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1. Patient identifler |2, Age st time 3. Sex 4. Weight 1. Name (give (sbeled strength & mfr/isbeier, if known)
of avent:
o 3 yrs ( )female junk tbs [#1 unspecified acetaminophen product
unknown Dete or »2 .
In confidence of birth: (X)male kgs  [5—goee frequency & routs used |3, Therapy dates 7 unknown, give aur;um;
B O from/to (or best estimate) ; o oo
1. X Adverse event and/or Product problem (s.g., defects/maifunctions) |#1 163 mg/kg, once, po ”n unknown date; 1 day
2. Outcomes attributed to sdverss svent 22 #2
(check all that spply) () disabiity 4. Disgnosie for uss (indication) 5. Event sbated after use
() demn \mordepiyes { ) congenital snomaly #1 accidental ingestion $19Ppad or dose reduced
() Hetiatening (X)  required intervention to p #1.C ) Yes () No (x) N/
(X)  hospitalization - initiel or prokonged o M b ”?2
¢ ) other 6. Lot # (if known) 7. Exp. dete (if known;
3. Gate of svent 4. Dets of this report 1 Unknown ”n Unknown
05704700 ” ”
(moidaylyr) {mordayiyr)
5. Describe event or problem 9. NDC # - for product problems only 17 known)
Literature report ¢Arch Pediatr Adolesc Med 2000;154:346-50)
of & retrospective chart review of pts examined because of

acetaminophen OVERDOSE from 1/1/88-12/31/97 in 2 regional
urben pediatric hospitals. Data from 322 pts were obtained:
ingestions were intentionel in 140 ¢ unintentional in 172,
Another 10 cases represented dosing errors with therspeutic
intent. Twenty-seven Pts had hepatocetlular injury defined
83 an elevation of serum aminotransferase levels greater
than 2 times the age adjusted upper limit of the reference
range. Of these, 4 had severe hepatotoxic effects
(sminotransferase levels exceeding 1000 U/L, as well as
clinical evidence of altered mental status noted in the
chart by the clinicisn snd/or coagulopathy in addition to
hepatocel lular injury) & 1 pt died. No pts underwent Liver
trensplantation. One pt who developed hepatocellular injury
CLIVER DAMAGE) was a 3 year-old male who accidentally
ingested 163 mg/kg of an urspecified acetaminophen product.
Pt presented 8 hrs post-ingestion & was treated(See Sect B87)

. teste/lnboretory data, including dates
unspecified time post-ingestion: peek AST=986 U/L

(Sect 85 cont) w/ NAC. Peak AST level was 966 /L (sGaT
INCREASED) at an unspecified tima post-ingestion. No further
information was provided regarding pt’s clinical course.
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W SGOT INCREASED
1357534A
0
1. Name, address & phone ¢
Sarah . Alander, mp
Children’s Mercy Hospital
2401 Gflham Road AUG - 9 2000
Kansas City, MO 64108
2. Health professional? 3. Occupation 4. initiel reporter aleo
sent report to FDA
(X) Yes ¢ ) No physician () Yes ¢ ) No {X) Unk
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