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A. Patient information

C. Suspect medication(s)

#1 Tylenol

or

1. Name (Product Name) ({Labeled Strength)
unknown

(1 :be'er)
McNeil Consumer
Healthcare

Date
of birth: " / /
2. Doselfre Rout 3. Therapy dates (i ™
B. Adverse event or product problem unkn; AusneyRouls used "'ZZm’ * “““”?!?;i'if.‘.’i’;’ii",’
1. [7] Adverssevent andior [ ] Product problem (a.g., defectsimatfunctions) s e | / #106/22/2000 - 06/25/200¢

acetaminophen level of 137. Patient also ’
was found to be bleeding both from Foley
catheter site, as well as from NG tube
and endotracheal tube site. Therapy with . "
Mucomyst was initiated. Patient was D. Suspect medical device
tranferred to Univ. of Hospital 1. Brand name

.| and admitted to Critica e Medical

2. Outcomas attributed to adverss svant i
(check ail that apply) (] dwanisty " / / " -
doath 06/27/2000 [ congenitat anomaly 4. Diagnosis for use (separals indicatons |5 Event abated sTier uve
_ —'——(',;,——w—)—— D required intervention to prevent g1 Chronic abdominal pain stopped or dose reduced
[ rite-treatening penmanent impaimMmentdamage #1 [Dyes [ ne [Jdoesnt
hospitalization - initial or pralonged  {_] other: _____ w2 ap
3. Date of ‘ 4\ Date of - Lot & (if known) 7. Exp. dats (T known) | 72 Dyes O o Dggg;ﬂ
event 06/25/2000 this report 07/17/2000 # #1 8. Event resppeared after
(MwaayYYY) (mmuddAryyy reine cJduction
5. Describe event or probiem #2 #2 " p
Patient was found unresponsive at home 3. NDC#(forpmduct problems only) Oyes [Jro H
and taken to Hospital. Spouse _ 0
reported that pateint had taken 40 #2 Lyos [lno Dap !
Vicodin over past 2 days. Patient was 13 cwf;"‘“'m medical products and therapy dates (exchude treatment of event)
acidotic and hypotensive and had an icodin -6/22/2000 - 6/25/2000-

|Uunit for further management. Later 2. Type of device
determined that support would be replaced T ——
by comfort care. Patient died at 1:20 3 Ma o /s address
p-m. on 6/27/2000 due to irreparable

hepatic and multi-organ failure related
to overdose of Tylenol and Vicodin.

i o~cveD |

4. Operator of device
] neatth professional
D ay userfpatient

odets JUL 17 2000

5. Expiration date
{mmiddyyyyy

6. Relevant tests/laboratory data, including dates

serial ¥

7. if Implantad, give date
6/25/2000 w: Acetaminophen “m'—ME-BWﬁ%H_G_:’:H_ immcasirorrs O
level 137, AST >9000, ALT > 4000, Glucose

< 20, 'DOSlthE oplate screen.

8.
6/26/2000 _ ' ot # noxpl'arlnrbd,glvodah
Acetaminophen 114, AST > 7000 ALT > other #
3000, INR 2.1, PT 21.5, PTT 43.0
S. Device available for evaluation? (Do not send device to FDA)
D yes D no D returned to manufacturer on

ARy

7. Other relevant history, including preexisting medicai conditions

(e.g., allergies, race, pregnancy, smoking and alcohot use, hepatic/renal dystunction, etc.)
African American. No tobacco or alcohol

use. Positive opiate use for past 3 years.

10. Concomitant medical products and tharapy dates (exclude treatment cf event)

P RPCTIVERD Drive

ey United States
N . 2. Heaith professional? 3. Occupaiion

B yes D no [Pharmacist

4. Also reported to

manufacturer

m & g 1-800-F'}A-0178 5. If you do not want your identity disclosed to 07 user facility
e == - Rockviile, MD 20852-9787 the manufacturer, place an “X" in this box. [ ] (O distribator

FDA Form 3500 ﬁu ofa mpon does not constitute an admission that medical personnel or the product qaused or contributed to the event.
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