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1. Name (Product Narne) (Iinbeled Strength) (Mfrabeler)

“ Hydrocodone/APAP/7.S 650 mg

/soo g /

2. Dose/Frequency/Rotte usad 3. Therapy dates (funkniwn, give duration)
1 or 4 From To (or best estimate
L 2 / hours / Oral

" Tylenol

d 3 J d 8
1 Patignt identifier | 2. Age at time 3. Sex 4. Weight
f svent:
: ove 39 Years " femate| 125__ 1bs
or
Date
in confidence Mb‘“h:**__.Ol/zg/lgsj' [ mare —— kgs
B. Adve eve or prod prob
1. ¥] Adverssevent andlor Product problem (e.g., defects/malfunctions)
2. Outcomes attributed to adverse event i
(check il that apply) [] disabitity
V. death 09/23/2000 (] congenitat anomaly
— TR ~ 7] tequired intervention to prevent
Y life-threatening permanent impairment/damage
Z hospitalization - initial or prolonged D other: _________ —
3. Date of 4. Date of
event 09/22/2000 thisreport 04/11/2001
(e Ammiddyy

IS Describe svent or problem

Sick with flu like symptoms for three
days and then became lethargic,
combative, and losing recongnition of her
familiar surroundings, appeared
jaundiced, bloated. Had been taking
Tylenol and Vicodin for chronic knee
problems;flank pain.

6. Relevant tests/laboratory data, including dates

Before this event there was no lab work
done. At the ER she had labs for liver
enzymes, CAT scan, spinal tap, drug
screen, showing AST and ALT tests of
12,000 and 14,000 respectively.

7. Other relevant history, including preexisting medical conditions

(e.g.. allergies, race, pregnancy, smoking and alcohol use, hepaticirenal dysfunction, etc. )
White female, non smoking, allergic to
Asparagus. Had complained of flank pain

for several months, but was not tested for
anything specific.
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4. Diagnosis for use (saparate i

with 5. Event abated after use
#1 Chronic knee »ain; Flank pain stopped or dose reduce

#1 [ lyes [r] no Jgoesn
#2 [ lyes Wl no [ggggnt

8. Event reappeared after
reintroduction .

ﬂChronic knee pain; flank pain

6. Lot # (if known} 7. Exp. date (if known)
# "
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9. NDC # (for product problems only) —
5244-0502-01 - #2 Clyes [1no [Agogtn
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D. Suspect medical device

1. Brand name
2. Type of device
3. Manufacturer name 8 address 4. Operator of device
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9. Device avallable for evaluation? {Do not send device tn FDA)
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E. Reporter (see confid

entiality section on back)
phone # )

3. Occupation 4 Also reported to
[ yes 7] no {Other Health Professional {1 manutacturer
5. If you do not want your identity disclosed to ) E; user facility
the manufacturer, place an "X" in this box. | 1 distributor
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