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1. Patie 0 atio pe eadicatio
1. Patient identifier |2. Age at time 3. Sex 4. Weight 1. Name (givs labeled strength & mfr/labeler, if knawn)
of event:
o 76 yrs (X)female |unk ibs #1_unknown acetaminophen product
Case 215 Date or #2 ethanol
In confidence of birth: ( Jmale kgs 2. Dose, frequency & route used 3. Therapy dates (if unknown, give duration) -
B. Adverse eve Or prod proble from/to (or best estimate) o
1. X Adverse svent and/or Product problem (e.q., defects/malfunctions) |#1 unknown dose, po LA chronic
2. Qutcomes attributed to adverse svent #2_unknown, po #2 unknown LT,
{check all that spply) € ) dissbiity 4. Diagnosis for use lindication) 5. Event abated aiter use
(x) death L € ) congenital snomaly #1 intentional abuse stopped or dose r "_".‘
( ) We-threatening { ) required intarvention to prevent #1 () Yes () No . {X).N/
permanent impai Idoamage Ehald
(x) hospitalization - Initiat or prolonged ~ rment/a . #2 intentional abuse —
€Y other 6. Lot # (if known} 7. Exp. date Gf knownl [#2 () Yes () No (X) N/
3. Date of event 4. Date of this report 1 Unknown L Unknown 8. Event resppesred after
unknown 02/06/98 #2 Unknown #2  unknown reintroduction R
(mo/day/yn {marday/yr} .
1 C)Yes ¢ ) No X) N/

W

5. Describe evant or problem

Case # 215 received from the QUENEE1996 case fatality data.
See attached case report form provided by

8. NDC # - for product problems only (it known)

2 () Yes () No 0y W/

10. C i medical prod and therapy dates {exciude
See attached case report form provided by

. Al manufacturers

nt of avant) |

6. Ralevant tests/laboratory data, including dates
See attached case report form provided by-

7. Other relevant history, including preexisting medical conditions (e.g., allergies,
race, pregnancy, smoking and sicohol uss, hepaticjrenal dysfunction, etc.)

See attached case report form provided by (S
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I.Comae'ofneo-mnuloddnul&mfrhgmolordwicn) |2
~ Mchefl Consumer Products Company
Medical Affairs 3. Report sowce
7050 Camp Hill Road {check sil that lpply)ﬁ}
Ft. Washington, PA 19034 € ) foreign - ‘"
- () study.
{x) literature
¢ ) consumer
1] .
4. ?-t- received by manufacturer]s. {x) ::‘fe:fgzsioml
01/30/98 (A)NDA #  17-552 € ) user faciity
6. If IND, protocol # IND # c
PLA # ( ) representative
pre-1938 ( ) Yes ¢ ) distributor
7. Typs 0. .eport ¢ ) other:
oTC
{check ail that spply} product (X} Yes
5-d. 15-d
) v (X) A.Y B.Mmuovemtum(n)
{ ) 10-day{ )periodic
(X) lnitial ¢ )foliow-up # OVERDOSE INTENT SYNCOPE
N T HEMORRHAGE BILIRUBINEMIA
LIVER FAILURE KIDNEY FAILURE
0929952A DEATH

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

Facsimile Form 3500A contributad to the event.

2. Health protessional? |3. Occupation 4. Initial reporter also
$8nt report to FDA
(X) Yes ( ) No physician () Yes ( ) No (X) Unk
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Case Number: 215 |
Age: T4 yrs
Substances:‘ Acetaminophen
| ethanol
Chronicity: Chronic
Route: Ingestion
Reason: Int Abuse

Pre-Hospital Arrest? No

A 74 vear old female was admitted to ICU with decreased level of consciousness. She hasa
history of ETOH abuse and has been taking APAP on a chronic bases. Inital APAP level was
70 mcg/ml. The padent required intubatidn. She was oozing blood from all injeciton sites and
her PTT was 7.2, bilirubin was elevated, LFT"s high. She was given FFP and Vit K. She was
also started on NAC per NG wbe. :

status due to history of hepatic and renal

atient was placed on 2 “Do Not Resuscitate”
No autopsy was performed oa the patent.

The p
ired 2 days after admissiqa to ICU.

failure. She exp



