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A. Patient information

C. Suspect medication(s)
1. Patient identifier | 2. Age at time

1. Name (Product Name) (Labeled Strength) (Mfrft. abeler)
of event: 23 Years #1 acetaminophen
#2 / /
2. DouIFrcquencleoute used 3. Therapy dates (if unknown, give duration
B. Adverse event or product problem 4y 500 /Oa‘ ., Fom ( To(orgbmo:hmal-))
1. Adverse event  and/or [:] Product problem (e.g.. defects/malfunctions) 1 mg tabs/d 4 01/18/2000 - 01/21/2000
2. Outcomes attributed to adverse svent
{check alf that apply) [ aisabiity #2 / / #2 -
D [:] congenital anomaly 4. Diagnosis for use (separate indications with commas) 5. Event abated after use
death R a— . requirad intervention to pravent #1 toothache - self diagnosis topped or dose reduced
[0 stettveatening permanent mpa:rment/damage P2 D E R,
yes no app
. hospitakzation - mmalorprolonged [:;] other: _____ #2 "
3. Date of + Date of 6. Lot # (if known) 7. Exp. date (if known) #2 DWS oo Dappﬁn
event ’01/23/2000 this report 09/28/2000 #1 “ 8. Event reappeared after
{mavad/yyyy| : (mevadtyyyy) reintroductio
5. Describe event or problem ) 2 . " et
@ presented to an outside hospital _with 9. NOC # (for product problems onfy) Oves (e #5555
malaise, fatigue and projectile vomitting - - #2 [Jyes [T D"“@“‘
on 1/22/00. She had consumed 100 tablets
of Tylenol over a period of 4 days for a 0. Concomitant medical products and Wrerapy daes (excluds Teatment of eveni)
toothache. She was in her 29th week of none
pregnancy with fetal demise -vaginally
delivered 1/23/00-. She was transfered

to this hospital -1/24/00- and noted to
have conjunctival hemorrhage, slight n .
jaundice, but no cyanosis. She was D. Suspect medical device
treated for renal insufficiency and liver 1. Brand name

f failure. She was referred to the dental
clinic for extraction of teeth #17 and 2. Type of device
#31. The patient improved with -
supportive treatment and acetylcysteine 3. Manufacturer name & address 4. Operator of device
and was discharged 1/27/00. [ neatn protessiona
D lay user/patient
D other:
mreaAar-ivvisn 5. Explration date
° RECECTIVEE i
del #
6. Relevant tests/taboratory data, including dat
Initial Labs: AST 1871, ALT 3178, PT talog # SEP 2 9 2000 7 - 200
19.1, INR 1.7, PTT 36.5, ALK Phos 286, sorial # l,
bilirubin 1.8, GGTP 103, Acetaminophen BnED‘W_ATC 3. i explanted, give data
level 8.5 mg/mL, BUN 28, Cr 1.5, Hct ot o
33.8, WBC 28.8, Plts 242. Discharge thar #
Labs: AST 75, ALT 708, PT 12.6, PTT 28.7, e - - -
bilirubin 1.9, GGTP 193, BUN 11, Cr 0.7, 9. Device available for evaluation? (Do not send device to FDA)
WBC 12.3, Plts 248 D yes D no D returned to manufacturer on

7. Other relavant history, including preexisting medical conditions ‘
(e.g., allergies, raca, pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)
She had a previous pregnancy which was
complicated with choricamnionitis and

required a cesarean section. No known

drug allergies. -+- smoking history. ---

drug or alcohol use. No family histor;

liver disease. Dgs

St

United States

Rﬁ&%& 9 2000 2. Health protfessional? 3. Occupation 4. Also reported to
L] V’ED ves {7 no |Pharmacist [J manufacturer

Mail to: MEDW. r : - — facili

) 5. ff you do not want your identity disclosed to user facility
5600 Fi FDA-0178 g .
- Roc ) vd the manufacturer, place an X" in this box. D L__] distribgtor
FOA Foemn 3500 Submission of a report does il oar L@s y at medical personnel or the product caused or contributed to the event.
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