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C. Suspect medication(s
L. Name (give labeled strength mir/labeker, if known)

FDA Use Only

N «ationt Jdentifier 2. Age at th s 4w
A ofcv‘:.(: - D i e #1 PFLOMAX (TAMSULOSIN HCL)

‘ 66Y 2 feomale CAPIULES :
in confidence e of male 79 ks | Teo ATIVAN

se: (NG

(CONT)
B. Adverse event or prod proble
- " 2, Dose. freauency route used 3. Therapy dates (If unknown, give duration)
Adverse event and/or Product Problem (e g. defecty/maifunctions) 1 from/to for best estimate)
0.4 MG DAILY ORAL 2 -

L Outoome atiribated to sdverse evemt [ 100 #1 01/26/1999-01/28/1999
(check all that apply) 01 Conpentat Avomay ¥2 4 me * 2 02/04/1999-02/04/1999
D D required & jon o prevent 4. Dy ks for Use (1 S. Event abated after use

mo/da: roquired intervent permancat #1 BENIGN PROSTATIC HYPERPLASIA stopped or dose reduced
D sfe-Thremerning ¢ ¥ impairment/damage
BA ospicatization - initiat or O oue PPp——— #1EnstDmy

prolonged
f"*ﬁ"“ 01/25/1999 :':’:;:;o,;t;-hnpon 0272271999 6. Lot # (if known) 7. Exp. date (itkaown) | 2 M0-0 doc:l\
madday. T,
#1 #1
5. Describe eveat or problem [Event reappeared after
A 66-YEAR-OLD MALE PATIENT TOOK 10 MG OF CLARITIN ON 2 %2 onx
24JAN1993, FROM HIS DAUGHTER'S PRESCRIPTION, FOR A # 13 yes[J nobd docsm:
HEADACEE. ON 25JAN, THE PATIENT WAS UNABLE TO 9.NDC# - for product problems only (if known) apply
URINATE. HE WAS SEEN BY A UROLOGIST ON 26JAN. THR o
“ .

UROLOGIST FELT THE ACUTE URINARY RETENTION WAS 200~k ;‘:;y"‘
SECONDARY TO THR CLARITIN AND A BISTORY OF BENIGN

PROSTATIC HYPERPLASIA. THE PATIRNT WAS GIVEN sSons
SAMPLES OF FLOMAX (0.4 MG DAILY) YOR THE BENIGN
PROSTATIC HYPERPLASIA AND PHENERGAN (PROMETHAZINK)
12.5 MG PO PRN WAS PRESCRIBED YOR NAUSEA. CLARITIN
WAS DISCONTINUED AFTER RECEIVING ONMLY ONE DOSE. ON

10. C dical p udlhu:pyducs(cxdudelmmmuorem)
PREVACID PROM 02/05/1999 TO 02/05/1999 ; XANAX

G. All manufacturers

26JAM, THE PATIENT TOOK HIS PIRST FLOMAX CAPSULE. 1. Comtact office-same / address ( miring sie (or devices) 2. Phoae Number
-~ BETWERN 27JAN AND 28JAN, HE COMPLAINED OF NAUSEA, (973)921-7435
'MITING, SHAKING CRILLS, AND A LOW GRADE SCHERING-PLOUGH CORPORATION —_—_—
;) MPRRATURE. HE TOOK PHENERGAN, MILK OF MAGNESIA AND 2000 GALLOPING HILL ROAD 3. Repert Source
4IGHT EXTRA STRENGTH TYLENOL (ACETANINOPHEN; EXACT KENILWORTH, NJ 07033 {cbock all that apply)
DATES UMKNOWN) . FLOMAX WAS DISCONTINUED OM 28JAN, heakh pro-
AFTER THRER DOSLS, BECAUSE OF THE PATIENT'S ] foreign B essionus
INABILITY TO KEEP ANYTHING DOWN. BETWEEN 29JAN AND
31JAN, THE PATIENT'S FANILY NOTICED TEE PATIENT WAS Py P ——— . auty [] user
JAUNDICED. OM 1FEB, THE PATIENT SAN HIS PRINARY CARE (mordaytyn ANDA®S 19-658 y
PHYSICIAN, WHO CONFIRMED THE JAUNDICE AND DARK URINE. [Ju- [ company
THE PATIENT HAD MO RIGHT UPPER QUADRANT TENDERNMESS, 92/17/19%9 IND s e T repre.
ITCHING OR LIGHTENED STOOLS. HEPATITIS A AND B wocol sctative
SXROLOGIES WERE NEGATIVE. IT WAS REPORTED THAT AN f"m ’ PLAS Df:; D:';m
UNSPECIPIED TEST WAS PERFORMED FOR HEPATITIS C, WHICH
(CoNTINUED) S pre-1938 [ Jyes Otber:
{check A that appiv) o s BORHRINGER
« Reb Naborstory data. inchuding dates Osay [Jis<ay prodect
1FEB1999 SFER  6FEB  7rEB
wac 12000 17680 16530 -- [Jiceay  BA perioac % Adverse Event Term(s)
x08. 17% -- - --
Iniial Sollow. HEPATITIS
BGB e, - == - M = #*___ |conruszon
Ber bl - - == URINARY RETENTION
T.BILT 0.9 s.8 s.5 4.8 9. M. report mumber TUMOR, BENTGN
ALK PHOS 236 210 195 201
AST 884 335 2308 281 1999-02-0577
aLT 1552 748 621 563
(CORTINUED)
7. Other relevast history, [ d Itk ' mce,

NISTORY OF ANXIETY, DEPRESSION, IMPAIRED VISION,
DEGENERATIVE ARTHRITIS, AND BENIGN PROSTATIC
HYPERPLASIA. ALLERGIC TO PENICILLIN. NO KNOWN HISTORY
OF TRANSFUSIONS, ALCOEOL USE, TRAVEL, DRUG USE,
NERDLE EZ?OSURE OR RECENT SHELLFISH INGESTION. NO
NOWN EISDORY OF HEPATITIS C EXPOSURE. THE PHARMACIST
iPORTED NO KNOWN HISTORY OF JAUNDICE. THE PHARMACIST
1 WAS UNAWARE OF A HISTORY OF CHOLELITHIASIS OR GALL
(CONTINUED)

——
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Mfr. repoct ¥

U/F Dist report #

2 Of 3

L. Name (; vclabeled sirength mfe/labceler., if knuvn)
#3 TYLENOL EXTRA STRENGTH

#4 CLARITIN (LORATADINE)

7 » CONVERSE LOGICALLY.

STATUS CHANGES. HE WAS STILL JAUNDICED AND WAS
ADMITTED WITH A PRELIMINARY SUSPECTED DIAGNOSIS OF
HEPATIC ENCEPHALOPATHY. ALL MEDICATIONS WERE
DISCONTINUED. LACTULOSE 30 CC PO BID WAS ORDERED AND
THE PATIENT WAS GIVEN ONE DOSK. APPROXIMATELY 12
BOURS AFTER ADMISSION HR WAS EVALUATED BY A
GASTRORNTEROLOGIST, WHO FOUND NO OTHER SYNPTOMS OF
HEPATIC FAILURE, NO UPPER RIGHT QUADRANT TEXDERNESS,
D RO GROSS SENSORY DEFICITS. THR PATIENT WAS ABLE
AMNONIA LEVELS WERE WITHIN
HEPATIC ENCEPHALOPATHY WAS RULED OUT.
NO LIVER BIOPSY WAS PERFORMED. THE PEYSICIANW
REPORTEDLY RULED OUT OTHER RISK FACTORS FOR ERPATITIS

EXPOSURE OR RECENT SHELLFYISH INGRSTION). THE
GASTROENTEROLOGIST DIAGNOSED *SPONTANEOUSLY™
RESOLVING HEPATITIS SECONDARY TO FLOMAX, BUT COULD
mnmourcmnmasuumnrmmm. HE
TEOUGHT THE PATIENT'S ALTERED MENTAL STATUS WAS DUR
TO AN INABILITY TO METABOLIZR ATIVAN AND PHENERGAN OR
TO THE OVERDOSRE OF ATIVAM IN COMBINATION WITH THE

d t i b' TABLETS (CONT)
. ‘ nt or product problem
B. Adverse event or p p ' P vem——— T e ———————
[ ] Adverse event andfor [ Product Problem (e.g. defeci/malfunctions) %3 from/1o (or best estimate)
8 TABLETS
2. Outcoma attributed to sdverse event D Disability #3 ONCE
(check all that apply) O _ ¥4 10 MG oRaL * 4 01/24/1999-01/2¢/1999
Death Congenital Anomaly —
D L ation 10 prevent ;;‘ for Use ( 5. Event sbated alter use
5l s or dose reduced

D e ning (mo/daylyr) D hm""vm"e permanent UNKNOWN topped )

ki i Other #BDyesDnoBdomt

bospitatization - inxial or

D prolonged #4 HEADACHE apply
X Date of Evert 4. Date of this report & Lot# (I knows) 7. Exp. date (f knowmy |* 4 0.0 L] . =
{ma/day/yr) (modday/yr) 03 #3 8
5. Describe evant or problem E:Ml‘"gppund-nu,“
INDICATED THAT THE PATIENT “HAD NO PAST EXPOSORE TO 44 %4
HEPATITIS C". ON 4FEB, THE PATIENT TOOK 4 MG OF Q3D ,“D '”B docsay
ATIVAN (LORAZEPAM) AT NIGHT INSTEAD OF THE 1 NG 9. NDC # - for product problems only (if known) apply
PRESCRIBED. THE FOLLOWING DAY (SFEB), THE PATIENT WAS ’4D Y“D NB X
TAKEN TO THR HOSPITAL BY HIS FAMILY FOR ACUTE MENTAL :“we;'

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

(CONTINUED)
& Reb Mory dats. iack dates
T 18.3 13.2 13.1 -
INR 1.43 1.23 .22 --
NH3 - a3 - -
TYLEROL - <10 - -
TEMP. (OF) -- 100.1 100.6 101.1
1rEB1999:

HEPATITIS A SEROLOGIES: NEGATIVE
HEPATITIS B SEROLOGIES: NEGATIVE
(CONTINUEXD)

1. Contact office-narme / address  ( miring sice for devices) 2 Phome Nusmber
973)921-7
scnxxm-n.qm CORPORATION (ﬁ,—“‘:—s—
2000 GALLOPING HILL ROAD 3. Report Seurce
KENILWORTH, NJ 07033 (check all that apply)
health pro-
(] trogn (] tcsions
4. Dale received by manufacturer 5. study D g:‘i;,
(ma/daytyr) (A)NDA ¢
—_— O (] Company
IND & enilure repre-
6. If IND, protocol # -
' PLAs DCon- D dis-
-1938 rs [ over
7. Type of report il D
(check all that apply) ore
Oser  Oisay ot L
D 10-day D odic 8. Adverse Event Termi(s)
(] i [ rodow-upe '

7. Other Mistory, Including p z 'eondmom,(e.g,ilervqnce.
m.mmnam-‘mdvmm.\

BLADDER PROBLEMS PRIOR TO OR DURING THE
BOSPITALIZATION. PATIENT DID NOT USE ACETAMINOPHEN
CHRONICALLY. THE PATIENT'S PHARMACIST INDICATED THE
PATIENT'S PRIOR MEDICATION INCLUDED PAXIL

{

DA

(PAROXETINE; DISCONTINUED 3
LINORIL (SULINDAC; DISCONTINUED 3-4 WEEKS AGO
JAN1999]).

9. Mfr. report number

1999-02-0577

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

FDA Form 3500A Facsimile contributed 10 the event.
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7\ THE FDA MEDICAL PRODUCTS REPORTING PKUGKAm Page 3 of3 FDA Use Omy |
alle O allo
1. Name (give labeied strength _mit/labeler, il known)
stient identifier | 2. Age at time X Sex 4 Weight
of event: e #5 PHENERGAN
& g
0 o K
. Date of Lo #
Wi confidence Birth: —_————
D. Adve - EVE Ui Prod b ODIE . 2. Dose. freovency route used !.hnrnpydnla(llunkm.munﬁon)
Adverse event and/or Product Problem  (c.g. defectymalfunctions) #5s frouvto (or best estimate)
12.5 MG PRY #5 01/26/1999-02/05/1999
2. Outcome sitributed to adverse event D Disability 3/1999
(chveck all that spply) D ) # #
Death D ¢ wired Anomlly 4. Disgnosis for Usa (indication) 3. Event sbated after use
fPquired tnicrvention 1o prevem permanent #5 NAUSEA AND VOMITING stopped or dose reduced
™mo/da; St
D Sde-Threatening ¢ Wy impagment/damage
[ sospiusiizasion - insiat or 0 - N #SBmDdeoc'un
prolonged apply
3. Dste of Evewt 4. Dota f this report 6. Lot ¥ (f known) 7. Exp. date (f known) | 0.0 00 [ ooy
(snoidaylyr) (mo/daylyr) #s s 5
S Descride event or problem ‘EVHIf reappeared after
HEPATITIS. ON 8FEB, THE PATIENT WAS DISCHARGED FROM # n
HOSPITAL TO FOLLOW-UP WITH HIS PRIMARY CARE 45 D W‘D mB doesn
PEYSICIAN. AS Oy SYEB, THE PATIENT WAS RECOVERING 9.NDC# - for product problems ordy (if known) apply
FROW THE : L] DmDdeom\
spply
10. Coscomitant medical products and therapy dates (exchude treatment of cvent)

& Rek atory data. | dates
UNSPECIFIED TEST POR HEPATI
EXPOSURE TO HEPATITIS C®
2rE»s19%9: cr SCAN-"INCIDENTAL® FINDING OF PARAPELVIC
CYST, OTHERWISE CT SCAN WAS UNREMARKABLE.

TIS C: "NO PRIOR

7. Other refevant history, Inch (e.p. allergies, race,
ton. ete.)

wrernanry. unnking and slonhnt

.l 4 = di
. henatic/rensl dvehine

G. All manufacturers

9. Mfr. report number

1999-02-0577

E. Initial reporter

}
Submission of a report does not constitute an |

[ yes

1. Coatact office-narme / address ( mfring site for devices) 2. Phone Number
973)921-7438
SCHERING-PLOUGH CORPORATION -g——-_.‘
2000 GALLOPING HILL ROAD 3. Report Source
KENILWORTH, NJ 07033 (check al that appiy)
health pro-
[ Jtoreizn [ ressional
4 Date received by manufacturer s. study D ::cn;ly
(mo/daytyr) (A} NDA &
—_— Dil- D Compan;
IND» erature repre-
& 1€ IND, protocol ¢ [c D e
3 on- dis-
. PlAs sumer tributog
1938 v ] ouer
7. Type of report pre- D
(check all that appiy) oTC D yes
D S-day D 15-day product
D 10-day D periodic & Adverse Event Term(s)
Owiai ] otowupe

2. Heaith Professionaf

[

3. Occupation

Y
> L5
 ——

admission that medical personnel, user facility,”

distributor, manufacturer or product caused or

4. Initial reporter also
sent report Lo FDA

Dm Dnu Dunk

FDA Form 3500A Facsimile cootributed (o the event.



