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Pags
I Patieat identifier | 2. Age at time 3. Sex 4. Weight 1. Name (give labeled strengih & mitlabeler, if known) I I II-
of evemt: #t LEVAQUIN(tablet) (LEVOFLOXACIN)

o €9 vr ] temate
o unk
. male 7 TYLENOL ( PARACETAMOL, :
11/15/1930 0 ENOL ( ! {Cont )
2. Dase, frequency & romte waed 3. Therapy dates (i unknown, give durstion)
n . Sren/te (or Sast estivante)
1. B} Adverse event smdir 7] Product p (0.8, defocfuall unk, oral % 02/131/00 - stopped
. n i .
sty ) sty 3200,295:2:30 1 | e 327232757 -
4. Cor (indication) S. Event shated
O e — B"""""""""’ # PNEUMONIA, ORGANISM ——ter
[ sie-treatoniag oquired imtervention 1 prevent UNSPECIFIED
Permasent impairmentidamage - o n frlves o D:‘;‘"
3 mospicaizacion - iniia or protonged (] osher: Med_signif 2Ny Jw O :
e - rre——s 6. Let# (if known) 7. Exp.date (if nown) e ~ “m‘
" ) f n 8 E
e, 02/14/00 Surwert  11/09/00 ~ Event reappoarad ater
5. Duscribe event or prodlom n s [y (oo ] docnt
A 69 ¥ear-old woman, with allergies to 9 NDC® - for product problems oaly (if known)
penicillin and codeine, receive LEVAQUIN 2 [y [Jwo Dg;ﬂ
(levofloxacin) PO (dose unspecified) on
11-Feb-00 for treatment of pneumonia. 10. € dical prod and therapy dates (exciude treamca of event)
Concomitant medication included digoxin, 1) SYNTHROID (LEV -
acetylsalicylic acid, metronidazole, ROXINE SODIUM)
l];cwothﬁoxige aodiug, sergraligﬁ ‘ 2) zﬂggggg(SEg%INE
ydrochloride, and ocusate. e patient HLO!
developed elevated serum transaminase 3) LORATADINE(LQRATA—

levels. No further information provided.

Additional information received 16-Mar-00:
copy of hospital adverse dru experience

form: date of event: 14-Feb-00. Diagnosis: - Contact office - numeiatdram (A mbring e for devicss) 2 Phomt samber .
acute hepatitis. Other observations: R.W. JOHNSON PHARM. RES. INST. DH08-704-4504
malaise, dyspnea, tach: cardia, increased USA
. liver function tests, increased bilirubin, DIV. OF ORTHO PHARMACEUTICAL 3. Reportsource
increased INR. CORP. (check il that apply)
Suspect drug(s): acetaminophen (vs viral : 920 U.S. Route 202 O toweign
induced) or levofloxacin. P.0. Box 300
Other concomitant drugs: sertraline, Raritan NJ 08869 0wy
loratadine, lorazepam, levothyroxine, usa | -
vitamin E, vitamin C, calcium, famotidine. { Informing Unit )
Relevant iab values: 14-Feb-00: ammonia: O connumer
8 IohE R 1 inrente I e, S =
: ‘ ; : H : 3.48. 4 Dase s, prolessionl
16-Feb-00: total bilirubin: 2.8; alk _phos: oo woss 20o634 | o
i {Cont ) 02/15/700 wier faciliey
6. Ralevant staflaboratery data,  including datcs IND# [] compeny
Additional information received 16-Mar-00: 6. HIND, protecol # PLAS
14-Feb-00: ammonia: 102; lactic acid: 7.2 " dssibmor
15-Feb-00: BUN: 36; AST: 15,046; aALT: 9072; pre-1938 Dys :
INR: 3.48 7. Type of rapert : D other:
16-Feb-00: total bilirubin: 2.8; alk phos: (che:X 11l that apply) orc O .
131 O say [ 150y ot
8 Adverse evest serm(s)
Additional information received S5-Apr-00: [0 0@y B periodic 1) CARDIAC FAILURE
2) HEPATITIS
AST (normal range 14-59): 15-Feb: 15,046; [ J— O followw#¢ — | 3) PROTHROMBIN DL_REASED
(Cant ) 4) MALAISE
7~°h'*'-lﬂﬂv-h*ﬁmh!l¢—ﬂm (e.8.. allerpies, race, 9. MIr. repert number 5) DYSPNOEA
pregrancy, smoking and alcokol use, hepatic/rena! dysfimction, etc.) PRIUSA2000001665 6) TACHYCARDIA
Aller

Allergic to penicillin and codeine

NOv 3 0 2000

2. Health prof 3. Occp 4. Initial reporter
{ imimies i e e o ettt ) , ety
Sdsai charns o proct count e O Pharmacis DmeEuk
3500A Facsimile contributed 1o the event.
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L. Patient idestifier 2. Age at time 3. Sex 4. Weight 1. Name Qh:hhkﬂﬂuum&uﬂﬂwdaifhowm
of event: [ femme - © TYLENOL PM(TYLENOL PM)
or
or
Dot 0 mae - “
2. Dese, frequency & reute mped 3. Therapy dates (if urimown. give duration)
— v ® 1 in 1 night(s . frowe ow best eobmete)
1. ] Adverse evemt wéor [ - [C¥) iy a oral ght(s) 9 39/222/39
2. Outeamnes atiributed to sdverss event 5
kot svpiy) [J 4. for (indication) = 5. Event shated alve;
P e L] . A1
0 tem H“""‘""""‘" n OWN Hchpod r doo reduced
| Gmlayiy) required istervention 10 prevent .
[ sto tromscniag Permancon inspaimentdamege -~ 5w (e D‘,:;,‘“
c]'"ﬁ‘nﬁ“'-ﬁ‘“ﬂuu" [ oteer: —_— . E]ns[] w0 L docsmr
6. Lat # (if known) 7. Exp.dste  (if known)
3. Date of . Date of n P L L
cvent this repent . Event reappeared after
ey} matbuptyr) o p é
5. Describe evant or problems v 5 e Om [ doesmn
9. NDC#- hmmﬂyﬁfbo'n)
M e e [ docsan
aply
nlthlu-h-u-nﬂul.ndun unuunmydnnumﬂmkl:amﬂtﬁewm)
tchock al st apply)
O twem
O suey
c] bicrature
D comumer
O pean
4 lh.na,dvndby-d-n-w % . professiona)
E] wer facilny
6. Relevant torw Ydata,  inckaling duecs IND# O compey
6. ITIND, protecel # PLAS Tepresctative
i [ e O trieror
7. Type of repont E] other:
(check al thet appiy) orc O
] saw 0O 154y
8. Adverse event termis)
] 0ay [ periosic :
o e D s — NOV 3 0 2000
7.cwhrnhn-nItlu,.hdllh.’n-duh.-lhle-ulh- (e.g-, allergies, mce, 9. Mfr. repert sumber
uun-wn-u*ig-dﬂaidu&iwuhh:ddnﬁmuhnan) -
Submistion of » repert does net constitute an 2. Haaith profusional? 3. Occupation 4 ::hlm:'ﬂ-
dmeiasion: that rmedical . facility, report
distridater, afe op .-*;I“.“, [] yes [J Do E] yes E] B0 E] unk
3500A Facsimile contributed te the event.
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R.W. JOHNSON PHARM. RES. INST. USA
DIV. OF ORTHO PHARMACEUTICAL CORP.
920 U.S. Route 202

P.O. Box 300

Raritan NJ 08869

uUsa

Continuation Sheet for FDA-3500A Form

B. Adverse event or product problem
B.S Describe event or problem (Cont...)
131.

Page 3 of 4 _

Date of this report : 11/09/00

Was drug discontinued? No, acetaminophen continued Q12H PRN.

Action taken: put on vancomycin, i

penem,

toxicity tests, lactulose and vitamin K.

Additional information received 5-Apr-

years (date of birth: 15-Nov-30).

LFT improved during course of hospé:gl stay 15-Feb through 23-Feb-

14-59): 15-Feb: 15,046; 16-Feb: 4
21-Feb: 96; 22-Feb: 69; 23-Feb: 72.
};;Feb: 2868; 18-Feb: 2275; 19-Feb:

Patient

Per

cons¥g¥SiCian note:

17-Feb: 1136; 18-Feb: 673; 19-Feb:
ALT (normal range 9-72): 1S5-Feb: 9072; 1
1502; 20-Feb: 947; 21-Feb: 858; 22-Feb:

was discharged on 23-Feb-00.

rapid decline in AST from 15,046 to 673
ent with severe congestive heart failure, right congestion.

Acetaminophen was discontinued on 16-Feb-00.
IJIuhnuntudwmﬂurtuqydMaJndnﬁngdnus(Cbnt~)

16-Feb: 4,946; 17-Feb: 1136; 18-Feb:

23-Feb: 72

19-Feb: 1502; 20-Feb: 947;

C. Suspect medication (Cont...)

Seq No.

C.1 Suspect medication
C2 Dese, frequency & route used
C.3 Therapy Dates (or duration)

C18. Concomitant medical products

Neo.
E;La-NNu&ﬁﬂkﬂthua
Dase, frequency & route nsed

Ne.
g:Lu-innhhlhﬂPhluu
Dese, frequency & route used

Seq Ne.
Concomitant Medical Product
Dese, frequency & route used

Seq No.
Concomitant Medical Product

Dose, frequency & route used

Seq No.
Concomitant Medical Prodact

Dose, frequency & route used

Seq No.
Coacomitant Medical Product
Dase, & route used

. ALT (normal range 9-72): 15-Feb:
1-Feb: 858; 22-Feb: 564; 23-Feb:

673; 19-Feb: 257; 20-Feb: 130; 21-Feb:
9072; 16~Feb: 562%; 17-Feb: 286

2
TYLENOL ( PARACETAMOL)

2) 650 mg, 1 in 12 hour(s), oral
2) ??/??22/7? - 02/16/00

1
¢ SYNTHROID (LEVOTHYROXINE SODIUM)
:1) unk, unknown

2 - .
¢ ZOLOFT (SERTRALINE HYDROCHLORIDE)
:1) unk, unknown

1
3
LORATADINE (LORATADINE)
1) unk, unknown

: 4
: LORAZEPAM (LORAZEPAM)
:1) unk, unknown

HE-
: VITAMIN E (TOCOPHEROL)
+ 1) unk, unknown

: 6
¢ VITAMIN C(ASCORBIC ACID)
:1) unk, unknown

: 7
: CALCIUM (CALCIUM)
:1) unk, unknown

: 8
: FAMOTIBt®E YerAMOAI DINE)

LIRIAVIVAIMEL DATELY IV "L
'
|
‘n!unlllllullullill ||Iﬂl"|u|
& -3=-00-03¢

Mir. report # : PRIUSA 2000001665

ciprofloxacin to cover pneumonitis, serum
00 from pharmacist: patient's age at time of event: 69

00. AST (normal range
257; 20-~Feb: 130;

6-Feb: 5681;
564; 23-Feb:

in three days was most

96; 22-Feb: 69;
8; 18-Feb: 2275;

NOY 3 0 2000



R.W. JOHNSON PHARM. RES. INST. US
DIV. OF ORTHO PHARMACEUTICAL CORP.
920 U.S. Route 202

P.0O. Box 300

Raritan NJ 08869

USA '

»

Coatinuation Sheet for FDA-3500A Form

Deose, frequency & route nsed

AlIMAVILRIAL dartwl
-04%

T
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:1) unk, unknown

Page No.

: 46

Mfr. report # : PRIUSA 2000001665

Date of this report : 11/09/00
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