascular
dizease.

DSS

5 Relevant tests/laboratory data, irc'.drg dates

RECEIVED

AUG 0 7 2001

MEDWATCH CTU

7. Other relevant history, including preexisting medical conditions

{e.g allergies, race, pregnancy, smoking and alcohol use, hepaticirenal dysfunction, etc.)
ASCYD, Hyperlipidemia, Dyspepsia, Macular
Degeneration of Right eye, Bilateral

Cataract Disease, S/P Aortobifemoral

Byvass Surgery, Status Post Bilateral

Femoral-PBcpliteal Bypass j:’”i

AUG 07 2001

Form App-oved OMB No. 0910-0291 Expires: 04/30/03
See OMB statement on reverse
FDA Use Only

Triage unit

- Y 1’4 L L.

1. Name

{Product Name)

{Labeled Strengths
Flavix T

i

/ “roma /

2 DosefFrequencyiRoute used 3 Therapy dates (" unhrown, gve duralicn;

TEomy [6:97 From 6 tor Lesl estimale)
# ’ / /Oml Mg /e fug0l - 07/17/2001

, 50 T3 /QD Jora 4204/95,/2001 -

4. Diagnosis for use (separate indiinons with con'r as)
i Occluded Femoral Popliieal Bypass

{MfriLabeler)
#1

(72

07./1%/2001

5 Event abated after use
stopped or dose reduced

Graft : i, y
e 1 s o ,«.%oe?r‘n
#2 —
. %2 _yes  lro | 'doepm
& Lot # (if known) 7. Exp. date (if known} T ) app
#1 #1 8. Event reappeared after
e - reintroduction
"2 #2

- ;
81 yes: fno [vigBsR

fro it
o ! Idggpy

9 NDC # (for product proklems on'y)
- - %2
10 Concomitant medical products and therapy dates {exciu je ‘reatment of everd)
Lipator 10mg HS, Cilmetidine 400m3y HS,
Mulisvitamins QD, Sermakot prn

yes |

D. Suspect medical device

1 Brand name

2. Type of device

3 Manufacturer name & address < Operator of device

[ R I health professional

| | lav useripatient

| | other

- 5 Expnmhon date

6. (mor/gd'yyyy)
model # __

If implanted, give date
catalog # __________ e ("'de'yynl
serial # . -

6. H explanted, give date

lot# __________. . ... [ {tom!dovvyyy )
other #

9. Device available for evaluation? (Dc not send device to FDA)

' :
1 returnec to manufacturer on

|yes "o i

{mmicoayy)

10. Concomitant medical products ani therapy dates jexcluide freatment of event)

E. Reporter {see confidentiality section an back)

Fharmb
Health o

United States

2. Health profe ssmnal?

" dggye

FDA-0178

5600
Roc|

A]If.‘ n
Mail to:

MEDWATCH
Lane
52 9787
FDA Form 3500 Submission of a ri

T 1S Yt 7

\g

3. Occupation
IPharmacist

i Also reported to

{“ yes 1 i no manu‘acturer

5 if you do not want your identity disclosed to =

v user facilty

the manufacturer, place an “X” in this box. v’ " gistribator

l;lute an admission that medical personnel or the product caused o+

sontribut ed to the event.



ingivigual satrety Report
‘ ‘“‘“l “ ‘““ t|||| “l“ ||‘“ “l“ m\ ‘.““ \“\ ““\! l ||U ““l. ||ll\ ‘.|l l“l VOLU NTA RY reporﬁng T ouGSN; ‘gge&;ﬁémﬁ:iﬂﬂ:}
i ealth professionals of adverse ::A Yee ‘:""
THE FDA MEDICAL PRODUCTS REPORTING PROCRAM Q - Internet Submission 4 Page 1 JAE

A. Patient information

1. t identifier | 2. Age attime
y of event:
- or

Date
of birth:

In confidence

B. Adverse event or productp
1 E] Adverse event  and/or D Product problem (e.g., defects/malfunctions)

C. Suspect medication(s)

1. Name (Product Name} (Labeled Strength)
# Fosamax 70mg

(Mir/Labeler)
Merck

2 ASA/Prednisone / 81mg/10mg /Generic

#

2. Outcomes attributed to adverse event [j o
(check a'l that apply) _| disability
77 death [ congenital anomaly
" “-. ______________ f:] required intervention to prevent
[] rte-threatening permanent impairmentdamage

E hospitalization - initial or prolonged E] other:

2 DoselFrequency/Route used 3. Therapy dates (if unknown, give duration)
From To (or best estimate)

70mg Weekly
# / /O'a‘ #151/01/2001 - 01/31/2001

81img/ /QD
2 3 omg fou___|# -

5. Event abated after use
stopped or dose reduced

#1[v'yes | no I‘]\%“’)%?;“

4. Diag is for use (separat
#1 Osteoporosis

with commas}

Hyperlipidemia/Myasthenia gravis

3. Date of 4, Date of
event 01/31/2001 this report 08/08/2001
(mmvociyyyy) (mavodryyy))

5. Describe event or problem

presented to the ER with black stool
on day prior to admission and day of
admission. The patient also complained of
being lightheaded for the previous week.
The patient was diagnosed and admitted as
having a GI bleed. A closer loock at her
medication history revealed the
initiation of Fosamax four weeks
previcusly. An EGD was performed
revealing a single diverticula in the
midesophagus and a large parae sophageal
hernia. Fosamax was discontinued from her
medication profile and Prevacid 30mg QAM
was initiated. The patient slowly
improved and the GI bleed resolved.
Discharge medications included all her
previous medications in addition to
Prevacid 30mg QAM.

#2
i [y] doesnt
6. Lot # (if known) 7 Exp. date (1 known) | "2 byes  Tro lggey)
" # 8. Event reappeared after
reintroduction
#2 #2

# T jyes “Jno

- .
[ !goepnt

w2 [ yes [(Jno [ doepnt

9. NDC # (for product problems only)

70, Concomitant medical products and therapy dates (exclude treatment of event)
Mestinon 40mg TID Imuran 50mg TID Zocor

40mg QD Diovan 80mg QD Occuvite vitamins

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address

RECEIVED

AUG 0 8 2001 5,

4. Operator of device
[_] health professional
r ] lay user/patient
l_ other:

Expiration date

6 Relevant lests/laboratory data, including dates

1/31: Hgb/Hct= 13.2/38.4

2/01: Hgb/Hct= 10.1/29.3

All other labs -e.g. K, Cl, Mg- WNL

{mm’cdtyyyy)

7. Kimplanted, give date

————————————————————————————————— {f yyyy)

serial # __ e e
8. If explanted, give date
tot # e e - e e T s S e (mmk‘)’dlyyyy) 9
other #
9. Device available for evaluation? ‘QSﬁ send device to FDA)
[_—l yes U no ln] ret ufactureron __ ________________
{mmicdlyyyy)

7. Other relevant history, including preexisting medical conditions
(e.q.. allergies, race, pregnancy, smoking and alcohol use, hepaticirenal dysfunction, etc.)
has a PMH significant for hypertens ion,
yperlipidemia, osteoporosis, and
myasthenia gravis. sShe also has peptic
ulcer disease with a past history
significant for H. pYy lori positive

serology. .
c 714857/ MEDM’ICH

10. Concomitant medical prod uc!&rj»tlheﬁpx)dazﬁ ﬁ1clude treatment of event)
!

E. Reporter (see confidentiality section on back)

United States

m Mail to: MEDWATCPA% 0 3or AX to:

5600 Fishers La FDA-0178
Rockville, MD 20852-9787
FDA Form 3500

Submission

2. Health professional? 3. Occupation 4. Also reported to
[« ves [] no Pharmacist ] manufacturer

5. If you do not want your identity disclosed to L] user facility
the manufacturer, place an “X” in this box. ] l J distributor

es not constitute an admission that medical personnel or the product caused or contributed to the event.
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b o Is ¢ Do-nun rarmde_ - _Approved Dy FOA 0 112w
rmaceuticals Company

uPont Pha pan ‘Z000coU1043 |

MED &'&A TCH o -

_THE FDA MEDIC AL PRODLCTS REPORTING PROGRAM Page 1013 o N L toaysom)

A. Patient information

C. Suspect medication(s

1. Patientidentifier 2. :?ulnma 3. Sex 1 4, Weight | 1. Name (give labeled stength 8 miriabeler, i known)
ovent: . : ]
73 yrs g !
’ - 73 Y% [lfemele | 212_bs | #  COUMADIN (Crystalline Warfarin Sodium) ’
n confidence 31':«'-- NI [} mate | m  CRLEBREX (cm.xcox—m) i - ~
2. Doss. usncy & route used 3, Therapy dates (¥ unknown, give durasion
B. Adverse event or product problem i o "‘”;“?"‘;}Z::'ém
vy Anf 9 ) UNK UNK " .
1 7 Adverse event andior 1 Product p eg. fions) _ A, i -
"2 Outcomes stiribined 1o adverse evert - ' s 100 MG BID PO (#2_ T?-MAR-2000 to 03-MAY-20)0
Ichech ad that apply} i _ ) disability - - e

[ _J congenital anomaly

unspecified. She began taking Cordarone
(amiodarone) in 1994 for atrial fibrillation
and Celebrex 100 mg BID in Mar-00 for
OSTECARTHRITIS.

l Dunnousbruu \malamﬂ)

I 5. Event -baud a!llf use stogpec
or dosa reduced

death —.. ... -
imoasery _ required intervention to prevent { lm  UNKN CAUSE HORI;/E)RT NEC P yes " doesr
| We-threaterng permanent imparmentdamage apps
s initial | i % OSTBOARTHROS NOS - UNSPEC \ —— E
o - initial or 9 other. [ —— — K - yes __!no J aoesn’t
s e . [a Lot # (it known} 7. Exp. date (fknown) i apply
3. Date of 4 Dwte of . Eve red
wert 03/77/2000 marepot  06/22/2001 Plm NL [ 78 Evortreappeared afle
iviegid oty B NI NI - I
"5 Deacribe svent or prablen ) ‘R - "“ # yes | nal?] doeen:
9. NOG # - for product problems onty (if hnown) . .., appiv
Initial Notification (24-Aug-00) N @ n "y 'mr«::::p‘
7!0. Cuncml‘rr;icd pvoax:l; Aann therapy dates 1;xclme wuat;n_;nt of event)
A 73-ysar-old female had OCCULT BLOOD IN HER Name: NI (NETOPROLOL) Dates: NI to NI
STOOL on 23-Mar-00 and waes hospitalized for Name: NI (ENALAFRIL) Dates: NI to NI
an endoscopy on 5-Jun-00. The start date Name: NI (ANLODIPINE) Dates: NI to NI
and indication for Coumadin were _Name: NI (HYDROCHLOROTHIAZIDE) Dates: NI to NI *

G. All manufacturers

2. Phone number
| (302) 892-069¢

1. Contact office - name/address (& mriing site for devices}
DuPont Pharmaceuticals Company

Cheatnut Run Plaza, HR1132 s

Report source
P.0. Box B0721 tcheck atl that apply
On 23-Mar-00, while taking Coumadin, | Wilmington DE 19840-0723 USA ; ___3mre.gn
Celebrex, and aspirin, the patient tested l -2 | study
positive for occult blood in her stool (heme | :‘,: lterature
positive stool). On 3-May-00 during a o consumer
routine ECG, she was found to have a [ S — -— e ::g;ma, )
PROLONGED QTc INTERVAL OF >500 and SINUS e by TS DA 9218 I
BRADYCARDIA. The patient also had * 08/24/2000 ND# B | ::oompany) I
T Reeant mortory doa pcharggmms | o i, petaseis PLAK | eproseniaue
H —... distibutor
23-MAR-2000 Occult Blood Positive x 3 i i pre-1938 : yes l . other
03-MAY-2000 7. Typeotrspot _1 orc — !
Electrolytes, Liver Function Test, & Thyroid foheck all it appiy) product L ves
Panel Results: Within normal limits Wiseey  |1say | 8. Adverss svert temis .;
03-MAY-2000 Electrocardiogram 1{] 10-day : pertodic MELAENA, ARTHRITIS, QT INCREASELC,

Prolengation of QTc (517 msaec) * | imtet “Tiollow-ups . | BRADYCARDIA, FIBRILLATION ATRIAL,
o o o o FATIGUE
1 Omurclwimmy madical (e .. Bllergies, race, 9. Mfr. raport number ¢
oregnancy. smoking and alconol uu hepatic/ranal dyshmnction, etc. | . «
‘ 2000C0U1043 |
Allargies: penicillin E. Initial reporter
Hypertension 11, Name. acdewts & phone #

Rate-dependent right bundle branch block
Right total knee arthroplasty |
Coronary artery disease i
Peptic ulcer disease (suzgery -

FDA

Doman Facs.mie of
FDA Form 35004

Submnssmn of a mpor! do-s not constitute an
admission that madical personnel, user facility,
distributor, manufacturer or product caused or

oI

.nd'pfgtéaeogvgo%ﬁnuaﬁon pages.

'ollege of Pharmacy

Street, Room —

USA *

2. Health professional? 3. Occupation i 4. Initlal reporter atso

s C | senteaport o FDA
< ves no Pharmacist " yes [

LNk

AUG 02 2001

Volume |  Page 182



[} temale

L_ male

in £ gyimin, Approved by £DA or 375 254

DuPont Pharmaceuticals Company p regon & o o
2000C0U1043 |

epon ¥

1. Name (give labsied strength & mfrlabeler, if known)
n NI (ASPIRIN - UNSPECIFIED)

" CORDARONE (AMIODARONE HYDROCHLORIDE)

- T77 Adverse event andor —_ Product pi (8 g.. defe
" 2. Outcomes attributed In adverse event - -
[ 1 disabity

{checx 3k that apply)
) congenital anomaty

required intervention to prevent

.. We-threatening permanent impairment'damage

_ hospitalization - initial or profonged | other:
i R -
3. Dateof i & Dsteof !
ovent this raport
O v ) o L, L)
5. Dascribe avent or problem
0
t
" 5. Relevant testataboratory data , incloding dates
7 O!mr relavant mtwy i n-diul {0.9.. akerges, race.

pragnancy. smoking and alcohol nse hepaticirenal dysfunction, etc )

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

) embcué%‘!p’&ég. om{ﬁnuation pages

FDA

Ooman £ acsenie of
€DA Forn 3004

I! Doss, frequency & route used 3 T.hof:aydﬂn (it urknown, gvnawabom l
0mio (or bem eshmabe :
s UNK UNK UNK ¢ NI, unknown !
100 MG QD PO #a ?7- ?77 1994, continuxng
uvn;nslorm (mﬂncpuon) 5. Evm-bm-d ater use stopped
or gose reduced
n UNK.N CAUSE HDRB/HORT NEC . R
e ——e n | yes. naL) doesn't
# _ ATRIAL FIBRILLATION - --=|—,—319'3"-»
e e S yes | ncL-'_] doesn’t
6. Lot# il mwm) 7. Exp. daluM known} apph
n NI n NI 8. Event respposred afer
. e — reintroduction
e N LR = vos.. 1 no[~] doesrt
. 9. NOC # - for product problems onty (if known) [ __.apph
| %3 NI s NI % yes' :no[*] doesnt
: apol:

i 10. éawﬁum mudical products  and Ifnt;py caies {excluce reatment of even';

G Al manufacturers
- | 1. Contaci oMce - name/address (& mfring site for devices)

| 2. Phone number

’ 3 Rm’ 1 anurce
{check au that apply

. foreign
study
literature
_ . consumer
L heann
l Dah recatved by mﬂadmv EX - professional
cmaidayy) {ANDA # ’,_i user facility
IND & . ! | comoany
PR H representalive
€. M IND, protocol ¥ PLA# i :
o : distributor
o pre-193¢ iyes other !
7. Type of report T OTC i i
'3 N .
N {chac Bﬂhfiawly) product —yes
o l5dey _ 15dey [ T }
8. Adverse event termis| .
| . 10-day . ) periodic :
. i I
[ izl ] follow-up #

P
| 9. Mifr. raport number :

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

3. Occupation | " 4. Initiat reporter siso
— — | sent report to FDA
Ij yos | no b
| ,lycs{!no__unb,’

AUG 0 2 2001

Volume |  Page 183



A

DuPont Pharmaceuticals Company

G5t ropost number ’ '

MED WATCH’ 2000C0V1043

B.5. Describe svant or problem
P

[continuation:] INCREASED FATIGUE and decreased exarcise tolerance. On 3-May-00, Celebrex and
Cordarone were discontinued due to the prolonged QTc interval. The patient refused hospitalization
and was treated with Coumadin as an outpatient. On 5-May-00, an ECG indicated that the patient was
in ATRIAL PIBRILLATION and Cordarone was resumed. ©n 10-May-00, a repeat ECG revealed the QTc
interval to be back to normal at 418 msec. On 9-Jun-00, the patient was hospitalized for an
endoscopy to evaluate the heme positive mtools. As of 13-Jun-00, the patient was still
hospitalized. The reporter suspected that the prolonged QTc interval was due to a drug interaction
betwean Celebrex and amiodarone and that the heme positive stools could be attributed to Coumadin
and possibly Celebrex. The patient's past medical history is significant for hypertension, right
bundle branch block, right total knee arthroplasty, peptic ulcer disease with surgery, and coronary
artery disease.

The information was provided in a Form FDA 3500A forwarded by Searle Pharmaceuticals (manufacturer
control number 000614-SX188).

B.§. Relevant tests/laboratory data JRChiding dates.

[continuation:) 05-MAY-2000 Rlactrocardiogram Atrial Fibrillation
10-MAY-2000 Electrocardiogram Baseline QTc (418)

09-JUN-2000 Endoscopy Result not provided

B.7. Other relevant history, pr ing madical {a. . allergies, race, pregnancy, smoking and aicohol use, hepaticrrenal dysfunclion, eic j
{continuation:) unspecified date)

Current tobacco and alcohol use denied

Race: BLACK

€.10. Concomitarnt medical products  and therapy dates (suciude treatment of event)

[continuation:] Name: NI (ISOSORBIDE DINITRATE) Dates: NI to NI

E.1. Name, adidress & phone #

[continuation:] Phone: —

AUG 02 2001

Volume |  Page 184
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ARINATAN

ck Human Health Division™

For use by user-facilities, -
distributors and manufacturers for

Merck Facsimile of FDA Form 3500A
Approved by FDA  (10:21/33)

2-0-00- MANDATORY reporting Wit report 7 WAES 01080055
B R i h Al S ) Page 1 UF/Dist repont #
NO ATTACHWIN 9r e 75
5 0 3382 ~ 53&,5;’:3%‘" ,' A Lse Oniy
A. Patient information C. Suspect me inn{s)
1. Panent idenufier 2. ;’\'ge attume 3. Sex 4. Weignt 1. Name (give fapeled strength & m e U -
event: !
or 33 years . Female *1 TAB VIOXX 25 mgCl':J
Unk i . Yy
bate o R O e #2 aspirin Unk H/CD;.:W
in contdence Binth: '
2. Dose. treq y & route used 3 Therapy dates (romyiC) ( il unknown. give curaticn; |
B. Adverse event or product problem 41 25 myDAILY;PO s Unk - Unk !
1. —X] Adverse event and/or D Product problem (e.g., cetects/mattuncuions) ! "
X
2. O ibuted to event #2 Unk/Unk/Unk #2 Unk - Unk
{check alt shat apply) D disability
4. Diagnosis for use (indication) 5.Even: apated after use stopped or d0se lt
. reduced.
D death T D congenital anomaly #1 Unknown ves no A unk

[] required intervention to prevent

[ iite-threatening permanent impairment/damage

@ hospitalization-initial or prolonged [] other:

«0 0 C X

#2 Unknown

3. Date of event " 4. Date of this report
ue e g7/15%01 |

(moidayiy) 08/07/01

5. Describe event or problem
Information has been received from a 53 year olé female
patient who was placed on therapy with rcfecoxib, 25 mg
tabiet, once a day (duration and indication not
reported) . Concomitant therapy included aspirir

idura=ion, cose, and indication not reported).
mon-eiukass sodium (MSD!., fluticasone propionate (+)
saimererol xinafoace (ADVAIR DISKUS), ranitidine HCI,
isosorbide moncnisrate, prednisone (DELTASONE],

albucerol., lansoprazole (PREVACID), amlodipine besylate
INCRVASC), amitriptvline hydrochloride, atenolol,

»- z estrogens, conjugated (PREMARIN)} and
nitroglycerin {(NITROLINGUAL). On approximately

- S-JUL-2001 the patient was hospitalized for
gastrointestiral bleeding. The patient stated that she
developed gastrointestinal bleeding from taking rofecoxib
ané aspirirn. At cthe time of this report the patiernt had
recovered.

infornm

Adcitional -ion has been reguested.

8. Lot # (f known) 7. €xp cate (it known)
LB #1

<0 C O X

8. Event reappeared afier reintroduction

42 ¥2 yes no NA

G. NDC # - for product problems oniy (it known) a1 E D D

20 O O

Unknown

(> 4l %

70. Concormtant medical products and therapy Jates (excluded treatment ot event)
ADVAIR DISKUS Jnk -Unx
DELTASONE Unk -Unx

{Continued on Additional Page)

G. All manufacturers

5. Relevant testwlaboratory data, incuding dates

3

NANOWN

S

1. Contact affice - name/adaress 2. Phone Number
. (484)344-2418
Merck Human Health Division
3. Report source.
Merck & Co., Inc. {eheck all that apply)
P.O.Box 4 D toreign
West Point, PA 19486-0004 [ smey
D Iterature
ATTN: Worldwide Product Safety X consumer
D heatth
4. Date ceceived by manufacturer 5. 10 professionat
‘ i) 07/50/01 (ANDA #21042 D user facility
IND # D company
6. i IND, protocol # BLA ¢ represemanve
ore-1938 E yes I: distnbutor
7. Type of report ore D other .
| 5-day 15-day product D yes
D 10-day D penodic 9. Mir. report numzer
ivat || Foiow-ups WAES 01080056

7. Cther relevant nisiory, including preexisting medical conditions
(e.g.. allergies, race. pregnancy, smoking and alcohol use, hepaticsrenal dvsfunction, etc.)

Unknown

8. Adverse event term(s)
GASTROINTESTINAL BLEZDING

E. Initial reporter i

United States

1. Name, aadress & phone #
DSS ;

Confidential Report
G 5 25 VG 09 2001

Submission of a report does not constitute an admission that
medical personne!, user facility, distributor, manufacturer or
product caused or contributed 1o the event.

FDA

2. Health protessional? 3. Occuoanon < Inimai repcaer aise

sent report .0 FDA. !
D vEs @ NO E-Jyes D ro @ unk l




L

* 7
Lo st HTRA I HITUILAT PIVUULLS aliu uierdpy uates (exciude treatment of event)
NITROLINGUAL Unk - Un
NORVASC tnk -~ Unk
PREMARIN Urk - Trk
PRIVACID Jek - Jrk
SINGULAIR unk - Urk
albuterol Unk - Unk
amitriptyline hyd-ocnloride Jnx - Unk
acenojol Unk - Unk
ibuprcien Unk - Unk
isosorbide mononitracte Unk - Unk
ranit.dine hydrochloride Unk - Unk

DSS

AUG 10 200, aug 09 2009
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MEDVVA'TCH

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A. Patie primatio

1. Patient identifier]2. Age at time 54 3. Sex 4. Weight
of nt. cars
o e year [x] femate _150?___-0 tos
Date male
in confidence of birth; — D _ml__kgs
B, Adve e eve Oor prod proble

1.@ Adverse event  and/or D Product problem (e.g., defects/maltunctions)

MANDATORY reporting
Pharmacia & Upjohn, Inc.

Periodic Page 431 - 1 N

2. Outcomes attributed to adverse event
{check all that apply}

] deatn

D lile-threatening

[ cisability

[[J congenital anomaly

(mo/deyyr) . . .
¢ ’ D required intervention to prevent

permanent impairment/damage
[:] hospitalization - initial or protonged D other:

3. Date 4, Dgte of
of event 08/--/2000 this report 07/19/2001
[e— {moideylyr)

5. Describe event or problem
Abdominal pain[Abdominal pain NOS]
Gastritis[Gastritis NOS]
Spasms[Muscle spasms]
Felt weak[Weakness}
Felt sweaty{Sweating increased]
Ulcers bleeding{Gastric ulcer hacmorrhage])
No relief from pain[Drug ineffective]

Case Description:
Spontaneous Report

On 27MAR2001, a consumer called to report adverse events from
CELEBREX. This 54 year old female consumer with a history of
ulcers, started CELEBREX (celecoxib) 100 mg daily in 1999 for
chronic pain after multiple traumas. In AUG2000, she seports that
she had no relief from her pain and her dose was increased to 200 mg
with breakfast and 200 mg with dinner. In AUG2000, an upper
gastrointestinal series

continued in additional info section...

6. Relevant testsflaboratory data, including dates
AUG2000: Upper gastrointestinal series showed gastritis, but no
ulcers

19MAR2001: Endoscopy performed and found scattered small
ulcerations in the antrum. Assessment; Gastric uicers, most likely
due to aspirin. Plan: Discontinue all aspirin products and maximize
antacid

7. Other relevant history, including preexisting medical conditions (e.g. allergies,
race, pregnancy, smoking and alcohol use, hepatickenal dysfunction, etc.)
#1 11/--/1990 to UNK concurrent condition. (continued)
#2 11/--/1990 to UNK concurrent condition, (continued)
#3 --/--/1996 to UNK medical history, (continued)
#4 concurrent condition, (continued)

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

DA

+500A - Facsimile

19-Jul-2001 14:4522

2n ||v 2001

Relsys tnternatonal, Inc

-facilities. FDA Facsimite Approval: 30-JUN-1999
wifacturers for Mirrepons I |
77777 L 2001050358L'S

UF/Dist. report ¥
FDAUse Only |

C. Suspect medication(s)
1. Name {give labeled strength & mir/labeler, if known)
#1. CELEBREX(CELECOXIB) (continued)

#2. FIORINAL WITH CODEINE(BUTAL (continued)
2. Dose, frequency & route used

3. Therapy dates (if unknown, give duration

romito (o7 beat epbmata)

#1. /11999 to 08/--/2000
#2. --/--71997 to Ongoing

#1. 100 mg, qd, oral
#2. UNK, UNK, UNK

4. Diagnosis for use (indication) 5. Event abated after use
#1. Pain NOS stopped or dose reduced
- ram doesn't
# 2. Unknown #1.0ves Cro OO app){'jNK
- ] ] i .
B. Lot # {if known) 7. Exp. date (if known) s D yes Ei o 283@5”
#1. UNK #1. UNK
8. Event reappeared after
#2 UNK #2. UNK reintroductios doesnt
9. NDC # - for product problems only (it known) | # 1. EI ves Llno app!{JN
doesn't
#2. D yes EI no E(] apply

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

LANSOPRAZOLE --/--/1999 to ongoing
CARISOPRODOL --/--/1997 to ongoing

G. All Manufacturers

1.ghomact office - name/address (& mfring site for devices) {2. Phone number
armacia
Cheryl Watton, M.D. (616)833-8777
Safety Officer !
7031-248-GDS i;zm f:;’:ew
7000 Portage Road (che: pPly)
Kalamazoo, M149001 UNITED STATES [ toreign
D study
D literature
4 Date rfece'wed by 3 o r;;mer
manutacturer
{moNdeptyr (AINDA # 20998 professional
04/24/2001 IND # [ usertaciiny
6. If IND, protocol # o
ompany
PLA # D reprasentative
7. Type of report pre-1938 [Jyes [ distributor
(check ali that apply) oTC Dves [ other:
0 s-day [] 150ay product Y

D 10-day E] periodic 8. Adverse event termy(s)
Abdominal pain NOS, Gastritis NOS, Muscle

Ointiar[x] toliow-up # 1 }spasms, Weakness, Sweating increascd, Gastric ulcer|

haemorrhage.,

continued in additional info sectio...

9. Mtr. report number
20010503588

E. Initial reporter
1. Name & address

Dr (T
R - Sui .
GENBEENENEg UNITED STATES
2. Health protessional 7| 3. Occupation 4. Initial reporter also
physician sent repant to FDA

Dyes Dno E]unk

Idyes O wo

" JuL 31200



30 July 2001

“‘Q ‘“-0 aa Pharmacia & Upjohn, Inc.

report does not constitute U.S DEPARTMENT OF HEALTH AND HUMAN SERVICES

\t medical personnel, user Pubkc Health Service - Food and Drug Administration

Mi r, manufacturer or product Ml repont £ - T

ntributed to the event. 2001050358US

E) 3 7 54 e o ‘UFlas;;jeponl oo - I
(continued) ;

i — L=

FDAUse Only

Periodic Page 431 -2

Additionat Information : ) .

B5. EVENT DESCRIPTION (cont.}

showed she did have gastritis but no ulcers. The increased dosc of CELEBREX did help relieve her chronic pain. In
NOV2000, she began to experience abdominal pain. In DEC2000, the pain continued and she decreased the CELEBREX to
100 mg daily. In FEB2001, the abdominal pain increased with spasms of pain and she was started on Levsin. On
09MAR?2001, she had an incredse in the abdominal pain and felt weak and sweaty. CELEBREX was discontinued due to the
abdominal pain. On 12MAR2001, an endoscopy revealed several small ulcers that were bleeding. As of 27MAR2001, it is
not clear if her abdominal pain is better or worse, but her chronic pain has worsencd.

Additional information was received on 24APR2001. The consumer’s surgeon reported that the gastric ulcers noted on
19MAR2001 (correct date of endoscopy) were most likely due to aspirin in Fiorinal. A copy of the consumer's endoscopy
report was also sent and the assessment stated that the gastric ulcers were most likely duc to aspirin. In the report. the surgeon
stated that they would discontinue all aspirin products and maximize antacid effect with an over-the-counter H2 receptor
antagonist at bedtime.

Additional information was received on 29MAY2001. The consumer’s surgeon rcported that she was not awarc of any adverse
reaction to CELEBREX. She stated the consumer had small superficial non-bleeding ulcers which were secondary to the
aspirin in Fiorinal.

B6. RELEVANT TESTS (cont.)

effect with over-the -counter H2 receptor antagonist at bedtime.

B7. OTHER RELEVANT HISTORY
# Start/Stop Date Condition Type / Condition __ Notes

1 11/--/1990 concurrent condition Chronic pain caused by motor vehicle accident
Pain NOS

2 11/--/1990 concurrent condition Caused by motor vehicle accident
Migraine NOS

3 --/--11996 medical history
Gastric ulcer

4 concurrent condition

Irritable bowe] syndrome

C1. Name (cont.)
Suspect Medication #1: CELEBREX(CELECOXIB) capsule
Suspect Medication #2: FIORINAL WITH CODEINE(BUTALBITAL, PHENACETIN)

G8. ADVERSE EVENT TERMS (cont.)
Drug ineffective

Block C - Additional Dosage Regimens

Suspect Product 2. Dose, frequency & route 3. Therapy dates 6. Lot # 7. Exp. date
used (if unknown, give duration) (if known) (if known)

#1 CELEBREX Regimen # 200 mg, bid, oral 08/--12000 to 12/--/2000 UNK UNK

2

gl CELEBREXRegimen# 100 mg, qd, oral 12/--12000 to 03/09/2001 UNK UNK

! -
R 3
s y

JUL 31 2000

18-Jul-2001 14:4522
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JLUNTARY reporting

th professionals of adverse FTD‘ Jee T""
riage unit
ts and product problems sequence #

|:| Product problem (e.g., defects/malfunctions)

I_ T Sucomses attrhuten 10 edverse avent .,

C3 ¢t

5. Describe event or problem

Gl bleed

P desevant jestylanoozory daia, oo

nditions «

fanetion,

Jther cetovani mistory, incaudiy

i TR LRGNV IMIang Lo

i

i
\
1
i

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

FDA Form 3500 {6/93)

/‘f'i!,z:ij -

Cbel.

C. Suspct medication(s)

1. Name (give labeled strength & mfr/labeler, if kfia \
R - Mk H -
IR Y I W R R 0 € LI
1) -

i — - -

6. Lot # (if known) 7. Exp.date (ifknown) | = - " -

#1 #1 .

9. NDC # (for product problems only) o i
i
i -
e - anne
-i:mr)cee # AU G 1 6 2001 ;
i N ) U — . -
i 3 s e
leatsiog ) MEDWATCH CTU A 3
iserivl # .

Ph.0., FASCP, R.Ph.
Director of Phammacy Sorvices

4. Also reported to
manufacturer

7 NOT Toiosed E] user tacility
5. [Ifyoudo t your identity disclosed to
y ror o Y ) D distributor

the manufacturer. place an * X " in this box.

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

VOLUNTARY reporting

zalth professionals of adverse FDA Use Onty

Triage unit
sequence #

ents and product problems

Y

[ 924] ]

medication(s)
1. Name (give labeled strength & mir/lal

" Qu;)ﬂft(i

ler. if known)

1\2)\\,\

6. Lot # (if known)

4. Daie of

7. Exp. date (if known)
#1

QL-CO

’hr r=r>ort (_ Q)

Dlgm

S. Describe event or problem

Hemdtemes
thrombo Oj\b Pl 1C

2 Awmevant (estoiaboratory daia. 0w JNE

{7 Ouher fetevant histery, R

SR LrEgrArsy. amosm

Mail tn: MEDWATCH
5600 Fishers Lane
Rockville, MD 20852-9787

or FAX to:
1-800-FDA-0178

FOA

FDA Form 3500 {6/93)

9. NDC # (for product problems only} R R

RECEIVED

AUG 162001 . T

~ MEDWATCHCTU -

mnaLI #

cataioa

 pSS

/\UC 16 2001

4. Also reported to

manutacturer

- D user facility
5. if you do NOT want your identity disciosed to D distributo
istributor

the manufacturer, place an * X " in this box.

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



JLUNTARY reporting

‘h professionals of adverse
s and product problems

i

Foren Appeoved: OMEB Ho. 0840-0291 Expirns; 12037194
Sen OMB stateanen? on reverse
FOA Use Only

Triage unit
sequence #

Indll\iiTm'a“ll “S fe“ ”‘ﬁm:‘”irt“““.
J |l7!4 ‘-Z-lO-J*

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

Page

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

of event: !
or ’_-) - - Ibs
Date Q

In conhdence of birth:

— kgs

B. Adverse event or product problem
1. [ X Adverseevent andior [ ] Product problem (e.g., defects/maliunctions)
27 Outcomes attributed to adverse event o

73 disability

(check all that apply) )
D congenital anomaly

[Joean

_ T imoayyn [ requirea intervention to prevent
[} tife-threatening permanent impairment/dama
. Y
D hospitalization - initial or protonged other X:’( )&\, &T
3. Date of 4. Date of : ~ Y
event Q/‘I - C\o this raportb b O—{ -C ‘
Lra day ys; imoidayiyr)

5. Describe event or problem

me\aNafic Sools

6. Relevant tests/laboratory data, inciuding dates

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

C 1749140

m Mailto: MEDWATCH

5600 Fishers Lane
FOA Form 3500 (8/93)

or FAX to:
1-800-FDA-0178
Rockvilie, MD 20852-9787

Ny IRZIXZ

C. Suspect medication(s)
1. Nams (give abeled strength & mir/labeler, it kqown)

B Sl LR

of __

%

2. Dose. frequency & route used 3. Therapy dates (it unirown, nive doraton)
froInso G past eshaie)
#1 #1
"2 #2
4. Diagnosis for use (indicalion) 5. Event abated afler use
# stopped or dose reduced
e e 1r*oerm
#2 -
/o looekn'
B. Lot # {if known) 7. Exp. date (f known) | 7% L] s [eo 1955
LAl #1 8. Event reappeared ofter
reintroduction
1 yss (o LJ’JSSV
9. NDC # (for product problems only) O
- - 42[ “Jves oo C"gg

10 Concomitant medical products and therapy dates (exciude t yatmant of gveni

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address 4 O:;era!or of device |
[_]' health professiopal

(7] 1y usespatient

L_‘ other,

RECEIVED

DHP 1 6 Zf]ﬂ} ___TE«piraliondaw‘

. = (BT

. MEDWATCH CTU
7 it implantad, give date
tree i
seriab #_ ... e
oth i 8. l?‘nizg:::?led. give date
other #

9. Device available for evaluation?

[ ves [ e
P £
10. Concomitant medical products and ﬂwup\ab reatment of ;

AUG 1 6 2001

E. Reporter (see confidentiality section on back)

(Do not send to FDA

o
L} returned to manufacturer on

4. Also reported to
X

A

0
O

manufacture:

user facilit
5. It you do NOT want your identity disclosed to Y

the manutacturer, place an “ X * in this box. distributor

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

1. Patient identifier

of event:

A. Patient information
2. Age st time

. W)

or

Date
of birth:

235 VL

In confidence

JLUNTARY reporting
th professionals of adverse
s and product problems

of L

1
#1

i

P

C. Suspect medication(s)
. Nﬁ‘ {give labeled strength 8)_ mirflabeler, if known)

e i

FOUT AP UV, AP 10, L9 S U W 1 LA B3y Sass 1o

FDA Use Only

See OMB statement on reverse

Tringe unit
{sequence #

[ $20% 7

)

QI INERE e e

#1

2. Dose, fraquency & route used

#1

3. Therapy dates (it unkncwn, give duration}
fromta (o1 bast esimale}

2. Outcomes attributed to adve!
{check all that apply)

] geath

rge event

D disability

D congenital anomaly

#2

#2

4. Diagnosis for use (indication)

5. Event abated after use
stopped or dose reduced

#1 [ Jyes [ Ino Dgggfy”"
#2 [ Jyee [lno Dgggfy""

7. Exp. date (if known)
#1

] __'—(r'néTuE&_v) B D required intervention to prevent #1
[] iife-threatening permanent impairment/damage
[:] hospitatization - initial or prolonged M other: Q.){S (\'\ \)QC& #2
ATTY = T R — 6. Lot # (if known)
. Date o . Date o ( N #1
event ‘ O —C' L, this report Qb{ i '
{me'day’ys) (mo/daylyg k/ b l .

5. Describe event or problem

Gastriiis, Dooden dis
Wit promiment e s

8. Event reappeared after
reintroduction

#1 [ Jyes [no Dggs&j“

9. NDC # (for product problems

only)

w2 [yes (no

doe?n'l
apply

70. Concomitant medical products and therapy dates (exclude treatment of event)

D. Suspect medical device
1. Brand name

2. Type of device

3. Manufacturer name & address

RECEIVED

4. Ogerator of device
E health professional
Ei lay user/palient

[:| other:

5. Expiration date

5. Relevant tesis/laboratory data, including dates

O ves
(

[ no

B. BUG 1T o /UU1 {moidayiy)
modet # ___ - S,

7. i implanted, give date
wogs MEDWATCH CTU [ Wimgineass
serial # e U

8. It explanted, give dat
fot # - —_ (voidayiy) :
other #
9. Device available for evaluation? {Do not send to FDA)

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

T/l ¥t T

FDA

FDA Form 3500 (6/93)

Mail to: MEDWATCH
5600 Fishers Lane

Rockville, MD 20852-9787

or FAX to:

yes

2. Health professional?

1 o

™ returned to manulactun
O G s

10. Concomitant medical products and therapy datesW@

AUG 1 6 2001

ent of event)

3. Occupation
Phavwac)

4. Also reported to
manufacturer

D user facility

1-800-FDA-0178

5. i you do NOT want your identity disclosed to
the manufacturer, place an “ X ” in this box.

[:] distributor

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 REPORTING PROGRAM
B e

A. Patient information

2. Age at time
of event:
or

1 Patient identifier 70 YEARS

Date
of birth:

in confidence

N
II“"II

BOEHRINGER
INGELHEIM

Page _10of _ 2

Approved by FDA 1172094

2001-BP-02368

UF/D st report #

Mtr raport #

. ________FDAUseOnly
pect medication(s) '
1. Name (give labeled strength & mfrflabeler, if known}

#1 MOBIC (MELOXICAM) TABLETS/7.5 MG
#2 EXCEDRIN

B. Adverse event or product problem

E Adverse event and/or D Product problem {e.g., defects/malfunctions)

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

[:] disability

m dah  07/03/2001 D congenital anomaly
{mo/daylyr)
" i required intervention to prevent
[x] ite-threstening [ ptmonent imparmentidamage
E hospitalization - initial or prolonged D other:
3. Datetnf UNK 4,3;!0 of . 08/£17/2001
even 1S repor
imo!dayiyn Imosdaytyr)

§ Describe event or problem

International 10: 01-BP-02368

A physician reported to a BI sales representative that he had a
70 year old female patient who began using Mobic Tablets 7.5 mg,
one tablet daily for osteoarthritis eight days ago. The patient
is a heavy smoker and is also taking Evista (raloxifene), Ativan
(lorazepam), nifedipine and Excedrin (acetaminophen, aspirin and
caffeine) (2 per day). On the eighth day of Mobic therapy, the
patient was rushed to the hospital due to gastric hemorrhage and
treazed by another physician. Excedrin was considered to be an
alternate suspect drug. The patient died (date not specified).
On 10Jul0! the physician was contacted but no new information
was obtained. Additional information received on 16JulD1: The
patient had a medical history which inctuded hemorrhoids,
tonsillectomy and adenoidectomy (as a child), and a history of a
Lumpectomy. She had an allergy to Penicillin. Additional
concomitant medications were reported: Nifedipine and Keftabs.
1t is noted that on 02J4ulOt, MOBIC had a positive effect,

although the patient was still with some back pain. She was
encouraged to take 2, 7.5 mg of MOBIC. On 03Jul01, she was
admitted to the CCU after sustaining a massive upper Gl bleed
with hypotension and cardiovascular collapse. The patient was
CONTINUED

6. Relevant tests/laboratory data, including dates

NONE

7. Othar relevant history. including preexistin
ze, pregnancy. smoking and alcohol use,

HEAVY SMOKER ONSET UNK
HEMORRHOIDS ONSET X 2
TONSILS AND ADENOIDS REMOVED ONSET AS A CHILD
RIGHT LUMPECTOMY ONSET 4-5 YEARS AGO
PENICILLIN ALLERGY ONSET UNK

TIC ANEURYSM F T

medical conditions (e.g. altergies,
epatic/renal dysfunction, etc

2. Dose, frequency & route used 3. Therapy dates (if unknown, give duration)

from:to {or best estimzte)
#1 UNK-UNK/8 DAYS
#2 UNK-UNK/NR

5 Event abated after use
stopped or dose reduced

! yes D no doesn't
appiy
¢ i ves D no
2 !

#1 7.5 MG/1 TABLET DAILY/PO

#2 2 RT/NR
4. Diag

is for use (indication}

#1 OSTEOARTHRITIS

Doesn't
apply

#2 NOT REPORTED
6. Lat # {if known}

7. Exp. date (if known)

#1 NR #1_UNK % romrodueuan o0 after
#2 UNK #2 UNK ¢ [Thves (oo XS0

9. NDC # - for product problems only (if knowni

f e O OO
2 apply

10. C il di and therapy dates {»xcluge treatmen: >f everti
EVISTA (RALOXIFENE) UNK-UNK/MONTHS

ATIVAN (LORAZEPAM) UNK-UNK/MONTHS-PRN

NIFEDIPINE XL UNK-UNK/MONTHS

KEFTABS UNK-UNK/10 DAYS

G. All manufacturers

1. Contact office - name/address (& mfring. site for devices) 2 Phone number

(203) 798-4361

Boehringer Ingelheim
Pharmaceuticals, Inc.

900 Rldgebury Road

P.0. Box 368

R1dgef|eld CT 06877-0368

3. Report source
{check all that apply)

D foreign
D study
D literature
D consumer

4. Date vreceived by manufacturer 5. health
(mo/day/yr] professional
08/08/2001 tainpa #  20-938 D user facility

6. If IND, protocol # IND # E co‘;npanv! .
——— representatve

PLA # D distributor

D cther:

7. Type of report . ,
{check all thav. apply} pre-1938 D ves

5-da 15-day oTC yes
D Y m product E] Y
D 10-day D periodic B. Adverse event term(s)

GI HAEMORRHAGE
D initial IE {ollow-up # 11

9. Mfr. repart number
2001-BP-02368

E. Initial reporter

1. Name, address and phone #

UNITED STATES OF AMERICA QuEMESENSENND
. TR I}
HEN] i A

7

[3

FCA 35004 facsimile Submission of a report does not constitute
admlssion that medical personnel, user fac
, manufacturer or product cause

conuihut-d to the event.

2. Heatth professionai?

[Z] ves D no

3. Occupation 4 Initial reporter also

sent report to FDA

[ves [J o unk

PHYSICIAN

AUG 2 3 2009



378266 l

6—

Page 2of 2

C. Suspect medication(s)

1. Name {give labeled strength & mtr/labeler, it known!

Approved by FDA 1771094

2001-EP-02368

UF/Dist report #

Mts report #

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM
. ———— L ———————————————————
A Patie D atlio
i Patient Kentifier 2. Age at time 3 Sex 4. Weight
of event:
or 4 EI female Ibs
or
Date
in confidence of hirth: [] mae kgs
B Adverse eve or prod probie
and/or

D Adverse event D Product probiem {e.g., defects/malfunctions)

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

D death
imo/day/yn
D ife-threatening

I:] hospitalization - initial or prolonged

[] disavitey

EI congenital anomaty

required intervention 1o prevent
permanent impairment/damage

D ather:

3. Date of 4. Date of
event this veport
mordayiyn (mo/aayiyr)

5. Describe event or problem

put on life support and given 6 units of packed cells, 4 units
of fresh frozen plasma, and crystalloid. She died on 03Jul01 at
11:30 pm. E informati ived on 0O ¢ T

ive fati
en for imar
iac ver i m i one epi f

~"v-s* pain_and EXG/rhythm changes with the resulting Gl bleed,
he patient was then intubated, aggresglyg [ggysgnggjgn gffgcxg

arf rme: inc i " ive"

L_fi

6 Relavant tests/laboratory data, including dates

7 Olhav 1elevant hnstovy dical conditions (e.g aller ies,
~zKRINg arj a'T"oh'w use ?npe( c/renal aystunction ets

FDA 2500A tacsimile ort does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or praduct caused or

contributed to the event

Submission of a re

2. Dose, frequency & route used 3. Therapy dates (if unknown, give duration}

fromAo (or best estima e)

4. Diagnosis for use (indication)

3. Event abated after use
stopoed or dose reduced

Ol O O
apply

O~ O O
apply

8. Event reappeared after
reintroduction

D res D no doesn't
spply
. . doesn’t
n
e e Dot

and therapy dates (e xclude treatment of eventy

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

9. NDC # - tor product problems only {if knownj

G. All manufacturers

1. Contact office - name/address (& mfring. site for devices)

2 Phone number

i 3. Report source
{check all that apply}

‘ D foreign
] D study
D literature
' D censumer
4.("‘003’;:y;::’:|ivld by manutfacturer 5. D gregflér;sional
{AINDA # I:] user faciity
6. If IND, protoco! # IND # D rcg;;?epsaenny;a!ive
PLA 2 D distributor
7‘;‘\18:‘!& t;l”rtorfaotrznp'yl pre-1338 D yes [:] other:
D 5-day D 15-day Sr-roguct D yes

8. Adverse avant termis)

D 10-day D periodic
D initial D fallow-up #

9. Mfr. report number

E. Initial reporter

1. Name, address and phone #

i 4 74 ?"‘

2. Health professional? 3. Occupation

D yes D no

4. Initiai reporter also
sent teport to FDA

I:_] yes D no D [Vatd

AUG 2 3 2001
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

3788

A. Patient information

i 1. Patient identifier | 2. Age attime 3. Sex 4, Weight
of event:
62 yrs
_ or ¥ B tematle | 230 s
or
in confidence Date (] maie kgs

B. Adverse event or product problem
1. & adverse event andior {1 Product problem (e.g. defects/malfunctions)

Kos Pharmaceuticals, Inc.

2. Quicomes attributed to adverses event
{check all that apply) (1 disabiity
D death congenital anomaly
j " . moldenn E required intervention to prevent
life-threatening permanent impairment/damage

X hospitalization - initial or prolonged _) other:

3. Date of 4. Date of
event 05/31/2001 this report 09/04/2001
(maoidaylyr) (mardaptyr)

5. Describe svent or probiem

This patient with a history of degenerative
hip and spine reported being hospitalized
for colitis and gastrointestinal bleeding
while on 1000 mg Niaspan. The patient
reported that she sought madical attention
at the hospital for back pain due to her
past history. A colonoscopy revealed a very
inflamed colon that bled when touched.
Aspirin and Coumadin were discontinued and
low dose Heparin therapy was initiated. She
reported that she was diagnosed with colitis
and gastrointestinal bleeding, and admitted.
According to the patient, Flagyl was given
for her intestinal bleeding; Vicodin and
Oxycodan were given for back and hip pain.
She noted that she did not require a blood
transfusion while hospitalized and was
discharged home after ten days. She *

6. y data . including dates

09 May 01
WBC = 12.0
RBC = 3.67
Hemoglobin =
15.7)

Hematocrit =

(4.5-11.0)
(4.25-5.49)
(12.0-

M/mm3 normal range:
X 10*6 normal range:
11.9 G/DL normal range:

34.5% normal range: *

7. Other t history, ! conditions (e.g., allergies, race,

pregnancy, smoking and ak:nhol use hopahc/renal dyslunction, etc.)
Myocardial infarction 1991; Quadriple
coronary artery by-pass 1991; Mitral valve
! replacement on two occasions, one of which
was in 1991; Right shoulder pain post motor
vehicular accident 20 years ago;
Degenerative hip and spine; Hypertension; *

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

°"R¥r‘n"é‘:‘>?n"p &é’a on conﬁnuauon pages.

FDA

Doman Facuimie of
FOA Form 35004

Approved by FOA or 52294
Damain Facumile
Mir repoct @
10412

JJF/Dist report ¥

Page 1 ofS

C. Suspect medication(s)

1. Name (give labeled strength & mirdabeler, i known)
Yl NIASPAN

FDA Lom Oray -

#2  NIASPAN
2. Dosae, frequency & route used 3. Therapy dates (il urknown, give curaton)
Tonyto (or beet sedmale)
1 500 MG QHS PO n hd
2 1000 MG QHS PO 2 16-MAY-2001, unknown
4. Diagi for use (i ion) 5. Event abated alter usa stopped
or dose nduccd
" ELEVATED TRIGLYCERIDES ;
n E] yes __: noz doesn't
42 ELEVATED TRIGLYCERIDES ,—-————Z—E‘E Y,
2 doesn’
6. Lot # (it known) 7. Exp. date (il known) —J yes— no oy t
# UNK #1 Unknown 8. Event reappeared after
-Nov- : :
2 TUNK 2 77-NOV-2003 1 ] yes ) oL, doesnt
9. NDC # - for procuct problems only (it known) — apoy |
1 NA ” NA REJYES__JHOZ(’O&HTE
oy |
10. C ical p and therapy dates (exciude treatment of event) i

Name: LIPITOR Dates: UNK, continuing Duration: a few
years :
Name: PREMARIN Dates: UNX, continulng Duration: a few * i
G. All manufacturers
1. ¢ office - (& miring site for devices) 2. Phone number !
Kos Pharmaceuticals, Inc. (305) 512-7000 E
14875 NW 77th Ave. T Remort soree :
Miami Lakes, FL 33014 (check all that apphs |
o !
— foreign i
- sty '
i literature
L. consumer
Z heaith
4. Data receivod by manufactursr 5. __ professional .
) (ANCA# 20-3B1 | " oo faciity :
08/21/2001 - :
IND # — company i
representaive |
€. It IND, protocol # PLA#® _ — |
L_ distributor ‘
pre-1938 | yes __ other.
7. Type of report oTe - ]
hack alf that
{chack ait that appty) product - yes !
D S5-day E 15-day sy
8. Adverse event lermys) {
[ 1o<ay [ periodic HEMORRHAGIC COLITIS, ANEMIA, BATK
3 it X follow-up # 1 | PAIN, FLUSHING h zm‘ !
!
9. Mifr. report number SEP “ ;
10412

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

nes
SEP 16 200 |

2. Health ? 3. Occup 4. Inhlal reporter aiso
sent report to FDA
es [Jno o
¥ PHYSICIAN Clyes _ino X .m




e v aens et ey v v
Apcroved by FOA on 3294

”Il.m Mlml‘m'l‘l '”IN III“ “I II umm“"l mm Kos Pharmaceuticals, Inc P i

#37688169-3-00-02¢ ' 1

0412
[F/Dist report #

MED YYA1(H
i
THE FDA MEDICAL PRODUCTS REPORTING PROGRAM Page2olS FDA Use a...,j
C. Suspect medication(s)

1. Name (give labeled strength & mirfabeler. it known)
bs a ENTERIC-COATED ASPIRIN

A. Patient information
1. Patient identifier

&. Weight

F73 COUMADIN

in confidence
2. Dose,t & route used Theraj it unk.
B. Adverse event or product problem requency & route u 3 Y e 2‘ unknown. give duration)
325 MG QHS PO 22-MAY-2001 to 30-MAY-2001
1 D Adverse svent and/or D Product problem (e.g., defects/malfunctions) L @ s
2.0 to event 2.5 MG UNK PO ?7?-APR-1994 to 30-MAY-2001
check ai that apply) (] disabilty o bidiabi 1 ° ;
D death D congenital a ty 4. Diag for use 5. Erv::ls:b;l::;:evuus:med'
D ] e D required intervention to prevent ”n PROPHYLAXIS FOR FLUSHING " g yes noq
lite-threatening permanent impairment/damage aEE’V
D hospitalization - initial or prolonged D other: b HEART VALVE REPLACEMENT MTZ'-yes ;—-i noC] doesnt
6. Lot# (if known) 7. Exp. date (if known) - apow
3. Datsof 4. Date ol Unknown
ovent this »3 UNK ” 8. 'E-?:(napourud after
(mo/daplyry {moidewyn)
5. Describe event or problem 1 UNK #1 Unknown 1 [ yes{ ] nolX doesnt
9. NDC ¢ - for product problems only (it known) . __
B NA *“ NA wl | yes: ! nolX doesnt
appi
10, C p and therapy dates {exclude treatment of event)
i
G. All manufacturers
1. Contact office - name/sddreas (& miring site for devices) 2. Phone number
3. Report source
{check all that apply:
D foreign
_ study
 fterature
E consumer
D heaith .
4. Date received by manufacturer 5. — professional
{mosdayeye) (A)NDA # | L_: userfacility
m
IND # L company
5. Relevant testaflaboratory data |, including dates 6. H IND, protocol # PLA # - representative
_““_‘_\ 1 distributor
pre1938  Liyes | [ oter
7. Type of repost oT1C
(check all that appty) product :] yes
[ saay [ 150ay .
8. Adverse event term(s)
(7 10-day (] periodic |
(5 wnisat - (] totow-up #.——
7. Other history, | conditions  {e.9., allergies, race, 9. Mtr. report number
pregnancy, smoking and alcohol uso. hepatic/renal dysfunction, etc.)
D i i
E. Initial reporter
1. Name, address &k phone ¢ '
: noeo |
\ ; H
- SEF ‘,‘: b ’
Submission of a report does not constitute an 2 Heatth protessioral? 3. Oceupation o Ittt o Ao
F D A admission that medical personnel, user facility, D D ) sent repoct to FDA !
distributor, manufacturer or product caused or ves no Tlves Lino i ur
Doman Facsimite ol °"ﬂé'm"€o°n€’p e inuation pages.

FOA Form 3500A
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Kos Pharmaceuticals, Inc.

A1, Patlent Identifier G.9. Mir, report number
|

| MED WATCH 10412

Page3ot5

B.5. Describe event or problem

[continuation:] indicated that she felt that the cause of her colitis and gastrointestinal bleeding
was due to aspirin and Coumadin.

The patient also reported experiencing flushing while on 500 mg Niaspan. She indicated that the
flushing occurred on her feet and was described as itchiness, redness, and warmth. She stated that
the flushing felt as if she had a sunburn and relayed that she experienced gimilar events with
increased dosing. The patient stated that while on 500 mg Niaspan she was not instructed to take
an aspirin prior to dosing.

Follow-up Information:

Medical records were received on 21 Aug 01, and revealed that the patient, with a history of
extensive use of non-stercidal anti-inflammatory drugs, experienced rectal bleeding and hip pain, 2
to 3 days prior to hospitalization. Prior to the rectal bleeding, and hip pain, the patient had
experienced 2 or 3 weeks of discomfort in the right lower back, upper gluteal and sacroiliac
region, which evolved without a known precipitating factor. Medical records indicated that it was
the persistence of the symptoms, and possibly the analgesics taken for the symptoms that gave rise
to the gastrointestinal disturbance.

The patient's diagnosis was acute lower gastrointestinal hemorrhage secondary to acute colitis, and

anemia due to the gastrointestinal bleed. After 10 days of hospitalization, the patient was
discharged home.

SEP 76 2001
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A.1. Patient identifler G.9. M{r, report number |

MED WATCH 10412

I

!

*3

-

8169

Kos Pharmaceuticals, Inc.

B.8. Relevant teats/laboratory data .including dates

[continuation:] (34.9-46.9)

MCH = 32.4 PG normal range:(27.0-31.0)

Absolute Grans = 7.7 X 10*3 normal range: (2.2-4.8)
Absolute Monos = 1.44 X 10*3 normal range: (.11-.59)
Lymph% = 23% normal range:(24-44)

ProTime = 25.7 seconds normal range: (11.0-14.0)
APTT = 54.1 seconds normal range: (25.0-37.0)

30 May 01:
Computer tomography of the lumbar spine = Degenerative disc disease; Degenerative facet arthritis.

31 May 01:

Low hemoglebin

Urea Nitrogen = Increased as a consequence of the bleed.

X-ray = Disc narrowing in multiple areas of the lumbosacral spine. Hips revealed mild joint space
narrowing.

Bone scan = Mild ostecarthritic changes at the hips, knees, and spinal area.

Physical examination = Discomfort in the right sacroiliac region(L4-L5); produces discomfort in the
right sacroiliac 15-S1 region; hyperreflex ability as the thumb approximates to the forearm; knee
flexion generates discomfort at the right L5-S1 region.

June 2001:
Colonoscopy = Colitis which was very inflamed and bled when touched.

01 Jun 01:
Right total hip x-ray = Degenerative changes of the hip.

02 Jun 01l:
Pelvic x-ray - Degenerative changes of the pelvis.

06 Jun 01:
Small bowel series = Was performed to rule out a gastrointestinal bleed; result revealed an

unremarkable detailed small bowel series.

Hemoccult = positive (date unknown)

B.7. Other rel history, pr conditions {a.g.. allergies, raca, pregnancy, smoking and alcohol use, hepatic/renal dystunction, etc.)

[continuation:] Elevated cholesterol; Acid reflux; Allergies; Postmenopausal; Restless leg
syndrome; Non-insulin dependent diabetes mellitus; Rheumatic fever as a child; Ruptured appendix at
nine years old; A second valve (non-specific) replacement 2000; Allergic to penicillin, vancomycin,
Biaxin, and adhhesive Band-Aids; Smoked for ten years and quit in 1967; Tonsilectomy years ago; Had
5 pregnancies, no miscarriges, the last was associated with considerable disturbance with lower
back problems; Hyperreflexability syndrome; Hemarthrosis in one knee; Strong family history of
arthritis of the spine, also hip replacements and joint problems in brothers, sisters, and mother;
Extensive use of non-steroidal anti-inflammatory drugs

mneg

- 05 2000 SEP 1 6 2001



3ras1

DA mEmnD

-05% Kos Pharmaceuticals, Inc

69

A 1. Patient identifier G.9. Mir. report number

MED WATCH 10412 Page 50f 5

C.3. Therapy dates (il unknown, give duration) (mo/daylyr) (Suspect #1)
UNK to 15-MAY-2001 Duration: 6 months

C.10. Conc

omitant medical products  and therapy dates (exclude treatment of event)

[continuation:] years

Name :
Name :
Name :
Namas :
Name :
Name :
Name:
Name :
Name :
Name :
Name :
Name:
Name :
Name :
Name:

FUROSEMIDE Dates: ??-APR-1994, continuing Duration: a few years
PREVACID Dates: UNK, continuing Duration: a few years

VOIXX Dates: ?7-?77-2001 to ?7?7-MAY-2001

ZYRTEC Dates: UNK, continuing Duration: a few months

PRINIVIL Dates: ??-APR-1991, continuing Duration: a few years
CLONAZEPAM Dates: UNK, continuing Duration: a few years
LANOXIN Dates: UNK, continuing Duration: a few years

POTASSIUM CHLORIDE Dates: UNK, continuing Duration: a few years
ATENOLOL Dates: UNK, continuing Duration: a few years

CELEBREX Dates: ?7-MAY-2001, continuing Duration: a few weeks
GLUCOPHAGE Dates: UNK, unknown

GLUCOTOL Dates: UNK, unknown

AVANDIA Dates: ??-FEB-2001, unknown

MUSCLE RELAXER Dates: 7?7-???-1999, unknown

KLONOPIN Dates: UNK, unknown

~. D]Q
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THE FRA MEDICAL PRODUCTS REPORTING PROCKAM

A. Patient information

1. Patient identifier | 2. Age at time
pf event:

72 Years
Date
of birth:

in conf dence
B. Adverse event or product problem
1. P_‘ Adverse avent  and/or —] Product problem (e.g., defects/malfunctions)

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

- | disasility
' | congenitat anomaly
,,,,,, .

s leyy !
life thiesaening

death
required intervention to prevent
permar.ent impainrent/damage

v hospialization - nitial o prolorged ‘ l cther
3. Date of 4. Date of
event 07/23/2001 this report 09/10/2001
mmcdyyyy) (mrrsdhyyy)

5. Describe event or problem

patient s a 72 year old male with
nistory ot pept-c ulcer who p s to
the ER cn 7,/22/01 after vomit: iig blood

and passing black and red bloo: stool.
Patient took 2 aspivtic to reliesve fcoot
pain, after which he became dizzy then

medications
HCTZ 25mg

current
150mg qd,

voriz-ed. Fatient's
irclude ranitidone

g4, XCL lomeq bid, ancd aspirin wrhich he
has been zaking 1-2 cd for the last two
months. HGB and HOT were 9.6 and 28.3

admztred.
PR BI5.

respectively.  Fatisnt was
Patilent was aiven units
rarir iding was alsn beaun

v

e~

& Relevant tesisflaboratory data, including dates

7 Other relevant history, including preexisting medical conditions
ie g.. al'ergies. race. pregnancy, smo<ing and alccho’ use, nepaticirena dysfarction, h:)

CTYILEESD
Mail to: MIEDWATCH -
LA

R
L X
i L
5600 Fishers Lane - oin&'ona
Rockville, MD 20852-9787
FDA Form 3500

VOLUNTARY reporting

-alth professionals of adverse
ents end prod
Internet Submission - Page 1

ll C. Suspect medication(s)

Form Approved OMB N¢.. 0910-0291 Expires: 04/30/03
See OMB statemenl on reverse

DA Use Oniy

[SDE3D

Triage unk
sequence #

uct problems .

1. Name_ (Product Name) (MfriLabeler)

aspLramn
p1 5P

{L.abeled Strength)
355y

2 DoseFreguencyRoute veed 2 Therapy datas @f ~enmowvr gve duraton?

37 H From
LAl 325mg /bld /Oral #1 _

#2 / / -

To (or besl esurnate)

#2 -

5. Event abated after use

4. Diagnosis for use (separate indicalion s with comias)
stopped or dose reduced

#q fOOU pa i

HY et e ‘does~T
Vogea oo PR
H2 - ‘ e
Coives | icoesn't
6 Lot ¥ (if known) 7. Exp. date iif kncwn) #2. 1yes 1IN0 igpply
# #1 8. Event reappeared after
- reintroeduction
#2 #2

M| ives [ 1ro |

doesn't
.ap :’Fy

9. NDC # ifar product problerrs ontyy - R
| .
: syes | Lno 1 ggegnt

- w2

10 Concomitant medical products ard therapy dates (exc'ude treatment of event)

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device

I
heaitt professicnal
. lay user/patient

other

RECEIVED | ___

Ex siration date

6 Ve

SEP 12 2001

model #

catalog ¥ o , 1 7. "‘ rmflant]ed, give date
WATCH
serial # MED V H
8. if explanted, give date
lot & . TSy
other #

9. Device available for evaluation? (Do not send devi
| o i retumed to manuacturer o i S 7/
(mmodyyyy!

10 Concomitant medical products and trerapy dates (exciude treatment o eventy

SEP 1.2 2001

f yes

E. Reporter (see confidentiality section on back)
phone

cAS, CENTER 040 W NATILHAL

asin £z
MEDL.VA. OV

4 Also reported 1o

Wi

MILWAUXEFE
United States
2 Health professional?

no

3 Occupalion

;,z} yes Fharrr'am 31 . mandactorer

5 If you do not want your identity disciosed to - user facility

the manufacturer, place an “X" ip this box v

" A'strbutor

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

ealth professionals of adverse

rents andproduct problems

THE FDA MEDICAL PRODUCTY REPOHRTING PRULRKAM

A. Patient information

1. Patient identifier { 2. Age at time
of event:

O s

Date
of birth:

320 Years

lv
" nale
11 confidence ]

B. Adverse event or product problem
-’] Adverse event [" Product prablem (e.g., defects/malfunctions)

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

and/or

disability

" congenital ancmal
! geath & Y

; twrmdyey i ! required intervention to prevent
V' life-threatening permanent impairmentdamage
" hospita ization - in tial o1 proko ngexd ! other
3. Date of 4. Date of
event 06/29/2001 thisreport 09/10/2001
(e ddryyyy) (mmiddiyyyy)
5 Describe event or problem
Catient is a 80 year old male with

history of hypertension and
hyperlipidemia who presents “o ER with
complaint of lightheadedness and dark

stools.  Patient has been taking aspirin

pr: )Ih"ldctlf‘all‘f Patient was admitted.
Aspirin was disoontinued.  EGD showed two
antral ulcer:s,

6 Relevant tests/laboratory data, including dates,

7. Other relevant history, including preexisting medical conditions
(e.g . allerg'es, race, pregnancy, smoking and alcohol use, hepaticirenal dysfuncticn, etc.)

iJ P
'E"M* .

CT UMD E2S

SEP 11 20ps

or FAX to:
1-800-F DA-0178

Mail to: MEDVY. VICH

5600 Fi
Rockvill “% 3
FDA Form 3500

internet Subm:ssnon Page 1

Name
81 aspirin

"2

C Suspect medication(s)
1 {Product Name) /

Forrn Adpioved DME No. D910-0231 Expires. 04 30:03
¢ OMB stalerent on reverse
FDA Use Only

e/ Y] 25

[

{Labeled Strength)

/ dusmy

{Mfritaceler)

/

2. Dose/Frequency/Route

Jsed 4 Therapy dates | uitiuw, give duralon)

P From To (o Best eslimate)
gy 245 /qd /Olal # .
#2 / / #2 -
4. Diagnosis for use {sevsrate ndwabons wik Coneiasg 5. Event abated after use
py @ant icoagu ation stopped or dose reduced
e [ — A Cd 'doesn
N iyes ro ] pp?y
42 [ St
. iyes | doesn’t
6. Lot #{.f known) 7 Exp. date (Tknown) |74 €81 00 SRR
" #1 8. Event reappeared after
- T T reintroduction
#2 #2 P O . it
lyes no !gggf
9. NDC # {for product prokiems our y)
: [ f
- - w21 yes. _no | idoem

D. Suspect med

1. Brand name

10 Concomitant medical products and herapy dates

exe ude trzatmert of event)

ical device

2 Type of device

3. Manufacturer name & address

Operator of device
! health protessional
lay user/paiiert
! othes

I iyes ‘ no

QL &) AN 5. Eupiration date

3 T~ L L ot T iy
model # DWI "H ,\,]..U

b 7. Il implanted, give date
catalog # __ ME b - m"‘--z’m'yl g
senial #

8. If explanted, give date

lot # _ (e Iy
other #
9 Device available for evaluation?

tDo not send device to FDA
returned lo manuta tureron _ Q

E. Reporter (see confidentiality section on back)

MIIMANZEE
United States

10. Concomitani medical producls and therapy Jales | 2xziude tvtatmcnl of event)

P2 12 200)

BlWONATTONAS

wWisconsin RN

ED "A LV

2. Health professional?

.v] yes . no

3. Occupation
Pharmacist

4 Also reported to

manufacturer

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

user facility
,

v " distributor

Submission of a repon does not consl’fﬂle ‘an admission that medicat personnel or the product caused or contributed 1o the everd.
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A Patient information -
1. Patlent!dentifler| 2. Age at time

of evank:

or

Date

>.024/029  F~gesS

}5¢ 7JF

] T-384

'C:' Suspect medication(s) .
1. Name (give labeled strength & mirtabeder, I wawn)
# MIA; r; ~

#2

of birth:
'B. Adverse event or-product problem. - - -

1, = Adverseavent - andior [[] Produer problem (e.g.. defects/malfunctions)

anributad lo 3dverse evens o
2. Outcomes amt D disabifly

{check sl hs! apply)
[ dezth [T congenital anomaly
“ (marcayhyry -

3. Therapy dales (if unknown, give duralion)

2, Dose, frequency & rouls used
et (or bem| Aatiraie)

*1 é 50 Q : L]
a2 #2

4. Diagnosis for usa (Indlcation)
#

5. Event abatcd after use
stopped or dose reduczec

required Intervantion to prevent
7] tife-tusatening L] permanent impairment/damage CvA #1 [ Jyes [ Jro Cdossn
. .. . #e
2 nospllalization -- infial or prolonged [ other: e oM doesn
; ; 6. Lot # (if known) 7. Exp. date (If knowr) nz Dyes D ne D"‘BSFY

.. Date of 4, Date o n 1
X / 8. Event reappeared after

(?r:fu'-‘:wn ?// U/ ol I 'lnllls.’r’ew;‘)or‘t g/’ (211 raintroduction
. Descrlbe event ar problem | #2 #2 T DVBS Dno DEgSRf"

Pt pueoscts Ll Y aba o whs aud
afstav's y oy @%@ g0 {y
ermli /'\3‘4"1‘!‘8 A qs-"s#taa's.
NeL®. Pr o ok fodeetn M
YA uu;iﬁ A;WM Ui
ol diode B - pp dpeeces .95
Heed . Adn tted 4o eo 4 ven
ML-Z-P”—"KGQ. Y vists PRR( s
dia% L Seeee A ééa/‘?a"séi_«r's

Relavant 1ests/labaratory data, including dates

- o plalede s
/
By

BuN DS Clp YO et 19

Other relevant h'atory, including preexisting medical conditions (e.g.. allergies,
race pregnancy, Smoking and alcuhol use, hepatic/renal dystuncticn etc))

v, CvA aeicadl ﬁeu.[au

9. NDC # (for product problems only)
- - #z _Jyes [ Jno Dgsglsyn'l

10. Concomitant medlcsl products and therapy dares (excluie treatment of avent)

D. Suspect medical device
1. Brand hame

2. Type of davice

Operator of device
D health prolessional
D lay user/patient

] oner:

3. Manufacturer name & address a

5 Explration date

G. {mempyry
model 2 BE{ :ElsZEI '
: 7

. Wimplanted, glve date

cdtalog # T [F { 5 ? " _ fra‘dawtyr
serial i =l b e GO’ .
8 Il caplanted, give date
lot ¢ o imaaawyn
other #
9, Device avallable for avaluation? (Do not sena tu FDA)
L] s 7] esuTed o manutacturer or
Oy O J ——————

10. Concamitant modical products snd therapy dates (excluds Irealmnc st ¢f evenl)

‘E:-Reporter (seé confidentiality Section on back) .

Aoaa ble

'
or FAX to:
1-BD0-FDA-0178

_ Arree, .

L
Mait to: MEDWaTCH

i‘ ) 5600 Fighers Larg .
A Rockvifi; \b2.9787
e i - ;Tr‘-', L4

Form 3503 (6:93;

SEF 10 2001

£, Health professional? | 3. Qccupation
Mat'z’/

B’yas D no p:

. al3o reporied o

manufacture-

aer facitlty

5. If you do NOT want your |dentity disclosed ‘o —

digriautor

the manutacturer, place an " . X " in this box. .

Submission of.a report dees ndt constiute an admissigrT that medical personnel or the product caused bfa

G%H 0o the cvent.
p

SEF 12 200
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or
Date

ol

“4
¥

T-384 P D20/0%¢  F-985

" C. Suspect medication(s)”
1. Name (give labeled strergth & mir/labeler, if known)

[ 5¢20]

LA 2!9'\)"1#\

[ 4

of biyrh:

B. Adverse évent of product’ problem :
1, g’ Adverse event  andior (] Praduct problem (a.g.. dn!e::slmalhr.cuons)

IromAa [ar besl a

2. Dose, frequency & route usee! 3. Therapy sates | unkaown, give curaticr)

athraty}

- to adverse event
2. Outcomes attributed ta 3 ;j dizabllity

jcheck ali ihat apply)
[:’ congenital anomaly

l 335.,“5(. 20 "

#Z

4. Diagnosia for use (indication)

[Jdesh _ "
imfeaeyr) raquired Intervention 1o pravent /
[[] me-thraatening D permanent impainment/damage AF 3 b M
[} hespiazation ~ inital or prolongac (] other. w2
6. Lot # (IT known)
i, Date of 4, Date of #
event %2’/0 { thls mpnn %‘//0[
(ma/uayiyr! -

. Describs evant or problem

M P«W&af Yo £S5 poith %
bowtl prilpar 2 %1’&;
cA&% P(m fo MS$18~«.P+

zetve ang},._g ‘-~ A/W 7

du?agad-.—- - 40.;1.&?4/( W-'nz._

7. Exp. dme (if knowr)

5, Ewvent abated after uze
atapped or dase reducec

#1 [Jyes { Jro Dapp n
4z “hes [Jns Clgssir

L

k2

9. NDC # (for produci protierns

only)

8, Bvcnt reappaarad after
relntraduction

#1 [yes [Jno [Jdogze
w2 [ jyas [ no Dgssgn.

1. Brand name

D. Suspect medical device

70. CopcomItart medicaf products en- t1erapy datas (exciude rastment of event;

2. Type of device

3. Manutacturer name & addsess

4. Operitor of device
[ heah protassionsl
[] 1ay serpationt

D wther

5 Explratlun date

Aelevant =sts/laboraldy dala, :ncludlng dates

RECEIVE
SEP 1 2 2001

MEDWATCH CT]

ety —

6. molawyn
model @ - e et e e i

7. If implanted, give date
catalag i e - e ——— |mdﬂ:ﬂyv) 19
serlal # et i i e e

d. it expianted, give dato
lo — raicafen
othes #

ug. Devica svallable for svaiuation? (Do nat zend to FTCA)
r e
yes no re(UMed O earuaciurer on R
l O ] e

Sther refevant Aistory, Including preexisting medical condltlons (a.., alargies,
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[ congenital ancmaly

F agesth
- ] D raquirad Intervention io prevert
D life thrastening permanent impairment/damage
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#2 -

2. Dosa, frequency & routs used
Iemia jcr best o
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#2 #2
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B.: Adverse event or product problem

1. £~ Adverse event _andfor

D Product preblem (e.9., defscls/maltun:ﬂons)

3 Dutcomos anributed 1 advarso event
{checx ali that apply)

$h —
D dead A D

E_} lite-threalering

1 aissbiiity
D cangenital anomaly

required interventicn to prevent
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2. Dose, frequency & route used
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w2 OD |
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Oparator of device
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D other:
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awere MEDWATCH CTLS
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D ] 0 —
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10, Cancomitant medical praducts and therapy dates (exclucs irsatment of aveal;
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w2 " Dves [Tro (Jdgzpr
; doesr
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#1 hal 8. Event reappeared after
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doe

#2 [Jyes Dnn app

products And ther3oy dates (exciude r2aimant of event)

10, Cor

-D. Suspect medical device
1. Brand name

2. Type of davice

4. Opsrater of device
{71 nesith protessional
[T tay userpauent

3. Manulacturcr name & address

D other:
5. Explration date
6. {mordayiy
mode! #
N 7. implanted, give date
q# —— (rresdewyrl
serlal & e o e o+ oo . At
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othar #
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# 8-Hour BAYER. Caplets - 72s

#2
2.Dose, frequency & route used 3.Therapy dates (if unknown,give

FDA Use Dnly

A. Patient information
1.Patient identifier 2. Age attime

- of event:

7644890
In confidence

7 female

¥ male

Adverse event or product problem duration) fromfto (or bast estimate)
. defects/malfunctions)

1. /] Adverse eventandior [ ]Product problem te #1 1 ORAL 0IX/D #1 717100 - 8/1/00
2. Outcomes attributed to adverse event L #2 #2 -
(check all that apply) |:| disability 4. Diagnosis for use (indication} 5. Event abated after use
D death D congenital anomaly stopped or dose reduced
#1  Heart Antack Prevention
{mo/daylyr) D required intervention to prevent 72 Ll E] yes D no D n/a
j oatening permanent impairmentdamage 42 [_—!] @ @ n/a
[ hospitalization-initial or prolonged ] other Medically Sianificant | [6- Lot # {if known) 7. Exp. date(f known) yes 5 no
3-Date of e mport . #1  SOIHF # 111992 B. Event reappeared after
7/31/00 11/16/00 2 2 reiny

(moldaylyr) (mo/daylyr) #1 0 yes [] no Mna
5. Describe event or problem 9. NDC #-for product problems only(if known)
Information has been received from a 69-year-old male who had taken 1 #2 W yes W no Mnva

BAYER 8-Hour caplet daily for heart attack prevention from 07/07/00 to
08/01/00. On 07/31/00, the consumer experienced internal bleeding, stomach 10. Concomitant medical products and therapy dates (exclude treatment of event)
upset, sour stomach and loss of appetite. The consumer discontimued use of the None Provided

product and within 1 week the bleeding subsided. On 10/05/0C all symptoms had
subsided with the exception of his loss of appetite. Medical history included
elevated cholesterol and prostate surgery. Concomitant therapy was not
provided. If additional information is obtained, it will be forwarded.

G. All manufacturers

2.Phone number

1. Contact office - name/address
(& mfring site for devices) (973) 254-5000
. 3.Report Source
gﬁlycc;lmr;ﬂ :g (check all that apply)
P.O. Box 1910 [[] toreign
Morristown, NJ 07962-1910
D study
(7] vuterature
consumer
4. Date recetved by manufacturer 5. 0 :::':“w
ma/d
moldzyiye) 10/5/00 (AINDA#  16-030 | [] userfacitity
6. Relevant tests/laboratory data, including dates e
6. 1 IND, protocol # IND # (] company
None rep th
PLA # ] cistributor
7. Type of report ————t
(check all that apply) pre-1938 @ [[ ot
[ sday [ 15-day OTC product [V
O 10-day @ periodic B. Adverse svent term(s)
] initial GASTROINTESTINAL
7. Other relevant history, including preexisting medical conditions (e.g., allergies, - D follow-up # 2_. HEMORRHAGE;DYSPEPSIA; ANOREXIA
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) 9. Mfr. report number
History of elevated cholesterol and prostate surgery. 7644890

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

AUG 23 200 I
N D:ve
I" Submission of a report does not constitute an 2. Health professional? 3. Occupation 4. Initial reporter also
| DAQ admission that medical p 1, user facllity, sent report to FDA
004 FACSMRE distributor, manufacturer or product caused or D yes F’_—\ no UNK D yes [j no E] unk

contributed to the svent.
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4-3-

ADR Report for FDA: 3rd - 4th QTR. 2000
ST 05 pital (SR egion, EENSNNEENSRoad, (ENEE

Med Rec #: 190902 Age: 084 Sex: M Rxn Date: 08/20/2000
ADR: GIBLEED ~ ‘ Medication: AS“P’IB_I_I\{_,

Probability: 3 2=Possible 3=Probable 4 =Definite Route: PO

Comments:

Diagnosis:

Pat. Outcome: 2 1 = Resohlved/No Sequelae 2 = Cont. Treatment 3 = Perm. Disabilty 4 =Incr. LO.S. 5 = Death

RECEIVED

MEDWATCH CTU
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ort
naividual Saf ety Rep . . _
n  VOLUNTARY reporting Form Aprovs OWB o (B0 Cogics Q420D
: FDA [o]
health professionals of adverse Y‘:h:::":"
001+ svents and preduct-groblems - . sauence # } / /? X
¥3193391-6-00- S que ( 1ied 1S 1/44
‘e rA MEDICAL PRODUCTS REPORTING PROGRAM Internet Submissioh™ Page 1 @ —~
A Patie 0 at10 pe edicatllo
1. Patient identifier | 2. Age at time 3. Sex 4. Weight 1. Name_ (Product Name) (Labeled Strength) (MfriLabeler)
of event: — " Agpirin 325 mg
o L_] femate Ibs entreric-coated
Date / /
In confidence of birth: ] mae —— kgs #2
- 2. Dosel/Frequency/Route used 3. Therapy dates (if unknown, give duration)
- Adve o eve or prod PDropile " 328 /daily /Oral # From To tor best es’imate)
1. E Adverse event  and/or D Product problem (e.g., defects/malfunctions) mg -
7 Outcomes attributed to adverse event = ., / _
{check al that apply) L] disabitity #2 / 2
T ’:I congenital anomaly 4. Diagnosis for use (separate indications with commas) 5. Event abated after use
i sdeath ______ o ) a fib stopped or dose reduced
—a | (mmiodyyyy) D required intervention to prevent " | .
i_t life-threatening permanent impairment/damage #1 [lyes [ ' no [j%%%?;ﬂ
z’— hospitalization - initial of prolo nged [-J other: ____ o #2 — ps ” -
. - w2 Jyes | Ino | ]dgegnt
6. Lot # (if known) 7. Exp. date {if known) apply
3. Date of 4. Date ot - #
event 05/29/2001 this report 09/12/2001 8. Event reappeared after
(mmisdiyyyy) (menvddlyyyy) reintroduction
5. Describe event or problem #2 #2 _ B .
et # TJyes [T o 17 g8
Pt was admlgted due to c/o_BRBPR and 5. NDC # (for product problems only) :
possible episodes of melanic stools over - - #2 | lyes [_Ino [:%5;1

the previous 2-3 months.

10, Concomitant medical products

amiodarone;

1. Brand name

montelukast;

valsartan; prazosin; felodipine;
oxybutinin; fluticasone inhaler;
albuterol inhaler

D. Suspect medical device

and therapy dates (exclude treatment of event)
ranitidine;

2. Type of device

3. Manufacturer name & address

sepl

RECEWED

4. Operator of device
L] health professional
[_1 lay user/patient

(J other:

4 2001

5. Expiration date

6. Relevant lests/laboratory data, including dates
5/29/10: hgb/Hct:B .4/24.8

ol _-_MEBWMQH_CIU__

(mmiddiyyy)

7. If implanted, give date

catalog# ________ {mmiddiyyyy)

serial # ________ — N

oth ) B 8. !:mmt)ed. glve date
other #

[:] yes DX c

9. Device available for evaluation?

(Do not send device to FDA)
returned to manufactureron __

10. Concomitant mew

pr aaxisti
g pr

i

| conditions
hepatic/renal dysfunction. etc.)

7. Other relevant history, inc!
(e.g.. allergies, race, pregnancy, smoking and alcohol use,

hx cardiomyopathy; s/p AICD for syncope
with inducible ventricular tachycardia; a
fib; HTN; remote CVA; adenoCA prostate s/p
definitive radiation tXx

armD

or FAX to:

5600 Fishers Lane __. 1-800-FDA-0178

’ .Ro::kvllle\!ﬂ 387

ot constitute an admissi

Sep 1 4 2001

E. Reporter {see confidentia

and therapy dates (exclude treatment of event)

lity section on back)

vA pittsburgh Healthcare System - 132M-H-, 7130 Highland
Drive
pPittsburgh Y 4 Pennsylvania 15206
United States ed.va.gov
2 Health professional? 3. Occupation 4. Also reported to
M yes 1 no [Pharmacist i ] manufacturer
il -
5. If you do nol want your identity disclosed to | L . user facility
the manufacturer, place an “X" in this box. :1 l . distributor

on that medical personnel or the product caused of contributed to the

event.



dividual Safety

A R

THE FDA MEDICAL PRODUCTS REPORTINC PROCRAM

A. Patient information
1. Patient identifier { 2. Age at time
of event:
or
Date

of birth: v

82 Years

in confidence

B. Adverse event or product problem
1. {Z] Adverse event D Product problem (e.g., defects/malfunctions)

and/or

2. Outcomes attributed to adverse event

{check all that apply) [ disabiity

i"_' death D congenital anomaly
______ (mmiddiyyyy) D required intervention to prevent
L fife-threatening permanent impairment/damage
{7 hospitalization - initial or prolonged H oher: __ __ ___ __________
3. Date of 4. Date of
event 05/06/2001 this report 09/12/2001
{mmicdlyyyy) {mmiddiyyyy)

5. Describe event or probiem
Pt was admitted with GI bleed.

6. Relevant testsflaboratory data, including dates

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

MEDWATCH

'OLUNTARY reporting O A O e OMB it o reveras
ith professxonals of adverse FOA Use Onty -
ems o~ e /S /)T
age1 [ J/ ﬁY‘
C. Suspect medication(s)
1. Name (Product Name) {Labeled Strength) {MfriLabeler)
Aspirin 25 mg

#1

" /

/
/

2. DosefFrequency/Route used 3. Therapy dates (if unknown, give duration)
3 From To (or best estimate)
#1 325 /dal:ly /Oral #1 - ¢
mg
w /] v -
4. Diagnosis for use (separate indications with commas) 5. Event abated after use
" . stopped or dose reduced
# [viyes | |no | ]d°e?y"
#2
[ yes doe
6. Lot # (if known) T Erpaate (o |72 | Iyes [0 11
" # 8. Event reappeared after
reintroduction
w2 #2 g .
#1 [ lyes [ Jno ._VJ aheR
9. NDC ¥ {for product problems only} - -
- - #2 [_Jyes i_] no ggg "

10. Concomitant medical products and therapy dates (exclude treatment of event}
ISDN; levofloxacin; metoprolol;

ranitidine; sertraline; simvastatin;
terazosin

D. Suspect medical device
1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device
i) heatth professional
[ ] lay user/patient

RECEIWVED | '

other:

4 4 0 5. Expiration date
5 SEP— 1420 ftkend
model # _________________ H ,CT,‘ ,-____
\‘\‘ ‘! 7. ¥fimplanted, give date
catalog # MED T_Q _________________ (mrrvcgfyyyy) g
serial #
8. If explanted, give date
lot®# ________ __ (mmiddiyyyy)
other #
9. Device available for evaluati {Do not send device to FDA)
i:] yes D no‘ ) %ﬂed tomanufactureron ____ ______
tmm/dctyyyy)
10. C itant medical products and therapy dates (exclude treatment of event)

SEp 14 2000

E. Reporter (see confidentiality section on back)

VA Pittsburgh Healthcare System -132M-H-,
Drive
Pittsburgh
United States

7180 HighZand

Pennsylvania 15206
ﬁ.va.gov

Mail to: MEDWATCH

5600 Fishers Lane
Rockville, MD 20852-9787

or FAX to:
1-800-FDA-0178

FDA Form 3500

2. Health professional? 3. Occupation 4. Also reported to

yes (] no [Pharmacist L | manufacturer
5. If you do not want your identity disclosed to {1 user tacility
the manufacturer, place an “X” in this box. [_] distributor

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



AR i

THE FDA MEDICAL PRODUCTS REPORTING PROCRAM

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

atio
3. Sex

m female ibs

or
Daln
of birth: __- . male — kgs

B. Adverse or prod
1. Adverse event  andior D Product problem (e.g., defects/malfunctions)

4. Welght

In confidence

-VOLUNTARY reporting

aealth professionals of adverse
wents and product problems
internet Submissio

C. Suspect medication(s)
1. Name_ (Product Name) / {Labeled Strength) / (Mir/Labeler)

Form Approved OMB No 0910-8291 Expires: 04/30/03

OMB statement on reverse
FDA Use Only
Triage unk
sequence # / /

* Page 1 /U{V

- Aspirin

2 / /

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

[ death _________
D Iife-lhreatemng

[] disabitity
D congenital anomaly

D required intervention to prevent
permanent impairment/damage

D other: ____ . ___

iddyyyy)

[#! hospitalization — initial or prolonged

2. Dose/Frequency/Route used 3. Therapy dates (if unknown, give duration)
. From To {or best eslimate}
# / / -

3. Date of 4. Date
event 06/10/2001 thlsrepori 09/12/2001
(mmiddlyyyy) {mmsdyyyy)

5. Describe event or problem

Admitted after presenting with c/o melena
and progressive orthostasis x 10 days.
Worked up for probably upper GI bleed.

#2 / / #2 -
4. Diagnosis for use (sep ions with ¢ ) 5. Event abated after use
CVA topped or dose reduced
#1 -
#1 [Vlyes [] no ’Jcéoe?n'(
#2
es “doesn't
6. Lot # (if known) 7 Exp. date (i known) | 7 Lives _lno 1 I1g88%
# # 8. Event reappeared after
reintroduction
#2 #2

#1 jyes [j no I'.,?dgcpafn'l

9. NDC # (for product problems only} -
#z yes [_Jno [ gggfy“‘

10, Concomitant medical products and therapy dates (exciude treaiment of avent)
fleodipine;

terazosin; lisinopril

D. Suspect medical device

1. Brand name

2. Type of device

4. Operator of device
D health professional
[J tay user/patient

D other:

3. Manufacturer name & address

RECEIVED

6 Relevant tests/laboratory data, including dates

ot A a0 5. Expiration date
6. ocr 1 & JUU (mm/ddtyyyy)
model #
7 i implanted, give date
caulog # ——M—EDWAT CH:_CI_Q__ (mm’upd[yyyy) g
serial # S ———
8. If explanted, give date
lot # O (mmiddiyyyy)
other #

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

] yes ( no [ returmned tﬂ@ﬁ

(mmiadteyyyl

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

PUD; HTN; ticuspid regurgitation; mitral
regurgitation; hyperlipidemia; hx CVA;

glucose intolerance
W!E“ AT« .
CH
_.I

C///// /UL SEPHZﬂm

10. Concomitant medical products and therapMMclude treatment of event}

sgp 17 2008

E. Reporter (see confidentiality section on back)

PharﬁD
VA Pittsburgh Healthcare System -132M-H-, 71&0 Hignland
Drive
Pittsburgh Pennsylvania ¢ 15206

United States ed.va.gov

m " Mail to: MED ATCH or FAX fo:

1-800-FDA-0178
FDA Form 3500

. B8

2. Health professionai? 3. Occupation
(¥ ves [] no {Pharmacist

4. Also reported to

D manufacturer

D user facility

5. if you do not want your identity disclosed to 3
U distributor

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

Submission of a report does nu ; e an admission that medical personne! or the product caused or contributed to the event.



vidual Safety

ILUNTARY reporting Lt o e D s OMB siamraat on evarse.
R FOA Use Only
1 professionals of adverse e
—3-00 mt*preduntproblems - sequence # !S Z Z & Zz
THE FDA MEDICAL PRODUCTS REPORTING PROGRAM 'nteme‘ Sme‘SS|on #age 1 LJ" ‘;"'

A. Pa O atio
1. Patient identifier | 2. Age at time 3. Sex 4. Weight
of event: -
or 'A_’ female tbs

Date
in confidence

R o
R Adverse e O nroble

1. E| Adverse event  and/or D Product problem (e.g., defects/malfunctions)

- or
e G| < |

2. Outcomes attributed to adverse event

{check all that apply} '] disabitity

[' J death ] congenital anomaly
(1: ] T nede [ 1 required intervention 1o prevem
[ iireahreatening permanent impairment/damage
1“' hospitalization - initiat or prolongec [ ] other ______ __ ________.__
3. Date of 4. Date of
event 07/13/2001 this report 09/12/2001
(e iyyyy) {meniddbyyyy]

S. Describe event or problem

Pt was transferred from Altoona VAMC for
management of upper GI bleed. Pt took
ASA and celecoxib 7/12/01 and developed
hematemesis, abdominal distenticn, and
ascites.

C Suspect medication(s)

1. Name_ (Product Name) {Labeled Strength)
. Aspirin 325 mg

© Celebrex / /

{Mfr/Labeter)

2. Dose/Frequency/Route used 3. Therapy dates iif unknown, give duration)
= : Frem To (ar best estimate]
w3 faaily oo fn L Torbestenin
mg
" /da iiy / el 2 _
4. Diagnosis for use (separate irdicalions with commas) 5. Event abated after use
# stopped or dose reduced
#1 lyes [Jno [Jdomsei
i " [ 4
v gesn’t
6. Lot ¥ {if known) 7. Exp. date {if known) 2 ___]yes ‘J no ['— aP%
" # 8. Event reappeared after
Ivlllll d
"2 #2 #1 7] doesn’t
- 1" Tyes ] 0 [.:_’]appfy
9. NDC # {for product problems only; —-- —
- - %2 Jyes _Ino [vdoepnt

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

D. Suspect medical device
1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device
L] health professional
| l lay user/patient

[__ﬂ other:

5. Expiration date

6. Relevant tests/laboratory dala, including dates

{mmiddyyyw)

s RECEIVED

calalog # ____,,_____S.E,P,_l,_,?__zﬁﬂ_r‘__“__,

o MEDWATCHCTU. |

other # T
D
9. Device available for evaluation? (Do rot send devieé to FOA)

E] yes L] no [ . retumedtomanuiacmreron & v-a- % e

7. Wimplanted, give date
(mmiddiyyyy)

If explanted, give date
{mmddlyyyy)

7. Other relevant history, Including preexisting medical conditions

(e.g., allergies, race, pregnancy. smoking and alcohol use, hepalic/renal dysfunction, etc.}
end-stage liver dz secondary to chronic
alcoholic cirrhosis; Parkinson's dz;

depression; anxiety; PTSD; DM; BPH; HTIN

MEDWATc -

TV 38D

10. C itant medical product andtherapydales(en“trealmemof event)

E. Reporter {see confidentiality section or back)

1. Name phone # —
R - >
VA Pittsburgh Healthcare System -132M-H-,

7180 Highland

or FAX to:
FDA-0178

FDA Form 3500

Submission of a report does not const

Drive M

L Pittsburgh - vlvania 25206

United States d.va.gov

2. Health professional? 3. Occupation 4. Also reported to
yes [ no [Pharmacist L] manufacturer

5. If you do not want your identity disclosedto _

[, ] user facility

the manufacturer, place an “X" in this box. U D distributor

admlsslon that medical personnel or ihe product caused or contributed to the event.



o han

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM S,
-~

A. Patie O atio
1. Patient identifier | 2. Age at time 3. Sex 4. Weight
of event:
- 58 Years ] temate Ibs
Date
in confidence of birth: [} mate — kgS
B. Adverse eve or pro proble
1. Z] Adverse event  and/or |:| Product problem (e.g., defects/malfunctions)

/OLUNTARY reporting

alth professionals of adverse

Internet Submission 5 Page 1

Lk

Farm Approved OMB No. 0910-0281 Expices: 04/30/03
Ses OMB

staternent on reverse

FDA Use Only

Triage unk

sequence #
rl" - ,
A
T

I5/37Z

C. Suspect medication(s)

1. Name_ (Product Name) (Labeled Strength)
#1 Aspirin 25 mg

{MfriLabeler)

# /

/

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

1 death

T disability
i I corgenital anomaly

. ) . reaveree ‘——l required interventian to prevent

i ffehreatering permanent impairmentidamage

‘f‘, haspizalization - iritial cr prolonged | other: .. R
3. Date of 4. Date of

event 07/25/2001 this report 09/12/2001

(movadyyyy) {mmeddiyyyyl

5. Describe event or problem
Pt presented with complaint of black
tarry stocls. Admitted for GI bleed.

1<) abn <

&. Rek t y data, includ ng dales

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

T9 parapleg1a after gunshot wound;
carcinoma of rectum, status post excision

MEDWATCH

2. Dosel/Frequency/Route used

# 13‘;5 /dai'_y /Ovav L}

From

3. Therapy dates (if unknown, give duration)

To (or besi estimate)

#2 / / #2

4. Diagnosis for use (separate indicatons with commas)
#1

5. Event abated after use
stopped or dose reduced

#11¢ ges [ Jno [ ]doesm

K2

6. Lot # (if known) 7. Exp. date (if known)
#1 #1
#2 w2

#2 ‘Lj.yes _lno ]app

8. Event reappeared after
reintroduction

M [yes [ Jno [v]app

9. NDC # (for product probiems only)

#2 [lyes [ no Dappfvm

alprostadil

D. Suspect medical device
1. Brand name

70, Concomitanl medical products and therapy dates (exclude treatment of event)
tmp-smx SS;

2. Type of device

3. Manufacturer name & address

RECEIVED

4. Operator of device
[j health professional
D lay user/pafient
[] other:

5. Expiration date

c 7157274 SEP 17 2001

or FAX to:

H

Mail to: MED
560
R O

6. immiddyyyy)
del # SEP 172001
et MEDWATCHCTY | =
serial # e
8. If explanted, give date
ot # e (mw?wm ¢
other #
19. Device available for ev-luallon? nd device to FDA)
[:] yes h_] ro clureron _______________.__.
{mvddiyyyy}
10. C itant medical products and therapy dates {exciude treatment of event}

sep 1.8 200

E. Reporter (see confidentiality section on back)

VA Pittsburgh Healthcare System -132M-H-,

7180 Highland

Drive
Pittsburgh 5 pennsylvania 15206
United States .va.gov
2. Health professional? 3. Occupation 4. Also reported to
[« yes {J no [Pharmacist (7 manutacturer
5. If you do not want your identity disclosed to D user faciity
the manufacturer, place an “X” in this box. D distributor

y that medi

VEF?(DA-(""B
i
Kite an admi:

Submission of a report does not ¢

FDA Form 3500

| persannel or the product caused or contributed to the event.



Indiv
l' VOLUNTARY reporting Foerm Approved onssnz g:cm Ex:ru; 84730/03
health professionals of adverse :::‘:_T"
* wents and product problems “ e Y 3 7 7
THE FDA MEDICAL PRODUCTS REPORTING PROGRAM ¢ Internet Submission '_Page 1; L /;r i
A. Pa 0 0 . Suspect medication(s)
1. Patient identifier | 2. Age at time 3. Sex 4. Weight 1. Name  (Product Name) (Labeled Strength) {MfrfLabeler)
ofovenr 2 Aspirin 25 mg
[[] female bs 1
or - -
Dau — deparin 530C units
In confidence of birth: Mmae | ][22 / / | | |
- A 2. DoselFrequency/Route used 3. Therapy dates (if unknown, give duration)
O AVErsSeE eve Or prod promie 5 i From To {or besl estimate)
325 deily
1 I?] Adverse event  andfor D Product problem (e.g., defects/imalfunctions) # ng / / Gral ”?_ -
2. Outcomes attributed to adverse event o 5C00 BID -
(check all that appty) [ ] disabitity #2 units / /sm'a"ms ¥2

[ | death | 1 congenitat anomaly

rmodyyy)

[ l required intervention to prevent

| life-threatening permanent impairmentidamage

4. Diagnosis for use (separale indications with commas)
#

5. Evonl abalnd after use
pped or dose red

#1 []yes [ 1no [ does

Y

#2 [Vlyes [ 1no [ doepnt

pt resident at NECU. Pt found to have
Hgb of 4.9; determined to have a GI
bleed. Was transferred to med/surg
facility.

6. Relevant tests/laboratory data, including dales

7. Other relevant history, including preexisting medical conditions
(e g., allergies, race, pregnarcy, smoking and alcoha! use. hepaticirenal dysfunction. etc }

DM; anemia; dementia; end stage renal dz;
COPD; adrenal insufficiency

MEDWATCH:
cqyi5713z7 SEP17 2001

[#! rospitatizaticn — in tial or proko nged Vloter 2
6. Lot # (if known) 7. Exp. date (if known)
3. Date of 4. Date of " #1
event 07/18/2001 this report 09/12/2001 * 8. Event reappeared after
{mmiocryvy) (mmiodyvyy) reintrod
5. Describe event or problem 2 #2

9. NDC # (for product problems only)

# TJyes [2ro [/]gozpm
#21 Jyes [ino [v]ggepnt

D. Suspect medical device
%. Brand name

70, Concomitant medical products an3 therapy dates (exclude treatmeni of event)

2. Type of device

3. Manufacturer name & address

SEP 17 2004

RECEIVED

4. Operator of device
D health professional

[} lay useripatient

!.—] other:

5. Expiration date
{mmicdiyyyy

; MEDWA
-\t
log # 7. i implanted, give date
serial # ——— e
8. If explanted, give date
lot # e e e e immiddyyyy)
other #
9. Device available for evaluanon? {Do not send device to FDA)
[._ yes [:I no

_ ; returned E\ﬁdweroﬁ

(mrVad Y

United States

10. Concomitant medical products andeechude treatment of event)

SEP 18 2008

E. Reporter (see confidentiality section on back}

vA Pitzsburgh Realthcare System -132M-
Drive
Pittsburgh Pennsylvanii

mead,. va .gov

H-, 718C Highland

152Cé

2. Health professional? 3. Occupation

Mail to: MED or FAX to:
r 5600 fDA-OWB

FDA Form 3500

[ yes no rmacist

4. Also reported to
m manufacturer

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

L] user facility
[J gstributor

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

A . o » atio

1 Pavent -oumho' 2 :'9:::“':""' 22 .
c’ 0?3 qg «mu
In contomnce of birth:

y Zwm angor

Kb

Teee baEN wp A AL rRUIDUS IS 'DP"I!

3. Sen
Hemate| ——ms
of

s
Omae s

T3 Product proclem te g.. Selects, madunchons)

MesWaren Forme M UPUATXES

JLUNTARY reporting
h professionals of advere
s and produce problems 77

Page ___of ___

4 Wognt

o ﬂgarﬂfl/'

CDE¢

OB

C. Suspect medication(s)

1 Name igne ladeed srengm & minlaGeler. o xnowey

xS

o Lapremew OU S M. ""'l" Covwos 13314
#08 Yoo Oroy sams s o

VWA Y- Y

=T
S &

2 2Ia Mi X AIZ1L8

3 Cose. trequency & routd used

5! I ¢ k :,’

(7 Qutcomes Jtnbuted to adverse event

(crnecx ai Ihat 3006y (J asacey

I'_- aeacy
-~ 3w W

] congenat anomasy

2 Py

3 Therapy 2318t 1 NanGwn. e 2urdngm
CHIR A - 3 DI P

N Hiefo i
2 Yo/ /

1 Oiagnosislorusen Lkon)

5 Event abated after use
Stopped o Cose requced

[ utetnraateesng
[ nosovanzavon - :mbal of prongea (] oer:

an Wtenvention [Q prevent

" Nong-wave M/

Ll o o goesn!
Z’” Li™ __icoiv

2 fby -?-wa ve M
6 Lot ¥ 1l anQwnt 7 Exp. date uf xngwm

2 27” f:no __Joesn!

3 Event resppesreqd aftar
remtroduction

Lound fo haveary’
I K ot( ’0/66&1147 wes

.y
wal fo continue 04 2708

she eventually ¥
Newm: ol ec fony $h

Given /'K@C'ZL Und@rm.«/’ coloreSCOPY.
adyxp/m/c(
h/qh i
‘n y.ﬂ/ao.

nd e/uﬂm/f & m//rf ,
¢ wad o schanyer 12

fl ot

" yes. ra esn!
—ves

e 4007y

Tives - b e
2 _yes Eﬂc L_ggg?y

Cem /ol it 9/5/0 1 - -

S. Oco;rloc svent Or probiem ” -
p/ e xpa fl‘[ re ?C{ /GC fd / b/? (d/ ’(7 f 9 NOC #:°:5f OrocuCt Srociems Gy
(o o - -
dbwal G hours a fler slenf placesre _ -

ﬂ/ f(\g(//}/((/”’/ #

S]n(ﬂ Lap/l.f.fcf‘

F/M//!ﬂl‘

1. Brang name

. Suspect medical device

and ineragy Jﬁ 1ICUCE rediment 3t event|

hepati 1, & Fiven prn,

2. Type ot aevice

3. Macutacturer name & acdress

6. Retevant 108l

RECEIVED
SEP 19200 lreeim
o —MEBWATOH CTU s

2 Operator of device
F—‘ neaun zrofessional
;__ lay usar-Satient z 1

| other

[

———— et

(et

(0.G.. alergies.

g preexisting

7. Qther ristory.

Beripheral vasaler diieare
Ceqarelie smoking

crw /S5 A7

r3Ce. DrEgRANCY, SMGuNg and lm use. Negancrena dﬁum elic)

1. MName, &

kg AR v
senal ¢
8. If .

tor s s, ge sae
ather 8
9. Device availadle Ior evaluation? (00 rat send 3 FDA)

—

] ves D L] D eturned o on

KT

10. C r or anag (Neracy Cales  ZCuCe redlment Jf ever)

E. Heporter (see confidentiality Section on bac)

9 2001

EP 1

Mmi ta: MEDWATCH
£600 Fishars Lane

FOA Form 1900 10938

Rocmulh MD 20852-9787

2. Healtprpr al? Alsg regorteg to
l A l (ml‘ d’ ’\-'?‘Cl T manutacucer
of FAX to: yes D Hind = user racHry
1-800-FDA-0T78 5. it you @ ) NOT want your mnuq aﬁ:tos-a to _ | =
asinguicr

the menulscturer. pisce an “ X " inthadas. ' | -

Submission of a repart does nat censlitute an admission thvat medical personnei or the product caused or soninbuted 10 ihe event.

ANFS DRUQ INFORMATION 33 B CURRENT DEVELOPMENTS



i

THETDA—_MEDICAL PRODUCTS REPORTING PROCRAM

\
A Patie » atio
1. Patient identifier |2. Age at time 3. Sex 4. Welght
2571 ;'Miai— i_] female Ibs
or
in confidence gfa :;nh: M male {87 kgs
B. Adverse eve or prod probie

1. 'Z] Adverse event  andlor D Product problcm(e.g.,defedslmalfunuions)

2. Outcomes attributed to adverse event

(check all that apply) lr—_l disability
V] death 04/02/2001 _J congenital anomaly

i T tmmiddtyyn) [[] required intervention to prevent
[ te-threatening permanent impairment/damage

? hospitalization — initial of prolonged E other: _____

3. Date of 4. Date of
event 04/02/2001 this report 09/21/20601
(mmidaryyyy) {mm/ddiyyyy)

5. Describe event or problem

patient with significnat ETOH abuse and
no h/o medical care X 30 years self
medicating with OTC aspirin admitted with
Gastrointestinal bleed from which he died.

6. Relevant tests/laboratory data, inciuding dates

DSS

SEe 28 Fan

<

7. Other relevant

history, including preexisting medical conditions

(e.g.. allergies, race, pregnancy. smoking and alcghol use, hepatic/renal dysfunction, etc. }

METAKA T
SEP 2 4 2001

7157259 Cemaeai oo

VOLUNTARY reporting - Form Aspravec OB N0, 00 et on reverse
ealth professionals of adverse

m@m@gt problems - 17 ““"‘::R' \ / .57 7ﬁ

. wmernet Submission - Page 1

FDA Use Only

o0 ‘_L -
> O DK Moged 1 Rt Eenacd
DS =8 A *
1. Name_ (Product Name} (Labeled Strength) (MfriLabeler)
" Aspirin /Unknown
” / /
2. Dose/Frequency/Route used 3. Therapy dates (if unknown, give duration)
From To (or best estimale’
# Unkno /Unknow /Oral . ~ o (or ale)
wn n . e

. ]/ - i

4. Diagnosis for use (separate indications wilh commas) 5. Event abated after use
#1 @1 Pain stopped or dose reduced

# | yes ' Ino ;{]da%‘,’,?;,‘"

#2 - -
doesn’t
6. Lot # (if known) 7. Exp. date (if known) #2 | lyes Jno appy
# # 8. Event reappeared after
reintroduction
#2 #2

- . .
#1 Cyes || ro ] 90eR"
9. NDC # (for product problems only)

‘ - 7
- - w2 Jyes (Ino | !dggpm

70. Concomitant medical products and therapy dates (exclude treatment of event)

D. Suspect medical device
1. Brand hame

2. Type of device

3. Manufacturer name & address 4. Operator of device
,_‘ ~ealth prefessional
i_‘l ay user/patient

RECEIVED | [i»

SEP 2 4 7”“1 5. Expiration date

e MEDWATCHCTY |

catalog #

If implanted, give date

e e e (mmcolyyyy)
serial #____ e
8. If explanted, give date
ot# T (mmiddiyyyy)
other #
9. Device available for evaluation? {Da not send device to FDA)
D yes D no ‘ ] returned to manufactureron __ .. _.———-
{m/od!yyyy)

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

. Name =y W

Pharm D
VA PSHCS, 1660 South Columbian Way

FOA

FDA Form 3500

Mail to: MEDWATCH or FAX to:

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

Seattle Washington 98138
United States ed.va.gov
2. Health professional? 3. Occupation 4. Also reported to
A yes [ no [Pharmacist [ | manufacturer
5. If you do not want your identity disclosed to | ] user facility
the manufacturer, place an “X” in this box. " ] distributor

Submission of a report does not constitute an admission that medicat personnel or the product caused or contributed to the eve  nt.



A

THE FDA MEUILAL FRULUL 1 ts vsiviate ¢

A. Patient information

1. Patient identifier 2 Ag- at thme -3, Sex . 4. Weight
RN of svent: 74 yrs .
or . Y | female NI bs
00358 o . : or
i Date i : :
inCONUBNCE | of birth: — - male NI kgs |

1 ﬂ Advarse ovenl and/or

2 Oulcoms mrlbuled to ndvm awnl 1
(check all tha: apply) | disability
] congenital anomaly

required intervention to prevent

. imoddaylyr} l
. life-threatening permanent impairment/damage

. death

1 hospitalization - initial or prolonged {  other:

3. Date of l 4, Date of
event 08/11/2001 this report 08/30/2001
{mosdaylyr) {mo/dayyn

* 5. Describe event or‘problom

Initial Notification (27-Aug-01)

A 74-year-old male was diagnosed with a
GASTRIC ULCER POSSIBLY RELATED TO VIOXX.
has had chronic atrial fibrillation and had
begun taking Coumadin (warfarin sodium) on
an unspecified date. He also took agpirin
81 mg beginning in 1983 and Vioxx
(rofecoxib) 25 mg beginning on 8-Jun-01
until 11-Aug-01, when both medications were
discontinued. He is currently enrolled in
the ACTION study and has been taking

Coumadin 1.25 mg for 6 days and 2.5 mg for 1 .

day a week since 24-Aug-01.

on 11-Aug-01, the patient presented to the
emergency room with complaints of *

6. Rnlevmtteﬂsl!aboratofy data |, includi ng dates

11-AUG-2001
11-AUG-2001
11-AUG-2001

Hemoglobin 4.1
Hematocrit 14.5

Sodium 139

11-AUG-2001 Potagsium 4.9
11-AUG-2001 International Normalized
Ratio 4.0 (target 1.5-2.0) *

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

{e.g., allergies, race.

Chronic AF
CVA, seizure disorder secondary to CVA
Ventricular septal defect
Open heart (1962)

“SBE" (1983) *
T
Submission of a report does not constitute an
F D A admission that medical persannel, user facility,
distributor, manufactumr or product caused or
Domain Facsmde of cpp tributed to tﬁe eve
FDA Form 35004 tem completed on contlnuatlon pages.

~--Dgnt Pharmaceuticals Company

[_] Product problem (e.g.. defedflmalm@ons)

s

) UNK UNK PO -#1 NI, continuing i
1.2 25 M3 UNK UNK {#2 08-JUN-2001 tc 11-AUG-2001 !
4. Dlamoslslov use (indication) 5. Ewm lbaudamrule i
: stoppodnrdm reduced
ATRIAL FIBRILLATION
e e w| yes . 1 nof doesnt |
i#z UNKN CAUSE MORB/NORT NEC sz apply
) [ w2 | yes "ol doesn't
: 6. Lol#(l known) 7. Exp. date {if known) o apply
¥ NI # NI 8. Event reappeared after
L nlntrodlcﬂon
| w2 N |42 NT # o yesl_ aolX doesnt
| 8. NDC #- for product problems only (i known) L ey
. 2 N1 #2 [ yes " 10X doesnt
: apply

He |

Domain Facsimi

Mt raport 8
. 2001C0U1517

PECEW;???H@-

Appraved by FDA on 3/22/94

FOA Use Only
. |

C. Susect medlcatlon s
| 1. Name {give BBt} buitigth 8 Mt 1abeler, if xnown)

\" COUMADIN (Crystalline Warfarin Sodium)

) vmxx (Romzcoxna)
L_ﬂ

-2 Do“ fraqu-m:y & route used 3 Thorapy dnlu (if unknown, give duraﬂon)

fromRo (or Dest sstimaks )

7710. E(mcomlum medical prt':ducts and therapy dates (exclude lrealn;enl of event)
NI

G. All manufacturers
) 1. Contact office - nama/address (& miring site for devices)

2. Phone number

' puPont Pharmaceuticals Company ' (302) 892-0694

Chestnut Run Plaza, HR1132 ;3' Fleporlsoumr

P.0. Box 80723 {check all that apply}
Wilmington DE 19880-0723 USA " foreign
B study
! literature
', . consumer '

I ><! health

| | 4. 0nte received by manufacturer 5. . profassional

; {moldmyiy) (ANDA# 9-213 ] user facility

8/27/2001 » -
|| o8s21/ IND # ! company
H e - representative
6. If IND, protocot # PLA# .
. distributor
{ pre-1938 " yes other:

{1 7. Type of report oTC ;
! {check all that apply) oroduct " yes |
[R] i
Il Bday ¥ 15-day ; C '
l:' . . 8. Adverse event term(s) l
{- 10day . periodic _CHEST PAIN, GASTRIC ULCER, :

B< mital | | follow-up # | ASTHENIA, CONFUSION, MELAENA, ;

o R ANAEMIA,
9, Mir. report number |

PROTHROMBIN DECREASED

2001C0U1517

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

| v,
G- inic. QN Yoo ©1do GRS

Phene : (NN o SER 2

oy
4 001
|
|
;

2. Health plofuﬂond? ' 3. Occupation
5& i , sent report to FDA
yes no . : - — d
: fooLloyes 1 no 1 unk

4. Initiat reporter also



Domain Facs mile

BV sUUaL DGT ELY el b Pharmacenticals Company pumanre
2001C0U1517
- m\ “ mm“ “ \\ UFDist report #

7805--

1 .v»l-‘UII\UUMM

8
*

Page 20f 3 i

A. Patientinformation C. Suspect medication(s

1. Patient identifiler | 2. Age attime | 3. Sex 1 4. Weight 1. Name {give labeled strength & mirlabeler, if known)
of event:
1

L g i female bs # ASA (ACETYLSALICYLIC ACID)
or
in confidence Date male kgs

of birth:

Approved by FDA on 3/22/84

FDA Use Only

j I ' . 3 & 1t 3. The |1 f K t
B. Adverse event or product problem 2 Dose, trequency & foute used Therapy dites (1 unkncw, give duration)

- % 81 MG U‘N’K ’D’NK i ?? ??7- 1983 1:0 11 AUG 2001
1 F , Adverse event and/or Product problem {e.g., defects/malfunctions) ‘ n e — ’l » e !
[ 2. Outcomes atirlbuted to adverse svent o T o !
(check al that apply) | | disability ,"‘.'r , e ot
death i congenital anomaly 4. Diagnosis for use (i o) 5. f:pr::::ad d;f:e:.\;;d
-  fmotiertv] | required intervention to prevent iﬂ UNKN CAUSE mRB/ MORT NZC 6l yes|  nold
! life-threatening permanent impairment/damage N s -y & ad ppl"ejs"
oAt | init o “ e =
_ | hospitalization - initial or prolonged __l other: . ’ i . 2 [‘] i_ . no[ ] doesn't
8. Lol#(lf known) 7. Exp. date {if known) apply
3. Dataof 4. Date of | : : Y
igg NI # NI 8. Event reappeared after
t thi n
ayiy iy : reintroduction
5. Describe event or problem “ *

0. NDC ¥- 10r product problems only {it known)

oy | 1. Contact office - name/address (& mfring site for devices)
|

\ _i Dau—r;otlvld I;y manufacturer 5.
! (moidaylyr) (ANDA#
IND #
6. Relevant testsflaboratory data |, including dates : O.VI(ND. PW'OCG;# T PLA #
; pre-1938
: 7— Type of repoft oTC

{check all that apply) product

,#3[ yes' nol<. doesn't i

apply

#4 [ yes no| | doesn't

yes

yes

i
il |5day . | 15-cay \
LS Mwn-w-nlurm(s)
{ } 10-day [ i periodic !
Unitisl | foltow-up #
- - .- L3
. 7. Other relevant history, i dical conditi (e.g., allergies, race, ' 9. Mir. report number

pregnancy, smoking and aleohol use. hspa!ndrenal dysfunction, elc.) .
“

i ! 1. Name, address & phone # . ’"f
; PR SR
Syt
! PR
Submission of a report does not constitute an {2 Hoalth b tonal? 2. Occupstion .
F DA admission that medical personnel, user facility, e profossiond "“‘.w.&#'
distributor, manufacturer ar product caused or . yes Iino o
Comein Facsmie of contributed to {| =TT

FDA Form 35004 * Item complet: on oontlnuatlon pages.

#3 NI (23
- : ; : apply |
10.C itand medical products  and therapy dates (exclude freatment of event) :
P ;
i 1
i 2. Phone number

) 3'. Report source
(check all that apply)
!

| foreign !
h \study :
B ; literature i
| consumer I
"1 heaith i
professional
"1 user facility 3

| ' company
representative

[ distributor
. other:

E. Initial reporter

scp 2 4 1004

. 4. Initlal reporter also

sin'nlreporltAo»FDA
|yes l no . lunk
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"AA. Patient Identifier |G.9. Mfr. report number
|

MED WATCH - ~ 2001C0U1517 Page30f3

21 0l & V A

I

37980501

*

B.S. Dncrlbnﬂovlm ar problem

{continuation:] WEAKNESS, CONFUSION, and CHEST PRESSURE. Laboratory evaluations included GUIAC-
POSITIVE STOOLS, HGB 4.1 and INR 4.0 (target 1.5-2). He was hospitalized and REQUIRED MULTIPLE
UNITS OF PRBCs and vitamin K. An endoscopy performed on 13-Aug-01 revealed a 2 cm gastric ulcer in
the distal antrum that was not actively bleeding. He recovered on an unspecified date.

Study Title: ACTION - Anticoagulation Consortium To Improve Outcomes Nationally, a Phase IV,
Health Economics Study (946-910).

B.6. Relevant tests/laboratory data Jincluding dates.
[continuation:] 11-AUG-2001 Other
Troponin 1 (#1) <0.10

11-AUG-2001 Other

ECG paced rhythm

13-AUG-2001 Endoscopy
Gastric ulcer on distal antrum - lesser curve aspect and not actively bleeding.

B.7. Other rel history, including preexisting med! | conditions (e.g., allergies, raca, pregnancy, smoking and alcohol use, hepalicirenal dysfunction, ets)

{continuation:] Colon cancer (1982)

E.3. Occupation

Other Health Professional

SEp 2 4 2001
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MEDWATCH

THE FDA MEDICAL rxDDUCTS KEPORTING PRAGRAM ,

v

A. Patient information

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

or
Data

of birth:

B. Adverse eventor product problem

by health professionals of adverse
events and product problems

" .
Page _I__ of _]___ \-) .F

andior ] Product problam (e.g. defectamaifunctions)

2. Ouwomns attributed to adverss avent
{chack all that apply)

] death

=
lifethreatening

[ dissbiiny
D congenila anomaly

‘g raquired intervention {o prevent
permanent impairment/damage

ﬂ hospitakization — inflial of prolonged [:] other:

e

ASE TYPE OR USE BLACK INK

PL

4.3;?:90:1 q Lgé,

[ )
t af problem

Pt ‘}Fd o ER JIM”,’L b(&dma Hom bewt/,
ko vomitrd bJaed gndagaF,, Pv"fwimﬁ[
whound qastnic

viey wHh vici bbb | \pm‘}ra.f EYGSIaU'
Stcemtagy o NSAIY v wids-boced
n‘"'bhldma Ausdima) vesv,

8. Nelevant testsiiaboratory dats, Includi ng dstes

8/1{::1 -endosc«r”{ irsuits abeve ).

Pn&)khm»lg
lew. facf - pos. e

race, praghancy, smaldng and aleonol use, hepalic/ranal dystunction, etc.)

Aforiam - Amentom
HTA) | cofenrry M*Wv} dlsmsb

oglemrﬂm'}of - Bilodero] - kmﬁ’;ﬁﬁyﬂ\“
¥, PPD Smobra hvS‘faJ-1 s 22 2001

cCi/15224¢C

S Other relavant history, including preexisting medical conditions (e.p., allergies,

Mailto: MEDWATCH g m .
$600 Fishers Lane E E::( %Mh
Rochville, MD 20852-2787

FDA Form 350D

s - rrec I

SAGE  A1/01

Form Appimved; OMB Nu pu10-0291 Exphrow; 04730483
4 Sae IMB gldlament on severes

FDA Yne Only

Tringe unit Q Z EE S:
sequinaoe

C. Suspect medication{s)

1. N-mo(gwelnbeledshenglh&ry(/labeler  kown)

m (Cofe brox O 4 ?‘ﬁwr/
v Extsric - contrd_Aspirrm

2. Dpse, frequency & route used 3. Therapy dates (T Unknown, giva duration}
{or bast uslimolke}
# 200w PO B/

M " 6 — J;/b 7
w2 325~y PPAD w2 af frast 3q€ - )
4. Diagnosis for'usse (indicatlon)

5, Event abaved after use
* psfooarthrific

stoppec ar dose reduced
#1 Pyes (Ino 19855
w2 P ffcllm‘hbn
8. Lot # (if known) 7. Exp. dato (if known)

w e O CI4ERY™
3] #1

8. Bvant roappearad after
relntroduction

#1 Dyei D""’ mdcm n't
#2 [yes (o mdoesnl

70, Concomitant medical products and therapy dales (exclugs treatment of evenl
[X] HU( -prw< ‘fo E.VMI’*'
Moxzde ' *
LoPIfS'fad -

D. Suspect medical device
1. Brand name

2 K2
4. NDC # {for product problems only)

2. Type of device

3, Manufacturer name & address

RECEIVED |2+

SEP 2 6 2001 — e
bodaHl

4, Ope+ator of device
[ nealth prafessional
[ ay usericatiant

catalog ¥ T. lf lrpp'l;r’usd. glve date
sarfal #

8. lant § te
lot# lr "mm ad, give dal

other ¥
9, Devlce available for avaluation? (Do not send to FOA)

yes F\ returned W marwfactureron . e
(mokioy/ a1l
10, Concomitant F . &0cte and tharapy dates (axclude trea'ment of event)

1.

2. Health professional? 4. Also mpected o

B oes o | Plafmacis 7 E risnufacturer
5. It you g NOT want your identity diaclescd to Leer fadllity
n ranutacturer, placs an # X - Inthis box. [ [ cietioutar

Submission of a report does not constitute an admission that medical personne! or the product caused or cantributed to the event,



ingivadual sarety Report ' |
OLUNTARY reporting . uo”:"" O N e erntnt o revatee
iiliigim—n oo =TS

nts and product problems S, sequence *

IHE FDA MEDICAL PRODUCTS REPORTING PROGRAM Pﬂge of /

C. Sus

ect medication(s)

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

1 Namﬁve labeled strength & mirdabeler. if known)
of event: - / s b .
#1 s
or 0 s ¢ {: .f)/é/LC’a
Date ) y - 7.
of birth: & #2 !/l‘sl ;//) VA R N
2. Dode, frequency &route used 3 Therapy dates {'f L known ¢ JuTakor:
B. Adverse event or product problem e
. 1
[ \Adverse event  and/or E] Product problem (e.q.. defects/malfunctions) #1 Z'Dij 9 R
2 Qutcomes attributed to adverse event o .
{check ail that apply) [[] disabitity #2 "2 /IJ_/” 1A s
congenital anomaly 4. Diagnosis for use (indication} / 5. Event abated after use
E death / o i stcpped or dose reduced
rD’" Sreateni 1m0 day y quired intervention to prevent #1 —
/Me-threatening =7 permanent impairment/damage —- . - - Y:E yes [ inc E'S‘%eF
\D}vospitahzali n — initialér prolonged D other' #2 X r doesnt
6 Lot # (1f known) 7 Exp. date (if known) lyes | no -—ndpu ¥
3. Date of 4. Date of 1
event { g Q ( this report / / #1 8 Event reappeared after
1mo day yr (modayyn reintroduction
" Describe eventlor problém #2 #2
2 1 [lyes T Széoerm
F /om ,./(éM C; ,’ 9. NDC # (for product problems only}
"’/’P e [ ’f - - w2 [:}yes [: 1o . d°9

P / ' 10 Concomitant medical products and therapy 'la! {exciude treatment of event)
J /ﬂcz_@ Ajﬂj’ﬂ/ A £ N Tew

L el o en o Lf" J et e CA
ﬁf t f [ £ & / (e
Mdf 28 711&&
m

D. Suspect medical device

1. Brand name

2. Type of device

'~ ) '
” Yy L ‘.

. Z i 7 Y / ,’\9 2

j . & 2 ) 3. Manufacturer name & address 4. Operator of device
/1

~ ~ | health professional
/\/@/, PN 0&’( Z‘eé;f//i))c —

__] lay user‘patient

] other

5. Expiration date

model #
5. Relevant tests/laboratory data, including da! catalog # SEP 2 6 ZD{N T If}jn}p_lai\‘nled. give date
M@ / serial # EDW ATCH CTU
74[&/,-)_’[\ /L’\—;A' / lot # M 8 l" i)fg!anted give date
other # (F\ C
9. Device available for evaluation? (Do rot seﬁdu[\'ﬁ‘, e

es no relurmnd to manufacturer o
Y

0o 200k o
10 Concomitant medical products and tharapy dalgd fexchuéle lfeafment of events

~ Other relevant history, including preexisting medical conditions (e.g.. allergies.
race pregnancy, smoking and alcohoi use. hepaticirenal dysfunction, etc )

MM‘@ Cont, =

E. Reporter (see confidentiality section on back)

i ) 1. Name, address & phone # |
B / . -3 .
5)f CHBE 197 -
2. Health professional? | 3 Occupation 4 Also reported to
: mant facturen
Mail to: MEDWATCH or FAX to: \Eﬂ@s [J ro / /] /‘(_,{ /<./ / E user ‘acilty
5600 Fishers Lane 1-800-FDA-0178 5 H - acity
1t you do NOT want'yobr' identity disclosed to
r Rockville, MD 20852-9787 the manufacturer, place an * X " in this box. D<\ [ st

FDA Form 3500 (6/93) Su‘tl:tnissmn of a report does not constitute an admission that medical personnel or the product caused']or contr buted tc the event.



MDA o vesrovision

se by user-facilities, approved by FOA (*O/21/93;
N e menenS @and manufacturers for
T n e MANDATORY reporting W o WAES 01071078
e FDA Mecical Produc:s Reporling Program | Pace 1 GO TeporT
g
FDA Lse Onl
A. Patient information C. Suspect medication(s)
T Batent roentmer 2 Age atsme 3. Saex 4. Wesght 1 Flame (give fabeled sirength & mivlabeler, it K own)
of event: . T
or 68 years Fermale + 1 TAB VIOXX 25 m3
- Unk it
Dare of D - =2 aspirin Unk
in contidence Birt - ale
- b 2. Dose. frequerky 8 route used 3. Tnerapy dates (homvto} 1 if unknowT, give du raton;
B. Adverse event or product problem +1 25 rg/DAILY/PO v1 077/22/00 - Cont
1 Adverse event  and/ar D Product problem ( 2. , defects/makunctiors) 4 e
Z Outcomas attnbuted 10 adverse event ] ¢2 Unk/Unk/Unk w2 Unk - Unk
icheck ak that apcly) D disavility
4 Diagnoais for use (indkcation) 5 Event abated alter vse stopped or dose
- . " educnd.
D death [_] congenital anomaly +1 osteoarthritis ! l:,:d ne NA unk
Tmo/dayryry L .
. ) required intervention to prevent i T} X
D life-threatening D permanent impairment/idamage #2 Unknown rl D I;' ['J
o ; G " Tknow (¥4
[} hosaitalization-initial or prolonged [[] ather: p}m”"k"w") 7. f’p dzte {Thnonn) O o o
3. Dale of evens 00? [ 4. Date of this report 09/19/04 5. Ever reapp aer res ton
(md@m 3 {mo/dayyr) £2 “2 yes o WA unk
5. Describe euent or problem S TOC ¥ - 107 prOGUT probiems only (1 known)
Information has besn reccived from a €8 year old ferale . “E] D IE D
with no known allerg-es who in apsrox:mately July 2000 Unknown v
was placed on therapy with rofecoxib, 25 mg tablet, 25 : E‘ D D
mg, once a cay for the treatment 0% osteoarchricis 10 Concornian metcal products and therapy dakes (exchuded treatment ol evert)
(duration not reported). Concomitant therapy :ncluded
aspirin. In approx:mately 2000 the pdatient daveloped
esophageal ulcszrs. Her physic an thoagh: the esophageal
Llcers were caused by upceated aspivin and he switched
her to coaled aspirin. Subsequently, the patient
recovered from esophageal ulcers. The patient developed G- A" manl’fac'urers
minor swelling ir her ankles “"trom time to time®. The 1. Contact office - name/address 2 Phone Mumber
-~hysician felt trat the esophageal ulcers were not (610)397-2416
ala~ed tc thecapy with roctecoxib. Merck Human Healih Division
3 Report source.
Addi-:.cral intormation nas been requested. Merck & Co., Inc. (checi all that apply)
P.O.Box 4 r] lorewgn
West Poirt, PA 19486-0004 O s
D erature
ATTN: Worldwide Product Safety consumer
D heatth
4. Jals received by manulacturer iA)M)A S1042 professional
mo/da: (AINDA # 2
5. Relevant teststaboratory cata. induding dates { ¥yl ool ND # — D wser tacity
- ny
Jnxnown 6. If IND. protocot # PLA # D representative
pre-1998 D yes D distnbutor
7_Typeoltepon - otc ] omer
5-day 15-cay product D ves
D 10-day [XIPOMC 9. M. regort number
wiial [ ] Folow-uo WAES 01071075
8. Adverse pvert termis)
ESOPHAGEAL, ULTER; J,OWER EXTREMITY EDIMA
7 Other relevant history, including preexisting medical condtions
{eg., Qie3, MR0e, Preguancy ing and alcchol use, hepasiciranal dystuncion, elc )
None E. Initial reporter
1. Name, phone #
Confidential Repart
L3
l |7 Faalh proRseona | T Ocpaton TR mpores 380 |
) Submission of & report does not consiituls an admission that D X Seat report o FDA.
"FDA  medical user facifty, distvibutor, manulacturer or ves o [(Jres [Jeo K

product caused or'conm'buted 1o the event. 1) et
eV 24 /UUl
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i C-. Suspect medication(s)’

1. Name (Give 1abeleq sirength & mir/labeler. if known)

- Ibs #1 V/O)()(
2 Theoroten (OTC ) ol A 1N

Date
of birth:
. . 2. Dose, frequency & route used 3. Fherapy dates 1! unxnown Give curalcr
Bt Adverseeventorpraduct problemr MJ beat esimate)
lﬂ Adverse event  and/or D Product problem (e.g., defects/malfunctions) 7 _) Vg1 CZ’{ 1 ﬂ*‘) l/ ]

2. Outcomes attributed to adverse evenl ) A /)\] d > R
(check all that apply) % disability 2 H{ ) /}’FL L 2 —
congemital anomat 4. Dia for cgu /Q . Event abated atter use
E geamn s Y 1 gngsd stopped or dose reduce

1 Patientdentitier | 2. Age at ime

of event: 5 &
1537

or
In contdence

1moraayyT) D required intervention to prevent
[ nte-inreatening permanent impairment/damage / #1 Dyes Dno T |ggg<
‘Q\hosouanzauon - nitial or prolongea D other: 0 ST{OA ﬂ7ﬁf/ /ﬂ//\( D —
- 6. Lot # (it known 7. Exp. date (f known) *2 |_Jyes Dno i SpE
3. Date of 4. Date of € “
event /)/ 5 [ L(\/ this report y 8. E\{enl reappeared after
mo-aay vr - ‘moraayrvret m."‘roductlon
5. Describe event or roblem ' #2 %2
’ 1 Cyes Cno [ e85
0 & A e a(ff , (C 9. NDC ¥ (for product problems onty) -
oAy A,
- - x2 [Jyes (Jno [Cigeesr
/ /}"[/{ }ZP 124} Q > /_5 10, Concomitant medical products ana therapy dates (exciude treaiment of event
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DX Suspectmedical’device> - :

50027 v %/q o

2. Type ot device

3. Manutacturer name & address 4. Operator of device
D heaith professicnal

D lay userpatient

RECEIVED {1 other:

0 2 ?ﬂm 5. Expiration date
6. MED N imovaayryr)
model # tbA“ kFI GT[’
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8. If explanted. give date
jot # (mavdayryn
other #
9. Device available for evaiuation? (Do not send to FDA)

[____j yes D no D returned 1o manut,actureron

10. Concomitant medical products and therapy cates le:(t:lude treatment ot event}
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* Other retevant history, including preexisting medicat conditions (e.g.. allergies. QCT fi
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

For use by user-facilities,
distributors and manufacturers for
MANDATIORY reporting
*

Page 1 of -E_

MEDWATCH

OMB No. 0910-0291

Mfr report # /}"?/‘///(7 4

UF/Dist report #

Form Approved:

-’

FDA Use Only

B ~. Parient inrordaTion [N

B c. suspecT weoicaTionS) I

1. patient identifier|2. Age at event|3. Sex 4. #ggght

[ 1 female

Lbs
‘lllllll. O e or
DOB: - {X] male kgs

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

#1 Naproxen
#2 Aspirin

I B. ADVERSE EVENT OR PRODUCT PROBLEM ]

1. X1 Adverse Event [ 1 Product problem

[ ] disability
[ 1 congen anomaly

and/or

2. Outcomes attrib. to event
[ 1 death
. (mo/day/yy)
£ 1 life-threatening
tx] hospitalization -
initial or prolonged

[ 1 other:

2. Dose, frequency & route

#1 500 mg BI1D PO

3.Therapy dates(if unk, give dur)
#1 1270172000 - 07,/01/2001

3. Date of event 07/01/2001

5. Describe event or problem

puodenal ulceration of sudden onset of szmﬁtoms. The
patient presented to the ER on 07/01 wit

coffee ground Like material. Also had melena and BRBPR. The
patient was admited and the naproxen discontinued. He was
managed as an ingatient and discharged in stable condition
and is now on rabeprazole.

6. Relevant tests/laboratory data, including dates

EGD and colonoscopy 07/0372001 - stomach showed chronic
gastritis. Duodenum showed a single non-bleeding focal
superficial ulcer.

#2 325 mg QD #2 Unknown
4. Diagnosis for use (indication) 5. Event abated after
[ 1 required intervention to use stopped or dose
prevent perm impair/damage g; Musculoskeletal aches and pains reduced
#1 Mlyes [ Ino [ IN/A
6. Lot # (if known) |7. Exp. Date #2 Xlyes [ Ino [ IN/A
4. Date of this Rept 09/27/200%
#1 #1 8. Event reappeared
#2 #2 after reintroduction
9. NDC # for prod problems only
ematemesis of #1 #1 [ lyes [ Ino [XIN/A
#2 #2 [ lyes [ Ino [XIN/A

10. Concomitant medical products and therapy dates
Felodipine, Lisinopril, Metoprolol, Hydrochlorothiazide

I 0. suseect weoicat oevice N

1. Brand name

2. Type of device

3. Manufacturer name & address

RECEIVED

4. Operator of Dev.
[ 1 Hith Profes.
{ 1 lay user/pat.
[ 1 other:

OCT 2 5. Expi i Dat

6. Model# ger o & ZUUl xpiration Date

catalog¥ 7. If implanted,
give date

serial#

lot# 8. If removed,
give date

other#

9. Device available for evaluation?
[] yes [] no

(Do not send to FDA)
[ 1 returned to mfr on

10. Concomitant medical products and therapy dates

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

HTN, GERD, Generalized musculoskeletal ahces and pains.

B £ vl ReporTer IR

1. Name, address & phone #

-t ! ¢
C 7L / 4;—-;:£$7Z;szj
MED INFO ASSOC Submission of a report does not constitute an
admission that medical personnel, user facility,
distributor, manufacturer or product caused or
contributed to the event.

Facsimile
Form 3500A

VAMC
2250 Leestown P
Pharmacy Service COD119 ! Foow)
Lexington, KY 40511 e LT
Phone:
FETAR S LWL F TS
2. Health 3. Occupation “l4. Initial reporter
professional? also sent report
to FDA
X3 yes [] no Pharmacist [ lyes [ lno [XJunk




Indiv Form Approved: OMB Ho. C310.0291 Expies: 1270154

i fety R

idual, SatSti peb VOLUNTARY reporting B s
GO 2o B

A L 001+ sents and product problems ‘ e /5300Y
MEDICAL PRODUCTS REPORTING PROGRAM Page _L ot J_ ] s o
C. Suspect medication(s)

1. Name {give labeied strength & miriabeler, it known)

n AS‘DU/AY\

#2

5. Dose, frequency & route used 3. Therapy dates (1 unknown, give duration) !
YOm0 K¢ et estmaie)

THE FDA

A. Patient information

B. Adverse event or product problem i i
1 )/Acverseevent andior || Product problem (e.g., efectsimatuncions) "l Fo 0 " PN

3 Outcomes attributed to adverse event o
{check all that apply) (] disabiity #2 #2
] desth [ congerital enomaly 4. Diagnosis for use (indication) 5. Event sbated after use
‘ " imorsmyy ﬂrequired intervention io preven " AN stopped or dose reduced
D lite-threatening permanent impaimmentidamage ; 'ﬁ“ D"O D "
mpﬁalizaﬁon —inftiat or prolonged ] other: ”2 £55%
R TRy & Lot # (i known) 7 Exp. date (1 known) | 2 Oyes o gt
‘event (T8 this report \ " ” 8. Event red sft |
R PUIE maer (|01 0 Er e e
5. Describe event or problem »2 #2 |
a no Eidoeﬂni
9. NDC # {for procuct probiems only) Clres [ Py
adr_desc " I a2 [Jyes [Jro D%ﬁv‘“g
30. Concomitant medical products and therapy cales (exclude treaiment of event) - %

OF adm on 7730 for Gl bleed. Pt w/hx of . :
Hiverticulosis who awoke from sleep, went to bathroom, ., w0 . ] . _ ; 3
& produced little or no stool, mostly blood. Mult episodes 07- R 3, C»L\.H(L "’/\“}t, 1Seie b‘d& Muends ;&t,'
during the night. Pt lightheaded upon standing, (+) SOB Fuovumudic ‘M£'QF'U lo | Fomohdinte \’);ﬂg\u N
upon climbing stairs with exertion. CP relieved by 3 SL lor ! c‘L d S D e ‘{ i

NTG. On 7/30, pt with normal BM but BRBPR. MD sent WS WD \’1 mqdifor 'v-fb-—nP vieAXL (At R,
ptto ED. VS: 163/104, 63, 18, 98.6, Hgb=12.1, HCT=37, D. Suspect medi :

Bii=144. NG lavage in ED (-) blood. Omeprazole D._Suspect mecice ge

started. ASA onhold. Calonscopy revealed large

internal hemorrhoids, multiple small scattered diverticula. 2. Type of device
Diverticulosis most extensive and most severe in sigmoid
colon. Colonscopy otherwise nml. Endoscopy revealed 3. Manutaciurer name & address 4. Operstor of device
small hiatal henria and evidence of erosive gastritis, health professional
erosion in the pylorus which is all likely to be NSAID : E[:]] h;us:m::m
injury. O
5. Expirationome
6. imordarylyr)
model ¥
6. Relevent testsAsboratory daia, including dates . cetslog # 7. Wimplanted, give dale
serial #
RECE‘VED (Iot# 8. HMOXPMOMM
jother #
i OCT 0 3 2001 9. Device available tor evalustion? (Do not send 1o FDA)

. O ves O [ retumec to manutacturer on o s
M EDW ATCH CTU 10. Concomitant medical products and therapy dates {exclude m::

9T 93 200

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

Aﬂu;jas Todiae . l)(l\(: ,S\l‘l(’ov 1. Name, sddress & phone &
_ . . : h RN FharmD
pmi SLE | CAD | s b dvierd nlosis ) ) .,.,,mm o
Department of Bcy

Phone:

£ R 8
E. Reporter (see confidentiality scction on back)

E— S t—————————————
To— J):j:o oY 2. Heallh protessional? | 3. Occupation a. Also reporied 10
rl-) Mail to: MED“F/‘:TCH or FAX to: Wyes [Jro Pharmacist 9 manul::;;er
I l A 5600 Fishers Lane 1-800-FDA-0178 = user laci

. 50852  # you do NOT wanli your identity disclosed io
r Rockvitle, MD -9787 the meanuiacturer, place an “ X " in this box. - D distributor

FDA Form 3500 (6/33) Submission of 8 report does not constitute an admission that medical personnel or the prociuct caused or contributed to the even
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" Adverse event  and/or E Product problem (e.g.. detects/mallunclons)

T Oulcomes alinbuted 1o adversa event
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[:] congentat anomaly
ﬂr:ecu'rec ntervention to prevent
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D other

T ear
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2 neatening
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T Describe event or probiam
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oL [\ AT NN Q\ . _,‘~-_..‘L,_/(._ L —\—)
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i - . .
Na s Nt A N

4

T Relevani tests/laboratory data, nciuding ates
1 \\ . C
SR

o

-
EOR ) -
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VATV

T Other retevant history, including preexisting medical conditions (a.g., allergies,
race pregnancy. SMoking and axohotl use. hepauc/renal dyslunchion, ac.)

3 .
R A As o o Sxodine 8
]
K. i . oy 4
[ NP \ \‘\;,.K s \'b\M L &‘) ‘J)\)\LL)V”
A SRR \_)\"a\,i s ~\.\_,)_9;\v»t S N ‘\'i‘\&-é\
N 3 v'ilv-\s
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5600 Fishers Lane
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C. Suspect edication(s)

1. Name (give lapeled strengtn & mir/labeler. o kxnown}

D NOQ : n\x\LL /

A v

#2
2. Dose, trequency & route used

“325me A0 OD
2 Qe QW
4. Diagnosis for use (ingication)

ATV QQ%\&IJ;UY\
)
L t)J: U.m\ﬁ-*-( & CN\\

6. Lot # (il knownj 7. €xp. date uf known}
8 Eventreappeared after

#1 LA
L%) 2 @ /’ ‘TVOCUCIIOO
# ! yes ‘::'m
3. NOC ¥ (for product problems only)
- - lﬂDyes Zr\: :4\~'€

70 Concomitant medical products and inerapy dates (@xCiuce treaiment ¢/ eveni,

3 Therapy dates if urknCwn jee Ju73iC7

llom\o +or DSt @SN
81 C
(s ;.-4../\-

#2

5 Event abated after use
stopped or dose reauc:

I D,es ":r\o

2

#2

D. Suspect medical device

1. Brand name

2. Type of davice

4 Operator of device
[: heath oreless.
D 13y use paLent

G other

3. Manutacturer name & address

RECEIVED

—_—

PO IS, Expiration oate
5 UL’l U L [.UUI ooy T
model §
catalog # MEDWATCH CTU 7 Mfimplantec. give ¢
senial §
lot # 8 ‘T,.::,.,p‘:,“.d" gve <
other #

9. Device available tor evaluation? (Do not send tc FOA)
] vyes O [ retumed to manutacturer o

a1 i
10. Concomitant medical products and Iherapy gates (axciuie treaxmenl TNl

E. Reporter (see confidentiality section on back)

1. Name & sddress

o
CHO N VR
)]

2. Health protessional? | 3. Occupation
Oy Om | Vgl

S. If you do NOT want your ldonmy disciosed to
the msnufacturer, piace an ~ X ~ In this box.

IS

n - Loy Aaqi s
N;,Q\,;_)_JU)‘T. [y ety e T

4. Also repored o

D manutactures

D,,.wser tacity
D ANSINOVIOF

0

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the evt
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C. Suspect medication(s)
1. Name (ghe labelen soenglh & mitnapeiss, € known)

LA /‘b&(pfa Qa’t/
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2 Doss, frequency & route usad

3. Therapy aates (it unknawn, give duranon)

H AQ Q 0 Nroa alge]e P 7—0 ¢1m_-“
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c 6. Lot # (it known) #T7. Exp. cats (if kno=n) v2 [yes (o [Cigssho!
L Oute o¢ / 4. Oute of X . " "
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1. Brand name

2 Typs of davice

4. Operator ol davice
) heaitn protesscoal
D lay user/gauent

D other:

e et ——

Expirstion dste

3. Manufecturer hamne & address

RECEIVED

5. Aslevent testa/aborstory dati. incding daws -

Sor = 2.4, Crel = BOmUpuns

:o«u 0CT 0 4 2001 —
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10. Concomitant meical

"2nG themgy datss (exclude Teaunery of avent)

preszisting medical conditions (6-g— allergas
hepatc/renal dystunchion. ox)

MEDWfTc .
OCT 0.4 209y
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raca. pregnancy, smoking and cohol usa.

oCT 04 2001

E. Reporter (scc canfidemtiality sectian on bock)
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S GLAXOSMITHKLINE Wwvad by FDA on 12/1/1993
CONSUMER HEALTHCARE
srnsav s I IGE L, vopun o P. 0. BOX 1467 Tep—)
PITTSBURGH PA 15230 US 2001023207-1
“m lm 1-800-245-1040 UF/Dist report #
#380 pe

8271-7-00~
1=7-00-01 Page 1 of
' - i

i DuUspect Medaicd
1. Name (give led gth & mf if known)
#1 ECOTRIN REGULAR STRENGTH TABLETS

SMITHKLINE BEECHAM CONSUMER HEALTHCARE

4, Welight

<
female

o 7]
| 2. Dose, frequency & route used 3. Therapy dates  (If unk, give duration)
# 325 MILLIGRAMS “
1.0 DAILY ORAL 14.0 YEARS (APPROX)
| 1. @ Adverse event and/or [} Product problem (e.g. defects/maltunctions)
2 2
l 2. Outcomes attributed to adverse event
| (check all that apply) 0 aisability 4. Diagnosis for use  (indication) | 5. Event abated after use
_ # "HEART PROBLEM" st%:ped or dose reduced
l | death [} congenitat anomaty # X yes[] no (3 doesnt
! (moldayfyeer) - apply
) [ wte-threatening [} required intervention to prevent #2
l p t impair g #2 :] yes D no D doesn't
. [ hospitallzation - inttial of prolonged 00 other: 6. Lot# (if known) 7 7. Exp. Date @t ) apply |
l [4] " 8. Event reappeared after
i 3. Date of 4. Date of ! reintroduction
event this report 10/02/2001 ‘ # ] yos [} no [ doesnt
r_mfmzl_ motd ”? " . spply
5. Describe event or problem
The 90 year old consumer reported that she was started on Ecotrin Regular 3. NDC ¥ - for product problems anly (if known) w2 [ yes (] no [ doesn't
| Strength Tablets, 1 tablet daily, about 16 years ago right after she had a _apply
| heart attack and angloplasty. About six months after the angloplasty she had 10. Concomitant medical products and therapy dates (exclude treatment of event)
' rectal polyps removed through abdominal surgery since “they could not get the DIGITALIS
. polyps out through the rectum.® On October 12, 1998, she had triple bypass
| heart surgery due to having chest pain. She had additional abdominal surgery
| approximately 3 years ago due to "strangulation of a ruptured naval.” Anemia
i was diagnosed by her doctor 2 to 3 years ago. She had a test done through her
throat and a colonoscopy to determine the cause of the anemia. The tests
indicated that she had a polyp in her rectum and that her stomach was i i
irritated. She was losing blood from her stomach lining. She was hospitalized : INUIAGCK S il i :
1. Contact office - name/address(&mring site for devices) 2. Phone number

for 4 days at which time she received 2 pints of blood. The doctor decreased

! her Ecotrin dosage to 81 mg daily because the 325 mg dose was too strong. At | GLAXOSMITHKLINE 1-800-245-1040

. the time of the report, the consumar was still taking 81 mg of Ecotrin daily CONSUMER HEALTHCARE ]
without any problems. She was also taking an iron pill and Lasix {turosemide) P.0.BOX 1467 3. Report source
and the anemia was resolved. PITTSBURGH PA 15230 US (check all thet apply)

: D toreign

i

! D study

: C fiterature

X consumer

3. Date rcvd by manufacturer, 5. 7] health
08/28/2001 moideyiyeany | (AYNDA # . professional
IND # ) D user facility
6. if IND, protocol # PLA # .
: ] D company
{Tﬂelevant tests/laboratory data including dates representative
i 7. Type of report pre-1938 0 yes D distributor
i i (check all that apply)
: _ aTC Dyes D other:
i [ s-day X 15-day product '
. : 8. Adverse event term(s)
; 0 10-day [] periodic ANEMIA
! (o CHEST PAIN
e W st [] totlow-ups LOSING BLOOD FROM STOMACH LINING
RECTAL POLYPS
RECTAL POLYPS (SECOND EPISODE)
9, Mfr. report number STOMACH WAS IRRITATED

i 20010232071 STRANGULATION OF A RUPTURED NAVAL
7. Other relevant history, including preexisting medical conditions (Cont'd) :

. (e.g.sliergies, race, pregnancy, king and alcohol use, hepatic/renal dy etc.)
HEIGHT (ins): 59

4111 Al e
1. Name, address & phone #

ONSUMER

!

| Family medical history: The consumer's mother and 2 brothers had “heart
i problems®. Her father and 2 brothers had colon cancer and a sister had

! diabetes.

. Allergies: Penicillin, "passes out” and sulfa, developes itching.

| Medical history: The consumer had a heart attack and subsequent angloplasty U B N Y I\ ;
\ about 16 years ago. She had a bowel obstruction with surgery in her 40°'s and a T ]
Submission of a report does not constitute 2. Health Professional?| 3. Occupation 4. \nitial reporter also i
admission that medical personnel, user facility, sent report to FDA
FDA Form 3500A , mal or product d or [l yes E no [] yes no X unk
Facsimile contributed to the event.

[N i ‘.:! ZG:';



GLAXOSMITHKLINE pproved by FDA on 12/1/1993
s ~NNSUMER HEALTHCARE

I S—

i

ITAUVOISH OV fOd 4 i e R e
7. Other relevant history, Including preexisting medical conditions
blood clot behind her left knee about 16 years ago.

!
‘

Submission of a report toss not constitute
Ission that medical per i, user facility,
FDA Form 3500A distributor, f; or product d or
Facsimile contributed to the event. Q I [
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6-00
MEDWatch Approved S@Zn 10720793

...............................................................................................

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM Triage unit sequence # [ S J ?ﬂ ~
o |
T
- Sumew --.================ﬁ= l====— --I....l-------I-.-II--II-I--I-Ill-
A. Patlent Informetion | €. Suopect Med!cation(s)
.................................................................. |_----_-_
1. Patient Indentifier|2. DOB: p 3. sex|4. ueight (1. Name
| MGE: & yrs |MALE [102.8 ke | #1 : 1BUPROFEN .
=2= -_-_:;:l ---------------- viemesmammmssmmmecsseresmesmrmc s ososooSoooooooT
B. Adverse Evant or Product Problem | it i
.................................................................. l----.---.--- e veecemmeammemmemmesmemmmmm—s=ss=mosoommscoToe
1. [X]Adverse Event [ 1Product prablem 2. Dosa,frequency & route used | 3. Therapy dates
------------------------------------------------------------------ #1: B9 HL £ 2 IR ) A7H
2. Outcomes attributed to adverse event |-—-----~-’ ------ éi-‘ ------------------------ { 7‘, --------
[ 1 death: {1 disability g/ﬁ'yi/ | > ‘.% ﬂ?ﬁ
[ 1 lite-threatening (] conganitel snomaly  [eesemmemeemssesfbeesooooooo e e et T
(x] Hospitalization {X] required intervention to 4. Diagnosis for usatindication)|5. Evant sbated after use
initial or prolenged prevent impairment/damags . stopped or dose reduced?
------- L1 ather " j&c.w #1: [N/Al ”
3. Date of event |4. Date of this report &o ,_4'1.()

07/02/01 [ or0e01 e e reappe
------------------------------------------------------------------ 6. Lot # (if known) |7. Eap. date|B. Event reappearad aftar

5. Describe event or problem rcintroductiﬁ

gi bleed RECE\VED #1s | # |x|| #: 0

OCT 1 5 2001 .................................................................

9. (Not epplicable to sdversa drug event reporis)

................................... \TORGIU. [ o s e
6. Relavant test/laboratory data. IWD\NA 10. Cohcomitant medical products/therapy detes(exclude treatment)

PLEASE SEE ATTACHED DILTIAZEM (TIAZAC) 360MG SA CAP
L Cas FURDSEMIDE 40MG TAB
FRY Sy doee = NORTRIPTYLINE HCL 25MG CAP
- - PLEASE SEE ATTACHED
7/7/', # Jb‘— @ s aNEERANPEERESEESE SRS wanw s==== ssmmusrs
---------------------------------------------------------------- 0. Suspect Mediecal Davices
7. other relevant History, {ncluding preexiating medical ~ |rresrersesssesseeesoosooremmoeceieet il TRt T i
condftions Note: Please use tha mctual MedWetch form {f the event
DM, peripheral nauropathy, HTN, hyparlipidemie, tnvolvas a suspected device as well as 3 guspect drug
hypothyroidism, CAD, peripheral vescular disease, sszgzmmm======a amNsmEESmEsEZSSSSI=STTESESTT
eclostomy E. Reporter

1. Name, address & phone #3
ESSSSSTTE==SRBAISISSS ===3 ====|VA MEDICAL CENTER 135 E. 38TH STREET

Mail te: Meddatch or FAX to: R R AN
5600 Fishers Lane 1-800-FDA-0178 2. Health professional? |3. Dccusation |4. Repo~ted ta Mfr.
Rockville, MD 20852-9787 [YES] |PHARMAC[ST ‘ [NO]
............................... I

5. 1§ you don‘t want your idantity disclosed to the Manufacturar,
plece an X" in the box. [X]

DA Form 3500 sremmmSEENESSSSSSSESsEnEms===Sn ss=s semmmemm=s

submission of a report does net constitute an edmission that medical personnel or the product ceused or contributed to the event.
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Individu safety Report

AN o

*3809723-6-00-02¢

ATTACHMENT PAGE
PATIENT 10:

gection B. Part 6. Relevant Teat/Lsboratory Deta Continuad:
TEST: HGB RESULTS: L 9.0 gsdl H:1B/L21G COLLECTION DATE: 7/5/01@14:00

TE5T: CREATININE RESULTS: H 2.0 mg/dl H:1.2/L:.7 COLLECTION DATE: 7/5/,01214:00

TEST: WGB RESULTS: L 10.4 g/dl H:18/L:14 COLLECTION DATE!: 7/2/01911:29

TEST: CREATININE RESULTS: W 1.7 mp/dl H:1.2/L:.7 COLLECTION DATE: 7/2/01011:29
TEST: CREATININE RESWLTS: H 1.5 mg/dl H:1.2/L:.7 COLLECTION DATE: 6712/01810:43

TEST: HGB RESULTS: L 13.2 a/dl Hi1B/L:A COLLECTION DATE: £/12/01810:463

gection C. Part 10. Conzom{ tant Drugs Continued
ACETAMINOPHEN 500MG TAB

CASANTHRANOL 30/DOCUSATE NA 100MG CAP
FERROUS SULFATE 225MG TAB

LEVOTHYROXINE NA (SYNTHROID) 0.125MG TAB
LISINOPRIL 2OMG TAB

SIMVASTATIN LOMG TAB

CAPSAICIN 0.025% CREAM
MULT!V]TAM!N/M!NERALS THERAPEUT CAP/TAB
1SOSORBIDE DINITRATE 4OMG SA TAB

ASPIRIN 81MG EC TAB

TRIAMCINOLONE ACETONIDE 0.1% CREAM 15GM

CLOTRIMAZOLE 1% TOP CREAM
DEXAMETHASONE 0,1%/NEQ/POLYMX OPH OINT 7 /4 Af

INSULIN NOVOLIN 70/30 {NPH/REG) [NJ NOVO

LUt/
15T 70F
2 4 FUROCON PELPRYRT IR CHYE

)

DATE OF EVENT: 7/2/01

0.9
1
»
OCY « ¢ )

L
C/ cB70%

/bt
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Approved § bn 10/20/93

,,U-
o

MEDWatch e

R ;) I
Page 1 of ¥ --oomesmeees R L TR LT D EEE LR i
===2=-.-===:======:= _____ B ——— ‘:2:!5-----‘-25_-“I--.-..--.I.IIIIIBW:::::;::::::::::::::::::
A. Patient [nformetion €. suspect Medication(s)
1. patfent Indentifier|2. DEJB:- |3. sex]4. welght 1. Neme
|  AGE: 60 yra |MALE |11B.2 ke | #1 : JRUPROFEN
9. advarse Event or Product Problem ’ @Q&JU\L«. TN
.................................................................. ].----__-.---..--.-...-....-..-......."._--..._.,,_._.....__-.....
1. [X]Adverse Event [ 1Product preblem 2. Dose,frequency & route uaed | 3. Therapy dates
------------------------------------------------------------------ 1 - | # s py A
2. outcomes attributed to edverse event B AL EE TR R LR L E LS Sl Jommmmmremmm e PR
[ ) death: [ ) disability I 3asn ' po d | Vi e &l s .
{X] life-threatening [ ] congeni{tal anomaly ---:S & ----------------------------------- M
[x) Hospitalization [X) required intarvention to 4. Diagnosis for une(indication)|5. Event abated after use
imitial or prelonged pravent impairment/damage | ) | stopped or dose reduced?
....... [ ] other | #: e | #1: INAD
................................................................................................ |.....-....-...-£;@¥L.._._.‘....
3. Date of event |4. pate of this repart Vi/ng | 2“_
07/06/01 T S A SE
------------------------------------------------------------------ |6, Lat # (if known) |7. Exp. date|B. Evant reuppeared after
5. pescribe avent aor preblem | | | reintreduction
i blend = dusedinad udbut frat 1S e S NI ., S
l |

HECE‘VED9 (Not applicable to adverse drug event reports)

6. Relevant tast/laboratory data. including dates |10. Concomitant medical products/therapy dates¢exclude treatment)

PLEASE SEE ATTACHED 00] | METOPROLOL TARTRATE 50MG TAB
OCT 15 2 ASPIRIN 32SMG EC TAB

MEDWATCH CTWusad e s ™

l ______ EESEEEISSSSESITETEEE s==3 =m====
------------------------------------------------------------------ |D. Suspect Medical Devices
7. other relevant History, including preexisting medical f- oo mammres v o s e e IR
conditions | Note: Plesae use the actuel MedWatch farm {1 the event
§/b CABG-5 vesss! in 6/01, htn, obesity, LI | involves @ suspected device ms well as a suspect drug
hYPEr‘“P‘d‘mil, DM, chmk.r I:u------ ELSSSTCISCaTSEsIRENERNASEAEESSESS

|E. Raporter

| ................................................................
|1. Neme, addraes & phone + Amm—

s=zzammEsEsSISEITIINREEESESSES =|VA MEDICAL CENTER 135 E. 38TH STREET
|ERIE, PENNSYLVANIA 16504-1596 Gy
Mail to: MadMWatch or FAX to: Jormmmmmmememm e n s n s s s m e T T
5600 Fishers Lane 1-800-FDA-0178 ]2. Health professional? |3. Dccupation |4. Reperted to Mfr.
Rockville, MD 20852-9787 | [YES] |PHARMACTST | o

[S. If you don’'t want your identity disclosed to the Manufacturer,
| place an "x" in the box. [X)
|

FDA form 3500

Submisslon of a report does mot constitute an admission that medical personnel of tha product caused or ¢ohtributad to the event.

cTI1SIWS BT

hoTr ERSYTCN PUIRRAEE IS FHYY AHYRTHA 749¢ TWYA AR A



1ndividual safety Report

TR o

«3809725-X-00-02# /_ R /{3 7ﬁ5'

ATTACHMENT PAGE

PATIENT ID: ‘ SUSPECT MEDICATION: IGUPROFEN . DATE OF EVENT: 7/6/0%

section 8. Part &. Relevant Test/Laboretary Data Continued:

YEST: WPYLOR1 RESULTS: NEGRTIVE H:neg/L: COLLECTION DATE: 7/10/01805:30
TEST: HGB RESULTS: L 9.3 g/dl Hz18/L:14 COLLECTION DATE: 7/10401205:30
TEST: HGB RESULTS: L 8.8 e/dl H:18/L:14 COLLECTION DATE: 7/%9/01805:30
TEST: WG@ RESULTS: L 9.2 p/dl H:18/L:14 COLLECTION DATE: 7/8701215:00
TEST: HGB RESULTS: L 9.1 g/dl H:187L:14 COLLECTION DATE: 7/8/01205:30
TEST: HGB RESULTS: L 8.2 e/dl H:18/L:14 COLLECTION DATE: 7/7/01215:00
TEST: HGB RESULTS: L* 7.3 gsdt Hi18/L214 COLLECTION DATE: 7/7/01805:30
TEST: HGB RESULTS: L* 7.4 grdl H:18/L:%4 COLLECTION DATE: 7/6/01820:41 A
TEST: HGB RESULTS: L* 7.9 p/dl H:18/L:14 cOLLECTION DATE: T76,01817114

TEST: HGB RESULTS: 17.9 gsdl Hi18/L:14 COLLECTION DATE: 6/5/01809:11

gaction C. Part 10. Concomitant Drugs centinued ’.
VALSARTAN BOMG CAP
PRAPOXYPHENE N 100/APAP &50MG TAB
HETZ SOITRlAHTERENE TSMG TAB
VALSARTAN CAP, ORAL 07106/01-08/05/01
LOVASTATIN TAB 07106/01-05105/01
METOPROLOL TARTRATE TAB 07[06/01-08/05]01
FOLIC ACID TAB 07/06/01-08/05/01
HYDROCHLOROTHIAZIDE TAB 07/06/01-07/07/01
v e

/3’3705"

. vesaenu dorkvurs e 3R ARG D99 DATL TR



dividual

G

09729-7-00-01»

I

MEDWatch

X Approvad 4 'FDA)n 10/20/93

v
pPage 1 of 3
PELTT LT LY PE R b EEG=E=S -‘ =
A. Patient Infarmation | €. Suspect Medicatian(s)
1. Name

1, nt Indentifier|2. uoa.— |3. sex|4. Weight
| AGE: 47 yre |MALE | 75.3 ke

................................................................

2. Outcomes attributed to adverse event

t ) death! [ 1 disability
[ 1 life-threatening [ ] congenital amomaly
[(X] Hospfitalization (X} requirad interventien to
initial or prolenged prevent Impairment/demage
------- [} other
3. Date of ovent |&. Date of this report
09719/01 | 09721704

................................................................

Z} bleed EEJ\N,EEI:)
wy REC

#1 + aSPIRIN

2. Dose, frequehcy & route used

T g ed 'EMNJ/N .........

j4. Diegnosis for use(indication)|5. Event abated after use
stopped or dose reduced?

#: }LA(‘ﬂ9 DT } #: N/
...... /moLf“wH“"“’

7. Exp. date|B. Event reappeared after

|
i | reintroduction
#1: | #1 | #: C1
..................... [-ooieememmaf e e
#2: | #2: | #2: 11

9. (Not applicable to edverse drug event reports)

6. Relavant test/laporatory data. IMEQWA:TCH CTU— 10. Concemitant medical products/therapy dates(exclude traatment)

PLEASE SEE ATTACHED

7. Other relevant History, including preexisting madical
conditions
Lymphome, mutltiple myeloms, deprassion, enniety diserder,
GERD, hx of DVT

MULTIVITAMIN/MINERALS THERAPEUT CAP/TAB
CLONAZEPAM 0.5MG TAB
NEFAZODONE 100MG TAB

PLEASE SEE ATTACHED

................................................................

Note: Please vae the actual Medwatch form {f the svent
| {nvelves a suspected device as wall az n suspect drug

- —"““"'==-"====!’I'..l...ll.=-=======

E. Reporter

................................................................

1. Neme, address & phone ¥

P T T T ~exw{VA MEDICAL CENTER 135 E. 3BTH STREET

Mail to: MedWetch or FAX to!
6400 Fishare Lane 1-800-FDA-Q178
Rockvilla, MD 20852-9787

EDA Form 3500

ERIE, PENNSYLVANIA 18504-1596

.................................................................

2. Health profeasional? |3. Occupation |4. Reperted to Mfr.
tYesl {PHARMACIST | (NG

5. If you don’T wWant your identity dlsclosed to the Manufacturer,
place an "X" in the box.[X]

Zz====% emm— smax smessssssrrERINEAREACISS

submission of a report doas not conatituts an admission that medical persannel or the product caused or contributad to the event.

ci|S377

coocA o veRUON [GIFRYRTLE

ThY0 AAYHIAd 248 OAYE Wy-oia il Tal0-



Individual Safet eport

Ty -
LTI Te7

ATTACHMENT PAGE
partent 10: (P SUSPECT MEDICATION: ASPIRIN DATE OF EVENT: 9/19/01
sectfon B. Part 6. Relevant Test/Laboratory Data Continued:
TEST: HoE RESULTS: L 12.3 g/dl W:18/L:14 COLLECTION DATE: 9/21/01805:30
TEST: HGB RESULTS: L 11.9 g/di H:18/L:14 COLLECTION DATE: 9/20/01218:00
TEST: WGB RESULTS: L 11.8 g/dl Hi18/L:14 COLLECTION DATE: 9/20/01805:30
T€sT: WGB RESULTS: L 11.8 g/dl H:18/L:14 COLLECTION DATE: 9/19/01920:30
L
L
‘

TEST: HGB RESULTS: 8.9 grdl M:18/L:14 COLLECTION DATE: 9/19/01205:30

TEST: HGB RESULTS: L 9.0 g/dl H:18/L:14 COLLECTION DATE: 9/18/01822:30

TEST: HGB RESULTS: 10 gsdl M:18/L:14 COLLECTION DATE: 9/18/01915:38

gection C. Part 10, Comcomitent Drugs Comtinued

OXYCODONE HCL SMG TAB

GABAPENTIN 100MG CAP

SILDENAFIL CITRATE 50MG TAB

LANSOPRAZOLE 15MG SA CAP

/5/37ﬁ7 0ct 1 <2

§.d geadeN PGIPRURTLE THYD ARVRIAC TuC GWER AseTie AT
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MED VYVALLOL

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

A

) O s O

Kos Pharmaceuticals, Inc.

Oomain

approved by FOA on 3T294

Mie ropoct &
11080

|

M F/Oiat report §

Page 1ol 4

FOA Use Oty

C. Suspect medication(s)

1. Patientidentifier | 2. Age at ime 3. Sex 4. Weight 1. Name (give labeled strength & mirAabeler. it known)
of event:
uNK or 75 yrs [ temale bs | |41 ~ NIASPAN
or
. Date
in confidence of bicth: @ male UNK_ kgs ” ASPIRIN

1. £ Adverse event andor

Adverse event or prod Prob

E] Product problem (e.g., defects/matfunctions)

2. Dose, frequency & route used 3

" 500 MG QHS PO sy UNK to

dates (il unknown, give duration)
fromito (of beet setmats)

05-AUG-2001

svent

d to

2. O
{chock alt that 3pety) ([ gisabitty
[ deatn congenital anomaly
D " ’ D required intervention to prevent
iite-threatening permanent impairment/damage

” UNK

g2 UNK, not continuing

4. Diagnoais for use (indication)

1] ELEVATED TRIGLYCERIDES

5. Event abated after use stopped
or dose reduced

# D yesE noE doesnt
apoy |

” & ye’SE no: doesnt
__ apoy

B nospitalization - initial of prolonged 7 other: ©2 CORONARY ARTERY DISEASE
M 1 6. Lot # (if known) 7. Exp. date (if known)
3. Dateof 4. Dave ot
avent 08/05/2001 this report 10/16/2001 0 UNK #1 Unknown
[moldawye) (madaylyry
y2 UNK ” Unknown
5. Describe event of problem
9. NDC # - for product problems only (it known)
This physician reported via a Kos # NA 2 UNK

representative, that a patient with a
history of non-insulin diabetes was
hospitalized for pancreatitis while on
Niaspan.

The physician was contacted and reported
that the patient was o 500 mg Niaspan for
five days at the time of hospitalization.
He reported that Lipitor was discontinued a
couple of months prior to the initiation of
Niaspan, therefore, combination therapy was
not a concern. He also indicated that the
patient was diagnosed with a renal mass
prior to Nisapn therapy.

The physician felt that
precipatated the patient's current *

renal magss may have

8. Eventreappeared atter
reintroduction !

n Dyes[] mz doest l

” D yesE no; doesnt
a

Name: MONOPRIL Dates:
years
ama: NORVASC Dates:

1. Contact office - name/address {& mitring site for devices)

Kos Pharmaceuticals, Inc.
14875 NW 77th Ave.
Miami Lakes, FL 33014

10. Concomitant medical products and therapy da‘es {exclude treaiment of evert)

UNK, continuing puration:

UNK, continuing puraticn: a few *

N
G. All manufacturers

a few i

2. Phone number
(305) 512-7000

3. Report source
{check afl that apply}

Q foreign
[ stuay

j literature f
[ consumer

dates

y data i

Follow-up information:

5 Aug 01:

Blood pressure = 100/58 mm/Hg
Pulse = 73 bpm

Lipase = 790 IU/L *

) sday 0K 15y

(X heaith
4. Date received by manufacturer s5. . protessional
mekaert (NDA# 20-381 | 1] ysertacilty
09/17/200
$/17/2001 IND # 24 company
representative
8. #1IND, protocol # PLAY —
— ) distributor
pre-1938 L yes ] other:
7. Type of report oTC
{check all that apply) product Cl yes '

[ 10-day [ periodic

D Initial Z] tollow-up #

1

{

7. Other
pregnancy, smoking and

alcohol use, hepatic/renal

% condltions {e.g.. allergies, race,

dysfunction, efc.)

m history,

dependent diabete
No

Hypertension; Non-insulin
mellitus; Peripheral vascular disease;
history of alcoholism ox pancreatitis;
Experienced muscle pain and other medical
problems in the past with Baycol, Zocor and
Lipitor; Renal mass; 1993 fem-pop-surgery;

9. Mir. report number

11080

£. Initial reporter
1. Name, address &k phone #

Dr.

avz suxrHl

Usa

— ] oct

* Phone:

FDA

Oormain Fecsimile of
FOA Form 3S00A

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

°"R¥&?€.§°n‘\’p elgaeoﬁvcegr}ﬁnuation pages.

8. Adverse event termy(s) .
opegeges b 11> S
MPLENA, NEOP ’ . '
mmmn,mnrrTSéo? 0 0]

11 2001

2. Health professional? 3. Occupatlon

Byes mo

4. nitial reporter also !
sent report to FDA H
! !

Dyes Ll no urR |

|

U




T

56-X-00-02+

Kos Pharmaceuticals, Inc.

A1 Patient Identifier G.9. Mir. report number

MED WATCH UNK 11080

Page 2ot 4

B.S. Describe avent or problem

[continuation:] candition. He stated that the patient will undergo further evaluation for the
renal mass. During hospitalization, the physician reported that the patient was discontinued from
Niaspan therapy. He further reported that the patient the patient was discharged home. 1In the
opinion of the physician, Niaspan was not the cause of the patient's pancreatitis.

Follow-up informatiocn:

Medical records were received on 02 Oct 01 indicating that prior to initiating Niaspan, the patient
had been on Baycol 0.4 mg. During Baycol therapy, the patient experienced increased fatigue,
nausea, sleepiness and a drugged sensation. The patient was discontinued from Baycol due to the
symptoms, and Niaspan therapy was initiated. Medical records indicated that Niaspan was initiated
approximately two weeks after discontinuing Baycol therapy. At the time of hospitalization, the
patient had been on 500 mg Niaspan for approximately one week.

At the time of the event, the patient presented to the emergency room with a two day history of
right upper quadrant pain that radiated to his back. The pain was described as a hot poker
sticking through the patient's abdomen and was agsociated with nausea. It was noted that the pain
was constant, and was experienced two hours after dosing with Niaspan. The pain improved after the
patient took narcotic medication on his own accord. At the emergency room, further evaluation
revealed a heme positive stool, and the patient was admitted.

During the course of hospitalization the patient remained stable, however experienced sinus
tachycardia for the first few days that was felt to be due to the stress of his illness. An
endoscopy revealed gastric ulcerations. Aspirin therapy was discontinued, and he was treated with
Protonix IV for gastric ulcerations and a heme positive stool. Niaspan therapy was also
discontinued. An abdominal ultrasound revealed multiple bilateral renal masses that may have
represented cysts, and a solid left mid kidney mass in the pancreatic area that was suggestive for
pancreatitis with a questionable hypoechoic region in the head of the pancreas. An magnetic
resonance imaging of the abdomen was ordered, however due to unclear film, the patient urderwent a
computerized tomography scan. Results revealed similar findings compaxed to the abdominal
ultrasound. Results also revealed a solid left 2 cm renal mass, noted as possible renal carcinoma.
Initially the patient's blood pressure was low, but once the patient was rehydrated with
jntravenous fluid, and consumed food, his blood pressure increased. His blood pressure remained
stable and he was restarted on his antihypertensive medications. The patient was diagmosed with
pancreatitis possibly secondary to Niaspan, gastric ulcerations, heme positive stool, and a solid
renal mass. The patient additionally experienced mild dehydration, renal azotemia ‘QESQainuria.
After 6 days of hospitalization the patient was discharged home. ™~

il
Recoxds indicated that the patient was instructed to avoid Niacin and Niaspan, wJaszrclufhzbe

associated with his pancreatitis. Further recommendation included a repeat imaging evaluation to
rule out malignancy.

ocT 17 2001



i

Kos Pharmaceuticals, Inc.

A.1. Patient identifler G.9. Mfr. report number

MED WATCH |o= 12080

B.8. Relevant tests/laboratory data Jincluding dates

[continuation:) WBC = 11.9

LFT = noxrmal

Creatinine = 1.5

Electrocardiogram = sinus tachycardia, low voltage

Ducdenum biopsies = non-specific

Gastric biopsy = minimal chronic gastritis, negative for Helicobacter
Hemoglobin = 14.9

Hematocrit = 45 . .

Glucose = 140

BUN = 21

Heme positive stool .

Abdominal ultrasound = mutiple bilateral renal masses; solid-appearing left mid-kidney mass

8 Aug 01:
Creatinine = 1.3
WBC = B.6

Amylase = 218 IU/L
Lipage = 442 IU/L

10 Aug 01:

Amylase = 265
Lipase = 596
Albumin = +2

Unknown date:
Endoscopy = gastric ulcerations
CT Scan = 2 cm left renal mass (possible renal carcinoma)

B.7. Other relevant history, Including preexisting medical conditions (e.g.. altargies, race, pregnancy, smoking and aicohoi use, hapatic/renal dystunction, etc.) p S
[continuation:] 1997 myocardial infarction( x 2 stents); Benign prostatic hypertrohy s/p surgery;
Swelling of the saliva glands that resulted in saliva gland stone surgexy:; Cacgracmgiw m{y‘pt
and left total knee replacements; Allergic to FPloxin (caused Achilles tendon probl H
Eypercholesterolemia; Coronary artery disease; Possible borderline eye pressures; Heart problems in
1993; Enlarged heart; Colonoscopy ten years ago .

oCT 17 2001
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A fmAL

X-00—-04%*

A1 Patient Identifier

MED WATCH |™=

€.10.¢ itant medical p and therapy dates (exclude reatment of event)

{continuation: :] years

Name: GLYBURIDE Dates: UNK, continuing
Name: TOPROL XL Dates: UNK, continuing
Name: GLUCOPHAGE Dates: UNK to 10-AUG- -2001
Name: ULTRAM Dates: UNK, not continuing

E.3. Occupation
FAMILY PRACTITIONER

Kos Pharmaceuticals, Inc.

G.9. Mir. report number

11080

Pagedotd

DSS
QeT 4 82001
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. FoMn Agpranct; OME Mo 0910-0251 Eapvrme. e
inaiv IEUﬂ ﬁf!ty Report JLUNTARY reporting oo o S0 DA1B siatemans o reouren
th professionals of adverse _‘"m'm_ 2 =
s and product problems ey ) %ﬁ S ‘ A
#3811 -9-00-01% P ‘
A Pate O 0 pe edicalic
1. Pallant identifier [ 2. Age m time 3. Sox 4, Wolght 1. Name {give labsied strength & mirlabdler. i known)
of svent: . e
ar 62 Jtemare Ips 'Q, LRV E_n.-f} o "‘Fﬁvf‘v
Dxts g or . [
In confidence of birth: male £ kgs | 1 @gﬂ ¥_ 1
2. Dase, frequency & raute used . Yhernpy dates (il unknown, give durstion}
° fdve e e algels D Q o jor bust wslimate)
1 Advorse event  ard/or 7] Product probiem {e.g.. defects/maltunctions) " F 2 # -z
N Y
2. Owcomes aRviduled © gdverax avent )
{check all thal apply) ] aisaviiny 12 2
D congenital anomaly 4, Diagnosis Tor use (i ndicaiion) S. Evam abatad aMer use
D dean ) } stopped or dose reduced
] T imolauivr] D reguired intervention ta graveat n P i, i o
O iite-thregtaning permanent impairment/damags # % e [Cldosem
[hospialization — initist or prolonges ] ather: 42 .
'l
5. Lot 8 (I known) 7 Exp. odte (i known) | - [es One Doy
3. Dale of 4. Dato of z ) 3 #1 €. Event rcappesred altp
his repar olag ) cappesred altor
rvm 12 - lf/aa (‘m:_';"g“ t / { reintroduction
€. Describe event or problem - 32 #2 =
r‘: 1. .,':':. . P e TR #1 [Clyes (o aggf'y“‘
EE A AR P g . 9. NDC # [for product prohiems only)
WL/V#M o~ 4 T \’j l)ﬁ - ~- 32 (Jyes [Jre g{g;nt
Nmwllt 0 »J N10. Concomitant madicBl products and Iherapy d418s (exciude lraatment of avani)
Mj df&-/zj .-

GF dheer notd

- e »™ 7 UM:b
+¢— - r dir";r‘“{“\.—)
— 8 ,,H e
,’)/ZIS' (~ - D/&w Lo e

‘nSWckd 1o S‘lDP dVinYzin?) Y
Lo 4 Bullin

5. Relovant lests/laboratory data. including dates

f;,” - QL/‘-'
Hb » 1.2

- Yy

Hr

ool may, e
e

e T = 22. €

v

[ ) He7 - 272

nam oy @ Stol §

7. Other relevant history, Including preexisting madical condillons (8.g., Bllergies,
race, pregnancy, smoking and alcoho! use, nepatic/ronal dysfunction, elc.)

GM Prie vlteor— - D,’/“ 2 - }-}-7"‘\/

dbID - AH~ET
a\ conoliSm

FDA

FDA Porm 3500 (6/93)

Maitto: MEDYVATCH
ER00 Fishers Lane
Rockvllie, MD 20852-9747,

£ v

or FAX to!
1-800-FDA-0178

Sulimission af a repol

1. Brand name

D. Suspectmedical device

2. Typu of davice

3. Manulaclurar name & oddrass

RECEIVE

0CT 1 8 20(

4. Operstor af device
D neafin protassional
D lay usac/patent

D other:

—_—

5 -~ T s, %'::E::E?n dae
odel 7 DWA\LH iU
catelog # 7.1t Irnpl?:-tad, glve dote
jseria) &
ot # a exorh:mnd. give daty
ather &

9. Devlce svailable for evaluation?

D yos D na D refurry

hd to manulacturer

(Do not send (o FOA)

bl

10. Concamilant medical products and thy

E. Reporter (seec confidentialily section on back)
Namas, nddross A phone 2

rapy dates (exch, e t of cvani)

OCT + 9200

., Houlth prof

@ves [ ne

5, I you do NOT wan| your identlty discld

tha monufacturer, ploce an = X 7 In 101§

4, Also reponed to
3 [ manytacwurer
= D user facility
vox. Xf| (0 asmouor

nbtténsthule an admission that medical personnel or the product

caused or contributed to the svent.




Inaivigua

iiigiiiiiiom 22 s

* [ I

JHF FUA MEUDICAL PRODUCTS REPURTING PROGRAM Page of

A. Patie ormatio C. Suspect medication(s)

1. Patient identitier | 2. Age at time 3. Sex 4. Weight 1. Name (give labeled strength & miriabeler. if known)

')-,)) —’s?‘ 0':' event: 6’1 yO [ female -‘—'(—)r:hbs " \f'}lf XX

Date D male 42 ;I: “ ‘f,’). ST

in confidence of birth: kgs _ _
" 2. Dose, frequency & route used 3 Therapy dates (if -nanown. gre ot
H A qve B Ve 0 eigele Dropie Bresmm cos b pent Sl
) d] . ; £
1. E] Adverse event  and’or [:I Product problem (e.g.. defects/malfunctions) # [:76'.1(,\ e Lj@i- B R
> Outcomes attributed to adverse event o 40 42 a2
(check all that apply) [] disability - “
. D congenital anomaly 4. Diagnosis for use (indication} 5. Event abated after use
E death - o ) stopped or dose reduced
& " e imoday yr) gl required intervention 10 prevent #1 - —
-th i i i R £1 T as o [ Tidoes
ife-threatening D permanent impairment/damage . B1] lyes [ ro ]__J, gggwﬂ
italization — initial olonged other: o o
&hospnamal n — initial or prolonge: r o ] w2 [_]"es [__]”U " Jdoesn
6. Lot # (it known) 7. Exp. date (f knowni SR &Py
3. Date of 4. Date of ” a1 5 Event e
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o day yr! n IC l wclday'yrpl 0‘* 3¢ ) JOS——— e R reintroduction
5 i #2 #2
5. Describe event or problem a1 Dyﬂs D”-’-‘ _ gQ%F!“‘
" g. NDC # {for product problems oniv} SRR ARy
. - - - r s nG doesi !
P adun hesp 47w Surqgr e ' w2 [yes “Joo 13588
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Lit et a
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Wit S A-(nkf/la} Viexn Gowmy eince

dac (7 Al fy% Wiy Anben D. Suspect medical device
j 1 1. Brand
topivin o fooades (wanbosn i rand name
) ' ; .3 D ngante \ 2. Type of device —
Shv eyt T ALV
! 6 3. Manufacturer name & address 4. Operator of device

j health professioral

R E C E IVE D _ ] tay userpatient

L__] other:
aCT 1.8 2001

LA I~ Al a =T /i1 ~A3id 5. Expiration date
8 Y& Seobag .
NMEDWATUH UTU
model #
5 Relevant tests/laboratory data, including dates 7. i implarted. give date
catalog # [FE
serial # _
8. If explanted, give date
lot # P 9
other #
9. Device available for evaluation? iDo not send 1 S

:l yes D no [:] returned 1o manufacture or
ki VT
10. Concomitant medical products and the rapy caale%ﬂ?dé’i('eﬂr%h}“fkutﬁh
. Y

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

“/O \Mek‘S{?\ he by cm (G & E. Reporter (see confidentiality section on back)
. Name, address & phone #
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r Rockville, MD 20852-9787 the manufacturer, place an " X ” in this box. E [ distibutor

FDA FSrs06 (Gé()' / -sSuémEs{ of a report does not constitute an admission that medical personnel or the product caused or contributed to the event.
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A. Patie ormatio C. Suspect medication(s)
1. Patient identifier [2. Age at time 3. Sex 4. Weight 1. Namef (Product Name) {Labeled Strength) {MfriLabeler)
of event: Warfarin
- 66 Years V] female Ibs #1
or -
Date Plavix/ASA
In confidence of birth: [} mate — kgs #2 / / i i _
2. Dose/Frequency/Route used 3. Therapy dates {if unknown, give duration)
B Adve e eve OF ProaG Probie 5 oD, From To (or best estimate)
1. Adverse event  andlor ] product problem (e.q.. defe Hunctions) " mg, Alt / Oral # -
2. Qutcomes attributed to adverse event o QD Oral 03 2001 - 0 3/2001
(check alt that apply) E’ disability #2 mq/ 16 / / 2 4203/30/ 5/03/200
congenital anomat 4. Diagnosis for use (separale indications with commas) 5. Event abated after use
0’7 death O 5/Q‘_112_99_}__ ng i 'y AFib stopped or dose reduced
[ ¥euth {mmiddryyyy) [[J required intervention to prevent #1 . ) Ol
i life-threatening permanent impairmentdamage |7 } ! doe
mp 9 PTCA with stent [lves | fno | By
(- hospitaiization - initial or profonged || other: __________________ #2 : ~ -
. ”2, -yes ]no ]doan‘t
6. Lot # (if known) 7. Exp. date (if known) . + ‘apply
3. Date of 4. Date of #1 "
event 05/03/2001 thisreport 10/17/2001 8. Event reappeared after
( ) {mmvodlyyyy) reintroduction
5. Describe e‘vant or problem ' . #2 #2 ) Jyes r] o [_ goefn‘t
The patient was admitted to the hospital - PPl

on 5/3/01 with chest pain. She was found
to be hypotensive with a BP of 90/40. She
was given IV fluid boluses. An NG tube
was placed and bright red blood was
aspirated indicating a GI bleed. The
patient was also guaiac positive. The
patient's medications on admission
included Plavix 75 mg gd, EC ASA 160 mg,
and warfarin 2.5 mg alternating with 5
mg. Her INR on admission was 5. The
patient was treated with FFP. However,
she developed acute pulmonary edema and
was treated with furosemide. She was
transferred to CCU but developed an
elevated ST segment, cardiogenic shock,
respiratory depression and expired.

6. Relevant tests/laboratory data, including dates
5/3 INR-5.0 H/H 8/24.2; 7.2/22

7. Other relevant history, including preexisting medical conditions

(e.9.. allergies, race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)
PMH: Afib since 1991, CHF, DM, HTN, 3/27
Hematochezia, hematemesis 3/30 Cardiac

cath - PTCA with stent S/p MI

Cry 1S @78
MEDWATCH

9. NDC # (for product problems only)

gesn't

#2|_lyes Lino [ Jdoes
10. Concomitant medical products and therapy dates (exclude treatment of event)
Digoxin 0.25 mg QD Isosorbide
Glyburide 5 mg bid ASA 160

Lipitor 40

mg QD Lasix 80 mg D Protonix 40 mg QD
Metoprolol

A

’/
/

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address

RECEIVED

OCT 18 Luul

ars EDWATOH CTU

4. Operator of device
{] health professional
r] lay user/pzatient
r; other:

. Expiration date
(moriddlyyyy)

if implanted, give date

catalog# ____ (mm,'dpd/yyyyi g
serlal# __

8. if explanted, give date
lot # P I {mmk?clyyyy) g
other #
9. Device available for evaluation? (Do not send device to FDA)

D yes [_l no

[ ] retumed to manuta lgs _________________
(mmiddryyyy)
¢

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

QCT 1 9 2001

E. Reporter (see confidentiality section on back)

or FAX to:
1-800-FDA-0178

Ma to MEDWATCH
0 CT shers Lane
Ile, MD 20852-9787

FDA Form 3500 Submission of a report does not constitute an admissi

United States
2. Health professional?: 3. Occupation 4. Also reported to
yes D no b’harmamst I_J manufacturer
| o
5. if you do not want your identity disclosedto [T user facility
the manufacturer, place an “X” in this box. M L_ distributor

on that

At

RECEIVEL

I personnel or the product caused or contribut ed to the event.
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C10. Concomitant medical products and therapy dates continued
25 mg bid Glucophage 500 mg bid Ranitidine 150 mg bid SR KCL 10 mEqg tid

D10. Concomitant medical products and therapy dates continued

DSS
0CT 1 9200

| S 3718

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 personne! or the product caused or contributed to the event.
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. -
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T
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imoraaylyr) D required intervention to prevent #
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hospitalization - initial or prolonged other: #2
X ged [ _ : . r2 Bdges [Ino (9555
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3. Date of N - 4. Date o "
event ('(l S (OI this repont | 0 (l 3 { o) # ¥ 8. Eventreappeared after
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7 > ‘ p X ; 9. or product prablems only h
5 e Cd g ANpPIviv
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H?\‘} ) '7"-] serial # _
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9. Device available for evalualion? (Do not send to FDA)
D yes D no [:] returned lo manutaciureron .
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10. Concomitant medical products and therapy dates ngmmun( of event)
L =

7 Other relevent history, including preexisting medical conditions {e.g., ailergies,
race, pregnancy, smoking and aleohol use, hepatic/renal dystunclion, etc.)
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Other relevant history,
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A. Patient information
1. Patient identitier |2. Age at time

‘nts and product problems

of __
C. Suspect medication(s)
1. Name {(give labelad sEngm 8 mirfabsler, if known}
#1 ( Q\LL

et

IE'ANA]

of event:

ar %"\ fos
Date
of birth:

In conhdence

B. Adverse event or product problem
Adverse event D Praduct problam (e.g.. detects/malfunctions)

2 Outcomes attributed to adverse event
{check all that apply)

I —

and/or

[] disabiiity
D congenital anomaly

— T oy [ required imervention to prevent
L . We-threatening permanent impainment/damage

Z nospitaizaton - N3’ er prolonged D other

e, Glzfon " 16]26 (00

5 Describe event or problem

T Yeed df ux o F
(slecexib v o wsP”

€. Relevant tests/laboratory data, including dates

7 Other relevant history, inciuding preexisiing medical conditions (e.g., allergies,
race. pregnancy, smoking ang aLoohoI use. hepaticirenal dystunction, etc.)

fl{ !
0CT 25 2001
Sy ZA%4 4/53

FDA

or FAX to:
1-800-FDA-0178

Mail to: MEDWATCH
§600 Fishers Lane
Rockville, MD 20852-3787
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9. NDC # {for product problems only)
- - w2 [yes [Ino PEfYM

70, Concomitant medical products and therapy dates (exclude treatment of event)

D. Suspect medical device
1. Brand name

2. Type ot device

3. Manufacturer name & address 4. Dperator of device
2 health professional

D lay user/patiert

D other:

RECEIVED

S. Expiration date

5 b
model # OCT 2 6 2001 metdasfer)

7. Wimplanted, gi
catalog # ___ WU_ fimplanied, give dale
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ot # 8. l:'"c;gyl::;lod. give date
other #

5. Device available for evaluation? (Dc nat sera to FDA}
£ ves e

D returned {0 manulacturer 01 ’S 5
10. Concomitant medical products and therapy dates (excludc freaiment of event)

OCT 28 7001

E. Reporter (see confidentiality section on back)
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l___] death D congenital anomaly
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“C.: Suspect medlcatlon(s)
1. Name (give labeled strength & mirAabeler, if knuwn)
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P.003/013

F-535

.
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4. Diagnosls tdeMize (indication)

#1 %E:g i’
”2_CYA Propls S

#1 ﬂ@;f )
’
v el /
2. Dose, frequency & routo used 3. Therapy dates (If unknown, give durarion)
Iromo (ar Beal esifruln]
LU ¢ — 2N "
) Q
2 Be—ag O . 2
5. Eveni abated after use

stopped or doso reduced

#1 [ yes Dnu
w2 _yes [no E]Bpp

dnan 1

8. Lot # (if known) C}7. Exp. dato {if knewn)
#1 #1
2 A »

9. NDC # (for pmoduct problems only)

#1 [ yes I:no

4. Event reappeared after

reintraduction
e

#2 [yes [(Jno Dapp

N
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1

o rer O

Brand name

10. Concomitant meaicatl products and therapy dares [excluce 'reaiment of puent)

D. Suspect medical device .

2.

Type of device

REC

3. Manufacturer name & address

EIVED

4. Cperatar of device
{1 nealth protessional
] 1ay userpatisnt

EJ other

5. Explration darte

3elevant estaflaboratory dets, including dates

Her Y5 — 33

ape Jdov

ither relevant history, Including preexisting medical conditlons (e.g., allergies,
2ce. pragnancy. smoking and alcohot use, hepatic/renal dystunction, elc.)

dvado ol Avm, Ba, . ct's ﬂseﬂ-ag«
CHF PUD, ARL, #HTM, CPT

probalds

_ L plep 12 )
N Mait ta: MEDWATCH or FAX ta:
i . ’ d 5600 Fishers Lane 0-FDA-0178
BDCKVNIE, MD

2rm-3500 (5/93) Submission of av(eport 2

ptﬁt’“ Fhsann

9, Device avallable for avaluation?
D raturriad ko manufacturaron

[ yes [ ne

&, NOV 06 /ZUUT tmat3ayyn
|mode! # -
craose MEDWATCH CTU [ emplriea: e e
serlal # .

8. If explamed, give date
lat lwxll:)fvﬂ s
other #

{Do not send to FD4|

imorRay/yr)

10. Concomitant medical products and therepy dates {axclude reaiment of ovent)

2.

Mcanth profassiunai ]

3. Occupation
a3

4 Aiso raparted lo
D ranufacturer

7’CD user fac:hity

it -
Erves O el
5. If you da NOT want your identity disclosed to

. the manufaceturer, plac

2 3h * X ” in this box.

E] distributor

B RN F

NDY 16 70

misslorr !hat medlcal personns) or the produpbqq:aed or :nntnb uted 10 the event.



idua afe

‘ a1

92-2 -00—0 *

A " c

1. Patient [dentifier | 2. Age at t!me

-

o

T -

4. Welght

™

3, Sex

" 3738 ; fevemt: 59 [Jtemate lbs
or
Date
In confidence of birth: - Emate —— kgs
H fAdve g eve DY proag DYOD|e
1. E’Advuse event andfor [T Product problem {e.g.. delects/malfunclons)

' OuJtecomes attributed 1o adverse ovant
{check all that apply)

[(Jdean
{maidaytyr)

[T lite-threatoning

[C] hospitalization - inittal or protonged

(] disabiiity
[ cengenital anomaly

[[] required intervantian ta prevon:
parmanent impairmsnt/demage

D other

Date of 4. Date of
IC/ this report {0
scyr) Ib[o' tmersayn /’ #Dl

Describe ovent or prablem

Br o adritted o do Hooe o
Ousccica - [hece he fpad a2 ma.pom
ool o 4 D Ng / awzpe whe L.

Cleceed | S Uters. Pt travafenad
Yo M. EGDN wwwtalod Aoworrlal
v Yoo Stmact. hot wuo Mé’
Ao tad - Pt oiceiccest Gon.ts

\'?SEBCS’ rabef oy o€ 2ol abp .~

Neied.

levant tests/laboratory dats, including dates

et 59 — (.5

rer relevant hlstory, Including preexisting medical conditicns (e.g., allergios,
‘€. pragnanay, smoking and alcohol use, hepatic/renal dys function, etc.)

“Ab, CHF, crr, Py, wU,
Onsyca

410 605 7852 T-BlZ P.011/013  F=535

L JST7/7 —

“C. Suspect’ medncahon(s)
1. Name (give laboled strength & mirabeler, u knuwn)

#1 LN
ALD VA
T

¥2
2, Dosze, frequency & route used

m 325 QE #1
‘ . #2

#2

3. Therapy dales (if 1nknown,
ramAe {or bee! ostimas)

give duralion)

4. Disgnosis for use (Indication) 5. Event apatad after use
stopped or dose reduced

#1 ’ q 0
#1 [ Jves [Jno
#2 —
- - 12 Cyes [Joo Dgggaﬂ'f

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

8. Event reappeared after
: reinrroduction
#2 #z

#1 [ Jyes [no
3. NDC # (for product problems only) Dspp

- w2 GYES Dm Ddoef

10. Concomitant medical products ang therapy dates (exclude troarment of avent)

D. Suspect medical device
1. Brand name

2. Type of device

4. Operstor of device
D hoalth professionat
D lay userfpatient

D ather:

———

3. Manufacturer name & address

5. Expiretion date
8. imardayiyn

moselt MOV 062001
catslog #
cerlal § INEDQO‘J:‘[ :‘:

lot #

7. Ifimplantod, glve date
(mdnyiyn

8, it explamed, give date

Ladatd

other #

9. Device available for evaluation? (D& not send ts FDA)

[ ves [J mo [ returned to manufactureron
Moty

10. Concomitant medleal products and thorapy datee (exc yds treatment of ovent)

Afaéﬂ.&ég

or FaX to:
-800-FDA-0178

Qrocr o

Mailto: MEDWATCH
5600 Fishe

M Rockville,

™ 3500 {6/93) Submlsslon ofa mport does

CTUISTZI Y Wov g o,
R, ...

4. alzo reporied o

2. Health professlanal?
D manulsctyra-

3 Occugatior!
Ay
i ~

E yas no
D 7‘]‘: sar faclilly
5~ Hyoudo NOT want your Idemuty disclosed to
the manufacturer, place an ™ X * in this box, D iz ‘fibuwr

ﬁlt«mé‘ & an adm lssnon that medlcal personnel or the product, cause& oF, qﬂnmbutu-d 13 the eveiit,

,n

NOV 3 6 Z0m



indivacual sSarety Keport
VOLUNTARY reporting R
. FDa Uas Only HPuo
1ealth professionals of adverse e _—
#3823024—1-00-01% vents and product problems \ | mempamene [55_55_3 |
THE FDA MESICAL PRODUCTS AKVORTING PROCRAM Pege ___ of _ LI i

A. Patient information C. Suspect medication(s)
. ] . . - 1. Nama (give labeled s

t h & mirfabsler. if known)
* Nspin S

o 5

#2

2. Dose, trequency & route used 3. Tharapy dates .d unknown. giveé duration:
omAa for el delmatel

B. Adverse event or product problem
1. [] Advorseevemt antor | ] Product protilem (s.9.. defect/maltunctions) " (05 O D) #
2. Oulcomes attribuned to advarse event d

{chack all tha! apply) D disability .2 a2
D dasth D congenital anamaly 4. Diagnosis for use (indicstion) '3 5. Fvent abamted afiar uss
R ra——— P . . topped or dose reduced
| (mosdavyr) required imsrvention o prevent 4] 6.0 . b
D ife-threatening permansm irnp:innenlld.amagc 0—0*‘ V‘ 0/\* OCdUS !(' " Nyes Dm ggg‘syn't
ftalization - initiat or ed other: 82

[ maspa prolang O ‘ v2 Oyes [Jro (]go8eM
3. Date of = Do o 6. Lot # (if known) 7. Ezp. date (il known) apphy

event a IS’/O\ this report { ,;’/o | # # 8. Event reappeared after

. L e reintroduction
> 1P uant or pro .o e} "2 2 ® [Oyes [Jno “@I T

qg“\/('h ;’ 9. NDC » (t oduct problems only)
6 { bLQLgL/C) ﬁgw e ) il w2 [Jyes [Jno [TJggesn
0{ (/JZ_ H’S u"{}d-l 10. Concomitant medical products and therapy dates {exciiude ireatmen of eveni)

0 lery O
(whined anter)

1. Brand name

2. Typa of device

.]3. Manutfacturer name & address 4. Operator of gevice
E:] health prafessional

D lay user/patient

] other:
RECEIVED ————

- 5. Expiration date
ol ¥ NOV 0 9 2001

1Moy cayy!)
6. Relevant tesis/laboratory data, incliuding dates 17. It implanted, give oste
e MEDWATEHETY— "=
]

i

anriai §
i8. It explamied, give date
ot ¥ [macarpyri
other §
bk LB

]
9. Device available for evalusti, S S {Do not sand 1c FOA)
D yes D no relumed 10 manufsclurer on

16. Concomiant medical ghi{difis pngthgrhia) dates (eaclude rreatrr ont of event)

|y -yt

7. Other relavant history, ineluding preaxisiing medical condilions (e.g.. aliergies,
race, pragnancy, smoking and alcohel uty ha/ranal dystunction, alc.)
- N , —
RN YT ; i E. Reporter (see confidentiality section gn back)
MWL

NOV 09 2001

‘ EGE‘VEi Healtn profeasional? | 3. Occupation 4 Also reporied to
__C_',fu—— ,55.33 : i ‘wyes (] ro Pha,\mauﬁ' O manutacturer

Mailto: MEDWATCH o7 FAX ta: 3 user tacitiy
r 5600 Fishers Lane 1-800-FDA-0178 5. It you do NOT want your identity disclosed to ]
Rockvllie, MD 20852.9787 the manutacturer. place an ~ X~ Inthis box, (]| [ dismburor

S A ACAT APS Q). AHLNHHA  IN3T I HANT SR AT TP —ERA~ M
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For use by user-facilities,
distributors and manufacturers for

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

Page 1

Form Approved: OMB No. 0910-0291/

Mfr report # / zr‘QL'? &l J

g UF/Dist report #F"),(J_x'\/sb'iiiwi.-wg}

of Zf ¥ FDA Use Only

N A. PATIENT INFORMATION ]

B C. susPect Meoicationcs) R

1. Patient identifier!2. Ag$ at event|3. Sex 4. Weight b 1. Name (give labeled strength & mfr/labeler, if known)
Years S
- or [] female or #1 Diclofenac
DOB: X1 male 86 kgs [ {#2 Aspirin

B B- ADVERSE EVENT OR PRODUCT PROBLEM L IB

Dose, frequency & route 3.Therapy dates(i- Jrk, give dur)

status,

hospitatl.

the exact association wit
likely contributory. His NSAIDs W

1. [X] Adverse Event  and/or [ 1 Product problem #1 75 mg BID PO #1 0570172000 - 0u/2172001
#2 325 mg Qb PO >4 years
2. OQutcomes attrib. to event [ ] disability -
[ ] death { 1 congen anomaly 4. Diagnosis for use (indication) 5. Event abated after
(mo/day/yy) [ 1 required intervention to . use stopped or dose
[ ] life-threatening prevent perm impair/damage |!#1 Chronic back pain reduced
[X} hospitalization - [ 1 other: #2 MI prophylaxis
initial or prolonged #1 [Xlyes [ Iro [ IN/A
6. Lot # (if known) |7. Exp. Date #2 [X)yes [ Ino [ IN/A
3. Date of event 09/1972001 |1.. Date of this Rept 11/05/2001
#1 #1 8. Evert reappeared
5. Describe event or problem #2 #2 after reintroduction
Presented to VA ER with c/o N/V, abdominal pain, and melena 9. NDC # for prod problems onty
X 2 days. He has a h/o GI bleeds with last one 15 years ago. | |#1 #1 [ lyes [ Ino [XIN/A
He was postive for Helicobacter prlorl and diagnosed with a #2 #2 [ lyes [ Ino [XIN/A
duodenal ulcer. His treatment included metronidazloe, -
clarithromycin and rabeprazole. Due to K. Pylori positive 10. Concomitant medical products and therapy cates

h NSAIDs is unknown, but
ere DC on discharge from

Acetaminophen, Baclofen, Hydroxyzine, Meclizine,
NItroglyger|n SL, simvastatin, Temazepam, Trezodone,
Venlafaxine

BN > suspecT MeoicaL oevice N

1. Brand name

2. Type of device

3. Manufacturer name & address

RECEIVED

NOV 1 4 2¢0;
catalog#

E;. Jperator of Dev,
[ 1 Hlth Profes.

1]

1

la
ot

user/pat.
er:

5.

IXpiration Date

7. f implanted,
qJive date

See attached labs

6. Relevant tests/laboratory data, including dates

serial# W’E!)VVAH :H ‘ :”,
lot# 8. ?-removed,

tive date
other#

(Do not send te
[ 1 returned to mfr o

9. Device available for evaluation?
[ yes [] no

FDA)

10. Concomitant medical products and therapy o tes

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

HTN, CAD (S/P MI x 4),
prostate cancer 2 years
Gl bleed 15 years ago, h

S/P angioplasty, hyperlipidemia
ago, anxilety, depression PUD 1
iatal hernia and chronic back

__ LNy

1. Name, address & phone #
VAMC
2250 leestown !! D'SS
NV L4 2m

é78,
pain .

Pharmacy Service 4CDD-119)
0511

Lexington, =Ky
Phone: + QRN

admission th
distributor,
contributed to the event.

Facsimile
Form 3500A

TV SS4 74

MED INFO ASSOC Submissidn of a report does not constitute an
at medical personnel,
manufacture

user facility,
r or product caused or

2. Health 3. Occupation 4. Initial reporter

professional? also sent report
to FDA

[X] yes [ ] no Pharmacist [ Jyss [ In> [XJunk
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MEDICATION AND DEVICE
EXPERIENCE REPORT
(continued)

ort

T

Page

2 of

Submission of a r!po

- p—— —

,/'7L
ri dces hot cohstitute

an admission that medical personnel, user

facility, distr
product caused

2

ibutor, marufacturer or
or contrituted to the event.

B F. FOR USE BY USER FACILITY/DISTRIBUTOR-DEVICES ONLY [

B . DEVICE MANUFACTURERS ONLY [

1. Check One

2. UF/Dist report number

1. Type of reportable event

2. If follow-us, what type?

[ 1 user facility [ 1 distributor [ 1 death [ ] correctioa
[ ] serious injury [ 1 additional information
3. User facility or distributor name/address [ 1 malfunction (see guid.) [ ) response to FDA request
[ ] other: [ ] device evaluation
3. Device evaluated by mfr? 4. Device man;‘acture date
(mo/yr)
[ ] not returned to mfr.
[]yes [] eval summ attach —
4. Contact person 5. Phone Number [1 no (attach page to expl. [5. Labeled for single use?
why not) or provide code:
{1 yes [1 no
6. Date user facility or|7. Type of report |8. Date of this -
distributor became [ ] initial Report 6. Evaluation codes (refer to coding manual)
aware of event [1 follow-up # —-—
—_— method - - -[ ]
9 Approximate [10. Event problem codes (ref. to coding manual) - —
age of device patient results ,:I-:I- -('
code l - - -
device conclusionsg B- - ]-(
=] )
7. 1f remedial action initiated, |8. Usage of cevice
11. Report sent to FDA?|[12. Location where event occurred check type
. [ ] initial use of device
[ ] yes [ 1 hospital [ ] outpatient [ ] recall [ ] notification | [ ] reuse
[1 no [ 1 home diagnostic facil. [ ] repair [ } inspection [ 1 unknown
(mo/day/yr) [ 1 nursing home { ] ambulatory . {1 replace [ ] pat, monitor.
[ ] outpatient ., surgical facility|| [ ] relabel. [ ] modification/|{9. If action reported to FDA
13. Report sent to Mfr. treatment facil. adjustment under 21 USC 360i(f), list
[ 1 other: correction/removal rep. num.:
{] yes [ 1 other: -
[1no —
(mo/day/yr) specify 10. [ Additic_anal mfr. and/or 11. [ 1 Corrected Data
narrative
14. Manufacturer name/address
BN G- AL waNURACTURERS [
1. Contact office - name/address 2. Phone number
3. Report Source
(check all that
apply)
[ ] foreign
[] st
[ 1 literature
[ 1 consumer
[ 1 health
4. Date Rec'd by Mfr. (5. professional
CAINDA# [ 1 user facility
[ 1 company
6. If IND, protocol # IND# representative
Lag [1 di,s‘tributor
P [ 1 other:
7. TyEe of report - DSS
(check all that apply) pre-1938 E]yes i g
(024 lyes
[ 15-day [ 115-day product NDV 1 4 2001
[ 110-day [ Iperiodic |8. Adverse event term(s) &, -
{1Init [ );ollou-up
9. Mfr. report number ’W 7%

FDA Form 3500A - back



PATIENT: Sl Confidential 11/5/01Page 1 of 2

| ST Y7

BLOOD 09/21 09/20 09/19 09/19 Reference

2001 2001 2001 2001

07:00 07:00 23:56 15:57 Units Ranges
WBC 5.6 5.2 6.7 9 K/cmm 5-10
RBC 3.76 L 3.47 L 3.8 L 4.65 M/ crmm 4.6-6.2
HGB 11.8 L 11 L 11.8 L 14.3 g/dL 14-18
HCT 33.7 L 31.3 L 34.1 L 41.9 L ] 42-52
MCV 89.7 90.2 89.9 B89.9 f1 80-94
MCH 31.4 H 31,5 H 31.2 H 30.8 hele] 27-31
MCHC 35 35 34.7 34.3 g/dl 32-36
RDW 13.4 13.7 13.9 13.9
PLT 219 181 214 307 K/cmm 150-450
MPV §.2 8 7.7 8 um3 7.4-10.4
LYMPH % 18.9 L % 24-44
MONO $% 6.8 H $ 0-6
GRAN $% 73.1 % 42-75
EOS % 1.1 % 0-10
BASO % .1 ] 0-3
LYMPH # 1.7 k/cmm 1.2-3.4
MONO # .6 k/cmm .1-.6
GRAN # 6.6 H k/cmm 1.4-6.5
EOS # .1 k/cmm 0-.7
BASO # 0 k/cmm 0-.2

-~== MICROBIQLOGY -~--

Accession: MICRO 01 5522 Received: Sep 20, 2001 13:52

Collection sample: GASTRIC MUCOSAL BIOPSYCollection date: Sep 20, 2001 10:00
Site/Specimen: GASTROINTESTINAL MUCOUS MEMBRANE

Test(s) ordered: H PYLORI SCREEN (UREASE TEST) completed: Sep 20, 2001

* BACTERIOLOGY FINAL REPORT => Sep 20, 2001 TECH CODE: 1158
Bacteriolegy Remark(s):
UREASE POSITIVE 9-20
Pg. 1 11/C5/01 12:03
CONFIDENTIAL NON-ENDOSCOPIC REPORT
NOT INPATIENT DOB: JAN 28,1940
PROCEDURE DATE/TIME: 09/20/01 09:41
PROCEDURE : ESOPHAGOGASTRODUODENOSCOPY
PROCEDURE SUMMARY:

DIAGNOSIS: INTRODUCTION: MALE PATIENT PRESENTS FOR AN ELECTIVE
INPATIENT EGD. THE INDICATION FOR THE PROCEDURE WAS
GASTROINTESTINAL HEMORRHAGE 578.9.

PRE-EVALUATION: AVAILABLE MEDICAL RECORDS AND HEALTH

SUMMARY WERE REVIEWED. A BRIEF HISTORY (INDICATION) AND

REVIEW OF SYSTEMS OF MAJOR AREAS WERE OBTAINED,

INCLUDING DRUG/LATEX ALLERGIES, SUBSTANCE ABUSE,
ANALGESIA/SEDATION/ANESTHESIA DRUG REACTION,
FOOD/SUBSTANCE/MEDICATIONS TAKEN TODAY, RESPIRATORY,

CARDIOVASCULAR, NEUROLOGIC, AND OTHER DISORDERS.

FINDINGS WERE DOCUMENTED IN ANALGESIA/SEDATION RECORD.

A DIRECTED PHYSICAL EXAM INCLUDING AIRWAY, RESPIRATORY

AND CARDIOVASCULAR AREAS WAS DONE. FINDINGS WERE c-s
DOCUMENTED IN THE SEDATION/ANALGESIA RECORD. THE [)\J
PATIENT WAS FOUND TO BE FIT FOR ENDOSCOPY AND

SEDATION/ANALGESIA, WITH POTENTIAL BENEFITS EXCEECING NV 14200
RISKS. SEE IV CONSCIOUS SEDATION RECORD FOR FOCUSED
HISTORY/INDICATION, INDICATION FOR PROCEDURE AND

SEDATION/ANAGELSIA, REVIEW OF SYSTEMS, PREVIOUS

lnaiviaual Sately Keport
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PATIENT: N onfidential 11/5/01Page 2 of 2

_
| T4

SEDATION/ANAGELSIA OR ANESTHESIA COMPLICATIONS,

ALLERGIES, CURRENT AND TODAY'S MEDICATIONS, PHYSICI&AN

EXAM OF LUNGS, AIRWAY, HEART, RISK (A.S.A,) AND

RISK/BENEFIT ASSESSMENT.

CONSENT: AFTER EXPLANATION OF THE INDICATIONS,
POTENTIAL COMPLICATIONS, AND AVAILABLE ALTERNATIVES FOR
THE PROCEDURE AND SEDATION/ANALGESIA, AND AFTER GIVING
OPPORTUNITY FOR QUESTIONS, INFORMED CONSENT WAS
OBTAINED FROM THE PATIENT.

o€

PREPARATION: PULSE, RESPIRATORY RATE, BLOOD PRESSURE,
OXYGEN SATURATION, RESPONSE TO VERBAL COMMANDS, AND
VASO-MOTOR SKIN RESPONSE WERE MONITORED. THE PATIENT
WAS KEPT NPO AFTER MIDNIGHT. AN INTRAVENOUS LINE WAS
INSERTED.

MEDICATIONS: BEFORE AND DURING THE PROCEDURE,
MEDICATIONS WERE CAREFULLY TITRATED TO A TOTAL OF: -
VERSED 3 MG IV WAS CAREFULLY TITRATED BEFORE DURING
THE PROCEDURE TO OBTAIN DESIRED EFFECT - FENTANYL 1C0
MCG IV BEFORE THE PROCEDURE

PROCEDURE: THE ENDOSCOPE WAS PASSED WITH EASE UNDER
DIRECT VISUALIZATION TO THE 2ND PORTION OF THE
DUODENUM. RETROFLEXION WAS PERFORMED.

FINDINGS: ESOPHAGUS: THE ESOPHAGUS WAS NORMAL IN
APPEARANCE AND THERE WAS NO EVIDENCE OF ESOPHAGITIS,
INTRINSIC MASS, EXTRINSIC COMPRESSION, ESOPHAGEAL
VARICES, RING, WEB, STRICTURE, MOTOR DISTURBANCE,
BARRETT'S EPITHELIUM, DIVERTICULA, OR BLEEDING.
STOMACH: THE STOMACH WAS NORMAL IN APPEARANCE AND THERE
WAS NC EVIDENCE OF GASTRITIS, GASTRIC ULCERS, GASTRIC
VARICES, ANGIODYSPLASTIC LESIONS, HIATAL HERNIA,
INTRINSIC MASSES, EXTRINSIC COMPRESSION, GASTRIC
POLYPS, OR BLEEDING. THE GASTRIC FOLDS WERE OF NORMAL
SIZE, GASTRIC MOTILITY WAS GROSSLY NORMAL, AND NO
SURGICAL CHANGES WERE APPRECTATED. PYLORUS: A SINGLE

NON-BLEEDING ULCER WAS SEEN WHICH MEASURED 7 MM. THE
ULCER SHOWED NO STIGMATA OF RECENT HEMORRHAGE.
DUODENUM: THERE WERE TWO NON-BLEEDING DEEP EDEMATQUS
OBSTRUCTING ULCERS IN THE 1ST PORTION OF THE DUODENUM.

COMPLICATIONS: THERE WERE NO COMPLICATIONS ASSOCIATED
WITH THE PROCEDURE.

IMPRESSION: 1. THE ESOPHAGUS APPEARED NORMAL. 2. THE
STOMACH APPEARED NORMAL. 3. SINGLE NON-BLEEDING ULCER
IN THE PYLORUS. 531.3. 4. THO NON-BLEEDING DEEP
EDEMATOUS OBSTRUCTING ULCERS IN THE DUODENUM.

RECOMMENDATION: - FOLLOW-UP ON THE RESULTS OF THE CLO
TEST. - FOLLOW RECOMMENDATIONS OF INPATIENT GI CONSULT
SERVICE.
lnaiviaual Sately Heport DSS
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For use by user-facilities Mfr report # 1T Py
MEDWATCH distributors and manufgctureré for / ) J %74
RO I reaténgm.

THE FDA MEDICAL PRODUCTS REPORTING PROGRAM Page 1 of ié; - FDA Use Only

Form Approved: OMB No. 0910-0291

UF/Dist report * DAL LIS 5.{'0(;1‘&’5',

B 4. PATIENT INFoRMATION [

B C. suseeCT MeoIcATIoNCS) (NS IR

1. Patient identifier|2. Age at event|3. Sex 4. Weight
70 Years lbs
or {1 female or
DOB: [X]) male 7% kgs

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

#1 Aspirin
#2 Diclofenac

I B. ADVERSE EVENT OR PRODUCT PROBLEM [ ]

2. Dose, freguency & route 3.Therapy dates(it unk, cive dur)

\

1. [ 1 Adverse Event and/or [ 1 Product problem #1 325 mg QD PO #1 > 1 year
#2 50 mg BID PO #2 0170572001 - 10/24720C1
2. Outcomes attrib. to event [ ] disability
[ 1 death [ ] congen anomaly 4. Diagnosis for use (indication) 5. Evert abated after
(mo/day/yy) { 1 required intervention to use stoppec or dose
{1 life-threatening prevent perm impair/damage | |#1 reduced
(X] hospitalization - [ 1 other: #2 Low back pain
initial or prolonged #1 [ Iyes [ lro [ IN/A
6. Lot # (if known) |7. Exp. Date #2 [Xlyes [ Iro [ IN/A
3. Date of event 1072472001 14. Date of this Rept 11/06/2007
#1 1 8. Evert reappeared
5. Describe event or problem #2 #2 after reintroduction
Patient presents to the ER 10/24/01 with h/o falling 4-5 9. NOC # for prod problems only
times per day for the past 5 dags. He also reported melena #1 #1 [ Jyes [ Ino [ IN/A
over same time period. He has h/o alcoholism and chronic #2 #2 [ Iyes [ 1no [XIN/A
NSAID use. The patient was diagnosed with a GI bleed and

was transfused with 4 units of PRBCs. NSAIDs were
d{scgn{inued and he was instructed to stop consumption of
alcohol .

10. Concomitant medical products and therapy cates

BN 0. susPECT weDICAL Evice I

1. Brand name

2. Type of device

6. Relevant tests/laboratory data, including dates
See attached data.

3. Manufacturer name & address 4. Operator of Dev.
[ ] Hlth Profes.
[1] lag user/pat.
RECEIVED ' o
r
- 5. Zxpiration Date
6. Wodel# NOV 142001 |
catalog# . If implanted,
l give date
serial#
lot# 8. If removed,
jive date
other#
9. Device available for evaluation? (Do not send to FDA)
[ 1 yes [1no [ ] returned to mfr oa

10. Concomitant medical products and therapy dites

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

M £ (niTiac RepoRTER R

Hiatal hernia, BPH, hypertriglyceridemia, CAD, depression,
alocholism with no h/o DT, HIN, low back pain.

1. Name, address & phone # W

N Ty HOV 1 4 2001

Pharmacy Service (CDD119)
Lexingtog, KY : USA

CTV St g7

MED INFO ASSOC Submission of a report does not constitute an
admission that medical personnel, user facility,

Facsimile distributor, manufacturer or product caused or

Phone:
2. Health 3. Occupation 4. Initial reporter
professional? also sent report
0 FDA
{(X] yes [ ] no Pharmacist (X1res [ Ino [ lunk

Form 3500A contributed to the event.
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-0 Submission of alrefort does not constitute

an admission that medical personnel, user

MEDICATION AND DEVICE facility, distributor, manufacturer or
EXPERIENCE REPORT Page 2 of 2 product caused or contributed to the event.
(continued) _ _
Bl £ FOR USE BY USER FACILITY/DISTRIBUTOR-DEVICES ONLY N |HE *- DEVICE MANUFACTURERS ONLY _
1. Check One 2. UF/Dist report number ||1. Type of reportable event 2. If follow-up, what type?
[ ') user facility [ ] distributor [ ] death [ 1 correctior
— [ 1 serious injury [ ] additional information
3. User facility or distributor name/address [ 1 malfunction (see guid.) [ ] response 10 FDA request
[ 1 other: [ ] device eve luation

3. Device evaluated by mfr? 4. Device manufacture date
(mo/yr)
not returned to mfr.

]

1 yes [ 1 eval summ attach

1 no (attach page to expl.
why not) or provide code:

~——

4. Contact person 5. Phone Number

w
.

Labeled for single use?

[1 yes I'1 no

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

aware of event [] follow-up # r‘] L__ __’

— ws [ )

9 Approximate |10. Event problem codes (ref. to coding manual ) ———
WS R N s
code - N

—_—

device
code

|

7. If remedial action initiated, [8. Usage of davice
11. Report sent to FDA?{12. Location where event occurred check type
[) initial use of device
[] yes [ ] hospital [ 1 outpatient {1 recall [ ] notification | [ ] reuse
[] no [ ] home diagnostic facil. [ ] repair [ 1 inspection [ 1 unknown
(mo/day/yr) [ ] nursing home [ 1 ambulatory [ ] replace [ ] pat. monitor.
[ 1 outpatient surgical facility|| [ ] relabel. [} modification/|9. If action ~eported to FDA
13. Report sent to Mfr. treatment facil. adjustment under 21 USC 360i(f), list
[ 1 other: correction/ramoval rep. num.:
[] yes [ 1 other:
[1 o
(mo/day/yr) specify 10. [ ] Additional mfr. and/or 1. 11 Corrected Data
narrative
14. Manufacturer name/address
B o AL wanuracTURERS [
1. Contact office - name/address 2. Phone number
3. Report Source
(check all that
apply)
[ 1 foreign
[ 1 study
[ 1 literature
[ 1 consumer
[ 1 health
4. Date Rec'd by Mfr. |S. professional
(AINDA# [ 1 user facility
[ 1 company
6. 1f IND, protocol # IND# representative
At [1 di's‘tributor o
PL [ ] other: TR
7.7 of report -
(check all that apply)| pre-1938 [ lyes
oTC { lyes |DSS
[ 15-day [ 115-day product "o gy

[ 110-day [ lperiodic |B. Adverse event term(s)

NOV 1 4 2000

[ 1Init [ J'f’ollou-up

9. Mfr. report number / W77 L

FDA Form 3500A - back




PATIENT: P Confidential

---- CBC & AUTODIFF PROFILE --—-

BLOOD

10/27
2001
10:13

10/26
2001
22:37

10/26
2001
17:23

10/26
2001

11/6/01Page 1 of 4
| STY77

Reference

MCH
MCHC
RDW

PLT
MPV
LYMPH %
MONO %
GRAN §
ECS %
BASO %
LYMPH #
MONO #
GRAN #
EOS #
BASO #

BLOOD

10/25
2001

10/25%
2001

150-450
7.4-10.4

24-44
0-¢6
42-7%
0-10
0-3

1.2-3.4

1.4-€.5
9-.7
0-.2

Reference

MCHC
RDW
PLT
MPV
LYMPH %
MONO %
GRAN %
EOS %
BASO %
LYMPH #
MONO #
GRAN #
EOS #
BASO #

BLOOD

MCHC
RDW
PLT
MPV
LYMPH %
MONO %
GRAN &
EOS %
BASO %

1 ST477

Reference

Ranges

14-18
42-52
80-94
27-31
32-36

150-450
7.4-10.4
24-44
0-6
42-75
0-10
0-3

10/26
2001
07:00 Units
8.1 K/ cmm
3.5 1, M/cmm
11.1 L g/dL
31.7 L %
89.6 £l
31.3 H Pg
34.9 g/dl
14.3
324 K/cmm
7.9 um3
%
%
%
]
%
k/cmm
k/cmm
k/cmm
k/cmm
k/cram
10/24
2001
22:24 Units
20.9 H ¥K/cmm
2.73 L M/cmm
8.8 L g/dL
25.4 L ]
93.1 £1
32.2 H pg
34.6 g/dl
13.1
335 K/cmm
7.5 um3
%
$
2
3
3
k/cmm
k/cmm
k/cmm
k/cmm
k/cmm

Il

i

150-450
7.4-10.4

24-44
0-6
42-75%
0-10
0-3

1.2-3.4
1-.6

1.4-6.5
0-.7
0-.2

|

lin

SS
NOV 1 4 200



PATIENT: -Conﬁdential

LYMPH #% 2.1 k/cmm 1.2-3.4
MONO # .8 H k/cmm 1-.6
GRAN # 7.7 H k/cmm 1.4-6.5
EOS # .4 k/cmm 0-.7
BASO # .1 k/cmm 0-.2
=~=-= CHEMISTRY SERUM PROFILE ----
SERUM 10/26 10/24 10/24

2001 2001 2001

07:00 10:08 10:08 Units
NA 139 141. mmol/L
K 4.0 3.8 mmol/L
CL 113. H i1 mmol /L
co2 20. L 18. L mmol/L
GLUC 84 w110, mg/d1,
BUN 17. 50. H ng/dL
CREAT 1.1 1.7 H mg/dL
ANT GAP 6.0 12.0
AST 18 25, I0/L
ALT 20. 22, I0/L
ALK P 78. 88. 10/L
GGT 31. 39. 10/1,
T PROT 5.8 1, 7.1 gm/al
ALB 3.0L 3.9 g/dl
T BILI 0.2 0.1 mg/dL
BIL,DIR rg/dl
BTL, UNC mg/dil
ca mg/dL
PHOS ng/dl,
MG 2.1 mg/dL
ALC mg/dl
aAMY 60. u/L
LIP 254, v/L
URIC mg/dyL
PREALBU mg/dil
KETONES
OSMOL mosm/ kg
IRON ug/dl
TIBC ug/dl
SFE SAT L
FERRITI ng/nL
B12 pg/ml
FOLATE ng/ml
B12-RIA pg/mL
FOL~RIA ng/mL
Comments: a

a. Evaluation for GGT:

11/6/01Page 2 of 4

| ST477

Reference

135~145
3.5-5
95-111
22-31
65-170
7-21
.5-1.5%
2.99-19.1
5-42
7-60
38-126
15-73
6-8.3

Effective 1/14/99 GGT reference range change to 15-73 ru/1.
Patient GGT values may be up to 20% lower than previous

methodology.
~=-~ MICROBIOLOGY =~e=-
Accession: MICRO 01 6267
Collection sample:
Site/Specimen:

Test(s) ordered: H PYLORI SCREEN
* BACTERIOLOGY FINAL REPORT => Oct 27, 2001
Bacteriology Remark(s):

UREASE NEGATIVE 10-27
lndiviadual Safe

T

241 *

|STY77

Received: Oct 26,
GASTRIC MUCOSAL BIOPSYCollection date:
GASTROTNTESTINAT. MOCOUS MEMBRANE

TECH CODE:

2001 12:49
Oct 26, 2001 12:49

(UREASE TEST) completed: Oct 27, 2001

1622

DSS
WOV 1 4 2001
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PATIENT: (P Confidential 11/6/01Page 3 of 4
L /SIH7T
CONFIDENTIAL NON-ENDOSCOPIC REPORT
PROCEDURE DATE/TIME: 10/26/01 09:14

PRE-EVALUATION: AVAILABLE MEDICAL RECORDS AND HBALIH
SUMMARY WERE REVIEWED. A BRIEF HISTORY (INDICATION) AND
REVIEW OF SYSTEMS OF MAJOR AREAS WERE OBTARTNED,
INCLUDING DRUG/LATEX ALLERGIES, SUBSTANCE ABUSE,
ANRLGESTA/SEDATION/ANESTHESIA DRUG REACTION,
FOOD/SUBSTANCE /MEDTCATIONS TAKFEN TODAY, RESPTRATORY,
CARDIOVASCULAR, NEUROLOGIC, AND OTHER DISORDERS.
FINDINGS WERE DOCUMENTED IN ANALGESIA/SEDATION RECORD.
A DIRECTED PHYSTCAL EXAM INCLUDING ATRWAY, RESPTRATORY
AND CARDIOVASCULAR AREAS WAS DONE. FINDINGS WERE
DOCUMENTED IN THE SEDATION/ANALGESIA RECORD. THE
PATIENT WAS FOUND TO BE FIT FOR ENDOSCOPY AND
SEDATION/ANALGESLA, WITH POTENT.AL BENEFI'TS EXCEEDING
RISKS. SEE IV CONSCIOUS SEDATION RECORD FOR FOCUSED
HISTORY/INDICATTION, TNDICATION FOR PROCEDURF. AND
SEDATION/ANAGELSIA, REVIEW OF SYSTEMS, PREVIOUS
SEDATION/ANAGELSIA OR ANESTHESIA COMPLICATIONS,
ALLERGIES, CURRENT AND TODAY'S MEDTICATTONS, PHYSTCTAN
EXAM OF LUNGS, AIRWAY, HEART, RISK (A.S.A.) AND
RISK/BENFFIT ASSESSMENT.

CONSENT: AFTER EXPLANATION OF THE INDICATIONS,
POTENTIAL COMPLICATIONS, AND AVAILABLE ALTERNATIVES FOR
THE PROCEDURE AND SEDATTON/ANALGRSTA, AND AFTER GTVING
OPPORTUNITY FOR QUESTIONS, INFORMED CONSENT WAS
OBTAINED FROM THE PATIENT.

PREPARATION: PULSE, RESPIRATORY RATE, BLOOD PRESSURE, %
OXYGEN SATURATION, RESPONSE TO VERBAL COMMANDS, AND
VASO-MOTOR SKIN RESPONSE WERE MONITORED,

MEDICATIONS: BEFORE AND DURING THE PROCEDURE,
MEDICATIONS WERE CAREFULLY TITRATED TO A TOTAL OF: -
DROPERIDOL 10 MG IV BEFORE THE PROCEDURE - FENTANYL 100
MCG IV BEFORE THE PROCEDURE - VERSED 2 MG IV BEFORE THE
PROCEDURE

PROCEDURE: THE ENDOSCOPE WAS PASSED WITH EASFE UNDER
DIRECT VISUALIZATION TO THE 2ND PORTION OF THE
DUODENUM. RETROFLEXION WAS PERFORMED,

FINDINGS: HYPOPHARYNX: THE HYPOPHARYNX APPEARED NORMAL.
ESOPHAGUS: THE ESOPHAGUS WAS NORMAL IN APPEARANCE AND
THERE WAS NO EVIDENCE OF ESOPHAGTTTS, INTRINSTC MASS,
EXTRINSIC COMPRESSION, ESOPHAGEAL VARICES, RING, WEB,
STRICTURE, MOTOR DISTURBANCE, BARRETT'S EPITHELIUM,
DIVERTICULA, OR BLEEDING. GE-JUNCTTON: STOMACH: THFRF
WAS A SINGLE NON-BLEEDING PALE CRATERED ULCER AT THE
PYLORUS WHICH SHOWED NO STIGMATA OF RECENT HEMORRHAGE.
A BIOPSY WAS OBTAINED AND PLACED IN CLO TEST AGAR.
THERE WERE A FEW NON-BLEEDING SUPERFICIAL ULCERS IN THE
ANTRUM WHICH SHOWED NO STIGMATA OF RECENT HEMORRHAGE.
PYLORUS: THE PYLORUS APPEARED NORMAL. DUODENUM: THERE

inaiviqual >AareLy Re Ol'"l.ll | m DSS

I

#3824 176-X-00-05# NOV 14 200
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PATIENT: Y Confidential 11/6/01Page 4 of «.

-_r- ’
T4
WAS A SINGLE NON-BLEEDING SUPERFICIAL ULCER IN THE 2ND

PORTION OF THE DUODENUM.

IMPRESSION: 1. THE HYPOPHARYNX APPEARED NORMAL. 2.
THE ESOPHAGUS APPEARED NORMAL. 3. SINGLE NON-BLEEDING
PALE ULCER AT THE PYLORUS. 531.3. 4. A FEW
NON-BLEEDING SUPERFICIAL ULCERS IN THE ANTRUM. 531.3.
5. THE PYLORUS APPEARED NORMAL. 6. SINGLE
NON-BLEEDING SUPERFICIAL ULCER IN THE DUODENUM.

RECOMMENDATION: - FOLLOW-UP ON THE RESULTS OF THE CLO
TEST. - BEGIN TAKING THE FOLLOWING MEDICATIONS: -
PROTON PUMP INHIBITOR THERAPY -~ AVOTD NSATDS/ASA. -
REPEAT EGD 8-10 WEEKS TO CHECK ULCER HEALING PERFORMED
idua

‘ “ 'ﬂ msaf“em «Iml ““mmll
24176- X—OM 06%

DSS
NOV 1 4 2001
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Approved £y FIIA oa 0928 48

WWS
roLaIT For use by user-facilities, Mie report e ) )
AN e M A butors and manufacturers for Srzl-098.l-M0108799
! Pm . 5t report #
*3825163-8-00-01% Page o 4 —

C. Suspect medication(s)
. Name (give labeled suength & mfi/labeler, if known}
#1 ATORVASTATIN (ATORVASTATIN)

#2 (NIACIN) (NICOTINIC ACID)

Conpt,
2. Dose, frequency & route used 3. Therapy dates  (if unknown, give duration)
" e . #1 10 mg (Daily) , Per Jrom/ie (ar bey es1limate)
' X E Adverse event snd/or E] Preduct p (cg., Ifur ) oral ® 03/ /97 - / /o1
2. On ibuted to adv t : # Unknown
; (check all that apply) ° e Ddi“bimy ‘ {(Unknown)  Per # 03/ /00 - /. /01
; 4. Diagnosis for use  (indication) 5. Event abated after use
[ dewt g congenital anomaly #1 CORONARY ARTERY BLOCKAGE stoped or dose reduced
) | matdeyiyr) D required intervention to prevent
D life-threatening - damag 0 [y D nm E doesn't
B N iniial o E i i * CORONARY ARTERY BLOCKAGE — apply
- initial or prolong other: —_— ]
P Impt.. Med, Event p p— ; - L2 D)es D no E] doesnt
. Lot# (ifknown) . Exp. date (if known) applv
3. Dateof ¢ Date of L4 L 8. Event rea red after
f*ﬂ , Unknown :z:xﬂ 11/12/01 "'mﬂJ:“
ma/day’yy ren on
¥
5. Describe event or problem " 2 #t [Jwei [Im Be] doesnt
9. NDC#- for product problems only (if known) __aply

This male consumer with a history of taking
Aspirin (acetylsalicylic acid) for an
unknown reason, Prevacid (lansoprazole) for
acid reflux disease, allergic rhinitis and
chronic sinus problems, back surgery in 1978
with residual back pain and being celibate
for many years was started on Lipitor
(atorvastatin) 10mg daily in Mar97 after a
heart scan showed an unspecified amount of
blockage. On an unknown date, unclear if

' before or after starting on Lipitor he
experienced emotional lability, urinary
frequency and urgency, malaise, and dry
skin. 1In Oct$7 his low-density lipoprotein
levels dropped. On an unknown date Ginkgo
Biloba was started to treat his malaise
described as low energy level which he
suspects was due to caring for his
chronically ill wife. 1In Mar99 he developed
bleeding in his colon and was hospitalized
for colon surgery. In Mar99 he had 2.5 feet
of colon removed because of the bleed. He
suspects Aspirin and Ginkgo Biloba use
contributed to his bleed and the Ginkgo
Biloba was discontinued and the Aspirin was
stopped due to his bleed. In Mar99 after

surgery for the bleed in his colon, gs
ont

6 Reh Mab

Mars7:
Heart scan showing unspecified amount of
blockage

ydats,  including dates

Oct97:
Low density lipoprotein levels dropping

Mar0o0:
Angiogram showed 40 percent blockage

#2 E:s D n E g;?;f;“

10. Concomitant medical products
1)} (LANSOPRAZOLE)

and therapy dates (exclude treatment of event)
Storped

Unknown -

L. Contact office - name/address (& miring site for devices) 2. Phone number
WWS (212)573-3129
PFIZER PHARMACEUTICALS 3. Report source
235 EAST 42ND STREET (check ll that apply)

NEW YORK NY 10017

7. Other red history, including pr ig medlcal conditions
pregnancy, smoking and alcoho! use, hepatic/renal dysfunction, etc.)

Residual back pain (present):
in 1978

Allergic rhinitis with chronic sinus
problems (present): Has had for over 40
years

Acid reflux disease (present):
a number of years took Prevacid
Celibacy (past): Previous 19 years due to
wife's 1llness

(e.g., allergies, race,

Back surgery

Has had for

UsA D foreign
( Initial Unit ) [ sy
E] litzrature
m censumer
D hu:_l.h ioral
professiol
4. m’r;c)elvedbymnufumnr (S'A)NDAﬁ _ . )
11/05/01 D user facility
IND #
— D company
6. I{IND, protocol # PLA# represerilative
pre-1938 D ves [:] distributor
7. Type of report D other:
{(check all that apply) orc D ves
Sda 152 d —_—
I:I Y m Y 8. Adverse event term(s)
O 10dy O periodic 1) EMOTIONAL LABILITY
2) URINARY FREQUENCY
B wiss O followaps —_ | 3) MALAISE
4} DRY SKIN
9. MIr, report number 5) DECREASED 1D.
001-0981-M0108799 6) HEMORRHAGE CoLON
7) ECZEMA

I

USA

Phone # (ENEENGD

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

3500A Facsimile contributed to the event.

2. Healh professional? 3. Occupation . 4. Initial reporter ako
set report to FDA
Ow &w N/A Cioyes O no B wm

NOV 1 4 2001



Al y mﬂ'l—ud'l'cu,

L

A. Patient information

IVEWE

il

In confidence of birth:

B. Adverse event or product problem
[J Product problem

ll.DAMnemu and/or

(e.g., defects/malfunctions)

WWS .
For use by user-facilities,

ibutors and manufacturers for

TANDATORY reporting

Page 2__ of 4 _

C. Suspeet medication(s)

1. Name (give labcled strength & mirdabeler, if known)
# (ZESTRIL) (LISINOPRIL)

Approsed 1 FUA om 0431004

M repert # 1
001-0981-M(108793

LF/Dist report »

FDA Use Only

M

(PRILOSEC) (OMEPRAZOLE)

2. Dose, frequency & route used
# 2.5 mg

3. Therapy dates  (if unl nown, give duration)
Trom/te [or best estimate)

(Daily) A Per oral 03/ /0C_- .0/29/01
2. Outcomes attributed to sdverse event #“ Unknown .
! (check all that apply) [ gisabitiry (Unknown) Unknown * Unknown - .1/04/01
| : 4. is for (indication) 5. Event abated after use
tal I Diagnos] use
| [ deann D“"‘F‘"' » nomaly # CORONARY ARTERY BLOCKAGE stopped ar dose reduced
| | | \eeldmyiyr) D required intervention to prevent
o0 life-threatening permanent impairment/damage rr) 1D REFLUX w3 [Jyes 0w &l doclsn‘l
ACID apply
l [ hospitatization - initial or profonged O other:
] P~ - Lo D ves D no E doesn't
6. i 7. if ki apply
3. Date of 4. Date of ”31-0”‘ (ifknown) “ Exp. date  (if known) apply
event this report 8. Evint reappeared after
(me/dayryr) {weidaytyr) reintroduction
# #
5. Describe event or problem 0 [y Om B docsnn
9. NDC#- for product problems only (if known) apply
L] ves n doesn't
U= 0 &l apply
10. Concomitant medical products and therapy dates (exclude u eatment of event)
: 1. Contact office - name/address {& mfring site for devices) 2. Phone number
3. Report source
(check all that apply)
D foreign
D study
D literature
D conswmer
0 he:n}'h |
4. Date received factu 5. prolessional
(mo/daylyr) by manu rer (A)NDA # _—
[ user Bcitiry
6. Rek A y data, including dates IND # D \pany
tative
6. 1 IND, protocol # PLAE fepresen
distributor
pre-1938 D yis D " d
7. Type of report D other:
{check all that apply) ot [ »s
product
[ sy [ r15-ay —
‘ 8. Adverse event term(s)
; [ 10dy [ periodic
D Initial D follow-up¥ ____
7. Other history, incleding preexisting medical conditions (c.g., allergies, race, 9. MIr. report number
pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)
|. Name, address & phone #
L3
[}

Subwmission of a report does not constitute an

that medical per

i, user facility,

distributor, manufacturer or product caused or

3500A Facsimile

contributed to the event.

2. Health prefessional? 3. Occupation : 4. Initlal reporter abo
{ seat report to FDA
Dws Dno - Dye5~-'DMDunk
e

NOoV 1 4 2001



Approve | by FDA sa 09 260¢

WWs .
illaiviquai dareLy mreport For use by user-facilities, Mt reper q
witors and manufacturers for ‘(”wonj- 0381-M3208799
. . report ¢
ANDATORY reporting
* _00_6 * Page 3—-— of L FDA Lise Oniy

A. Patient information C. Suspect medication(s)

|. Name (give labeied strength & mfi/labeler, if known)
# (ASPIRIN) (ACETYLSALI CYLIC ACID)
# (GINKGO BILOBA) (GINKGO BILOBA)
Cant:
B. Adverse event or pro(luu problem 2. Dose, frequency & route used 3. Therapy dates  (if uncnawn, give duration)
. #s Unknown frem/to (or best estienate)
1 [ Adverse event wndor [ Productproblem (e, defectsimalfunciions) (Unknown) , Per # Unknown - 33/ /99
2. Outcomes attributed to adverse event # Unknown
(chock all that apply) [ disabitiey (Unknown}  Unknown % Unknown - 33/ /g9
: 4. Diagnosis for use (mdlcnnon) 5. Event abated sfter use
[ desth CJ congenia womaly #s CORONARY ARTERY BLOCKAGE stonped or dos: reduced
D . | (matdaytyr) D required intervention to prevent
life-threatening permanent impairment/damage 2 S L& E s D o E] d°'ls"‘
i apply
' [ hospitalization - initial or prolonged O other: MALAISE %o [ -
yes no oesn
6. Lot# (if known) 7. Exp. date  (if known) apply
3. Date of 4, Date of
[ event this report s s 8. Evint resppeared after
{wwrdayryr) {maldaylys) pm “ reir troduction
5. Describe event or problem s D’“ e &) doesn"
9. NDC#- for product problems only (if known)
#6 Dyzs D n m docfnl
10. Concomitant medical products and therapy dates (exclude ycatrient of event)
1. Contact office - name/address (& miffing site for devices) 2. Phone number
3. Report source
(check all that apply)
D foreign
D stdy
D literature
D consumer
[] heath
4. Date received by manufacta s, professional
ey Y At DA ~ 1 1 won
user facility
6. Relevant testa/laboratory data, including dates IND # —_— D company
6. If IND, protocel # PlA¥ reprEsenlative
distribul
pre-1938 D - D istributor
7. Type of report D othet;
(check all that apply) orC [ »
product
] s-day O 1s-day _
8. Adverse event term(s)
0O 10dsy [ periodic
D Initia) D foliow-up# ___
7. Other relevast history, incloding preexisting medical cenditions (¢.g., allergies, race, 9. MIT. report sumber
| pregnancy, unohnglndnlcoholuse,h:pmc/mmldysﬁmcmnc)
}
1. Name, address & phone #
i
1
|
i
|

Submission of a report dees not mmm an 2. Heakh professional? 3. Occupation - 4. Initial nporiem
d that medical el, user facllty, % ch report o FD.
distributor, manufacturer or product caused or D yes D no D yes D ro D unk
3500A Facsimile contributed to the event, ¥

OV 1 4 2001



urure L1004V AU

W

Continuation Sheet for FDA-3500A Form

B. Adverse event or product problem

B.5 Describe event or problem (Cont...)

developed a full body rash described as eczema.

new cardiologist ran a routine angiogram which showed 40 percent blockage.
this 40 percent blockage is more or less than the
Zestril

Mar00 Niacin (nicotinic acid),
more aggressively treat his blockage.
(omeprazole) to

40mg daily and Niacin was
In 2001,
had decreased libido.
libido.
decreased libido. After
improved and his libido increased.
impotence and decreased libido.

have improved described as lessening of his allergic rhinit
and awakenings at night,
decreased urinary frequency and urgency, lessening malaise,

decreased frequency of headaches

suspects since all these events improved when the Lipitor was decreased the Lipitor
The patient suspects Zzest
He suspects Prilosec and Ni

impotence and decreased libido.
his impotence and decreased libido.

C. Suspect medication (Cont...)

Seq No.
C.1 Suspect medication
C.2 Dose, frequency & route used

C.3 Therapy Dates (or duration)

Seq No.
C.1 Suspect medication
C.2 Dose, frequency & route used

C.3 Therapy Dates (or duration)

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
Dose, frequency & route used

G. All manufacturers

8. Adverse event term(s)

8) CORONARY ARTERY BLOCKAGE

9) HEADACHES

10) WORSENING RHINITIS

11) INCREASED WAKEFULNESS

12) UNSPECIFIED SIDE EFFECTS
13) IMPOTENCE

14) DECREASED LIBIDO

15) URINARY URGENCY

16) WORSENING CHRONIC SINUSITIS

treat his acid reflux.
to his worsening allergic rhinitis and chronic sinusitis.
and chronic sinusitis caused him to wake
stopped because he did not like the way it made him feel,

restarted again in order to more
after his wife died he developed
On 290ct0l Zestril
On 300ct0l Lipitor was decreased

On 04Nov(1,

t2) / /o1 -

:5
:(ASPIRIN)(ACETYLSALICYLIC ACID)
:1) Unknown (Unknown) , Per oral

L
=

=
&

Page 4
Date of this report : 11/12/01

(lisinopril), Aspirin and folic acid

Mfr. report # : 001-0981-M0108799

blockage shown on the Mar97 blockage.
were started to

In Mar00 he switched cardiologists and the
It is unknown if

In

On an unknown date Prevacid was switched to Prilusec
In 2000 he experienced headaches which he attritutes

up more during the night.

Niacin and

1
: ATORVASTATIN (ATORVASTATIN )
$2) 40 mg (Daily),Per oral

3) 20 mg (Daily),Per oral

t2) / /01 - 10/30/01

3) 10/30/01 - ongoing

: 2
: (NIACIN) (NICOTINIC ACID)
: 1) Unknown (Unknown) , Per oral

2) Unknown (Unknown) ., Per oral

11/04/01

2) Unknown (Unknown),Per oral

$2) 03/ /00 - Unknown

-
: (LANSOPRAZOLE)
¢ 1) Unknown

L)

The worsening allergic rhinitis
In 2001 Niacin was

In 2001 Lipitor was increasec. to
aggressively treat his blockzge.
a relationship and discovered he was impotent and
was stopped because of his impotence and decreased
to 20mg daily because of his impotence and
discontinuation of Zestril and decreasing the Lipitor his impotence
Prilosec were discontinued die to
e has been experiencing for years
is and chronic sinusitis,
improved emotional lability,
improved moisture in his skin,
The patiesnt

must

-

ril contributed some to ais
acin was also contributing to

NOV 1 4 2001



Merck Human Heaith Division

For use by user-facilities,
ributors and mapgfacturers for

’llmmimm milm”mm} ‘mﬂl’ I“ﬂ[‘ﬂ][" “‘Im "‘Il ”l‘ ‘m
*3829487-X-00-01%

Merck Facsimile of FDA Frrm 3500A
Approvec by FDA  (16/21.93)

MANDATORY feparting Mir seport ¥ WAES 01114006
Page 1 B 4'-‘4‘! UF/Dist report ¥
ar~ i Rl ! f FDA Use Onl
) Wi L Ll
A. Patient information C. Suspect medication(s) _
1. Paben! identitier 2. Age al time 3. Sex 4. Weight 1. Name {gwe Iabeled strength 3 mit/iabeier, i kncwn)
of event: , .1
- o™ 56 years cerare INJ AGGRASTAT Unk
I Unk i i i
- Date of [:] " * 2 infusion (form) hepanrlw Unk - . ;
in conlicence Binth: o {Continued on Additional Page: |
2. Dose, lrequency & route used 3. Therapy cates [Iromvto. | i unxnown, grve gurator,)
B. Adverse event or product problem .
i @ Adverse event  and/or D Product prodlem ( e.g.. defecis/malfunctions, 1 UnkUnk/v v 07/31/01 - 08/01/01
2. Outcomes attntuted to adverse event . #2 Unk/Unk/1V ¢2  Q7/31/01 - 08/02/01
{check ail that apply) D disability
4. Oiagnosis for use (indicaton) 5.Event abal2¢ after use S1oppeg of Jose
D death ___ D congenital anomaly ¥1 acute myocardial infarction ‘emfe:“' o WA nk

(mo/oayiyr)

required intervention to prevent
D life-threatening D q o

permanent impairment/damage
hospitalization-initial or prolonged other: important medical

0 0 % 0O

#2 acute myocardial infarction

3. Date ot event

imoigaviyn 08/01/01 | *Oateal s repor 11/15/01

{mo‘daviyr!

5. Describe event or prodlem

& Multicenter, Randomized, Controlled., Double-Biind
Trial to Investigate the Clinical Efficacy and
Tolerability of Early Treatment with Simvastatin 40 - mg
aily for 30 days, Followed by Simvastatin 80 mg Daily
Thereafter in Tirofiban-Treated Acute Coronary Syndrome
Patients who have been Randomized to Receive Eroxaparin
or Unfractionated Keparin in Conjunction wich Aspirin,
and in Optimally-Treated ST Elevation Acuce Coronary
Syndrome Patients

Information has been received from an investigator
concerning & 56 year old female with acute myocardial
infarction who entered a study, title as stated above. On
3I1-JUL-2001 the patient entered the A-phase of the trial
and was placed on therapy with injection
(form) (start 31-JUL-20C1 through 01-AUG-2001) for:the
treatment of .acute myocardial infarction- (dose not
reported). Concomitant therapy included heparin (start
31-3GL-2001 through 02-AUG-2001) and aspirin. On
01-AUG-200. the patient ‘experienced chesrt pain, absence
of pulse lower extremity, cath size bleed and hematuria.

(Continued on Additional Page)

6. Lol ¥ (i known) 7. Exp date (if kown:
#1 LR

2] 0O X O

8. Event reacpeared afle” ‘e nroductior

2 #2 ik

200 3 0O
«0 0 % 0O

9. NOC # - for product probiems only (it known)

Unknown

10. Concomitart mecical Droducts ard therapy cates (exciLges re 3t i of eventj

G. All manufacturers

2. Phcne Number
(484)344-2416

1. Contact office - name/address

Merck Human Health Division
Merck & Co., Inc.

P.O.Box 4

West Point, PA 19486-0004

3. Repent scurce
(check ail that apply}

D foreizn
study
D literature
D consumer

ATTN: Worldwide Product Safety

6. Relevant tesisfaboratory data. including cates

Refer to Additional Page

heaitn
professiona;

4. Date receved by manufacturer 5 20012
{mo/daylyr) 11708701 ANDA #2012 user faciity
o R | [ comeany
6. I IND, protocel # PLA # representative
; aistrisutor
1800018 petos [ ] yer | L o
7. Type ct report oTc D oiher

D S-day 15-gay product D yes
D 10-cay D perodic
initiat D Follow-up# —_—

3. Mfr. report numper
WAES 11114006

7. Other ‘elevant history, inciuding preexisung medical conditons
{e.g.. allergwes,race.pregnancy, smoking and alcoho! use, hepate/renal dysfunction, etc.)

CONCURRENT CONDITIONS: acuce myocardial infarction

o~ ’) ‘-\A‘:«\‘ L‘

vt
5

B. Advetse event term(s)
PERZIPHERAL PULSE ABSENT; 2NSMIA: CATHETER SITE
BLEEDING: CATHETER SITE BLEEDING; VENTRICULAR
TACHYCARDIA; CHEST PAIN; UPPIR GASTRCINTESTINAZL
HEMORRHAGZ; HEMATURIA

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

FDA

E. Initial reporter
1. Name, acdr; phone #
- -

e e—— 12N
W

Nov 21 200%

3 Cecuzatizn < Iratal sezorier aisc
sentragon 1 FCA

2 Heazitn professiocal”

X] vee

_—

D NO MD. Dyes D nc E Lnk




Wﬂiﬁi{“‘“‘iﬁ‘lﬂj\i Ui

87-X-00-02%

On 02-AUG-2001- the patient experienced hematemesis, anem:a and {another) cathk site bleed. Ths
anemia and absence of peripheral pulses caused prolongation of hospitalization. On 02-AUG-2301, the
patient underwent: 1. Aortogram, 2. Selective right iliac angiography, 3. Right iliac artery
angioplasty, 4. Right iliac artery stenting, resultirg in successful endovascular intesventisn tco a
right lliac artery dissection restoring normal Zlow with ballocn angioplasty and stenting. On
C6-AUG-2001 the patient experienced ventricular tachycardia and hospitalization was prolonged.
Subsequently, the patient recovered from chest pain, absence of pulse lower extremity, cath site
bleed, hematuria, hematemesis, anemia, the second episode of cath site bleed ard ventricular
tachycardia. This patient did ot enter the 2-phase of the trial. The reporting invest gatcr feit
that anemia, cath site bleeds, hematuria and hematemesis were related tc study therzpy and tiat cae
chest pain, absence of pulse lower extremity, and vertricular tachycardia were ror.

Chest pain, cath site bleed, hematuria, hematemesis and ca-h site bleed were considered to be an
other important medical event.

Relevant laboratory values included the Zcllowing: .

31-Jul-2001 blood hemoglcbin test 12.8 gm/cl 12.0 to 16.0

01-Aug-2001 blood hemoglobin test 1.5 gm/él 12.0 to 16.0 Low

01-Aug-2001 blood hemogiobin test 11.7 gm/dl 12.0 to 16.0 Low

Cl-Aug-2001 blood platelet count 204

Cl~Aug-2001 blood hemoglobin test 10.6 gm/dl 12.0 to 15.C Low

C1l-Aug-2001 blood platelet count 18é&

Cl-Aug-2001 blood platelet count 198

02-Aug-2001 blood hemoglobin test 10.4 gms/él 12.0 to 16.C Low

02~-Aug-20C1 blood hemoglobin test 10.1 gm/dl 22.0 to 16.C Low

02-Aug-2001 blood hemoglobpin test §.8 gm/dl 12.0 to 15.C Low

C2~Aug-2001 blood hemoglobin test 9.7 gm/Al 12.0 to i6.0 Low

02-Aug-2001 blood platelet count 143

C2-Aug-2001 blood piatelet countc 187

03-Aug-2001 blood hemoglobin test 5.0 gm/dl 12.03 to 16.0 Low

03~Aug-2001 blood platelet count 14>

04-Aug-20C1 blood hemoglobin test £.3 gm/dl 12.0 to 16.0 Low

04-Aug-2001 blood platelet count 139 Low

04-Aug-2001 blood hemoglobir tes: 10.2 egm/d:l 12.0 to 16.0 Low
S-Aug-2001 blood hemoglobin test iC.S gm/dl 12.0 to L€.0 Low

05-Aug-20C1 blood platelet count 185

06-Aug-2001 blood hemoglobin test 10.8 gm/dl 12.0 to 16.0 Low

36-Aug-2301 blood platelet count 212

07-Aug-2001 blood hemoglobin test 10.9 gm/dl 12.0 to 16.0 Zow

C7-Aug-2001 blood hemoglobin test 11.4 gm/dl 12.0 to 16.9 Low

07-Aug-2001 blood platelet count 210 'Y

07-Aug-2001 blood platelet count 224 -

08-Aug-2001 blood hemoglobin test 11.1 gm/dl 12.0 to 16.0 Low

28-Aug-2001 blood platelet count 235

€. Relevant tests/laboratory data, including dates

DIAGNOSTIC TEST
Tests Date Vaiue Unit Nomial Range
angiography 08/02/01

Comment: right iliac artery normal flow restored with balloorn angioplasty and -stenting

peripheral arzerial angioplasty 08/s0z/C1
Comment: right iliac artery normal flow restored with ballcon angiopiasty and stenting

vascular stent placement . 08/02/01
Comment. righ:t iliac artery normal flow restored with balloon argioplasty and.scenzing

transfemoral aortegraphy 08/02/01
Comment: right iliac artery normal fiow restored with balloon angioplasty and sterting

LABORATORY RESULTS

Tests Date Value Unit Normal Range

~emoglobin ' 07/31/01 12.8 gm/d: 12.0 - 16.2

hemoglobin . 08/01/01 , » 11.5 gm/a:z 2.0 - 16.2
Comment: Low R

hemoglobin e 08/21/01 11.7 gmsa: 12.0 - 16.¢C
Comment. Low L Y

nemcglobin ' aglls 08/01/01 10.6 gm/&l 12.¢C - 16.G

Comment: Low N
platele: count ne 05/01/¢2 2N0V 2 l 2001

plLatele: count 08/0is01 198



Page

platelet count
hemoglobin
Comment: Low
hemoglobin .
Comment: Low
hemoglobin
Comment: Low
hemoglobin
Comment: Low
vlatelet count
platelet count
hemoglobin
Comment: Low
platelet count
hemoglobin
Comment; Low
hemoglobin
Comment: Low
rlatele: coun:
Comment: Low
hemoglobin
Comment: Low
platelet count
hemoglobin
Comment: Low
plateliet count
hemoglobin
Comment; Low
hemoglobin
Comment: Low
platelec count
platelet count
hemoglobin
Comment: Low
platelet count

C. Suspect medication(s)

1. Name (Given labeled strength # mfriabeler, if known)
#3 aspirin Unk

2. Dose. frequency & route used
#3 Unk/Unk/Unk

3. Therapy dates (from/to) (if unknown, give duration)
#3 Unk

-

. Diagnosis for use (indication)
#3  Unkrown

5. Event abated atter use stobped or dose reduced

¥Yzs NO N/a UNK
#3 X
6. Lot # (if known)
3
7. Exp date (if known) ) -
#3 : T
) 5 158

3 MFR Report #: WAES 01114006
08/01/01 18¢
08/02/01 10.4 gm/sdl
08/02/01 10.X1 gm/dl
08/02/01 8.3 gm/dl
08/Cz/01 9.7 gm/dl
08/02/01 .87
08/0z2/01 143
08/03701 9.C gm/aL
08703702 142
08,2473 . 8.3 gm/gli
08704701 23.2 gn/dl
08704701 i3¢
08/05/0:2 10.8 gmsdl
08/05/01 : 183
08/06/01 10.8 gm/ad.
08/06/01 212
08/07/01 10.9 gm/al
08/07/C1 11.4 ¢gm/sal
¢8/07/0C1 22¢
¢8/07/01 21¢C
08/08/01 21.1 gmsac
08/08/01 23¢

W

Rt
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nov 21 200
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8. Event reappeared after reintroduction
YES NO N/A UNK
#3 X

T

*382948 X 00—0 *

M

Page 4

y 5 700

MFR Report #:

WAES 01114006

{continued)



WAES Number:
Suspect Drug:

~ Evaluation:
Date:

L14dV ALIaL

01114006
L-644,128
anemia

WAES Number

89100368

90011160

90030010

90040665
90100137

91060610

SalELy NEp!

WRHARGLGARRL

(i

Previous Submissions

PAGE

1

04/09/90
02/05/90
03/20/90
03/30/90
03/08/90
03/23/90
04/25/90
10/11/90
07/17/91
06/13/91
07/24/91

NOV 21 200

k



WAES Number:

Suspect Drug:
Evaluation:
Date:

. >

Ij Iilﬂlﬂlﬂ]ﬂﬂ

01114006
L-644,128
catheter site bleeding

WAES Number
01094001

SLy NSV

L

0-06»

Previous Submissions

PAGE 2

Date(s) Sent To FDA
09/21/01 -

Nov 2 1 2004



WAES Number: 01114006 PAGE 3
Suspect Drug: L-644,128
Evaluation: chest pain

Dat?' Previous Submissions
WAES Number ' Date(s) Sent To FDA
86040721 05/06/86
06/27/86
86090182 09/19/86
10/16/86
11/04/86
86100659 i 11/04/86
. 12/17/87
87020021 02/09/87
87040178 04/15/87
87040594 ) 05/01/87
87050143 05/26/87
89090121 09/12/89
12/12/90
01/04/91
89120465 12/18/89
86120742 12/29/89
02/26/90 )
06/13/90
03/14/91
01/08/92
09/28/93
90090194 ’ 09/13/90
09/17/91
91030561 - 07/31/91
09/04/91
09/11/91
91080457 u1/28/92

i

+3829487-X-00-07*

R

W 2 F 7ok NOV 21 2001



WAES Number: 01114006 PAGE 4
Suspect Drug: L-644,128
Evaluation: hematuria

Date: : -
Previous Submissions
WAES Number ' Date(s) Sent To FDA
+ 87060162 06/19/87
89010151 01/10/89
01/24/89
02/08/89
: 04/14/89
89100778 10/31/89
, 12/06/89
90010902 01/30/90
: 09/27/90
91030561 07/31/91
09/04/91
. 09/11/91
91031131 03126/91
05/02/91
91070840 07/19/91

i

LY ‘ UO‘
PORTE o 212



WAES Number: 01114006 PAGE 5
Suspect Drug: 1-644,128
Evaluation: peripheral pulse absent
Date:
Previous Submissions
WAES Number o Date(s) Sent To FDA

None

SareLy nepu

Al i

11U

‘mmu
829487-X

*

5D NOV 21 2001
SR -



WAES Number:
Suspect Drug:
Evaluation:
Détg:

LIIU‘ o Al

v

394

01114006 PAGE ¢

"L-644,128

upper gastrointestinal hemorrhage

Previous Submissions

WAES Number ‘ ’ Date(s) Sent To FDA
00074039 08/08/00

!IJIIM!W\IWI [ilimim

NOY 21 2001

e



WAES Number: 01114006 PAGE 7
Suspect Drug: 1.-644,128
Evaluation: ventricular tachycardia

te:
Da e Previous Submissions
WAES Number ’ Date(s) Sent To FDA
89020246 02/13/89
04/24/89

wLy e

| Jul A

AlIIA VA a4l

M"M

et Nov 21 2001



U.S. Department of Health and Human Services
inaiviaual satrety Report

LR

- ""OLUNTARY reporting of

.et Submission - Page 1 0’6 A

Form Approved: OME No 0910-0291 Expires: 04730/03
See OMB statement on reverse

events and product problems - iakkia
S UORT L e S5a sy

A. Patie ormatic C. Suspect medication(s I
1. Patient identifier |2. Age at time 3. Sex 4. Weight 1. N;me (give labeled strength & mirAabeler, if known)
of event: spirin 325 mg
or 61 Years [(Jtemale] —— tbs #1
Date
In confidence of birth: Hlmae [ xgs | |2 _ i
2. Dose, frequency & route used 3. Therapy dates (if unknwn, give duration)
3. Adverse eve or prod probie iy Iromna (o best estmale)
325 dailyi
. #1 Oral #1
1. Adverse event  and/or D Product problem (e.g., defects/matfunctions) mg
2. Outcomes attributed to adverse event o
{check all that apply) [ disability 2 4
] congenitat anomaly 4. Dlagnosis for use (indication) 5. Event abated after use
D death o ) stopped or dose reduced
4  {moidayAn) [[] required intervention to prevent #
[ iife-threatening permanent impairment/damage #1 []yes [no D%ﬁ@"‘
hospitalization - initial or prolonged other: #2 - T T
. 0 - - - #2 [yes [Jno [:ldoefnt
6. Lot # (if known) 7. Exp. date (if known) apply
3. Date of 4. Date of # "
event 08/14/2001 thisreport 11/27/2001 8. Event reappeared after
{me/dayyr) (mofdayiyn - reintrcduction
S. Describe event or problem #2 #2 .
. . P N . — 4 [Cyes [Jno gggﬁ,ﬂ'
This patient hac.i init :_Lally bgen admitted 9. NDC # (for product problems oniy) . ) Loapely
to r/o bacteremia. His hospital stay was - - 32 [yes [ Jno [jﬁﬁﬁw
complicated due to an episode of

hemoptysis vs. hematemesis. Underwent
work up and ASA discontinued.

6. Relevant tests/laboratory data, including dates

RECEIVED

NOV 2 7 2001

MEDWATCH CTU

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

endstage renal disease; DM

i

10. Concomitant medical products and therapy da‘es (exclude freziment of event)
bisacodyl, CaC03, clotrimazole crean,
insulin, lactulose, lisinopril,

metoprolol, minoxidil, Nephrocaps, NTG
patch,

sevelamer

D. Suspect medical device

1. Brand name

2. Type of device

3. Manutacturer name & address 4. Operator of device

[:] health professional
[] lay user/patient

[] other:

5. Expiration date
6. imov daylyry
model # S

7. Himplanted, give date
catalog # —— «mo’dfyly’) s
serial # S

8. If explanted, give date
ot # . ‘mo fayhyry
other #
9. Device available for evajuation? (Do not send to FD Qo

w?
[ yes [ no [ retumed to manutacturer on*~.

(ma/dayhy

10. Concomitant medical products and therapy daltas (e reaimgnt of evant)
il

E. Reporter (see confidentiality section on bac )
1. Name & address

Hbarmf’
Pittsburgh Healthcare System -122M H-,

718) Highland

Drive
Pittsburgh Pennsylvania 15206
United States ed.va.qgow

FDA Form 3500

CT— 15hass

2. Health professional?

[ yes 1 no

3. Occupation
Pharmacist

4. Also redorted to

[:] manufacturer

5. I you do NOT want your identity disclosed to

0

[] distributor

usier facility

the manufacturer, place an * X * in this box.

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



naivigual aavet

AR IRGTanun 5625

~= ' _)WarcH

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

C10. Concomitant medical products and therap
, simvastatin

dates continued

D10. Concomitant medical products and therap

dates continued

5S
NOV 2 8 200

. .

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.

|5 253



Vs PpaTy B

-

A. Patienti
1. Patlent identifier | 2. Age at time 4. Weight
of event: 74 Years
or lbs
Date
In confidence of birth:

B. Adverse event or product problem
1. E] Adverseevent and/or D Product problem (e.g., defects/matfunctions)

T Jha
Submlssmn - Page 1

"

"tvv'ﬁé ort LUNTARY reporting of
Wﬂl T ———te s
*

2. Outcomes attributed to adverse event o
D disability

(check all that apptly)
[J congenital anomaly

7 geath
] K [} required intervention to prevent
{1 tte-threatening permanent impairment/damage

hospitalization - initial or prolonged ] other:

mo/daylyrh

3. Date of 4. Date o
event (08/28/2001 thlsreport 11/27/2001
(mordayyr) (moldayy)

5. Describe event or problem

This patient presented with c/o
lightheadedness and was determined to be
orthostatic, anemic, and had heme +
stools. Gastric lavage was also heme +.
He was admitted to ICU for transfusions
and work up. He was determined to have
antral and duodenal ulcers.

Form Approved: OMB No. 0910-0291 Expires: 04/30/03
Sevt OMB statemeni on reverse
FDA Use Onty

Trisge unit

. BEE isLasg

T2

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

Asplrln
#2
2. Dose, frequency & route used 3. Therapy dates ({ uriknown, give duration)
franio (o1 best estimate)
#1 #1
#2 #2
4. Diagnosis for use (indication) 5. Event abated after use
# stopped or dose reduced
- % .ye< D“O Ddoefnt
#2 R
doesn't
6. Lot # (it known) 7. Exp. date (if known) | *° D"e‘ D"° [ Igsss
" " 8. Event reappeared after
- reintroduction
#2 #2 .
#1 [yes [Jno .gBSFnt
9. NDC # (for product problems only) R
- - 2 Dyeq Dno DappFT‘IY

10. Concomitant medical products and therapy da‘es (exciLde treatment of event)
simvastatin; terazosin

D. Suspect medical device

6. Relevant tests/laboratory data, including dates

RECEIVED

NOV 2 7 2001

MEDWATCH CTU

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

chronic renal 1n<uff1c1ency, BPH;
hypercholesterolemia; EtOH abuse

i fé
SW}I’D ,,-..’a sé
NOV 27 2601

1. Brand name

2. Type of device

3. Manufacturer name & address

4. Operator of device

[] 1ay userpatient

[] health professional

[] other:

5. Expiration date
6. Mo 1aylyr)
model # _ PO,

7. If implanted, give date
catalog # _ imov Jaytyr) ’
serial # -

8. I explanted, give date
fot # . (modayyr
lother #
9. Device available for evaluation? (Do not send to FDA)

D yes D no D returned to manufaciurer on

1. Name & address phone #

Drive
Pittsburgh Pennsylvania
United States ed

E. Reporter (see contidentiality section on back)

VA Pittsburgh Healthcare System -1:2M-H-,

10. Concomitant medical products and therapy dates (exclude tr* ﬂs@em)

NOY 2 g 200

7189 Highland

15206
va.goz

or FAX to:
| vﬁOO-FDA-DI 78

FOA ™" Bl -

FDA Form 3500

Crw- 15k 25¢

2. Health professional?

M vyes []no

if you do NOT want your Identity disclosed to
the manufacturer, place an * X “ In this box.

3. Occupation
Pharmacist

5.

4. Alsoreported to

[
J
1

manufacturer
user facility
d stributor

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



AT

{TH‘& FDA MEDICAL PRODUCTS REPORTING PROGRAM

1 Hatie 0 allo
1. Patgat idemtitiasr [2. Age attime r\’C 3. Sex 4. Weight
of gvent: L i - .
Jfemale = }%;’
In confiderce Date of irth ~ male Kgs
- Agve e eve or prod probie

1..¥'j Adverse gvant and’or ] Product problem (e.g .. defects/malfunctions)

VOLUNTARY reparting
ith professions of adverse
its and product problems

2./ Outcomes attributed to adverse event

Pl

[ lite inrsataning

(Check all that [ disability

t[Deam date: (] congenital ancmaly
(O required intervention ¢ pravent

/ . .
] % Fospitalization - intial or preionged pamanant impairmentdamage

N O other:
3. Dats of (L? 4. Date of
ovent 3\ \ l this report \'\c\ i

FDA Use only

G777

o |

C. uspect medication(s)

1. Name (gwe labeiad strength & mirlabewer if knowrn,
N . .

[ 3%)1‘1LL Voo

#1

42
2. Cosa, frequerncy & route used

3. Therapy datas (if unkrown. g ve curaien)
fromo {of Des: esiimate;

#1 #1

#2 #2

4. Diagnoasis for use (indication) 5. Event abated after use stopped

or cose reduced

#1 #1 Oyes [J no [jdoasn1apply

#2 #2 [Jyes (J no [Jdoasn't apply
6. Lot # (if krown) 7. Exo. date (if xnown) 8. Eveni reappeared after
reintroductiort
#1 #1 —
# [Oyes _ ro [ doesn' apply

2 #2

#2 (Jyes [ no T]doesn't apply

114/4 Gl Bleed (aspmn) 69 year old male presented to
outside hospital with chest pain, mild hypotension,
episode of coffee ground emesis, some confusion,
weakness, hematocrit of 45. Troponin was slightly
elevated at 1.1, elevated PT and PPT. EKG showed
acute ST-T wave changes and he was transferred to this
hospital 6/21. He has history of gout and hypertension.
Ser 1.5, platelets 122. He had subsequent chest pain and
was found to have myocardial infarction. EKG showed
significant ischemia. After admission, he had at least
250cc bright red blood per rectum. INR 1.79, myoglobin
510, troponin 1.01, hematocrit 41. He has no history of
taking Coumadin. He was emergently intubated. He was
unresponsive, pulseless, hypoxic with acidosis, likely
secondary to massive gastrointestinal bleed complicated
by a massive myocardial infarction. He had no history of
gastrointestinal bleed in the past. Treatment of the M}
was to require anticoagulants and so was not done.
Family requested no further heroic measures. He
expired same day after the massive M!.

Home meds included allopurinol, aspirin, Ziac, Zestril.
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[ yes [ e

[] retuned 1o manu‘ach. rer on
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E. Initial reporter
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[ distributor
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Submission of a report does not constitute an admission that medical cersonr s oits T
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A. Patient information C. Suspect medication(s)
1. Pstient identifier {2. Age st time ) . 1. Name (give labeled strength & mfrAabeler, if known)
2] AGRYLIN
#2 PREDNISONE
2. Dose, frequency & route used 3. Therapy dates (it unknown, grve duration)
B. Adverse event or product problem s “:ice . Voo o pas sesmate)
). [NZMvuu event  andlor D Product problem {e.g., defects/maifunctions) ! - Mg Y " 08 June 20 - unknawn
2. Outcomes attributed to adverss event ) 20 mg daily - Kkn:
{check all that apply) % disability #2 [7] unkno:rr'lE : b::d n :twn
— i 4. Di is f ndication) . Eventa after use
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L lfe-threatening permanent impairment/damage 1 Jyes[ Jno _ gogpn?
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3. Date of . of
event 11/uk/01 this report 11/19/01 Ll unknown # unknown 8. Event reappeared after
(mosayiyt) ( unknown —_— reintroduction
S. Describe event of problem #2 i unknown 1" ] yes[ Jno v 288?"’
See Attached 9. NDC # - for product problems only (if known) — PPy
- - #Zayest_l $9y1

Reported Term Coded Term 10. Concomitant medical products and therapy dates (exclude treatment o! event)
albuterol inhaler 2 puffs as needed; Lotensin (benazepril) dose &

therapy dates unavailable; Lipitor (atorvastatin) dose & therapy Jates
unavailable; Norvasc (amlodipine) dose and therapy dates unava lable

perforated peptic ulcer ulcer peptic per

D. Suspect medical device
1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device
[:] health protessiona!
D lay user/patient

{7 other:

5. Expiration date
6. Imordayryr)

del ¥

6. Relevant tests/laboratory data, including dates catalog # £ "' Im",'f"‘m' give data

June 2001 platelet count 684,000 celVmm3; 3 October 2001 platelet count

serial #
251,000 cetl’/mm3; 11 October 2001 platelet count 568,000 cellsymm3
8. H explanted, give date
lot # Yy
other #
9. Device available for evaluation? {Do not send to FDA)
- [:] yes D no [:] retumed to manutacturer on
\mofeayyr)
10. Cor itant medical products and thaap)ﬁales (exciude trdlaiment o' event)

-

7. Other relevant history, including presxisting medical conditions (a.g., allergies,
race, pregnancy, smoking and aicohol use, hepatic/renal dysfunction, etc.)

hemorrhage in Apri! 2001 -~
E. Initial reporter

1. Name, address & phone #

or. .

. —

Submission of a report does not constitute an 2. Health professional? |3. Occupation 4 Initial reporter aiso
admission that medical personnel, user facility, M yes [ no | hematologist sent report to FDA
y og
distributor, manufacturer or product caused or O yes 0] no M unk
FDA Form 35004 (8793) contributed to the event.
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B. Adverse event or product problem
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and manufacturers for US-~0l-107~00
UF/Dist report &

JATORY reporting
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rage A ot ___)_{

[2. Outcomes attributed to adverss event D

{check al that pply) aisabiity
™ D congenital anomaly
L death —
(mo/daylyr) D required intervention to prevent

[ te-threatening permanent impairment/damage

@ hospitalization - initial or prolonged D other:
3. Date of 4. Dats of
event 1 1/uk/01 this n&or‘l 11/19/01
(ma/daylyr) (mo/cay’
5. Describe event or problem
See Attached
Reported Term Coded Term

perforated peptic ulcer ulcer peptic per

6. Relsvant tests/laboratory data, inciuding dates

June 2001 platelet count 684,000 cell/mm3; 3 October 2001 platelet count
251,000 cell/mm3; 11 October 2001 platelet count 568,000 cells/mm3

7. Other relevant history, including preexisting medical conditions (e.g., aliergies,
race. pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)
coronary artery bypass due to ischemic heart disease; hypertension; lower Gl
hemorrhage in Apri! 2001

Form Aporoved: OME No. 910-0281 Expires: 12314
See O stmimeni on reverse

FDA Use Only

C. Suspect medication(s)

1. Name (give labeied strength & mfrlabeler. if known)
L2 ASPIRIN

#2
2. Dose, frequency & route used

3. Therapy dates (if unknown give durator)
tromAo (or Dest eshmalse}

" 325 mg daily " unknown - unknown
#2 #2 -
4. Diagnosis for use (indication) S. Event abaied afier use
opped or dose reduced
#1 unknown o ppor do[_] ®
N1
N Jyes_ nol) e SF
#2 -
6. Lot ¥ (f known) 7. EXp. date (1 known) yos L na i ZogR!
" unknown # unknown 8. Event reappeared atrer
— reintroduction
*2 b ﬂlD yesE HO_] doe nl
9. NDC # - for product probiems only (if known)
- - #ZD yesL noj app

10. Concomitant medical products and therapy dates {exclude trea'me 1t of event;

albuterol inhaler 2 puffs as needed; Lotensin (benazepril) dose &
therapy dates unavailable; Lipitor (atorvastatin) dose & ther.py dates
unavailable; Norvasc (amlodipine} dose and therapy dates uravailable

D. Suspect medical device

1. Brand name

2. Type of device

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

D other:

5. Expiration date
(mo/dayly )

3. Manufacturer name & address

6.

del #
catalog # " IMp'l,rlmd. give date
sarial #
ot ¥ 8. i(' m::’med give dste
jother #

S. Device available for evaluation? (Do not send to FDA)
D yes D no D retumed to manufacturer on S
{ma/dayiyr)
10. Concomitant medical products and therapy daies (exclude trealme ' of event)

«

P

?‘4_,3 . h

E. Initial reporter

1. Name, address & phone #
Or. U
—_— St

Submission of a repart does not constitute an
admission that medical parsonnel, user facility,
distributor, manufacturer or product caused or
contributed to the event.
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Refer to guidelines for specific instructions Page 227 of A- FDA Use Oniy
F. For use by user facility/distributor—devices only H. Device manufacturers only
1. Check ane 2. UF/Dist report number 1. Type of reportabie event 2. ttfoliow-up, what type*
(3 user tacity ] distributor [ gean [ correction
3. User facility or distributor name/address D serious mjury D additional informalicn
D malfunction (see guidelines) D response 10 FDA request
D other: D device evaluation
3. Device evalusted by mir? 4. Device manufacture date
Dnot returned to mir e
4. Contact person 5. Phone Number [Tyes {] evaiuaton summary attached
5. Labeled for single use?
Dno {attach page to explain why not}
or provide code: Oyes [Jno
6. Date user facility or distributor | 7. Type of report 8. Date of this report
became aware of event (moidayyr)
1mesayyr) D nitial 6. Evaluation codes (refer to coding manual)
D follow-up #
. 4 e | H ]
9. Approximate |10. Event problem codes (refer to coding manual)
age of device .
patient - _ -
o -| S I
device _ J - concusions [ ]_r }_r —,_[ j
code i
11. Report sent to FDA? 12. Location where event occurred
i i ion initi . Usage of device
D yes D hespital outpatient 7.  remedial action initiated, 8 g
(ro moideyn [ home g diagnostic facility check type
D nursing home D ambutatory D recall D notification D nitiat use of device
13. Repori sent to manufacturer? : surgicat facility [] reuse
D outpatient D repair D inspection
[yes treatment facility ] unknown
imo/daysyr) other: |
D no " D specdy D repace D panent mondoring 3. H action reported to FDA under
14. Manufacturer name/address [ retaveiing ] moditications 21 USC 3601(!), list corretionremoval
D . adjustment reporting number:
other:

10.[] Additional manufacturer narralive  and/or 11, [:] Corrected data

G. All manufacturers

1. Contact office - name/address (& minng site for devices) 2. Phone number
Tami Martin, RN Esq. 240-453-6400
Regulatory Affairs
* " 3.R $0
Shire Pharmaceutical Development Inc. ‘cf,‘;;?a,, ,:::'app,y)
1901 Research Blvd., Suite 500 |
Rockville, MD 20850 oreg
D study
D literature
D consumer
heatth
4 Date received by manutacturer | 5. professional
k y (AINDA # % D user facilit
11419/01 0 ¥
IND #
6. It IND, protocot # f::rs:::t alive
PLA#
[:I distributor
7. Type of report pre-1938 D yes D other: o~
(check akt that apply) orc D ves -, ~ “* o
U saay ™ 15.0ay product ———— CAel
—_ 8. Adverse event term(s)
i} 10-day O periodic Term/Reported Term/Coded T A TTY
M s ] tolow-up ¥ 0 perforated peptic ulcer ulcer peptic per '
9. Mfr. report number
US0110700 'y
The public reporting burden kor this of hae been 16 avarage one- Reports Clesrance Dtficer, $i3% i
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Form 3500A Attachment Page; orz?g
Case No.: US-01-107-00

Follow-Up Initial

Patient: -

Event Date: 11/uk/01

Report Date: 11/19/01

Other Party TRK #: 27883M1

Suspect Medications 1 aspirin

2
#B-5

Adverse experience: perforated peptic ulcer (ulcer peptic per)
A hematologist provided the following information on 19 November 2001.

‘ a 70-year-old male, developed hemolytic anemia and was started (date unavailable) on
prednisone 20 mg daily. On 8 June 2001 with a platelet count of 684,000 cell/mm3. The
gentleman started treatment for Essential Thrombocythemia (ET) with Agrylin (anagrelide
hydrochloride) 0.5 mg twice a day. His platelet count was 684,000 cel/mm3. On 3 October
2001 his platelet count was 251,000 cell/mm3 resulting in interruption of Agrylin therapy.
Agrylin was restarted on 11 October 2001 when his platelet count was 568,000 cells/mm3. In
November while in Greece, he was admitted to the hospital with a perforated peptic ulcer.

‘medical history included coronary artery bypass due to ischemic heart disease,
hypertension, lower gastrointestinal hemorrhage in April 2001 (INR 3.5 while on warfarin
therapy). Concomitant medications included albuterol inhaler 2 puffs as needed; Lotensin
(benazepril) dose unavailable; Lipitor (atorvastatin) dose unavailable; Norvasc (amlodipine)
dose unavailable; aspirin 325 mg daily.

The reporting physician considered aspirin, prednisone and Agrylin as suspect medications.

Outcome: unknown
Expectedness: unlabeled
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Form 3500A Attachment Paged of @
Case No.: US-01-107-00

Follow-Up Initial

Patient: ‘

Event Date: 11/uk/01

Report Date: 11/19/01

Other Party TRK #: 27883MI

Suspect Medications 1 AGRYLIN

2 PREDNISONE

#B-5
Adverse experience: perforated peptic ulcer (ulcer peptic per)

A hematologist provided the following information on 19 November 2001.

‘ 3

" a 70-year-old male, developed hemolytic anemia and was started (date unavailable) on

prednisone 20 mg daily. On 8 June 2001 with a platelet count of 684,000 cel/mm3. The
gentleman started treatment for Essential Thrombocythemia (ET) with Agrylin (anagrelide
hydrochloride) 0.5 mg twice a day. His platelet count was 684,000 celymm3. On 3 Ogtober
2001 his platelet count was 251,000 cell/mm3 resulting in interruption of Agrylin therapy.
Agrylin was restarted on 11 October 2001 when his platelet count was 568,000 cells/mm3. In
November while in Greece, he was admitted to the hospital with a perforated peptic ulcer.

medical history included coronary artery bypass due to ischemic heart disease,
hypertension, Tower gastrointestinal hemorrhage in April 2001 (INR 3.5 while on warfarin
therapy). Concomitant medications included albuterol inhaler 2 puffs as needed; Lotensin
(benazepril) dose unavailable; Lipitor (atorvastatin) dose unavailable: Norvasc (amlodipine)
dose unavailable; aspirin 325 mg daily.

The reporting physician considered aspirin, prednisone and Agrylin as suspect medications.

Outcome: unknown
Expectedness: unlabeled
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Date
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1. Adverse event

of birth:

and/or

B. Adverse event or product problem
[:] Product problem (e.g., defects/malfunctions)

= YOLUNTARY reporting of

e events and product problems

N
1et Submissny\ -Page1 !

B C. Suspect medication(s

{check all that apply)

(mordayyth
I:] life-threatening

hospitalization - i

2. Outcomes attributed to adverse event
Odear

iliat or prolonged

D disability

D congenital anomaly
D required ‘ntervention to prevent

permanerd impairment/damage

D other:

3. Date of , 4. Date of
event 09,/26/2001 thisreport 12/04/2001
amo g3y imondayhym

5 Describe event or probiem

gi bleed

6. Relevant tests/laboratory data,

RECEIVED

rcluding dates

DEC 0 5 2001

MEDWATCH CTU
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/567
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7. Other relevant history, including preexisting medical conditions ©.g., allergies,
race, pregnancy. smoking and alcohol use, hepati

nc!wn. etc. )
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-
P

Form Approved: OMB No. 0910-(29% Expires: 1473003
See OMB staiement on reverse -

FDA Use Only
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1. Name (give labeled strength & miriakbeler, if known)

aspirin
w 2°0

#2

2 Dose, lrequency % route used 1 Therapy dates (i urkrown, give duration)
fromvio o best @ limate!

#1 #1

22

#2

S. Event abated after use

4. Diagnosis for use (indication)
stopped or dose reduced

#t
— 7 Tyes O Ol
#2 Bt

doesn

5. Lot # it known) 7. Exp. date { ! kncwn) 42 [yes [Jno [:l F
H " 8. Event reappeared after

reintroduction
#2 ¥2

o Cves T o Clggeg™

3. NDC & {tor product problems only)

. - ) a2 Dyes Dno Ddoe;yn‘z

10. Concomitant medical products and therapy dates \exclude lreawrent of event)

D. Suspect medical device

1. 8rand name

2. Type of device

4. Operator of device
D hea:th professiona.
] tay userpatient

[] otner:

3. Manufacturer name & address

Expiration date
imardany !

6 DSS_ ¢
odel ¥ e 5—2&{% -

. It implanted, give dale

catalog # Imoreayy
serial # e -

8. W explanted, give date
lot ¥ R - (moicanyr!

other #
}9. Device available for evaluation?

D yes D no D returned ta manufacirer cn

10. Concomitant medical products and therapy dates {exclude treatment af event)

iDo 1ot s2nd tc FDA!

FDA Form 3500

MepWArcH
5600 Fishers Lane
Rockville, MD 20852-9787

or FAX to:

1-800-FDA-0178

E. Reporter (see confidentiality section on back)
1. Name & address

Unxited States

2. Health professional? | 3. Occupation 4. Also reporied to
Pharmacist "
B ves D no [:] menutacturer
it do NOT t Tdentity discl at D user faciity
ou want your identi isclosed to
. . 4 [ distributor

the manufacturer, place an ® X " in this box.

IS.

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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A. Patient information

1. Patlent identifler |2. Age attime

*

filimn

73 Years

*~

of event:
8825 or
Date
in contidence of birth:

smet Submission- Page 1 ¥ Z

or

VOLUNTARY reporting of . Form Approve: O e M siatermcrn on revirse
rse events and product problems | A darhcbidin
e \/:!_/l | Triage unit

sequence #
o~

-
-

AS2Cy

C. Suspect medication(s)

1. Name (give labeled strength & mirfabeler, il known)
Asp irin Blmg

Warfarin Smg Dupont

12. Dose, frequency & route used 3. Therapy dates {if unknown, give duration}
Adverse event or product problem gimg Qb tromwio (or bast esimate)
1. Adverseevent  and/or ] Product problem (e.g., defects/malfunctions) # Oral *104/04/2001 05/09/2001
2. Outcomes attributed to adverse event S Smg QD .
{check all that apply) D disability ¥ Ora #202/07/2001 05/09/2001
[] death [J congenital anomaly 4. Diagnosis for use (indication) 5. E'vent abate: aﬂg're:se j
]  (maidayy) required intervention to prevent #1 CAD stopped or dose reduce
D lite-threatening permanent impairment/damage TFiD #1 yes D no Dgoefn‘t
hospitalization - initial or prolonged [ ] other: #2
[6. Lot # (it known) 7. Exp. date (it known) #2 [Jyes [Jno .app
3. Date of 4. Date of " "
evet 05/09/2001 thisreport 12/17/2001 8. Event reappeared after
{mordeyyr) {moidayyr) reintroduction
#2 *2
S. 'I')ua.'lbe‘cvent or prob.lem ) . “ Dyes Dﬂo doeﬁln't
Significant epistaxis and GI bleed in 9. NDC # {for product problems only)

patient taking low dose aspirin and
warfarin with INR 2.9.
dieulafoy lesion.
for management.

Patient with
Admitted to hospital

RECEIVED

DEC 2 0 2001

MEDWATCH CTU

- - #2 [yes Flno Dappfyn
10. Concomitant medical products and therapy dates (exclude freatment of event)
ASA 81lmg gd Atenolol 12.5mg gd
Digoxin 0.125mg gd

ISDN 20mg t id

Quinine 325mg qd
Lisinopril 20mg bid
Amiodarone 4

D. Suspect medical device
1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator of device

D health professional
] tay user/patient

INR 2.

9, Hct 27.6,

6. Relevant tests/laboratory data, including dates
Plt. 217

[J other:

5. Expiration date
6. tmordaylyr)
model #
catalog # 7. lr Imp’I?r'ned, give date
serial #

8. If explanted, give date
ot # (mw':ylyu 9
other #
9. Device available for evaluation? {Do not send to FDA)

es no returned to manufacturer on
Ows On O —

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

8.BPH

MED

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

1.CAD 2.CHF 3.Afib s/p CVA 2/01, on
coumadin 3.HTN 4.DM, type II 5.Gout
6.CRI, baseline Cr 2.4 7.h/o

diverticulitis, s/p resection > 20 yrs ago
9.Hyperlipidemia

10.h/0o RLL
pneumonia 6/99

11.h/o epistaxis 4/01

v

4

——-—w/\n

y& AL ]\..4

E. Reporter (see confidentiality section on back)
1. Name & address

Pharm D
A PSHCS 1660 South Columbian Way

Seattle
United States
2. Health professional?

ington 28108
@med.va.gov

4, Also reported to

3. Occupation

FDA Form 3500

Rockville,

Cmﬁ?’i‘?&’a

MEDWATCH
5600 Fishers La

MD zdséi-sns} g -8903 FD‘A'OWB

Submission of arepon does not consmule an admnssuon that medical personnzi or

Pharmacist manufacturer

ves [] no

If you do NOT want your identity disclosed to
the manufacturer, place an " X “ in this bo::.

user fac..iy
5.

110

Vs

Wy e e
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For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page g2 J’L‘{ PR

C10. Concomitant medical products and therapy dates continued

00mg gd Simvastatin 10mg gd Furosemide 80mg AM, 40mg pm Glyburide 10mg bid
Allopurinol 100mg gd

T (5250
ATCH

D10. Concomitant medical products and therapy dates continued

RECEIVED.

DEC 2 0 2000

MEDWATCH CTU

A - "
g ¥
E -
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 causad srzamir™tom @ e 2ot

Cru (5720
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MECWaceh
THE DA MEDICAL FRODUCTS NEFORTTNG PROCRAM ST ' rriage uoit loquanca § ] 1577 < /7 )
B L X e —————— --—--—,ﬂ‘------‘ --------- - - kbl Rl e seme- -
e Y- .
PRORM L O2 Y, mmemesmadecmsonoooomesaeeoaon s “mmmesecesaunen wemanne
-----...--qo-------.l-”n-------l.ll—- - moS ll’ [ LB -1 3 14 13 BT I umea AN RO Tt nwnn
A. fatienr InZormaticn | @, Buspect Medication(s)
........................... LR L Er e R L AL L Rttt bbb e bbb hdduioiiie itttk
1, patient Indentifimx|2. DOR: — |3, sex|s. Weight ]1. dHame
| AsEy 40 yra |MALE | 82.6 ¥z | #1 : rovEwcx
- . fasamenn- armemaer—m e mam e emme At ma o man pmmemee—————-
B. Adverse Event oz Droduct Problem | #a v ASPIRIN alMG TAR, CHEWARLE
meemeccumma- (R dmmmem—m———— seammmmvmevanasmcmassseenmanr | omas e~ emmmemmme el s mm e me e cemmmmn———— o mmm
1, [x]Adverse Rvent [ )Product problem |2- Dowe,frequency & zoute used | 3. Tharapy dates
tememmeeaoosmemeemmnee s B LRLGDEEEE ammmmaccoaooooon I Y | #
2. Cutcomes mrtributed ta adverse event |mammemancmmeuamsencsnmemaraan o | o smen e e LI LR
[ ] death; [ ] alsabilicy ] #3:n62mQpPD ' $a ¢ 12/esf0l-13/05/01
[X) lifs-chzeatenisg | 1 congenital ancmaly |mmmnrnm- mesmemmadram—— smmmemmmemem—ccanaae ———————— camescanaas
[X) Hospitalimation [X] required inbtexvantion o> |¢. niagmosias for use{indioaricn} |§. Event abated aTter uda
iaitisl ar prolangsd pravant impsizment/damage ! | aroppsd or &oge reducad?
memnmman [ 1 other | #1e | Wiz IW/A)
............... TR PEYT TSRS SSRRFESPTEELL ERISEIEC S SRR TS SRSt B
1, Date of avent |$. Date of this repprt | #a: | g2 (¥yEs)
1afes/01 | 13/17/01 |memmemecrmerro-setecsmemenroccomocommnn- B mememmaanne -
---------- eememmaomemEeemawememmmm-r-SRmesssmesasmseexe-e-srese=-==l§. LOE § (1f kmown) |7, Bxp. date]d. Fyant resppearsd arter
5. Desaribe event or preblen | | ) zaistroduction
LOWER GI BLEED | #¥1: | #a¢ | #: [}
e emmeees |--enmeeeeen- e meoneem e
| Was | #a: | #2211
|——-------------n————¢- --------------- EELET LY L L L L KX} PR L N
|9 (Nok applicabla to qdwverse dnig event rupozks)
------------------- .----..-..----..-...----..-...--.--------_-.....|-....--.--..-____-_..--__---_,__,_,__.-.______,____________________
6, Ralevant test/labormtozy date. ingluding dacex |1o Concopitant medical products/therapy dates(exclude treatmsnt)
PLEASE HE% ATTACHED ALGIN RC/ATOR BO/MG TRI 20/NA BICARE CHW
RECE'VED | PROPENRCID 5Q0MG TAB
| PROPRANOIOL HCL 20MG TAR
DEC 2 2 PLEASE SNE ATTACHED
¢ 2001 1 S .

e L g o L L LT ] suspact Medical Devicas

7. Other relevant History, hahdeEBWTeﬁ CTU |- --------- wemmeemsmmoans oo ameene s e wwacemamasesnecanns

cepdivions | ¥ots; Please use the actual Wedyatch form 1f che event
involves a suspeoted davice ag Woll &2 A suppact dzug

1 » roeseew L[ 1]

|B. Rapazter

|1. ¥ame, addregs & phone *;P Phaxyd
- R — . |VA MEDICAL CEWIER RT. 9 FERVCE (119)

[MARTINGETRA, WReT viraINza 25401 (iEERNRNENNG)

wail to: MedWatch oz PAX to: |owmemammm e “esmsesnacacacas L el mmemmmm e REE
5600 Fiphars lans 1-800-FDA-0178 }2. Health professicnal? |3, Ccocupatloa 4. Reported ro Mz,
Rockville, MD 20883-37B7 | [vsa) | PHARRACTST Ine)
R aereememEeseeananco oo dmeesaveasenm—— .-

8. If you dem't wank your ldentity dipcl.osed to the Menufactprar,
| place an "X?' in the Pox.1 )
*OA Porm 2500 1 PRPECzasEEemBRERY B » - -n

gubmiaaion of a repest doad naok cm-tih.\n m Aaminicn that Tedical personnel or the product cavded or paTrimmted to The event
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ATTRCHMENT PFAGH
sarzze o ETAPECT MEDICATION: LOVENOX

cqetion B, Part 6, Ralsvaac Tast/Labozatery Date. Conkinuad;

1TEST:
TRET
TRST)
TRST;
TEEY:
TEST:
TEIT:
TEST:
TREAT:
TEST;
TEOT:
TEIT:
TEIT:
TEST
TEST,
PEST;
TEST
TRET
TEST:
TRET:
3a7:
TEAT:
TBIT:
TEAT:
TEST
TEST)
TRIT)
TRSTI
TRST:
TBET:
TEST
TRIT:
T36T:
TEST:
T3SY:
TBIT:
TEST
TEST:
TE3T:
TEAT:
TEET:
TRET
TRET:
T]ST
TAST;
™=87;
TROT:
T287:
TEST
TREAT
TRIT:
TRAT:
T2aT;
TEaT:
et
ST
ey b
TEET
TEST
TSST:

NEUT # PESULTS: A 13.3 x1000/ul H16,8/L(1.9 COLLECTION DATE: 12/5/031@08:00
LYMFE # RESCLTS: 1.6 ¥1000/u% Hil,1/T:,5 COLLRCTION DATE: 12/5/01806:00
MONG # RRAULTS: 1.0 X1000/ulL Hi1.2/L:.l COLLSCTION DATE: 12/5/D1@08:00
£5 § RREULTE: 0.2 x300/ul H:.S/L:.1 COLLECTION DATH: 12/%/0%4@08 00

BRSO (| RESULTS: 2.0 xi060/ul H:. 3/%L:0 COLLECTION DATE: 11/5/Q18p6:00

WEC RESULTE; H 14.2 X/ul ¥19,7/Li4,7 COLLECTION DATR: 12/5/01806:00

RBC REBULTE: .47 N/ul H1a,56/L:4.24 COLLECTION DATE: 12/5/01804:00

HaB RESULTS: 14.7 G/DL F(16.9/L:13.2 COLLICTION DATX: 12/5/01806:00

HOT RESULTS: 44.0 YVOLIMR M:B0.6/L:33.5 COLLECTZON DATR! 1z/5/0tm06;0p
MCY REZSULTE: L 81,3 fL Hy100,6/L:53.6 COLLECTION DATE: 12/5/01.886100

MCH REGULTS: L 37,1 pg H:33.4/%:27.2 COLLECTICON DATR: 12/6/01806:00

MCHC RESULTS) 33,4 g/dl H:38/L:32 COLLECTION DATRE! 12/6/01006:0C

PLT RSSULTS. H 403 R/ul H:400/%;130 COLLECTION DBATH: 12/6/0M06:00

PDOW REGULTA: 14.8 % M:15.8/X:11 .6 COLLECTION DATE: 12/6/0180€:910

WPV RESULTS: A.1 ZL H:1D.9/Li6,7 COLLECTION DATE: 12/3/01824:00

NBUT & REEULTS: 79.8 ¥ H/82.B/L:el.5 COLLECTION DATE: 12/5/01@08:00
LYNPH ¥ RESULTS: 13.4 & R:44.23/L:9.6 COLLECTION DATH: 12/6/014p6:00
WOND & REBTLTE: 7.1 ¢ Hjle.9/L:1 COLLECTION DATE: 12/5/01806:00

20 % RESTITS: 1,1 & H:5/L:0 COLLECTION DATE: 12/5/01@06)30

BASD & RESTLTS; 0,3 ¢ H:2/L:0 COLLECTION DATE: 13/3/01806)40
CHOLESTERDL SESUI/MS: H 260, NG/DL H:200/L: COLLBCTICN DATH: 12/B5/01806; 00
TRIGLYCERIDE RESULTS: H 560 MO/BL B:250/L:0 COLLECTIGN DATH; 12/5/01€QE:90
¥Rl RESULTS: 57. MA/DL COLLRCTION DATB: 1a/5/01006:00

£D%, CHOLESTERQL REGULTE: canc NG/DL H:130/%L: COLLECTTON DATE: 12/6/01@16:00
TROFONIN I RRA0LTE: «0.3 DG/mL Hr2/L:0 COLLECTION DATH: 12/¢/01£23;%4
GPE REAULTS: 134, IUW/L H:170/1:5% COLLRCTION DATE: 12/4/03m33:54
TROPCNTN I REAULYS: <.3 ng/ml H:3/L:0 COLLECTION DATE; 12/4/01817:56

OPK  REAULYS: 133. TU/L M:170/1u55 COLLECTION DATE. 12/4/01€17:B6
TROPONIN I RESULTS: <R,3 ng/mL A:2/L;d COLLBCTION DATE: 13/4/01m1S5:19
CPX  RESULTS: 127 IU/L H:170/L:55 CQLLECTION DATE: 13/4/C1016:19
TROPOYIN T RBSULTS: <D.3 ng/mb H(a/lnP COLLECTION DATE: 12/4/01803:53
NATT § RESULTE: H 4,2 x1ppo/ul Hi6.8/L:1.3 COLLECTION DATE: 12/4/02M09153
LYNFH # RESULTS, 1.3 x1£AG/ul H:3.3/k: .S COLLRCTION DATE: 12/4/01®09153
woNO § RESDLTS: 0,5 x1000/uli K:1.2/5L:,1 COLLECTION DATE: 12/4/01808,63
%O § RESULTS: 0.3 x1060/ul H:.8/L:.1 COLLRCTION DATH; 12/4/01@05:63

RASO i RESULTS: 0.0 x1006/ul H:.2/L:0 COLLECTION DATE: 12/¢/01808:53

WBC RESULTS: H 16.2 X/ul H:9.7/%L:4,3 COLLECTION DATR: 12/4/01405:53

RBC RESUWDS: H 5.60 M/ul Hi5,56/L14,34 COLLRCTION DATE: 12/s/01809:53
HOR RESULTE: 15.4¢ G/nL H)18,8/L913,2 COLLECTIOGN DATE: 12/4/01009:53

HCT RESULTS: 46,6 YVOLOME H:60.5/L:39.5 COLLRCTION DATE: 12/4/01@09:52
MOy RESULTS, L 82.0 £L H:300.5/L:83.5 COLLZCTION DATE: 12/¢/01@0% |59

MCH RESULTI: L 27.0 pg H:33.8/L:37.3 COLLECTION DATE: 11/4/01008:E3

MCHC RESULTE: 33,0 g/dl Hy36/L132 COLLNCTION OATE: 12/4/01609:83

PLT RESULTS: 363 K/ul H:400/L:130 COLLBCTICHN DATE: 12/4/01£09:63

ROW REBOULTS: 15.2 & H:18,5/L113,6 SOLLECTICE PATR: 12/e/018@02;63

MRV RESULPE: 5.2 fL HilD,9/016,7 COLLECTION DATE: 12/4/0180%:53

YEUT % RESULTY; 80,6 & H;Ad.B/L:41.5 COLLECTION DRTE: 12/4/21809:53
LYMPH ¥ IBSULTS: 33,5 ¥ Heds,2/L:;9.5 COLLECTION DATE: 12/4/01802:33
MONO b RESOLTS; 5.1 & H:14.9/%:1 COLLRCTION DATE: 12/4/01R09:52

RO % EEBULTS: 1.4 & H:5/L:0 COLLRCTION DATE: 12/4/03009:153

BASO & RESTLTS: £.5 ¥ H:2/L:0 COLLECTION DATE: 12/¢/01809r52

T RESVLTE: 10.9 9EC H:13.1/L:10,2 COLLECTION DATH: 12/&/01808;63

AFTT RESULTS: 23.3 SEC H¢35,7/Lra3,5 COLLECTION DATH: 12/4/01805:83

DM RESULTS( 490, TS Hi61A/L1313 COLLECTION RATS: 12/4/01009:52
QLUCOSA RESEAS, 38. MI/DL H:130/L:75 COLLRECTION DATE: 12/6/01@09:83
UREA N RESULT: 10. MG/DL H:20/1:9 COLLECTICN DATE: 13/4/01R03:63
CRBATININE RESULTS: 1,0 WMG/ODL H:1.5/0:.8 COLLECTION DATE: 12/4/01902:8%
URTC ACTD RESULTE; H 5.6 MG/DL H:8.5/L:3.5 COLLECTION DATE: 12/¢/01809:53
SCDIfM RESULTS: L4C, YMOL/L H:145/Lr137 COLLECTION DATE: 12/4/01809:53
POTASIILH RESULTI: H 5.1 MMOL/L H¢5/L)3.6 COLLRCPION DATZ: 12/4/01@09:52

150577

i -

NO. 7212 P . 2226

157577

CATR OF EVENT: 13/3/01@08:56
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~EgT: CHIOSTOR RESULTS: 29.5 MMOL/L H:107/L:960 COLLECTION DATH: 13/4/01809:63 - s /5‘7 5‘,7
mEAT; CO2 RESULTS: 29.0 VMOL/L Ri3n/Leaz COLLBCTION DATE: 12/4/01059:53 . .

TEST: MAGURSIUM RESULTS: 1.7 %3/Dh ¥12,3/I;11,6 COLLECTTCN DATE; 12/4/01@03:53
TEET: CALETUM RESULTS: 6.1 MA/DL #110.3/0: 8.4 COLLECTICN DATR: 22/4/01@039:53
TEST: PSOYPHORUS RRAULYS: 2.2 MG/DL H:¢.3/L:3.5 COLLROTION RATE: 13/4/D1®08:53
CBEST; FROTHIN,TOTAL RESULTS: 7.7 QW/DD H18,2/L16,3 CALLECTION DATE: 12/4/0:1009:%2
TR3T: ALBUMIN RBSULTS: 4.3 GM/DL 15/l 3,5 COLLECTION DATH: 12/4/01809:53

rEAT: TOT. BILIRUBIN RESULTS: .7 MG/DL Hi1.3/L:.2 COLLERCTICN DATE: 12/4/01@09:53
PRST: AT (AGOT) RESBULTS: 36, IJ/L H:iE3/L:17 COLLECTION DATR: 12/4/01809¢53

TRET: CFE 2ELFULTE: 170, IU/L M3170/L:EE COLLECTION DATZ: 12/4/01209:53

TBST; ALEVHOS RRAULTA: 81. IM/L H:126/%L:38 COLLECTION DATR) 1a/4/01008 163
gection C. Part 10. Concomdtant Pruge Continyed

RANITIDINE HCL 150WG TAS

N

C...’

NITRCQLYCERIN Q,eMd TAN, SUBLINQUAL 12/06/91-12/05/01
YTTROGLYCERIYN 2y OINF,TOP 12/06/03-12/08/c1
ALGIN AC/ALOR 90/Md TRI 20/NA BICARB TAB, CREWASLE ~2/pe/01~12/05/02
ENOXAPARIN 00%a/0.AML/SYR INJ 12/ns/03-12/08/01
ASPIRIN BAMO TAB, CHEWARLR 12/pe/01-132/05/01

lndividual Safety Report

i

3295-5- 3%




Form Approved: OMB No, 0910-0291 Expires: 04/30/03

Safety Repo
UNTARY reporﬁng Of (_ 'l\ * Ses OMB statement on reverse

T

d d prod obl < g¢
MEDWA‘I'CH sdvrse cvnts and productproems £ & ppi—

The FDA Safety Information and Internet Submlssmn j Page 1 551

Adverse Event Reporting Progrom
C. Suspect medication(s) :

A. Patient information

1. Patient identifier |2. Age at time 1. Ng{no (gléle labeled strength & mfir/labeler, it known)
of event: opidogrel mng
99313 S 72 Years (s J
i Date Aspirin " 8lmg
In confidence of birth: #QD 1 L;, __)3 Therapy dates (if unk d )
2. Dose, frequency & route use . Therapy s (if unknown, give duration
B. Adverse event or product problem 7smg Qb romAo (or best estimate)
1. Adverse event  and/or [J product problem (e.g., defects/malfunctions) # Orat #110/31/2001 12/07/2001
2. Outcomes attributed to adverse event . 81lmg QD -
{check all that apply) [ disabiity # o #210/31/2001  12/07/2001
D death E] congenital anomaly 4. Diagnosls for use (indication) 5. Event abated after use
e -f3 - in- t
D lfe-theeateni maidayyr) required intervention to prevent mh fib -refuses warfarin stopped or dose recuced
ife-threatening nt i i t/d: #1 doesn't
hospitalization - initial i ¢ O pe":emane impaimentcamage A-fib -refuses warfarin- yes Dno Dapp?y
ospitalization - initial or prolonge: other:
G doesn't
3. Date of 7 Date 6. Lot # (if known) 7. Exp. date (i known) | 1> [lves Cno [1g888
. Date ol
event 12/07/2001 thl: repoﬂ 12/18/2001 " # 8. Event reappeared after
(mo/dayhr) ma/dayAT relntxoduc!lon
5. Describe.evnnl or p.roblem o ] #2 ) #2 " Dyes Cro &1 288
Gastrointestinal bleed requiring hospital 5. NDC # (for product problems only)
admission for management. . . n
g #2 [(yes Plno Dappfy
10. Concomitant medical products and therapy dates {exclude treatment of event)
Lasix 80 QD Carvedilol 6.5 BID Digoxin
0.125 QD Nitro PRN
D. Suspect medical device
1. Brand name
2. Type of device
3. Manufacturer name & address 4. Operator of device
D health professional
[ tay user/patient
] other:
o~ A p e, 5. Expiration date
°..__RECEIVED | **
{model #
6. Relevant tests/laboratory data, including dales 7. If implanted, give date
12/6/01 HCT 41, Platelets 175 12/7/01 catalog ¥ DEC2-1 2001 ooy
HCT 24, Platelets 137 serial #
hnEl'WUAH;H(;H' 8 M lant ve dat
lot # (n:,xzy/ay:; ed, glve date
other #
N 9. Device available for evaluation? (Do not send to FDA)
038 ] ves 3 o ] retumed to manufacturer on ;
= ___(m__— o/day/yT]
10. Concomitant medical products and therapy dates (exclude treatment of event)
[l ol A ]
7. Other relevant history, including preexisting modlcﬂwl%ng'(e.%.g. aqgrgies.
race, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)
CAD, s/p CABGx3 1994 Afib refuses . .. .
coumadin, now on aspirin and plavix STH E. Reporter (see confidentiality section on back)
CHF EF >50%, +MR, + TR 10/30/01  COPD 1. Name & address
FEV1 S51% predicted, Hyperlipidemia arm D
Tob Abuse Anxiety Paranoid VA PSHCS, 1660 South Columbian Way
Schizophrenia -very high functioning- .
ETOH abuse in past Presumptive squamous Seattle Washington 98108
cell CA nose H/O GI bleed on coumadin United States a.med. gov
-colonoscopy 10/30/01 severe 2. Health professional? | 3. Occupaflon . Also reported to
o 0 Pharmacist [ manutacturer
m Mait to: MEDWATCH . s FAX 10: 7 yes no Fl e is
5600 Fishers Lane ! : 1 800-FDA-0178 5. If you do NOT want : * | = aSET A
A s - 8 your identity disclosed to —
r Rockville, MD 20852'9787 ’ 1, ./ RS ,..,» . the manutacturer, place an " X " inthishox. 7] '
1 e
FDA Form 3500 Submission of a report does not constitute an admlssmn that medical persenngl or the zroiustasuss s o

CTw 15763 BEC 21 201



Safety

iR 5300
) ATCH

Hi‘ W“ f
3716-8-00-0
1vViL
For VOLUNTARY reporting by health professionals of adverse events and product problems
Internet Submission - Page 452 51, 2~

B7. Other relevant history, including preexisting medical conditions continued
multiple diverticula throughout the entire colon and medium size internal hemorrhoids

DEC 24 200 ‘ '

Mail to: \IED\V ATCH 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 causad srsarozinl 2 -

(5712
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TR

+HE FDA MEDICAL PRODUCTS REPORTING PROGRAM Page
A. Hatle Q atio
1. ntifier | 2. Age at time 3. Sex 4. Weight
of svent:
or D!emala lbs
Dats g
In confidence of birth: &male — kg9
B. Adverse eve o prod pronle

1. [] Adverseevent andior [ ] Product probiem (e.g. defectsimalfunctions)

PLEASE TYPE OR USE BLACK INK

2. Outcomas attributed to adverse event N
(check all that apply) [ wsabiiity
[ deatn £e é Qo0 [ congenital anomaly
E] required intervention to prevent

) {motaya)
[ tite-threatening permanant impaiment/damage

ﬂ hosphalization — initial or prolongsd D other:

3. Date of - 4. Date of -
event 2-r (- ol this report 3/0 /
{moitayryn) 3

5. Describe svent or prablem -

RECE\\IED

DEC 2 6 2001

MEDWATCH et

6. Relavant testsAaboratory data, including dates

7. Other relevant history, including prsexiating medical conditions (e.é.. allergles,
race, pregnancy, smoking and alcohal use, hepaticirenal dysfunction, etc.)

Vvare %TOF/ = e (-A.)Z {' sedeb ”
A0 My 6L (K HTA

{ Ayt

OVl (57770

or FAX to:

Mall to: MEDWATCH :
r 1-800-FDA-0178

5600 Fighers Lane
Rockville, MD 20852-9787
FOA Farm 3sg0

nts and product problems

Lo b

Submisslon of a report does not constitute an admisslon that medical perscnnel or the produc! 27uz il

Form Approved: OMB No. 0010-0291 Expires: 113009

JOLUNTARY reporting See OMB sustement o reverse
alth professionals of adverse idshanda .
Triege unit 3
saquenca # ~

e (_U%Q

C. Suspect medication(s)

1. Name (give labeled strangth & mfrAabeler, if knorm)
ﬁ - j o 3 — >
P4 ;

: ¢ AfA ¢l
» 8%—%}4-_31_?/:;/—/- < Viowr lis
2. Dose, frequency & routs used . THerapy dates (if unknown, give duration)

. romAo (or best sstimate)

Aot adesin F LA
! ~23-¢ f/"l)[\/

5. Event abated after use
stopped or dose reduced

H ?CAYJ §! f/
» U(GK)& rl._r'r{ FI

4. Diagnosis for use (indication)

7]

Fal
” # Dyes Dm Dgopgryn't
doesn't
6. Lot # (f known) 7. Exp. date (i known) #2Cyes (oo (1887
N L 8. Event reappeared after
reintroduction
# »2 .
#1 [Jyes [Jro [Jgagen™

9. NDC # (for product problems only)

#2 [(ves (o CI3558™

10. Concomitant medical products and therapy dates (exclude treatment of svert}

D. Suspect medical device
1. Brand name .

2. Type of device

4. Operator of device
[ beatth professional

3. Manulacturer name & address

D lay user/pationt
D other:
5. Expiration date
6. . {mckiayAm
jmodel # .
catalog # 7. If implanted, glve date
serlal #
ot # 8. lf oxp'lfmod, give date
other #
9. Device avallable for evaluation? (Do not send to FDA)
D yes D no D retumed to manufacturer on

. {moscayAm)
10. Concomitant medical products and therapy dates (exclude treatment of event)

E. Reporter (see confidentiality section on back) -
1. Name & address

4. Also reported to
[:] manulacturer

2. Health protessional? | 3. Occupation

Ve

yas D no VL\ Gy msC
[ usertaciity
5. It you do NOT want your ldentity disciosed to | o
the manutacturer, place an “ X" Inthis box. [ (0 distibutor

DEC 77 20



PLEASE TYPE OR USE BLACK INK

uua
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THE FDA MEDICAL PRODUCTS REPORTING PROGRAM

Page

f Matie 0 d 0

1 ont identifier | 2. Age attime . 3. Sex 4. Welght .
of event: *7;
ar male - lbs
Date

nfidence of birth: [l mate — kgs
H Agdverse eve or prod Propie

1. [] Adverssevent andior [ ] Product problem (s.g., defactsimaliunctions)

VOLUNTARY reporting
1ealth professionals of adverse
vents and product problems

2. Qutcomes atiributed to adverse event i
(check alf that apply) ] disabitey
D death D congenital anomaly
{moddayiyr) [:] required intervention to prevent

[] we-threatening parmanent impairment/damage
E hosphallzation - initial or prolonged D other:

3. Date of e 4. Date of
event "f ~./ 4-0 ( this report
(moiey {motiayye)

5. Describe event or prablem

CTL 4lked 4-(9-0l

q/.y(/ Lelr\cl. 7‘:‘»/0;‘43.. o
ace bt .Z{ CUF

EGENED
pEC 2 6 2001

6. Relevant testsAaboralory data, including dates

g .
A Qﬂ\or relavant history, including preexisting madlcal conditions (e.g., allergies,
race, pregnarncy, smoking and alcohol use, hepatic/renal dysfunction, eic.)

'Uy el 7‘:“‘/""* “0“‘)/7 44;
on g _/cwpnnf}/) GE/@DJ('/J,:

Form Approved: OMB No. 0910-0291 Expires: 1172099
Ssa OMB statament on reveras
FOA Usa Only
Triage unit

C. Suspect medication(s)

1‘.“t.umo (give IebeljstrEEgth & m:rZ?ga / '2/ ‘

2 N sprasyn T 75

2. Dose, fréquency & route used 3. Therapy datea (i unknown, givé duration)

'1m7717/ s )‘qh/my
e BI) 7 e J0)

4. Dlagnosis tor use (indication) 5. Event abated atter use
stopped or dosa reduced

#
# doesn't
" Dyes Dm I:lappﬁ
doesn't
B Lot # (i known) 7 Eerdas frimonmy | #2 Lves Lo 13388
# 4] 8. Event reappeared after
reintroduction
#2 #2
[4] dogsn't
[lyes [0 (ge8r

9. NDC # (for product problems only)

ez Clves (oo (153857

ts and therapy dates (sxclude treatment of event)

10, C: Rant Neat pr1

[+]

D. Suspect medical device
1. Brand name

2. Type of device

4. Operator of device
[ heaith professional

3. Manufacturer name & address

D lay user/fpatient
D other: :
5. Explration dats
6. (moddaytyr)
del # .
. /!
catalog # 7. If Impianted, glve date
serial #
\ot # 8. if sxplanted, give date
other #
YQ. Device avallable for svaluation? (Do not send to FDA)
yes D no D returned to manufacturer on

{mavdayiyr)
10. Concomitant medical products and therapy dates (excluds treatment of event)

E. Reporter (see confidentiality section on back)

) 2. Health prohulonal? 3. Occupation s/ 4. Also reported to
I'm Mail to: MEDWATCH or FAX to: Hives oo | P Aagta o E L";':‘::l‘::"
r Rockviie, MD 208520787 1 o e (3| L] st
FOA Form 3500 Submission of a report does not constitute an admission that medical persannel or tha nroduct sausad ar gz ¥ }:“; ™

CY . (527




lndivadual
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Page 1

Human Health Division
For use by user-facilities,

istributors and manufacturers for
MANDATORY reporting

Merck Facsimile of FDA Form 2500A

Agdroveg b FDA

138721493)

IMtr reper 2
|

WAES 00064052

UF/Quist raoon ¥

|

|
|
—

FOA Jse -'3-11\1

A. Patient information

L C. Suspect medication(s)

| . Patent:ceniter 2. Age at ame 3. 3ex - = Wegn: *. Name (give iaceled sirergth & TIIaoerer. if known,
! of event: . 1 TAB FOSAMAX
or 79 vears K Femae B FOSA 10mg
‘ T Unk | %2 TAB asprrin 83
Date of -—! } D asp! i Mg
r configence 8iem:; — Mae L (Ccntl."uec or Additicnal Page:
1 058, FecuenTy i roule uses Theragy Tates remvie) | 1 unknown 3ive Jurancn:

B. Adverse event or product probiem

Agverse avent ang’or Sroguc: orociem | 2.5., gerecis/matunchions

X

L_.E

2. Culcomes atnouled o adverse avent

ieneck il mat acory) cisabiiity

| —

cengenital anomaly

required intervention o prevent
Permanent impairment/damage

L]

life-threatening

other:

X} nospitaiization-initial or prolonged E

i 3. Sate cf avent
rocavivr

12/19/01

09/03/00 l . Date of s recor

‘movgavive;

Ieport(s) previously submiized on

e"c—onaca i >os_,..e::cpa_sa-,
t'o Previously Received Alendronaze :in

received concerning & 7% year cld

&nee arctnritis, arcer.al dlcckage. hears
. blacdder incontinence angd
2ro’emia who entered a S-year, double-bling.

2L C extension study o exacinae
cazcy c¢i oral alendronate in
cpassal women wnc Previously received alendronate
=on with the Fracture Intervention Trial. On
1593, ==e patien: was placez on :tnerapy with
a2 or coan:Irol, 'a;. Concemitant :trerapy included
’“C ag daily since 13-JUL-39 Z:r the treatment
itis 2f the ~ "e {non-s2riods AZ;,

acebo-contrsll
salery

{Continued on Additicnal Page}

© '8$181300ratory Jata. Acucing gaies

I Additioral Page

v]Z.J

#1 18 mg/DAILY/PO

2 05/22:¢8

- 38/Cs.00

| #2 31 me/DAILY/FO 12 04/22/98 - 09/05CC
;3. 0iagnosIs “or use inaicanzni ven: 30atec afe” 1se 510D0EC of SOSE .
#1 0steopcrosis meuees. [
‘eop: yes w0 A e
#2 anticoagulant theragcy X T S
6. L2t # Ol «nown} T Sxp cate i nown: 02 :I D _- K
a1 LR -
3 Zver:reacs aner "|INrocuCISr. |
1 t
! 2 *2 ‘yes KL N/A unx I
3. NBC 4 - “0r 2/0CUCT DrOTIZMS Oy 1t <hown) s 1 — — ‘?{‘ i
— — - b
i
Unknown 42 - -
o P o
; — — —
¢ Jorcsmaan: Meq¢CI) IMOCUSIS 21C rerasy 23188 2XT L0eq reairen: T aveny
: ol C4722:23-Con=
7izamin 2 0S5C7/33-Conc

{Contrued on Agcitiona; Pzger

. G. All manufacturers

P.O. Box 4

1 Cortac: oftice - namesaacress

Merck Human Heaith Division
Merck & Co., Inc.

West Point, PA 19486-0004

ATTN: Werldwide Product Safety

2. 3hone Numcer

{484'344-2215

merdayr)

<. Date recewec oy manufasiurer

10/30/00

§. *IND, protocst ¢
0510Cc2

T Type ot :encnt
po—

| ! i
ey X

!
D 10-0ay
D nal

1S-cay

D fencaic

~
12 Fatiow-upe

~

<

(AINDA # 20560

IND

PA &
——

Fre-1938 ves

oveC -

croouc: ] ves

<. Resom sourse
‘eneck all that azpry)

.‘or!lgﬂ
Stucy
raraiure

c2nsumer
Teaith
Jromssicna)

JCCIRIC

- J5erfaclity
sameany
resreseniainve

Asrouter

FIE W IE

sirer

3. MIr recos nurper

WAES 20092052

7. Strier ~stevant mwsicty. ncwaing Preaxsing meaical ZoNg:ons
‘e.3.. ailergies.;ace.oregnancy. sMoking ang alcchol use. negancrenal dystuncuon, 21c.;

SANCTUREDNS A

arter-al occlusion:

wiee arcnri=:s: caipizari

CSINZSITIONS:

3. Adverse event erTys)

-=vOR_= \\__s.

e e -~
was o nll

PaSteior]

reporter

E Initial

shsng 7

Suemissicn ot a report does not constiule an acmssion ‘hat
medicai personne!. user facility. disinzuior, manuiacturer or
£reauct Zausad or contributed to the everit.

FDA

S owRadr proiessiciar

~- .
X ves i i~0

i




Individual Safe

WG, - e e
#384572

5. Descnbe event or croblem

anteric coated aspirirn, 381 mg daily since 22-APR-1953 Zor anci ccagulant therapy and pentoxilyllize,
-200 mg Zaily since 22-APR-1998 for the treatment of arterial oos‘.-_c:;an Otner concomitanc
tnerapy Included calczium carbonate/choiecalcifersi, mezoprelisl, feolic <id, wilamin E, vi=am::n 3,

exybutynin ané cer:vaszatin sodium. On 03-SEF-20C0, tne pazienc experianced stomach pain and
passed black tarry sctcol. On 05-82P-2(€00, she was admitzed zo the hospizal and therapv wizh
celecoxib, enteric coated aspirin and pericoxifvlline were disconcinues. That zage day, tnerasy with
aiencdronaia cr control was incerrupzed or the advice of her prumary cara2 ghys:iclan. an
asopiagogastreduodenoscopy wizh 2iopsy was periormed on (6-SZ8-2300 and :“e 23 wera a fundisz
gastric ulicer and a prepvloric antral ulcer with helicobaczer oviori gastr .nOom-serious AZl. Az
tae Iime of the esophagegastroduodenoscopy, the blzeding nad cemporarily s:o d; Towever, cne
ral assessment remained as swe Dieeding gasiric ulcers. The patient was main-ained iniz
liguids and then. slowly advanced on clear liguids and a blancd dist. She alsc raceived a
transiusisn. No nge-v was periormed. Subsequenily, the patient recoverad ancé was 4. scharged
the hospital on l3- P 2000. At zh:ic time, the patient nad noc restarzad therapy with alsend
¢r cenerol. The -epo ng physician felt that tihe blzeding gascriz ulzers wers sos

therapy wizh a‘era—onaca or contrsl, celecoxil, enteric coated aspiscia. or Dentoxilyl
Addizional infecrmation has been rague sted. Cz 07-NCV-2300 ciis rapor: was unblinded. Tha D2
was Izund o be on alendreomacze, 15 Or 17-DEC-200L., this ra2por: was amended. "he a
taken for zrimary suspect dyug was _..a-lgeu from disconc;:'_ed ¢ interrupred.

This is a corrected repert as amenced.

6. Relevant tesis/laporatory data, including Zates
CIAGNCSTIC TEST
Tests Date Valye Unit Normai Rance

Zsccragogasirocuodenescspy 08/C05/00
Comment: FUNDIC GAST.ULCER/PREPYLOR ANTRAL ULCER

C. Suspect medication(s)

. Name {Given tabeied sirength & mfriabeler, if known)

TAE pentoxifylline 1200 mg
TAB celacox:id 400 mg

-
"
oo

*

2. Dose. frequency & route used
2 12C0 mg/DAILY/?D
4 40C mg/SAILY/20

W

.

3. Therapy dates (frcmito) (if unknown, give duration)
33 04,22/98 - .59/05/00
2q J7/13499 - 09/05/00C

4. Diagnosis for use (indication)
43 arzerial oscclusion
#i  Knee artarizi

Event abated after use stopped or ccse reduced
VES Ne N/A UNK

w

w ou
FIY

X
X

[}

Lot # {if known)
23
34

7. Exc cate |if known)

“

e TR AR

DEC 2 7 200



8. Event reappeared after reintrocuction
Yzs NC N/A UNX

C. Suspect medication(s)

Page 5 MFR Report #:

1C. Cancamitan: mecical preducts and therapy dates (exclude freamment of event)

cerivastatin sodium 22718799 -_Cont
folic acid 04/22/98 - Ceont
mecoproLiol ) 04/22/98 - Conc
oxybutynin caloride 09/23/98 - Cort
vitamin e 04/22/98 - Cont

T

WAES 00094052

DEC2 7 200

-~

{continueg)

o~ re



AN

. REACTION INFORMATION

S S B B O B i

. CIOMS FORM

i PATIENT INITIALS | 1a. COUNTRY 2 DATE OF BIRTH 2a AGE ' 3 SEX 46 REAZTION ONSET B-12 CHECK AL
(fiestAast) _— ] ; - e APPROPRIATE
P l Day Morth  ; Year ) Day Maonta vga; i TO ADVERSE i
I 72 ; i REACTION
‘ UsA - R N
=== - - R v ‘ ' 1
P 15 DESCRIBE RZACT CN(S; [nclud rg m|e\.ml teslslat dalal PATENT O EC
¥aic eventis): GI BLEED (Code : GI HAZMORRHAGE) W wvolveDor
. Other term{s]: ANAEMIA - WBC ASNORMAL NOS PROLONGED
| T INPATIENT
| HOSPITALIZATION
This case was received from a study investigator via Bristol-Myvers Squibbk (BMS Cass 1% -
| 1161cear:. Z invoLveD
; PERSISTENCE OR
— o e et e - st i SIGNIFICANT
4 7z-year-old female ratient, #nrolled In The sponscred PRCVE-IT trigl, treatgd with DISABILITY OR
clopidogrel (Plavix) 75 wg/day -unspecified ind-cal:].on- fur 5 weeks experienced severe INCAPACITY
gastro.ntestinal bleed. = ure
s THREATENING
- . .. 3USPECTDRUG(S)INFORMAMON _ _ . _ . __ : L
: 14 SUSPECT DRUG |n!2(mclu:|e genem: name] 20 D REAC‘"ON
ABATE AFTER
STOPPING CRUG?
73 ves
__FLAVIY (CLOPIDOGREL SULFATE! {ses attached pages fer additional suspect drvgs! 1 ves [J noX na
, e S R e
t5 DALY BOSE(S) | 16. ROUTE(S) OF ADMINISTRATION Z1. DIG REACTION
1 REAPPEAR b
. o o T I o AFTER REINTRO.
INDICAT-ONsS) FOR USE DUCTION? !

”

unspec_fred

THERAPY DATES(mmu . 19, THERAFY DURATION
n 04-0CT-2001 to coentinuinyg ¢+ NI

1
;18
|_From
oo e 1. CONCOMITANT DRUGS AND HISTORY

22 CONCOMITANT DRuGuS, AND DATES OF ADMINISTRATION (exclude those usec to treat reaclian)
TRZATMENT A (STATIN) . Dates: From 04-QCT-2CJ1 to 06-NOV-ZCC1,

Puration:

K TREZATMENT B {GATIFLOXACIN/PLACERO; {(GATIFLOXATINE), Dates:

. days, Dose: UNK, Route: UNK *

{23 OTHER RELEVANT HISTORY (e g cisgnasiics, stergics pr ency with last month of perice ale)
, History: Unknown

Concomitant disease(s): Unkrown

ANUFACTURER INFORMATION

; 248. NAME ANC ADDRESS OF MA‘N’JP“ACTURER
; SANOFI - SYNTHELAZO

31 Av F. Vaillant Couturier 8F 110C
{92225 EBagneux Cedex
i Prance
240 MFR CONTROL NG
e - ; Nl;"4:5
[" 74z A™E RECENED | 24c REFORT SOURCE
| ET MANUFACTURER )
! : [T stuey  [J urerature
| c2-oec-20m P weaTkproFESSIONAL

PE

¥ i L

DATE OF TH'S REPOR1 258 REF

- 21-DEC-2001 FOLLOWUB-—"""

4 weeks €
From 31-0CT-2031 to 0&€-NOV-2¢01,

NI -

Infosmatwn Laknown

N ntormation available at this ime UNK -

Page 1 0of3

DEv 27 20m

Toves [ neZ ona

o

v,
Suration:

days.

* tem completed an continuatian page!s)

DSS

L2 8 206




inalviaual sare

LU

8480

Uil
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SUSPECT ADVERSE REACTION REPORT

I|. REACTION INFORMATION
28 AGE 3 SEX

2 DATE OF BIRTH

i 1 PATIENT INITIALS
{first last)

i3 COUNTRY H

t

Day Monih

Year Cay

r,_,“_.__, BREE

4-6 REACTION ONSE™

Nunth [

812 CHECK ALL !

APPROPRIATE i

Year TD ADVERSE .
REACTION

7 « 13 DESCRIBE REACTKON|IS] (iInclucing relevart tesis/.ab data;

H
i
|
:

I SUSPECT DRUG(S) INFORMATION

14 SUSPECT DRUG 201 2 imncluce gen

CHERER T

-

ELRSE (ASPIRIN)
15 DAILY DOSE(S)

w220 mg UKk

17 INDICATION(S) FOR USE

NI

18 THERAPY DATES tfromic)
_From 30:SEP-2001 <o cortinuing '

T -
| 19 THERAPY DURATION
NI

1ll. CONCOMITANT DRUGS AND HISTORY

{5 PATIENT DIED

0 mvowvepoe

: PROLONGED !
INPATENT

HOSPITALIZATION

INVOLVED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR H
INCAPACITY ¢

! WFE
THREATEN NG i

20. CID REACTION
ABATE AFTER
STOFFING DRUG?

nol™ na

2 oves 7

DID REACTION
REAPPEAR
AFTER REINTRO-
DUCTION?

i e e e—

ves [J o™ na

22 CONCOMITANT DRUGES) AND DATES OF AGMINISTRATIGN (exciude Ihose used Lo treat reaction)

‘ 23. OTHER RELEVANT HISTORY (e g diagnostcs. allargics, pregnancy with last aonth of periad, elc)

N V. MANUFACTURER INFORMATION
NAME AND ADDRESS OF MANUFACTURER !

. 24b MFR CONTROL NO

N133455

24d. REPORT SIURCE

24c DATE RECENVEC i
i BY MANUFACTURER |

STUDY ..} LITERATURE
HEALTH PROFESSIONAL

o
—

!
| CA~E OF TH:S REPCRT
!
i

282 REPORT TYPE

O mimas

_E] rouowur
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CONTINUES PREVIOUS PAGE

1. PATIENT INITIALS | 24b MFR CONTRGL YO
{frstlast)

7 - 11 DESCRIBE REACTION(S) inciucing relevant testsilab data)

tcorsinuation:. On 30-Sep-2001, the patiert was started on aspirin.

On 04-Dct-2001, the patient was started on clopicdogrel and =reatment 2 fezatint, *rea:m:
4 wears afzer.

On 95-Novw-2001 treatments A and B were discontinued.

On 3B-Nov-2001 the patient experienced severe gastrointestinal bleed for which she was hospizelized and a
gastroscopy was perlormed. on admission, laboratory investigations revealad zoemia. The oesgphagsus and stomach
were normal cr. four retrcflex views. Two ulcers, one large approx.rately 1 cm in size and one of 5.3 ¢m in size
were found :n the duodenum. The larger one had a red spot consistent with a visitle vassel. There was no active
bleedirg at this point. Surgeon coagulated both ulcers as there were two "hemncystic” lesions. There were no
bleeding.

The reporter think that the patient hac¢ bled from ducdenaZ ulcers. Clopidogrel and aspirirn were rozh considered
as suspect drugs by the investigator. felaticrship to Treatments A and B were listed as not likely.

- B was started about

Dutcome: unknown

Additicnal informazion received on 13-dec-20C1. revealed that on admission. anemia :Hp = 10.7 g/dLi. The
patient also developed increased white blocd cell count {12,40C/mm?, however platelets werz within norval range.

Cutcone : unxnowll

MAH comment: Based or chronclogy. tke role of clcpidogrel camiot Le ruled cut. Tncreased white blaod count can
me associated with hemorrhage.

Relevant tests:
08-Nev-20C01

o 10.7 g/di
Ect 0.23 70
p.atelets 378 x 10E9/L
wao 12.4 x 1089,/:
INR 1.02

Correcrive treatmenlt: UNKOOW

22, CONGOMITANT DAUGS) ANE DATES OF ADMINISTRATION lexciuge those uswd o Lear reacter]

[continuation:] METOPRCLOL. Dates: From 3¢-SED-2C01 to continuing, Duration: NI, Dose: 5C mg, Route: UNK
RAMIERIL, Dates: From 30-SEP-2001 to continuirg, puration: NI, Dcse: 2.5 mg, Route: TNE
METFCRMIN, Dates: From 3C-SEP-2201 tC contimuing, Duration: NI, Dose: 5006 m3, Route: JNK
ZANTAC {(RANITIDINE HYDRCCHLORIDE), Dates: From 01-CCT-20C1 to continuing, Suratior: N7, Dose: 0T mg, Route: LXK
Comnents: All concomitan:z drugs started at least four weeks before ADR onset except fcr treatmert B which was
scavted 8 days before RDR onset.

1. corcomitant drugs were ccrtinued except for treatment A and B which were discont:nued 2 dave pefore ADR
onset
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CERTH 0794 7822

MedWatch

{The FDA Medical Products Reporting Program |

vierck Human reaiin vivision

For use by user-facilities,
distributors and manufacturers for
MANDATORY reporting

Merck Facsimite of FDA Form 3500A

Agoroved by FDA  {10/21133)

Mir report &

WAES 01062374

UFfDistrepont #

NO ATTACHMENT

Page1

":‘3‘3-3&36

FOA Use Oniy

A. Patient information

1 tier 2. Age ai vme LT T Wegh
nﬂ of event:
or 80 years D Female
Dawg of Unk
e
n contigence sin; 12/07120 Maie

P S
r Z, Duiccmas altrbuted lo 3ove!se svent ) N J' T
{cneck all that apoly) [] disabiity = *" e

[ deatn

(mo/cayiyr)
fife-threatening
@ nospitalization-initial or prolonged

congenital anomaly
required infarvention to pravent
parmanent impairment/damage

other: important medical

#1 TAB VIOXX 25 mg

C. Suspect medication(s)

7. Name (give labeied strengin & miriaoaier, ¢ KNOWN)

¥2 aspirin 81 mg

2. Dose, liequency & route used

3. Therapy 0aies jiromvto} ( funknown, gve duiaton;

i

¥1 25 mg/DAILY/PO ¢1  03/16/01 - 06/25/01
vz 81 mg/DALY/PO #2 Unk - 06/25/01
4. D1agnas:s jor use (NCation) € Event abalag ater use socoad or JCsa
. : reduced.
#1 arthrilis pain ¢ ::s .

8 00 0

3. Date o event 4. Date of trus report
trmo/dayiv)

mordaun 06/24/01 07/17/01

5 Dascride event of pioblem
This i3 in foilow-up O report(s) previously submitted on
75,091

-aformation has been receive¢ from a physician and his
sff.ce nurse concerning a depiiitated 30 year old male
rursing hcme patient with contact dermatitis, a hip
canc.sion. preumonia, and no past medical history of
gaszrointestinal complaints who on 16-MAR-2001, was
placed on therapy with rofecoxib, 25 mg tablet
tpreviously reported as 12.5 g by the physician), oaxce a
day for the treatment of arthrizis pain in his shoulder.
Corcomitant therapy included aspirin, 81 mg daily
(previously reported as 325 mg caily by the physician)
(Guratior and indication not reported) {secondary
suspect}. Other concomitant therapy included atenolol and
cephalexin (KEFLEX) . . On 24-JUN-2001, che patient
developed a severe gastrointestinal (G1) bleed secondary
to & duodenal ulcer and was hospitaiized. On 25-JUN-20GL,
cherapy with rofecoxib and aspirin was digcontinued. The
GI bieed required four unics of biood. The patient
subsequerntly completaly recovered and aftaer four days was

(Continued on Additional Page)

<x O O 0O

8. Event reappeared alter rexairoduction.

s2 Unknown
o. Lot # {# knownj 7. Exp gate {if known)
nt 0t
*2 .2

3 NDCG # - lof product proolams only {if known)

Unknown

<0 0 0 X

KEFLEX
etenolol

0. Concomnant medical p1coucts and therapy aatng {axchioea traatment =1 ovent)

Jok -Unr
Urk -Unk

G. All manufacturers

Merck & Co., Inc.

1. Conuact office - namaladdiess

Merck Human Health Division

2. Prone Numoet

(610)397-2416

3. Report source
{chack aK that apply)

6. Relevant tesisaporatory data, including dates

Urknown

7 Type of repart
D S-day 15-cey
D 10-day G periodic

[—l nitial Foow-uck

1

or1C
product

evmmmmr—
pre-1938 D yes

P.O. BOX 4 D forgign
West Point, PA 19486-0004 [ s
D itecatue
ATTN: Worldwide Product Safety [ consume:
E heshh
4 Date recerved by manufacturer s R protessional
G U o WNoA #2042 | [T user taciny
IND o compan
6. W IND, protocol # PLA & lepuse:nma
D distridutos

i

other :

O e

9. Mir, reporT AUMDS!

WAES 01062374

T, Otnet relevant nistory, including preexisung medical congitions
{e.g.. akergres raCe.NeQNancy, smoking and aicohol use, hepatic/ienal dysiunction, eic.)

CONCURRENT CONDITIONS: contact dermatizis: contusion;
dep:lizy; pneumonia

8. Aoverse even 18rm(s)

HEMORRHAGIC DUODENAL ULCFR

E. Initial reporter

hone #

1. Name, aadar

~ghm—
DSS

Submission of a report does not constitute an admission that

dwli'“\awrﬂ ' eves e Lo mtems
5-00~

drcai e

i

-

1

o

|

-
Q1

»

[TTEL 1Y
2. Heatth protessional? 3. Occupation 4 Infiat raporiat awo

sent report to FOA,
\Z] YES [:] NO M.D.

E]yes D no ank

Jui 19 2001



Page 2 MFR Report 4: WAES 01062374 {continued)

B. Adverse event or product problem

5. Describe event or problem
aischarged back o -he nursing home.
o therapy with rofecoxib and aspirin.
~he GI bleed secondary to 2 duoder.al ulcer was considered to be immediately -ife tnreazerning and au
other important medical event. No further information is available.

According the nurse, tne GL t sed was rhousht tc be related

eV

AT e

5-00-02



Merck Human Healtn pivision
For use by user-tacilities,
distributors and manufacturers for
MANDATORY reporting

CERT# 0794 7822

MedWatch

Tre FDA Medical Products Reporting Program !

Merck Facsimde of FDA Fom 3500A
Approved oy FDA  (10/2193)

Mic report # WAES 01052780

UFD st repont #

FDA Use Cm

50328434

C. Suspect m‘edication(s)

Date ot Mate

Binn:

in confIdence

P
NO ATTACHMENT -
TA. Patient information . i}
1. Pabent :cequlier 2. Age at ime . Sex 4. Weght
“ : oot 63 years D Famate
114 lbs

T, Nama (give [abeled strength & mirlabeler. St xnown)
#1 TAB VIOXX 50 mg

*2 TAB aspinn 325 mg

1 Agverse avent a ar
0

{ B. Adverse event or product problem
nd / roduct protlem ( €.3.. defectsimalfunchions)

U
7. Ouicomaes atlnouted 10 aoverse event
1gneck ad thal apoly) D disability
D geath D congenital anomaly
D it "."w"'m D required intervention to prevent
lite-threatening permanent impairmenvdamage

nospitalization-initiat or prolonged other: important medical

2 Oose, tlequency & route used 3. Therapy dates :tromvio; i f unkncwn, give duratcn)
st 50 mg/DAILY/PC ® 01/142/01 - 02/142/01
12 325 mg/DAILY/PO .2 Unk - 02/16/01
3. Diagnoss tor use (ingication) 5.Evenl acateqa after use SIOLPac of Juse
1 herniated disc, pai ‘
! . pamn yes NiA n

K 0O 0O 0

«2 rheumnatc fever

4. Date of this report

) Dateot nt
e o evr 02113401 ] e of s e 07/17/01

3. Describe event of Jrodlem
Tn.s 15 in follow-up O reporz!s) previgusly submizted on
Ko 0L

nizrrazicn has beer raceilved Ifnr a direct reaporc from
-ne TCA ccacerning a 63 year old male patient wizh
gas:roes:gnageal raflux sympcoms who consumes one or two
a conclic drinks per day and smokes one pack per day. and
whac, in approximately December 2000, was placed on
rnerapy with rofecoxib, 50 mg tabiet, once a day Zor the
~reatment 0f a herniated C4-C5 disc. Concemitant therapy
imcluded aspirin, 328 mg, once daily {duratioo and
-ndicaticn not reported). On 13-FPEB-2001 the patient
developed tlood in his scool and dark, black stools. On

- 4-CEB-250. the patient was admitted te the hospital. Orn
approximately - 4-FEB-2001, afcer approximately two months
a% -erapy. rofecoxib was discontlaued. The patient also
reported apigastric pain after meals anc when lying down.
sapcrazory test results on 14-FEB-2001 revealed
-ntarnational Normalized Rat:o {INR) was 0.95, partial
-hrombopiastin time (pT7) was 27.7, hemoglobin was 16.5,
mean corpuscular volume (MCV) was 102.%, mean corpuscular

{Continued on Additional Page)

<0 0 0 &

8 Eventieappeared aner :#niroducuon

6. Lot # (it known) 7 _Expdate {il knowh)
Wt (3

2 ',2 ves a0 N/A unx

3 NDC # - Ior produc! proptems only {if known' P D D D
<O O 0O X

Unknown

70, Concormitant meaical Sroduets anc inerapy Jales .excluded eatment of event)
INDOCIN (INDCMETHACIN) Uny¥. -uUrk

G. All manufacturers

& Relgvant tesis/aboratory data, including dales

Refer co Additional Page

1. Contact office - name/adaress 2. Pnona Number
L 610)397-2416
Merck Human Health Division ©19
3. Report source.
Merck & Co., Inc. (chack al thal apow)
P.O.Box 4 B toreign
West Point, PA 19486-0004 ] swov
D tecature
ATTN: Worldwide Product Safety ] consumer
health
4. Date received by manufacturer s S 104 prolessional
(rakday/yr) OO0 (A)':D(:‘ "______."' hd D usar ‘acuity
IND # compan
6. It IND, protocot # PLA ¢ % upunr‘{mwe
atsirouter
pre-1938 D yes
7. Type of repont [o) (¥ D other
[] saay 15-qay produc yes | CTU 141188
D 10-day D penosic 0. Mir_ repor number
[Doma  [X]rotowops _1 WAES 1052780

7 Otner felevant usiory, ncluding preexisting megicat conglions
ie.g.. adurgies.(ace. DreQnancy. smoking and akohol use, nepatic/renal cystunction, eic.;

CONCURRENT CONDITIONS: alcohol consumption; chronic
spstructive pulmonary disease: gas:zroesophageal reflux
ji1sease: rheumatic fever; smoking

8. Advarse aven! [ermis)

DUGCDENAL ULCER; BLZEDING TIME INCREASED ERCSIVE
ESOPHAGITIS; GASTROINTESTINAL BLEEDING:
GASTROINTESTINAL ULCER

E. Initial reporter

1. N 8ss & prone #

—gm—
NSS

"t e

RN § I

Supmission of a report does not constitute an adrnission that

" MR RAGEm
*376 oM—a—o -01%

4. inbiae ceponer aiso
sent report to FDA

D NO Pharm.D Dyes D o @ -

2. Health professionar? 3. Oczupaton

YES

JuL 19 2001



Page 2 MFR Report 4. WAES £1052780 {continued;)
B. Adverse event or product problem

5. Describe event or problem
nemoglobin (MCH) was 34, p.atelet count was 1260CC, and bleeding time was grea.or rnan 15 miautes.
An esophagogastroduodenoscopy (8GD) was performed which revealed grade 4 esophagitcis, duoderal
u.cers, anrd one post-ducderal ulcer. The patient was placed on therapy wirh unspec.fled proioin pPuId
irnibicors. On 13-FEB-2001 nemoglobin was stable at 11.6 and the pa-ient was discharged Irom the
hospizal. The report indicated zhat the patient was =0 remain on ".ife long" <herapy with protsn
pumpminniibitors, but indicated that the symptoms abated following discortinuation of rotecoxid.
Aspirin was considered a secondary suspect medication.

Addi-ional infermazion has been received from the prarmacist whe originally reporzed iie
informatiorn concerning the &3 year o.d, white, ma.e patient. Additional concurrentz conditions
included chrernic obstructive pulmonary diseas=2 ard concomizant therapy included irdomethacin (MSD!.
The pharmacist clarif:ied rhat on aporoximataely 1¢-JAN-2001 the patien:t was placed on ~herapy witn
rofecoxid, 30 mg tabiet, once daily for the treacment of pain. Aspirin therapy was lor the
-rearmen= of rheumat:c fever. on 14-¥T3-200 che patlent presented to :the emergency rocm with red
blood in his szoo. anc dark siack stools since the day prior. The patient also compiained of
vomiting dark, oloody chunks on the morning of 14-FEB-2001. Aspilrin therapy was discontirued or

- 6-7FE3-20C1. Addizional foliow up was received from a compleced quescionaire. The source cf Lhe
nileeding was identifled as the gracde -v/erosive esopnagitis and the duodenal ualcer. No Ie3t3 wers

compleced for Helicobacter oylori.

The report:ing pharmacist considered :he gastroinzestinal pleeding, duodenal ulcex, gastrointestinat
Additiona. iniurmatien

u.cer, and erssive esophagitis to pe Other Imporzant Medical Events.
expacted.

Th.s report was filed with the FDA. The CTU number is 141146,

6. Relevant tests/laboratory data, including dates

DIAGNOSTIC TEST
Jests Date Value Unit Normal Range

02/14/01

esophagcgastroduodenoscopy
one post-duodenal ulcer

Comment; grade & esopnagitis, duodenal ulcers,

LABORATORY RESULTS
Tests Dale Value Unit Normal Range
APTT 02/14/01 27.7
INR 02/24/01 0.95
remoglobin 02/14/C3 16.5
platelec count 02/14/01 326000
bleecing tinme 02/14/01 >1% min.
mean corpuscular hemoglobin 02/14/01 14
mean corpuscular volume 02/14/,02 102.5
02/18/01 ll1.6

hemoglobin

QUtIA ¥ ANIGE S R W

TN LT

-3-00



