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A. Patie ormatia C. Suspect medication(s)
1. Patientidentifler | 2. Age at lime 3. Sex 4. Weight 1. Name (Product Name) (Labeted Strength) S ALabeler)
of svent: 4 Tylenol / unknown McNeil Consumer
30922499 | o female ios [ oty Son
Date or / /
In confidence of Nm‘i.—_._—___ L] maie —— kgs #2
- 2. Dose/Frequency/Route used 3. Therapy dates (if unknown, give duration}
- Adve e eve 0 DIrod pronile 1 unkno / 1 From To (or best estmate)
1. Adverss svent  and/or D Product probiem (e.g., defects/malfunctions) wa / 06/27/2000 - C6/27/2000
2. Qutcomes attributed to adverse svent L _
(check ali that apply) [ disaviity #2 / / #2
D death D congenital anomaly 4. Diagnosis for use (separate ind.calions vath commas) 5. Event abated after use
- oy required intervention to prevent #q unknown stopped or dose reduced
[ iite-threatening perrnanent impairmentdamage [yes ) no %%% n't
hospitakization — initalor profonged [ Jother: _____ #2 p
oe!
\ 6. Lot # (if known) 7. Exp. date (f known) | *2 Cyes CIno 98
3. Date of 4. Date of #1 #
event 06/27/2000 this ropon 07/17/2000 ; 8. Event reappeared after
(i (AL " reintroduction
5. Describe event or problem #2 .
. . M doesn't
Patient admitted to Acute Care Medical GI 9. NDC # (for product probiems only) Oves (o Fdosgr
unit 6/27 with abnormal liver function - - #2 Oyes Ono 0
tests. Acetaminophen level was 31.6. On
. 10. C ita edical ducts and th
6/30 ICP monitor placed, because oncomitant medical pro and therapy dates {exchide lreatment cf avent)

intracranial pressure was elevated
related to hepatic failure due to Tylenol
ingestion. Patient was discharged
7/13/2000.

D. Suspect medical device

1. Brand nams
N

2. Type of device

e

3. Manufacturer nams & address 1. Operator of device
D health professional
DSS D lay user/palient
- [T other:

JUL 18 2000 | RECEIVED | .

S. Explration date
6. ime'adlyyyy)

modet # JUL 1 7 7nap
6. Relevant testsflaboratory data, including dates

7 if imptanted, give date
6/28/2000: Acetaminophen level 31.6, pH °"“°°'——M-E-BW#—‘-F€—H~CTU- sy
7/19. INR 2.3, AST 6002, ALT 6736, ALK eorial® /T
147, albumin 2.6

L]
i ot # 8 oxpla}ry\rud, give date
other #
9. Device available for evaluation? {Do not send device to FDA)
3 ves O ne [ retwnedto manutactureron ____
{romuddlyyyy}

10. Concomitant medical products and therapy dates (exchude treatment cf event)

7. Other relevant history, including preexisting medical conditions
(e g., allergies, race, pregnancy, smoking and alcobol use. hepatic/renat dystunction, etc.)

E. Reporter (see confidentiality section on back)

R D
IR § "’3

;”‘ 7\". 1}’ /}' it K 2. Health professionai? 3 Occupation 4 Also reported to
. el V e 103 yes a no [Pharmagist F1 manutacturer
it t'\w?DW{I\ ~F T prvaage - B

: MalLto 5600 Flsh.CB.‘\'\":v* -3} 4 i—BOOF 0178 5.%If you do not want your identity disciosed to O wser raciny
r Rockville, ?D«ZQ the manufacturer, place an “X" in this box. D aistibutor
+

n admisslon that medical personnel or the product caused or contributed to the event.
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