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D. Suspect medical device
1. Brand name

2. Type of device

3. Manufacturer name & address 4. Operator o device
D health  rofession

E] lay user‘patient

I:I other:

§. Expiration iate

6. Relevant testsflaboratory data, including dates
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7. Other relevant history, inctuding preexisting medical conditions {e.g.. allergies,
face. pregnancy. smoking and alcohol use, hepatic/renal dystunction, etc)
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10. Concomitant medical products and therapy dates (e :clude treatment of 2vent)

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

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

2. Health professional?

Mailto: MEDWATCH or FAX to:
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Rockville, MD 20852-9787
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of event:
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2. Outcomes attributed lo adverse event
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10. Concomitant medical products and therapy dates (exclude treatment of event)
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D. Suspect medical device
1. Brand name

2. Type of device

4. Operator of device
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D lay user/patient

(:] other:

3. Manufactures name & address

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

" Imoldeyty)
10. Concomitant medical products and therapy dales {exclude treatment of event)

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

OVERTON BROOKS VA MEDICAL CENTER

510 EAST STONER AVENUE SDSS
SHREVEPORT,LOUISIANA 71101-429
(318)-424-6001

’rp 5 901'32_‘
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5. If you do NOT want your identity disclosed to D o y
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Qushmiceinn nf a rannrt dnss nnt constitute an admission that medical personnel or the product caued of contributed to the event.
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C. Suspect medication(s

1. Namn (pive Ithd strength & mir/laneier. if khown)

Roxen
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B. Adverse event or product problem
. [K] adverne evarn andiar [} product problem (e.g.. detects/maltunclions)
2. Cutcomes aftribuled 1o aaverse svant D dissbility
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[:] congenital anomaly
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GASTRQINTESTINAL BLEED: MELENA. Patient w/ H/Q PUD
_taking lansoprazole, came to hospital o/o black stools & latigue. She
‘has been taking naproxen x years for hip pain. Recently she began
_taking 2 regular aspirin QD for headachee. C/O dizziness x 3
' montha; becoming progressively paler. in Emar Room: Hbg 5.6
-ransfused w/ 2 units PRBC. EGD showsd 12-13mm desep cenlbral
. uicer, clean basad duedenal ulcer. Impression: H/C PUD + H. pylori

w/ slaw blead x 3 months w/ recent Incroase likaly to asplrin and
' chronic naproxaen use. When discharged home H/H stable and
. asymptomalic.
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7. Qihar miavant hisory, Including preexistng medieal conditlons (e.g., allerges,
race, pragnancy. smoking and alcnhat uee, hepatic/ranal dyefunciion. ¢tc.)
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model #
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ather #
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A. Patlent information " -t _ C. Suspect medication(s)
1. Patient idert fier 2. g\‘gsvzl \Yirf'e 3. Sex 4. Weght 1. Namne (give lateled sirenglr & mir‘abe'er, if xnown}
evert:
o 67vr D temale 215  bs #1 LODINE (ETUDOLAC, Capsule)
or
Date of o #2 ACETYLSALICYLIC ATID (ACETYLSALICYLIC ACT3.
o male xgs
n cenlidence Binn: - {cont’d)
2. Cuse ‘requenty & Csute ussd A Treapy datas (i urknoar groe ot

~B. Adverse.event or product problem .

1.[X] Adverse evenl

[T Proguct protiem (e.g., defectsimatiuncticns)

2. Duicomes atributed to advers2 evznt
{check. al! “hat agply)

E] deatt
\nc/dayfyn)

E] fite -tr.reatening

¥ 1 bospitalization~in:ial or protorged

B] racovered

disability
congenital ancmaly

requirac intervention 1a prevent
permanant impairment'damage

]
O

D oher:

4. Date of this repart
(mo/daylyr)

3. Date of aven:

{mo/day/yr) 03/28/2001

00/00/1999 l

5, Jescribe event or problem
Tnformation was recaived on 26-MAY-2000 frcom a physician
12-JUN-290) trom a
reg.stered nurse wvia Covancs regarding a 67-yzar-old
write male patient. The patient’s cencurrent illnesses
izclude Arthritis NCS. Additional medical hisrtory was
ncr providad., Trherapy with LODTNE CAPSUTLE (etodolac
far Arzrricis NOS began in 1999 (therapy dates
The dose included: btwo, 500mg
2dditional suspect medicakion
focluded ACETYLSALTIYLIC ACID end NAPRQXEN SQDIUM. The:
pzriant experienced stomach bleedirg (Gastrointestinal
heemo srhage NOS) while taxing LODINE CAPSULE and
ACETYLSALICZYLIC ACID interaction NOS). He was
stbsegquently hospitalized for two days and nights.
petient "was firne' at the time of discharge and
continued LODINE CAPSULE therapy (ACETYLSALICYLIC ACID
was discontinued). In follow-up information received on
12-JUN-2000, the nurse indicated the patient was taking
_LOCINZ CAPSULE (etodolac capsule) concomitantly with
{cont'd)

via Merck & Cc.., Inc. and on

capsitle)
nct specified). regimen

dcses, avery day.

iDrug
The

3. Reievant testsdaboratory ¢ata, includirg dates

Mone Provided.

7. Ctrer refevant histoy, includir;3 areexisting madica cordtons
(€.9.. allergies, race, pregnancy, smeking and alcoral use, hepaticirenal dystunction. eic |

CONCURRENT CCONDITIONS:
Arthr.z2s NO3

Submiss:on of a report dogs nol const tute an admissicn that
mecical personnel. user facility, distributor manufacturer o7 procust

FDA Form 35004 (facsimile) caused o- contnbutad 10 the even:.

27

#1530 mao 2% per 1 Day,
Oral

¥100/007.999 to UNK

*2 Dose no: specified, #2 00,/0072.993 te UNX

Oral

5. Event ataled after use

4. Diagnosis for use (indicat on)
stopped or dose reduced

#1 Archritis NO3 doesnt

i Dyes Dno . appy
e O E%

#2 UNK

6. Lot # {it known) 7, £xpdate (if known)

#1 #1 8. Event reappeared aher
reintroduction
doesn’t
s2 %2 r1[Jves [Zo (]%ny

-szes [:]10

9. NDC # - {or product prod.ems only (if kKaown)

10. Concomitant medical aroducts and therapy daies {excude traa'ment ¢f evant)
UNK

.G..All manufacturers

1. Conlact ofice - name/address 2. Phoro number
WYZTH LABS (RA) 6109C24647
240 N Radnor-Chester
St. Davids, PA 16087
3. Report source.
Jill Robinson (check all that apply)
D toreign
D siudy
D literature
D consumer
health
2. Daie received by manufacturer 5. professional
(mordaylyr) (ANDA 18--922 D usar facilty
0572672020 IND # D company
rep-esentative
nLa g
6. it IND, prctocol # - D distributor
pre—1938 D yes
. [:] other .
QT1C
praduct L] vee
7. Type of repor
8. Adverse event lem(s)
[:] S-day [:]‘5'°ay Gastrointestiral raemorrhage

NOS
Drug interzaction KNGS

D 10-day .pancch
@ mitiat D tollow-up #

9. Mir. report rumber
HQ6622130MAY2000

-E..Initial-reporter - -

prene ¥ 610-397-2416

1. Name & address

Hosteslley, Linda s., Dr.
Merck & Co., Inc.

PO Box 4

West Point, PA 19486, TS

4. Initial raperter also
sant -epan o FDA

[j yes D ng LAX

2. Health prclessional?

yes Dr‘o

3. Occupaticn
Physician
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Box B.5 - Describe event or proglem { Continuation }

Aleve (NAPROXEN SCDIUM). Additioral informatlon has been reguested.

Box C - Suspect medicationgsly . t Contiruation )}

L. Name {(give labeled streng:zh & mfr/labeler, if known)

# 2.1 NAPROXEN SODIUM (NAPROXEN SODITM, )

2. Dose, frequency & route used

4 2.1 1 Tablet 2x¥ per 1 Day, Oral

3. Theragy cates [_f{ unkncocwn, give duration)

# 2.1 05r/317199% to 05/31/1999

4. Diagnesis for use (indication)

# 3.1 Arthritis NGS

5. Event abated alter use stopped or dose reduced

# .1 DOESN’'T AFPLY

9. Lot # {(i1I krown!

7. EIxp caze (£ known)

w

Fvent reappeared aftzsr reincroduction

B 5.1 DOESN’T APPLY

FDA Form 3500A (facsimite)

Submissicn ef 3 -e20n does nat constitute an adm ss-en tha! medicatl personpe | Lsar faci ity dismttor
~arulacturer or product zavced or contributad o the event
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lnternet Submission -Page1 | "
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1. Patient identifier | 2. Age at time 3. Sex 4. Weight 1. Name (Product Name) (Labeled Strength) {MfriLabeler)
of avent: - " Naproxen / IS '
or I | temale bs / / i
af N T T T !
Date | Vioxx / i
N v .. E
in confidence of b""hi_e v} mate 86—'L 43S # / /
- 2. Dose/Frequency/Route used 3. Therapy dates 1if Jrk own, give duraton;
il ACOVE C CVC OF Prod Probic From To (o7 best esumate;
1. j7] Adverseevent  and/or E Product proble m (e.g., defects/malfunctions) # / / # -
2. Outcomes altributed to advarse avent - w / / “ _
icheck ail that apply: | _ disability
th ! congenilal anomaiy 4. Diagnosis for use (; ndications with conmas) 5. Event abated after use
Cgeath ________ - - ;
» wreddyyy {_ required intervertion o prevent #1 knee pain stopped or dose reduced
ife-threa'ening " permanent impairment/damage #11] -
. = 9 knee pain I dyes _no Jap ?
¥ hosp talization - mitia! or prolonged [__ oher: ________ #2
- #2° Jyes | no vdogsn't
6. Lot # (if known) 7. Exp. date (if known) apo
3. Date of 4 Date of " "
event 04/14/2001 thisreport 04/20/2001 8. Event reappeared after
T ntdalyyvy) {m iddAyy ) reintroduction
il (74 #2
5. Describe event or problem , j"Tyes ™ no '—?go it
Gl Bleed, Dark stools 9. NDC # (for product prablems only) i — PRy
- - #2 Jyes ! oo _dospnt

10. G

dical product:

D. Suspect medical device
1. Brand name

and therapy dales [exclude lreatment of event!

2. Type of devi

ce

3. Manufacturer name & address

RECEIVED

—APR-2-3-2—F

6. Relevant tests/laboratory data, inciuding dates
EGP=Duodenal ulcer

6.
model #

wess__MEDWATCHCTU

4. Operator of device
L] health grefessional
L.’ lay user/patient
—

_ . other

Expiration date
(mrriddyyyy)

7. It implanted, give date

serial # R

8. If explanted, give date
lot # ——— — lmmldpulfyywl g
jother #

Y

9. Devica available for evaluation?

L yes

{Do not send

L} ne

_ __: returned to manufacturer o n

dev ce ta FDA)

larcd s

7 QOther rel t histary, i g pre ing medical conditions

{e g. allergies, race, pregnancy, smoking and alcohol use, hepaticirenal dysfurction, etc.
R knee injury, Naproxen x 3 weeks, Vioxx x

2 weeks now

PR
c TV 49 20 209

)

1. Name

armacy

phone

tospica) . eummm— = e f IS G

nited States

or FAX to:
1-800-FDA-0178

rD 5 Mail to: MEDWATCH

5600 Fishers Lane
Rockville, MD 20852.9787
FCA Form 3500

2. Health professional?

W yes

L

3. Occupation
[Other Health Professional

J no

=3

4. Also reported {o
L1 manufactares

i~

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

1 user facility
N distributor

fa—

Submission of a report does not constitute an admission that medical personne! or the product caused or contribuled to the eve

nt.
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! 1. Patier -ientifier

; C. Suspect medication(s)
2. Ageattime '3 Sex 4. Weight 1. Name (give abeled strength & mfr/iadeler, if known)

; of event: ! : H
“ 67 yrs .
C ) o ¥ temale | 287 ms | @ ALEVE , o ) :
! or
inco . lence Cote . male kgs | | M
h ! 2. Dose, frequency & route used Ts. Thaeapy dates (if unknown, give duration)
v H Forr/io (or bes! esimeie)
PR : 1 daily ORAL 13-APR-2001 22-APR-2001
;" ~. A -erseevent an ‘cr Product problem (e.g. defecis/mal‘unctions) i ¥ .‘1- e rt? e e
2. Qutco sat.‘mbu!ed 10 3. orse ucnl
(rec:  thatappy) disablity L | # |
. , p 4. Diagnosis for use (indication) §. Event abated aftar use stopped
h . congenital anomaly ) Lief or dose reduced 1
; oo required intervention to prevent #1  General Pain Relief iml ]yes | nol” ] dossn't
i threale:. por —anent impairment/damage b apply
atalizaton -/ 3lor gy z'srged oth«:; Med.Impoxrtant | #2 n- E «
’ ’ _..yes__|nol td
—-- — - . 6. Lot # ii' knawn) 7. Exp. dafe {if known) ¥ l —L;;’;“
3. Date« R | 4. Date of UNK NI
event 22-ATR-20C1 [ this report - " - - > Eniv;miop.:.dah
e, IRLRETIFN ——— —
Us Deser  eventor mroblc ‘ 7 # M yes| ino__ doesnt
| o L1, {".','1_ # - for product problems only (if known) e apply
i .- an A, - i
N ” #2 | jyes|_j no__| doesnt
. . ‘5'—- apply
‘SE BLMNIZ . bncomitant medical products  and therapy dates (exclude treatment of event)
Spitting u» blood :

Thyroid pill Datas:

¢ obal MYarrative Centrum Multivitamin Dates: ‘

7 ,is initial srontaneous report was Nama: NASAL SALINE Dates:
1.+ a gonsuaer, via a Consumer Care All manufacturers
present-tive . in the United States on 23- 1. Contact office - nameladdress (& miring site for devices) 2. Phone number
‘R-2001. Bayer Corporation 888-765-3203
Pharmaceutical Division 3. Reportsource
> 68 year-)ld ‘emale consumer (race and 400 Morgan Lane (check all that apply)
ight ualnown) was treated with ALEVE® West Haven, CT 06516-4175 i foreign
' ¢ .plete-213 (raproxen sodium) for the . study
l :dication of general pain relief from | itecature
' ‘uises at a dnse of 1 caplet daily from 13- @oonsumer
| . 'R-2001 to 22-APR-2001. On 22-APR-2001, she | | _ i gfﬂr“h. \
: pericrccdi SEVERE NOSE P REED (stop date 4. Date received by manufacturer f,'\,NDA,, 20-204 ™ user faciity
I known) vith the symptom cf splttlng up * 23-APR-2001 ND # _::: "1 company
6 Relev testsflaborstory fata 5 Jding dates. T T e HING proeol® PLAY e representative
_ ] distributor
i " ‘ne repoxnted o pre-1938 | _ yes > other:
e Rac ot ot apely) oTC yes

product

[ :sday [~]15-day e
- 8. Adverse ovent tonmis)

" 10-day . ' periodic

M tntial , , follow-up #
I N [ MAY 0 8 2001
"7 Other -vanthistory. ir. 'uding p-coxisting medicat can titions  {e.g.. alergies race, 8. Wi, report number
Freq” ©osmiokr art ohoiy kepatichenal dy: S, €12 )
23C6110245BCC

ncomitar.t discase(s): Left ethmoid sinus g cas
(s) E. Initial reporter

. ‘ncer 1. Name, address & phone # .
ce: UK i ; i
‘egnant: UNK

; T

i S ‘.: W

Subinission of a report does not constitute an o e e -
. R s 2. Health professional? 3. Occupation
F [ '4\ admi<sion that medical personnel, user facility, P e Xhmm‘

dist:?. utor, manufac:L “:r or product caused or yes . .o NI [lyes i_lno B umk
Jranfi B cppi-ivuted - - [ _
Loranfu. Pl Eomp QNGRS tinuation pages.




1naivioual Satety Keport
“[ "m m‘ Hmm m lummmlﬂmlmumn Bayer Corporation
*3720099-5-00-02%

"A.1. Patient identifier - - \G.D. Wifr. report number T

WATCH ' | 2001102458cC

. Page 2 of 2 —!

MED
1

B.5. Desc: ¢ cvent or problem
[continuation:] blood. The event is considered serious (important medical event). The consumer

also spit up a little dark purple blood on 23-APR-2001. She plans to see her doctor for evaluation
of th:se symptoms.

Conceitant medications include SALINE SCLUTION (sodium chloride) use in nose since 1992, CENTRUM
MULTI "ITAMIM (wultiple vitamins) and a THYROID PILL NOS (therapy dates and dosing regimens
unknown) . The consumer has a relevant history of left ethmoid sinus cancer since 1992.

For the suspect drug ALEVE (naproxen sodium) , NOSE BLEED with spitting up blood: Rechallenge,
dechailange, action taken and outcome of the event is unknown. No other labs, tests or history
repor ed.

Globz . Comment:

SEVEr * MNOSE 7T7ED with symptan of spitting up blood is not listed in the U.S. Product Information
for 7. eva Canlets (naproxen sodium) . Based on the information received a causal relationship
betwc~n the event and naproxen sodium can be excluded. This is supported by the patient's cancer of
the 1-ft ettmcid sinus, which is the source of the bleeding.

G.3. Rope. t source (olhe: )

BAYEKR CONSUMER CARE USA

MAY 0 8 2001
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-6-09-01=*
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- QT ' APPROV F 06/
distributers and manufacturers for A OVED 3Y FDA ON 0_3' (.J.b'g?
MANDATORY reporting. , Wi repan ¥ 237773
MED AI CH o et
~ —— :
THE YOA MEDICAL PEODUCTS REPORTING PROCRAM Page 1 of 2 . _ ¥DAUseonty
A. Patient information C. Suspect medication(s)
1 1. patient identifier 12 Age at time of event: "3 Sex j4. Weight | 1. Name (give Iabeted sirergth & mirfabeler  xnown) ,
j o 65 YEARS : 170 1bs i #1 NAPROSYN (NAPROXEN)
! : : {X femalz 1 o - !
Date — | ar Lo D aann et it e e s —
of birth I e 771 s ¢ #2NA i
Ir cenfdance [ Rt . |
’ "2 Dose. 'rzc;uencvyisrvo'uteﬂ 13 Thevapy-da(e;-( Iam_;e_djrai ani o "
#1 2 per DAY ORAL | inomvio 10¢ best estamate:

i1 X! Adverse event andior | Praduct problem ie 9., defectsimatfurclicns! #1 15-JLN-1983 E /15 JUN-"GO3 E

" Outcomes attributed to adverse event — i I| #2NA ¥ NA
(checx all that agpiv 1] ersabality A TR P e iioraroiboll |
I - ! / = - 4. Diagnosis for use indicabon} Z Event abated after use
P deatn 4 L congen:al anomaly #1 ARTHRITIS stopped or dose reduced
" (moXayiy’) —— requirec irtervenbon 1o prevent | —n . . doesn't |
3 hle Ivveatesing i _; permanent imparrmentidamage . s NE e e e e s X yes F_'| o | apply l
- hosodahizat on inital o praloge I’ other NON-SERIOUS ! @ : ” 3, doesn |
o - - ' yes no . =0
e e D S |G, Lot # (il kncwn) 7. Exp. date (# known) ‘ o . - 3pply
3 Date af 4. Date o #1 UNK #1 K 8 Event reaweéreTa'l_e{_m ’
I event /1 1993E this report MAY /10 / 2001 ‘ PRIUN N [ reinroduction
e imaniayryt) | #2nNA #2 NA | : < _. 1oes7t
e e s e e I T L e L  omly E nOw) A 2 D ne Di apply .
.5 Jescribe evert or problem 9. NDC# for prodac: probiems only (i know=) e e :
' THIS SPONTANEOUS CASE WAS REPCRTED BY THE | #1NA#2NA Tives o X ooy
i 65-YEAR-OLD FEMALE FATIENT \WHC EXPERENCED X - . . S
" GASTRO-OESOPHAGEAL REFLUX DISEASE. ABDOMIMAL i 1¢. Concomitant madical products and thesapy date « (exclude irealarant of event !
i FAIN AND RECTAL BLEEDING DURING THE USE OF HYDROCHLOORTHIAZIDE  15-JUN-1980 B/ i
. NAPROSYN (NAPROXEN) FOR ARTHRITIS (TYPE ! 15-JUN-1985E !
¢ UNSPECIFIED} * (HYDRCCHLOROTHIAZIDE)

THE PATIENT IS A NON-DRINKER, NON-SMOKER WITH A |
DRUG ALLERGY TO MOTRIN (IBUPROFEN] THE PATIENT .
HAS A MEDICAL HISTORY OF HYPERTENSION

G. All manufacturers

| 1923 (25T ; ORAL NAPROSVN HERAPY WAS INITIATED 1 Contact Office-name/address | 2. Phone Number
BID AT A MAXIMURM DOSE (NOT FURTHER SPECIFIED) (& rirng 5 & fot devices) !
1993 (EST.). THE PATIENT STARTED TO EXPERIENCE (972)562-3523
i RECTAL BLEEDING AND ABDOMINAL DISCOMFORT. THE GLOBAL DEVELOPMENT | L
. PATIENT CONSULTED HER PHYSICIAN AND WAS | 3 Report source
; DIAGNOSED WITH RECTAL BLEEDING aND HOFFMANN-LA ROCHE INC. (sheck ail that apg v; ,
. GRSTRO-OESOPHAGEAL REFLUX WSEASE NAPROSYN WAS 340 KINGSLAND STREET - ) fereen §
! DISCONTINUED NUTLEY, NJ 07110-1199 -
| APPROXIMATELY 3 WEEKS AFTER THE DISCONTINUATION ‘ _] stucy
OF NAPROSYN THE RECTAL BLEEDING AND GER Py Niterature
RESO.VED 1
( DATE UNKNOWN. THE ABDOMINAL DISCOMFORT RESOLVED : {_W cansumer ;
e —— L_ heaith professicnal
4. Date received by manufacturer 5. - =
! imofdayhTy | TRINDA¥ 17581, [—| usar-lac ity ;
: MAY {31/ 20C0 ! IND# e !—I coTpany reprasentive
: CONTINUED | |- —--— o oo o B PLAS =
. —_— s e e 6. HIND, p 19 : Rl r] digtrtutor
& Relevant tests/laboratory data. including dates P | NA pre-1336 | l yes P E J—
UNK I oTC © 1 | ;
7. Type of report . predact p1oves : ’_-—T_I_‘ !
{check all that apply) e L CONTINUED:
i e i 8. Adverse event term(s)
[ D s-day | 113:9% ! GASTRO.OESOPHAGEAL RESLUX DISEASE
[]10-0sy X] pororc lt ABDOMINAL PAIN ‘
Jwmea [} | RECTALBLEEDING ;
e |
L R 7 ) 3. MFR. report number i
+ Other retevant histosy, includ P isting dical iti G. o 1 X 237773 '
1ace, pregnancy, smoking and alcohol use. neoahicirenat dysfuncion, etc ) i " +++ adverse event 1nal generated submission
. Medical History Terms
DRUG ALLERGY E. Initial reporter
+YPERTENSION
' 1. Name, address & phone ¥
Medica! History Text
| THE PATIENT 1S A NON-DRINKER, NON-SMOKER WITH A
DRUG ALLERGY TO MOTRIN (BUPROFEN).

i i CONTINUED |
Subsmission of a report does not constitute an | 2 Heatth pr ional? 3 Occupation 4 initial reporter also B
admission that medical personnei, user facility, : . » 1 NIA . _seatreportto Foa ‘
distributor, manufacturer or product caused or | L] \l(_ no . L | ves D o (X0 unk !
contributed to the event. - L P ] _ :

3500A Facsimile ) . . o
E-Indicates estimated date or dose, P-Indicates partial date




m I llﬂliujia 1”' m‘af ﬁly il
*3721965-6-00—02+ II mmu“”l““ll]
CONTINUATION SHEET FOR FDA-3500A FORM

ROCHE

B.5. Describe event or problem - continued

AS OF 1 JUN G0 ALL EVENTS HAD REMAINED RESOLVED.
THE PATIENT STATED THAT SHE HAD EXPERIENCED GASTRO
BLEEDING WHILE ON MOTRIN (DATES NOT SPECIFIED).

E.1. initial reporter (Name, address & phone #) - continued
prone: gl IR

G.3. Report Source (other:) - continued
PHARMACEUTICAL COMPANY

Mfr report# 237773

.OESOPHAGEAL DISEASE AND RECTAL

Page

of

16



uivioual Safe -
e Saraty fepert ”;ea% ‘::;j?::":e:r's (or APPROVED BY FDA ON 03/06/93
) T e ——— e e S
372646 7=X=-00-01% ; UFDist. report 8
e - g- o R 8 ! e e e
Page 1 ot 2 ' _rOAUss oy

THE FOA MEDICAL PRODUCTS RRPORTING PROGRAM

A. Patient information

. t identitier 2. Age at time of event: 3. Sex [ 4. Welght 1
40 YEARS | UNK fos :
or [ 1 ——— N
. i | ifemale !
i Date — or
i of birth: l X| maie kgs

in configence

e e —

C. Suspect medication(s)
. Name {give labeled strength & mirftabeler, if known)

! #1 NAPROSYN SUSPENSION {(NAPROXEN)

+2 VICOPROFEN {HYDROCODONE BITARTRATE/IBUPROFEN) )

B. Adverse event or product problem
[ Product problem (e.g., defects/mattunctions)

[ aisabilty

X Adverse svent and/or

2 Outcomes sitributed 10 adverse svent

2. Dosa, frequency & route

3. Therapy dates (i unk gvec 2ation)
from1o (of best estimiita)
#1 UNK

¥2 15-NOV-2000 E / UNK

#1 ORAL

#2 1 DOSE FORM

|

|

1 per6 HOUR

ORAL l

icheck ail that apply}

4. Diagnosis for use (indication)

5. Event Ilma—diﬁ; use

__: death r :] congenital anomaly #1 UNKNOWN stopped or doss reduced
= (mardayiyn) required intervention to prevent N - . doesni
- iite threatening D permanent impairment/damage #2 PAIN —_— E‘\ yes 1] no ',& appyy
hospitalization inital or prolonge @ other: MEDICALLY —T 7——’_.?’@;;{ )
— SIGNIFICANT 2[iyes [ Joo X
_ 6. Lot # (if known) 7 Exp.date (fknown) T apply
3 Dats of 4. Date of #1 UNK . *1 UNK 8 Event reafpeared sties
ovent UNK /] thisreport  MAY / 18 / 2001 | raintroduc ion ot
o 02 — ~— - doasnt’
_mondayyn {mo/day/yr) 2 UNK | UNK 1 .‘_J yes [ _no _)g aooly
5 Describe svent or problem 3.NDC # for product probloms only (if known) e vl
THIS SPONTANEOUS CASE, RECEIVED VIA KNOLL #1NA #2 NA | w2[yes " Ino Ix] 2200
PHARMACEUTICAL COMPANY (USA) AND REPORTED BY THE _ : R
PATIENT, CONCERNS A 40 YEAR OLD MALE PATIENT WHO 10.C t | pr and therapy dates (exclude traatmant of 1ven’)
EXPERIENCED AN UNSPECIFIED DISORDER OF THE DAYPRO UNK
SHOULOER JOINT REGION, INCREASED BLOOD SUGAR AND {OXAPROZIN)
STOMACH HAEMORRHAGE DURING/FOLLOWING THE USE OF
NAPROSYN (NAPROXEN) FOR AN UNSPECIFIED VIOXX  UNK
INDICATION AND VICOPROFEN (ROFECOXIB) :
CONTINUE DI

(HYDROCODONE/IBUPROFEN) FOR PAIN AND
IMFLAMMATION.

1
THE PATIENT HAS A HISTORY OF ORTHOPAEDIC SURGERY
ON HIS RIGHT SHOULDER (2000) AND WAS DIAGNOSED
WITH DIABETES SEVERAL YEARS AGO. HE WAS TAKING
DAYPRO (OXAPROZIN), VIOXX (ROFECOXIB) AND
IBUPROFEN CONCOMITANTLY. .
UNKNOWN DATE (SEVERAL YEARS AGO): THE PATIENT
WAS DIAGNOSED WITH DIABETES, AT WHICH TIME HIS
BLOOD SUGARS WERE OVER 200. .
UNKNOWN DATE: THE PATIENT COMMENCED NAPROSY)N-
THERAPY (DOSE AND REGIMEN UNKNOWN). *
NOV 2000 (APPROX): THE PATIENT COMMENCED AND

-,

/4

‘.
B

G. All manufacturers

. Contact Office-name/address 2. Phone Number
' 973) 562-3523

GLOBAL DEVELOPMENT S pTT -
 HOFFMANN-LA ROCHE INC. | nete an ot o)
. 340 KINGSLAND STREET "7 roreign

NUTLEY, NJ 07110-1199 i [ sy

. D fitarature

@ consumer i

[_! health protessional

VICOPROFEN (HYDROCODONE/IBUPROFEN) THERAPY 1 / Date received by manufecturer 5 ajnpas 18-965 i [ ] usertaciliy
MAY / 7 /2001 wos | [ company represent re
CONTINUED | PLA# = e
1 6. If IND, protocol # e — cistributor
& Relevant testsAaboratory data. including dates NA — —
pre-1938 '~ yes X cther:
BLOOD GLUCOSE otc — =
2000 E L ves .
7. Type of report product —
LAB RESULT: 140-160 (check all that apply) CONTINUED
NO UNITS PROVIDED. & Adverse avent term(s) ST T
- 5- y
[ ]s5-aay 15 - day . UNSPEC DISORDER JOINT OF SHOULDER
BLOOD GLUCOSE [:] 10-day | | periodic REGION +++
FEB-2001 E ; v (] folowsp BLOOD SUGAR INCREASED
oival -SUGAR IN URINE
——— | STOMACH HEMORRHAGE
CONTINUED | | 9. MFA. report number LA
* Other relevant history, i pr i conditions (e.g., allergies. 260195

raca. pregnancy, smoking and aicohol use. hepatic/renal dysfunction, etc.)
Medical History Terms

SURGERY 2000 E

' 4++ adverse event that generate d submission
- comanifestation

E. Initial reporter

}Dyes Dno [Xjunk.

DIABETES 1. Nsme, address & phone #
UNITED STATES OF AMERICA
Submission of a report does not constitute an 2. Health professional? 3. Occupation - T‘ Initial reporter :lsc
admission that medical personnal, user facility, N/A { sentraportto F0A
distributor, manufacturer or product caused or D yes E] no
contributed to the event.
3500A Facsimile

E-indicates estimated date or dose, P-Indicates partial date



T ——

B.5. Describe event or problem - continued

TABLET EVERY 6-8 HOURS, PO.

2000 (EXACT DATES UNKNOWN): THE PATIENT'S BLOOD SUGARS WERE BETWEEN 140-160. THE
PATIENT EXPERIENCED STOMACH PROBLEMS AND STOMACH BLEEDING. HE STATED THAT
VICOPROFEN WAS THE ONLY MEDICATION THAT DID NOT CAUSE THESE PROBLEMS.

UNKNOWN DATE: THE PATIENT STOPPED NAPROSYN THERAPY.

FEB 2001 (APPROX): THE PATIENT STATED THAT HE HAD PREVIOUSLY BEEN ABLE TO KEEP HIS
BLOOD SUGARS UNDER CONTROL WITH DIET. IN FEBRUARY, HIS FASTING BLOOD SUGAR WAS
NOTED BY THE DOCTOR TO BE 200 AND 215. THE PATIENT'S URINE WAS POSITIVE FOR SUGAR.
MARCH 2001 (APPROX): THE PATIENT BEGAN CHECKING HIS FASTING BLOOD SUGAR DAILY WITH
A HOME KIT. HIS LEVELS WERE ALWAYS OVER 200 AND AS HIGH AS 372.

02 MAY 2001: THE PATIENT STATED HE HAD RECENTLY ATTENDED DIABETES CLASSES AND WAS
NOW MORE DILIGENT WITH HIS DIET. HE WAS AWARE THAT HE SHOULD BE EXERCISING, BUT
THIS WAS DIFFICULT DUE TO THE DEVELOPMENT OF REFLEX SHOULDER DYSTROPHY. HIS MOST
RECENT BLOOD SUGAR LEVELS WERE AROUND 200. THE PATIENT STATED THAT HE FELT THAT
STRESS HAD CONTRIBUTED TO HIS EARLIER INCREASE IN BLOOD SUGAR LEVELS.

NO UNITS WERE PROVIDED UNLESS SPECIFIED.

THE PATIENT STATED THAT HE USED TO TAKE DAYPRO, NAPROSYN, VIOXX AND HIGHER DOSES OF
IBUPROFEN BUT THEY ALL CAUSED STOMACH PROBLEMS AND STOMACH BLEEDING.

AT THE TIME OF THE REPORT, THERE WAS INSUFFICIENT INFORMATION TO ASCERTAIN THE
OUTCOME OF THE UNSPECIFIED DISORDER OF THE SHOULDER JOINT REGION AND STOMACH
HAEMORRHAGE OR WHETHER THE VICOPROFEN WAS CONTINUING.

THE COMPANY CONSIDERED THE UNSPECIFIED DISORDER OF THE SHOULDER JOINT REGION,
INCREASED BLOOD SUGAR AND STOMACH HAEMORRHAGE TO BE MEDICALLY SIGNIFICANT.

B.6. Relevant tests/laboratory data - continued

LAB RESULT: 215
FASTING BLOOD SUGAR.

BLOOD GLUCOSE
FEB-2001 E A
LAB RESULT: 200

BLOOD GLUCOSE

MAR-2001 E

LAB RESULT: 200-372

SINCE FEBRUARY. THE PATIENT HAS BEEN CHECKING HIS FASTING BLOOD SUGAR DAILY WITH A
HOME KIT, AND IT HAS ALWAYS BEEN OVER 200 AND AS HIGH AS 372.

BLOOD GLUCOSE

2-MAY-2001

LAB RESULT: 0

MOST RECENT BLOOD SUGARS AROUND 200.

BLOOD GLUCOSE
BLOOD SUGARS OVER 200 WHEN DIABETES WAS DIAGNOSED (NO UNIT PROVIDED).

GLUCOSE_URINE

FEB-2001 E .
URINE POSITIVE FOR SUGAR. :

C.10. Concomitant medical products and Therapy Dates - continued

IBUPROFEN  UNK
(IBUPROFEN)

G.3. Report Source (other:) - continued
PHARMACEUTICAL COMPANY

of
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OMB suterr ent on reverse

tee [ FZZIT )

4

J

C. Suspect medication(s) .

atie O 0
atient identifier | 2. Age attime (ﬂ 3. Sex 4. Weight 1. Name (give labeled strencth & mirfaneter, it known)
of svent: 7 os | | *
} q 3 o ] temate ~ L
- of birth: mae | ___ugs| L2
puny nfidence . > Dose, irequency & route used 3 Therapy dates (if unknown. g\ve/iuration)
Adve P eve or prod propic fromho (of Dast esbmate} /
! #1 — #1 ————
% Adverss event  andior (] Product problem (6.3-- detects/malfunctions) l 2 W G 1D 7 /‘7 3”/,,3
) vent
.cr-*‘eml.l.m :t‘trlbuto)d to advarse & D disability ¥2 2 /
— PPy D congenital anomaly 4. Diagnoajs for use {indication} . Event abated after use
i death L K " ¢ §r stopped or doss reduced
" (maicaylyr) [:] required intervertion o prevent
1‘. lite-threatening permanent impairmentdamage \ ¥ [Cyes e r_‘]ng t
L - . 2
¥ nospialization — initia} or prolonged [ other: : Soesnt
- B. Lot ¥ (f known) 7 Exp. date (if known) v2 Clyes Clre DIS35%
jaie of 4. Date of " . " :
8. Event reappeared after
r'v:nl . “\ 90 o¢ ('M’"”M,,, " - reintroduction
Describe event or problem " Dyes []“3 [32885""

Wukwss

J,Cp‘.;r\m)

$06.

R +~J«.>M
G | Bl

6"\\'..9/\/\'("4».
Lndraceyy
NSAWDS D s

PREC

WA\&M

9. NDC # (for product problems onty)

ve Clves [dmo CIGRRR™

MJ i Zo0mey
IJW

1. Brand nam#

70, Concomitant ‘medical products and therapy dates (exclude

20 fd.

treatment of event)

—

2. Typs of device

v

3. Manufacturer name & address

RECEIVED

MAY 2 ¢ 2001

4. Operator of device
D heaith profession:it
[:] 'ay user/patient

D ather:

e —
e

5. Expiration date

~Helevant testaiaboratory data, including dates

‘/w,mql.'b 2

et

22.2

Lo

N

s MEDWATGH CTU

(mo aayhn

pe——

7. # implanted, give cate

catalog # |medaay Y
serial ¥ R
8. If expianted, give tiate

lot # - qwqm‘:ym) 9
other # —
9. Device avallable for evaluation? (Do not send to FOA)

D yes D no D returned 1o manufacturer on _ e ——

(n‘\oldlylyll

Somn

VISV 1T -

TOther relevant history. incl

race, preghancy. smoking

and

pM

b \wr

1+

Mail to:

FIL)

-

o
25

uding preexisting

e

medicat conditions (8.0., allergies,
alcohol use, hepa!ldrqnal dysfunction. etc.)

. VA Hosp ftalS =
'E. Reporter (see
1. Name, address & phone #

VA HOSPITAL (119)
SAN ANTONIO, TX 78284

o

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

VHe S

confidentiality section on back)

7400 MERTON MINTER BLVD.

2. Health professional? 3. Occupation

<
MEDWATCH or FAX t0: s [Jmo | Phaem D
5600 Fishers Lane 1-800-FDA-0178 5. 1 you do NOT want your identity disciosed 10
the manuiacturer, place an * X ™ \n this box. @

Rockville, MD 20852-9787

3. Also reported 10

E marufacturer
E Jser taciity
El asinbutor
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For VOLUNTARY reporting v - S e T b

L\‘} FOA Use Croy (A0 )

by health professionals of adverse v e et
MED A l ( H events and produce problems Ninstn , 5‘ ! ér

mre AL rRBIDBUL IS PP IV PROIRAN P'Q. —_— of —_—

C. Suspect medication(s)

Frep PIIR NP

A. Patient information

[ 1 Patent ientitier | 2. Age atume 1 Namae 1give 1aDesed Sirengin & miriapeter. :t xnowm
of event: ' s ‘
: or —ws || N i yn
)'}‘/770 Oate o P" '/_ Ay
i n contoence of birth: -2 o €
tor product problem 2 Dose. irequency & raule used 3 Therapy Zalws funanawn give Surabant
8. Adverse even 13 7 20 vt
1
1 N7 Adverse event  andor ] Product prodlem ie §.. Selects Mmasnctions) Y (kg a "V Uokitoww-?
— )
comes erse t e . . (.
z ;O;):c- au ":::::'o o aversa ¥t asaney 2 PO kol 2 2 thinkspee 1
— G congenal anomary 1 Diagnosis [OF use 1 nAXCINON! 5 Event adated after use
sta @
[ geam ey D reguited wtervenhon 1q prevent wt L [” L i —npod or dose reduced
[ uenreatemng peimanent mpavmentdamage L bk 1 Ties “ino _;gglsvnv
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r i ) z s 5600 Fishers Lane 1-800-FDA-0178 5. If you do NOT want your lde ty disclosed to o
Rockville, MD 20852-9787 the manufacturer, place an * X " in this box. [ ] (] distibutor
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hepalic/renal dysfunction, alc,)
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RECEIVED
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D other:
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6. JU L { ZUuUi Imoxdaviyn
serial &

8. | explanted, give date

lot # {molduylw)
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MEDWatch ,"plo‘u,‘/" Approvea “w FDA on 10/20/93

1. patient Indentifier|2. DOB: _ |3. Sex|4. Weight |1. Name
- | AGE: 81 yrs |MALE | 83.8 kg | #1 : NAPROXEN
s====zas= cemm == 2z== e mmeesmmEmmmmmmmE |- nmmememmmEemSmmemassosssosssssoooosssissoooonoo

B. Adverse Event oOr Product Problem |

1. [X)Adverse Event { )Product problem |2. Dose,frequency & route used | 3. Therapy dates
---------------------------------------------------------------- | #1: | #1
2. Outcomes attributed to adverse event fsommmmmmmmmmm o mm s mmmmoo e [ommmmmm e mm o
{ ] death: [ 1 disability | |
{ 1 life-threatening { 1 congenital anomaly Jrmmmmmmmmmmemmmsmmossmsoeooos-osoroooooSmoSsomomToTTITTITIIOOT
{x] Hospitalization [X] required intervention to |4. Diagnosis for use(indication) |S. Event abated after use
initial or prolonged prevent impairment /damage | | stopped or dose reduced?
_______ [ ] other | #L: | #1: [M/A)}
------------------------------------------------------------------ |-----—----------------_---_-----|--._‘_---_-_._.-__-----.-_-__-_
3. Date of event |4. Date of this report | |
06/25/01 | 06/25/01 | oo mm e mmecemomssssossssssooooossssooooooooooses
------------------------------------------------------------------ |6. Lot # (if known) [7. Exp. date|8. Event reappeared after
5. Describe event or problem | | | reintroduction
GI BLEED | #1: | #1: | #1: [
..................... |---_------_-|___-.---____-----.--_._-_----
RECE\VED ! | |
JU_L 1 7 2001 :9. (Not applicable to adverse drug event reports)

6. Relevant test/laboratory data. inc i CH CTU |10. Concomitant medical products/therapy dates (exclude treatment)
M qu } RANITIDINE 150MG TAB

| HYDROXYZINE 25MG CAP/TAB
} TERAZOSIN 2MG CAP/TAB
| PLEASE SEE ATTACHED

------------------------------------------------------------------ |D. Suspect Medical Devices
7. Other relevant History, including preexisting medical [ === o mmmmmmm e mmm e msesoossssosossoSSonnooooSoooTos
conditions | Note: Please use the actual MedWatch form if the event
Pt had also been on prednisone, but had recently been | invelves a suspected device as well as a suspect drug

tapered off.

|1. Name, address & phone #:
==========-====|1’VAMC AMARILLO 6010 AMARILLO BLVD WEST

|aMaRILLO, TEXAS 79106 oA

Mail to: MedWatch or FAX to: | == mmmmmmmmmm e em o —o e ssoomsoessSSoSososoSTToToToTTETC
5600 Fishers Lane 1-800-FDA-0178 |2. Health professional? ]3. Occupation |4. Reported to Mfr.
Rockville, MD 20852-9787 | [YES] | CLINICAL PHARM| [NO]

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

FDA Form 3500

Submission of a report does not constitute an admission that medical personnel or the producasg or contributed to the event.
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of event:
In confidence

ar
Date
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A Dl | e | g
[ — [ Jany
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6. Relevant tests/laboratory data, including dates

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

DSS
AUG 0 2 2001

C T/ Y8R2Z T

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

T . Mail to: MEDWATCH

5600 Fishers Lane
FDA Form 3500 (6/93)
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D. Suspect medical device
1. Brand name

2. Type of device

3. Manufacturer name & address 4 Dperator of device

—
[ neahth proless:

{: ay gserpatent
[ iv:wt’m

RECEIVED

3 AUG 0 Z 2001

o

Expiration date
B

model #

catalog # M EDW AT C H CT U 7. If.i‘rrvr:z;‘)\l?nled. give dale
serial #

lot # g exﬁfa.nted. give date
other #

9. Device available for evaluation? fO0 or seng 1o FOA:

D yes D no

—
! "] of aned o onannfactorer op

10 Concomitant medical products i iy dals

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

2. Health professional? [ 3 Occupalion B —;\/ 3 reported to
) ALY T manufactie
_lé ves  [] no thn AT Y —{ o
5 If you do NOT want yolir identity disclosed to bed MEETH
the manufacturer, place an * X " in this box. ] asmbuer

Submission of a report does not constitute an admission that medical personnel or the product caused or contributed to the cvent
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1. Name (give labeled strength & mfrdapeler. if known)

n N CRCL N

. Advarsaavent  andvii [:] Productproblem {e.q.. defects/malfunctions)

Suicomes 3nr|.)m=d o zdverse event

ClAagnestg 1o T

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

5. Describe event or problem . - ‘

[Y"i‘ o i (_S ( bn 31 3 1’\‘1 U_/ !“) 9. NDC # (for prgduct problemsi)nly) : :’ _
\\:up\“‘u S\j']\ LS — S R

RECEIVED

AUG 1 6 2001

wear MEDWATCH CTU
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‘_.erml
i

ARiEnsed

Ph.D., FASCP, R.Ph.
Director of P!
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; P,
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FDA Form 3500 (6/93) 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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# tJ‘JE ri ﬁ.__),

6. Lot # (if known) 7. Exp. date (if known)
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5. Describe event or problem s
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FDA Form 3500 (6/33) 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 Page _
A Patie 0 atio
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2. Outcomes attributed to adverse event -
(check all that apply) ] disability

[:] congenital anomaly

D death _ _
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5. Describe event or problem

1\ Bked saonduvyj
NSAID ub ¢

2 Deose. frequency & route used 3 Thnrarw d QM b e on gt At
Droans
#1 &1
#2 #2
4. Diagnosis for use (indication) 5 Event abated after use
P stopped or dose reduced
e e e Hi [jy ij: l\{'ﬁ?’r
i Tloss [Mino [
) Y C f—“ﬂi
6. Lot # (if known) 7. Exp. date (it known) | "* ‘AJV s r“" L‘wwfv
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reintroduction

— —
w1 ‘V_Jv'ils ! _.nr_‘ .

9. NOC # (for product problems only)
- - Tan T ']tgﬁ;,‘ln

O Concomitant medical producis and Mharapy fatas (exoude b Atmaent of ¢ evari)

D. Suspectmedicalg'evmé -

1. Brand name

2. Type of device

3. Manufacturer name & addi:e;sm" B T __.‘ a 53&5}-&'&;{&&;@5 T
[] health protessona

i1
|| tay userpatient

i__j other:

5. Relevant tests/laboratory data, including dates

RECEIVED ...

6. [ E VST

AUG 1 6 2001

model # _

catalog s . MEDWATCH CTU » 7 Ifl‘mplanled give date
serial # I v mream e}
we et gue e
other #

9. Device available for evaluation? {Do nut send 10 FDA
- — —
r_1 ves L i nho Lj reiurned 10 m.m\_ﬂa'flu
Qi

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

TV 2 A

J
m Mallto: MEDWATCH or FAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockvilie, MD 20852-9787
FDA Form 3500 (8/93)

10 Concomitant medical products and Maapy dates [ewaJe Iatmens of guert

AUG 1 6 2001

E. Reporter (see confidentiality section on back)

2. Health pfofessional? | 3. Occupation
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4. Also reported to

manutacturer

D user facility
5. It 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 contrituted to the event.
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