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. Patient information

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

or
Date

In confidence of birth: 08/18/1928
B. Adverse event or product problem
1. X Adverse svent and/or Product problem (e.g., defects/malfunctions)

McNeil Consumer Healthcare
Fort Washington, PA 19034-2299

Approved vy FDA sa 11/15/93

Wiy capent &

McNelD

Consumer Neslthcsore

[UF /DNt report #

Page ___of

C. Suspect medication(s)
1. Neme (give labeied strength & mf/labeler, if known) .

#1 unspecified TYLENOL product
#2 [SOPTIN® SR

. Dose, frequency & route used

3. Therapy dates (it unknown, give duration)
from/to (or best sstimate)

n unknown date to 77 12/99

#1 7-8 tablets/day, po

2. Outcomes attributed to adverse svent
tcheck sil that apply)

#2 120 mg, od, po "2

started on 12/2/99
4. Diagnosia for use (indication)

§. Event abated nfter use

Clinical investigator report rec’d via other mfr (Mfr. Con-
trol No. USAD12050) of elevated LFTs & ATREIAL FIBRILLATION
allegedly associated w/use of unspecified TYLENOL® acetami-
nophen product, [SOPTIN® SR & PERCOCET® in 71 y/o F. Subject
u/hx of NTN & CAD was enrolled in INVEST study (opened label
post-marketing). Addl info rec’d 4/6/00: Med rec indicate pt
referred to ED by PCP after routine IMR check revesled ele-
ated INR & LFTs. LFT levels c/w HEPATIC FAILURE secondary
.0 toxin. Pt admitted taking approx 7 PERCOCET® & approx 7-8
unspecified TYLENOL® tabs GD for severe pain. GI consult
indicated pt’s clinical picture c/w APAP OVERDOSE. On
12715799, pt admitted to MICU for tx w/1V MICONYST® & ob-
servation for GI bleed. Pt developed Afib & was tx‘d w/dil-
tiazem & digoxin. On 12/18/99, pt developed fever, ABG’s
indicated CO2 retention & KYPOXIA. Blood & urine cx revealed
urosepais (SEPS1S);tx’d w/ciprofloxacin. Pt had reduced men-
tal status & developed hepatic encephalopathy (ACUTE BRAIN
SYNDROME). On 12/22/99, pt converted back to (See Sect B7)

() dissblity stopped or dose reduced
() cnordeyiym) { ) congenitsl anomaly #1 low back pain (LBP)
(x) lfe-threstening { ) required intervention to prevert #1 (X) Yes ( ) No ( ) N/
permanent impeirment/dsmage
(x)  hospitsiization - initial or prolonged #2 hypertension Aﬂ
{x) othr: recovered [@. Lot # (f known) 7. Exp. dete (il known) |#2 (X) Yes ( ) No ( ) N/A
|3 Dete of event 4. Dats of this report ; #1  unknown ”n unknown HE‘EM Tesppeard after
P seintroduction
1271571999 o 04/04/00 2 unknown 2 unknown . ‘ ,h
}_M.Mwm #1 () Yes ( ) No (X) N/

9. NDC # - for product problams only [if known)

#2 () Yes () No (X) N/

[10. Concomitant medical products and therspy dates (exciude treatment of event!
potassium, ASA, ORNADE®, albuterol inhaler, AERCSID® & _
VALIUN® (diazepam) (Sect C cont): #5 PERCOCET®, & tabs/day,
po for approx 1 yr for LBP;(Sect 86 cont):cx also citrobact-

er: 12/27/99 colonosc active bleedi id
1. Contact office - name/address (& mfring site for devices) 2.M»nmtu
McNeil Consumer Healthcare 215-273-7303

Medical Affairs
7050 Camp Hill Road
Ft. Washington, PA 1

APR 13 2000

8. Relevant tests/laboratory dats, including dates
€D:INR greater than 20,HCT=20,MCVs56,RDW=24;12/15/99:AST=
20001U/L range, PTs8sec;unspecified date:CXR=Rt picural ef-
fusion & bilateral pulmonary edems,EXG=atrial flutter;
12/18/99 blood & urine cx=entercbecter, urine (See Sect C10)
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4. Date received by manufecturer|5. (x) pmf':hnional
(masdeyiv)
04703700 IA)NDA # 19-872 ¢ ) user facility
@. It IND, protocol # iND #
PLA # represartiative
pre-1938 ( ) Yes ) distributor
ﬁm of report oTC {(x) other:
[chack all that apply) product  (X) Yes fact

¢ ) 5-day (X)15-day
( ) 10-day( )periodic
(X) Initiat ¢ )follow-up #

8. Adverse svant term(s)

FIBRILLAT ATR LIVER FAILURE

3. Mfr. report number OvE € HYPOXIA
SEPSIS BRAIN SYND ACUT
1342595A APNEA HEMORRHAGE GI

7. Other relevant history, hMmmMgummMomhg allergies,
race. pregnancy, smoking and aicohol use, hepatic/renal Zysfunction, etc.)

HTN, CAD, LBP due to osteoporosis, hypercholesterolemia, AAA
(s/p graft 10/95), DVT’s, recurrent PE & LSC;(Sect B5 cont):
rapid Afib. SR restored after metoprolol. On 12/27/99, pt
1ad colonoscopy & EGD;no obvious sources of bleed.Pt improv-
ed & d/c from hosp on 12/28/99. Final dx:acute hepatic fail-
ure, urosepsis, RF (APNEA) & s/p GI MEMORRAGE (GI bleed).

1. Name, address & phone #

Rossano Cornejo, M

Knoll Pharmaceutical Conpany
3000 Continental Drive - North
Mount Olive, NJ 07828-1234

(973) 426-2600

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

FLoA

2. Haaith professionsi? |3. Occupation 4, initial reporter also
sent report to FDA
(X) Yes ¢ ) No physician (X) Yes { ) No € ) Unk




