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1. Patient identifier [2. Age at time 3. Sex 4. Welght
of svent:
or D female ibs
Date o
In confidence of birth: — W rae —— kgs
a Agve e eve or D pronie

1. z Adverse everd  and/or D Product problem (e.g., defects/maifunctions)

o DEP

FRv:Y JOLUNTARY g
by health professionals of
events and product probuems

2. Outcomes attributed to adverse event
[ disabaity

{check all that apply)
D congenital anomaty

[ gean ‘
Y] required intervention to prevent
. | fe-threatening permanent impairment/damage

A rospitatization - initiat or prolonged [j other:

{meniic/yyyy)

3. Date of i Dute of
(cm 05/20/1998 thlsropon 07/31/1998

S. Dotcflbo event or problem (up 1o a total of 6400 crarac ‘ers ailowed)

18 year old male patient admitted
05/20/1998 with acute acetamincphen
toxicity presenting as fulminant liver
failure. Patient took Tylenol 1000 mg PO
q2h x10 doses in 24 hour period. See
labs below. Treatment included )
acetylcysteine 5.8 G PO g4h x17 doses,
vitamin K 10 mg SC QD, lactulose 29 G/30
mL. PO gd4h, & empiric antibiotic therapy.
Patient considered for OLT and workup was
completed; however, patient was
discharged 95/23/1998 for followup in
clinic. Patient lost to followup at ouxr
facility.

6 Relevant tests/laboratory data, inc uding dates (a total of 1000 characters allowed)
acetaminophen level 5/21: 9 mcg/mL; 5/22

_ 11,100; 5/21: 7am
8,040 and llpm 5,761----- SGOT £/20: 9,182

7. Other relevant history, including preexisting medicat conditions
{up to a total of SO0 characters aliowed)
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Leil v s Dol al

Mait to: MEDWATCH

5600 Fishers Lane
Rockville, MD 20852-9787

or FAX to:
1-800-FDA-0178
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C. Suspect medication(s)

1. Name (Prowa Name) {Labeled Strength} ! (MirLabeler)
'l‘yleno /500 mg /C-rthoMcNeil

e / /

2. Dose/Frequency/Route used 3. Therapy dates (if unknown. give duration)
1000 2h From To (o best sstimale)

Hoael [0 Jom *105/19/1998-05/20/1998

e [/ /

iong with

2 -
4. Diagnosis for use 5. Event abated after use
spunspecified

stopped or dose reduced
L
#2 [yes (oo [Dggsson

”
6. Lot # (if known)

7. Exp. date (if known)

#t "

8. Event reappeared sfter

2 2 reintroduction
)] r— doesnt
9. NOC # {for product problems onty) yes D no [Zappfn
- #2 _yes [Jno [Jgosent

10. Concomitant medical products and therwy dates (up to a total of 1000 characers)
Zocor NOS

D. Suspect medical device

1. Brand name

2. Type of device

3. Manufacturer name & address

REC'C
AUG 0 6 1998
MEDWATCH Ccru

4. Operator of device
{77 heatth professional
D lay user/patient

other:

5. Explration date
{mm/ddiyyyy)

dei #
. 7. it implanted, give date
serial #
ot # 8. I{mo:mplmted, give date
other #
9. Device avalisbie for evalustion? (Do nat send device to FDA}
[:' yes D no D retumed to manutacturer on
zmnmm

10. Concomitant medical products and therapy dates (up 10 a total of 1000 characters)

E. Reporter (see confidentiality section on back)
. Name phone #

E-mal (for slectronic acknowtedgernent;

2. Health professional? 3. Occupation 4. Also reported to
[Zl yes D no  }Phamacist D manufacturer

S. H you do not want yous Identity disciosed to " user lacility
the manutacturer, place an “X" in thisbox. [ ] [ gistributor

Submission of a report does not constituta an admission that medical personnel or the product caused or contributed to the event.
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For VOLUNTARY reporting by health professionals of adverse events and product problems
Detail Reporter page - Page 2

E1. Reporter (detail information) S

Last Name Flirst Name Middie tnittal
Title ; T
Pharmacist
Organization Department
2 Medical Center Pharmacy
Matling Address - Street name, number, PO Box, rursl route, mall route code designator, etc.
City : State - Zip nge Country (it not USA)
(e __ — P United States
Telephone Country Code Area Code Phone Number Extension i i
Fax Country Code Area Code Phone Number Extension

E-mall Ah

di1dd ¥ AR

i

*3114

“Iu.ﬂl'w' " -
-PD0%: S

Mall to: MEDWATCH orFAX to:

5600 Fishers Lane 1-800-FDA-0178
Rockville, MD 20852-9787

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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