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A. Patient information
1 Patient identifier

C. Suspect medicatioic)
1. Name (give labeleg Strength & mMmg Wl e,

d

#1 Extra Strength TYLENOL product
#\2 [ .*'

2. Dosa, fraquency & oute used

652380

In configence

, 3. Therapy dates «if unknawn, give duratign)
B. Adverse event or product problem fromta lor best estimate) '
1. X Adverse event and/or Product problem {e.g., det /mait i #1 # i
A P 9.. defects/ma unctions) ! _unknown dose, prn, po 1 unknown duration ~ —
2. Outcomes attributed to adverse svent #2 22
-check all that appiy) € ) isability 4. Diagnasis for use (indication)

' S. Event abated after use
N Jeath c . . stopped or doge reduced
() oea trasday iy € congennal anomaly #7 abdominal pain

() ﬁfe-threatenmq { ) required intervention to prevent \\
o permanent r'mpaurment/damage 10 Yes € Ko (X3 N/
{(x) hospitaiization . intial or proionged % 2

\\\\_

} () other 6. Lot # (if known) 7 Exp. date f known) 22 () Yes ( ) No ) N/A
3. Date of event 4. Date of this report #1  Unknown 1] unknown 8 Evemt resppesTed e
T ————— — 20N ’
5/20/92 03/30/9¢9 2 #2 reintroduction
1madayiyry ‘mo daysyr) .
5. Describe event or problem 1 (Y Yes () No (x) N/A

9. NOC ¥ - for Product problems only {if known,)

'2()Yes()No()N/

t:(*)s.aureus; 5/25/92 sputum (+) c.albicans,
hosp for acetaminophen ingestion byt 171792 & 4/30/95. Ac- T8ili=9.8; 5/29/92 PTT=71.7,HBC=36.9; 5/30/92 Alb=1.6;

6/20/92 AST=62,LD=3H,TBH1’=D.8: 6/27/92 aLT=36; 6/30/92
GGT=229: 7/10/9; ¥8C=5.7 H/H=11.3/35 7 Alb=2.8 7p=4.§ ..

| Pseudocyst presented to £r on 5/20/92 w6 hso “teeling fun- : " name/addrass (& miring site
McNei t Consumer Healthcare
Medical Affairg

7050 Camp Hi() Road
INTESTINAL HEMORRHAGE ) Pt found to have ENCEPHALOPATHY & Fe. Hashington, PA 19034 ( ) foreign

SEPSIS. 5/21/92 G1/liver consul t: fulminant hep failure (Ljy- RRCEI\fEIW$EVENTFEPOHUNSSYSN_-'quy
ER FAILURE) sec to Tylenol superimposed on chr ETOH & nutri- : ’ ( ) literature
tional depletion (glutathioney. Rec’d MUCOMYSTOX18 goses 2 APR I & 1999

intub for ARDS (RESPIRATORY DISORDER). Rec’d ext drainage of

Urc

Report 3o
{check ait that appiy)

[4 ) con sumer

health
inf Pseudocyst & became hypotensive(NYPOTENSIW) during pro- 4, Ed W-d by manufacturer|5. T (x) preoalcssional
4 -
cedure. D/c’d home on 7/1/92. Principal dx: Pan pseudocyst, -——-—W—"‘w NOA #  17.553 € ) userfacilay
6. it IND, protocor # IND #
company
PLA # () represantative
6. Relevant tests/laboratory date, Including dates ] pre-1938 Yes ( ) distributor
5/20/92 H/H=9.2/32.1,Na=130,K=5.7,Cl=89,C02=12,$Cr=3.0,AST= 7. Type of repont ¢ ) other:
. {check all that apoly oTC
22560,AP=239,TB|l1=3.~'.,Amy=508,UBC=19.6,PT/P‘H:ZS.O/B?.Z, . product  (x) yag
= H i in= = -MB= - 5-d 15-d
9luc=107, BUN 19,guaiac(+),gastrin 179,cPk=207, ck-1:8 5,aHav ) Sday (x) cav 8. Adverse svent termia)
lGM(-),NBsAg(-),aHBc(-);ABG:pH=7.28,pC02=19, (See sec 87) () 10day ¢ )periodic
¢ ) Initial (X} tollow-up # 1 OVERDOSE acc(p PANCREAT[TIS
HEMORRHNAGE ¢ ENCEPHALOPATHY
9. Mfr. mber
roport nu SEPSIS LIVER FAILURE
7. Other relevant history, Inciuding Preexisting medical conditions (2.9., aflergiag, 09037884 RESP"AYORY 01s "YPOTE“SIW
"ace, pregnancy, smoking ang alcohol use, hepatic/renal dysfunction, atc.) Dorte
h/o chr etoh abuse (3-6 beers/day) w/last coink 3 ¢ PTA,pos- 1. Name. addvess & phone #

sible IVDA; decr foog intake since 5 g PTA; /s pancreatitis * ND ~
NKDA Sec B6 cont:p02=132, HCo3 =0 02sat=98. 5721792 PT=18.9, Medical ctr
PTT=42.7,rP:S.4,NH3=134,ALT=1169;(1230) APAP(over 24hrg post

ingestion)={ess than 1;(2130) APAP=1;drug screen(-); (0545)
blood(*)s.aureus;5/23/92 GGT=439; pancr fluid (See Sec C10)

2. Health professional? 3. Oceupation

Submission of a report does not constitute an o

admission that medical personnel, user facility, (X> Yes () No physician
distributor, manufacturer or Product caysed or

Facsimile Form 35004 contributed to the event,

4. Initie} reporter aiso
sent report to FDA

€ Yes () No (X) Unk




