SENT BY WESLEY PHARMACY DEPT y 6-4-1: 10:22 WICHITA XS~ 18003320178:% 2710
vidual Safat OLUNTARY rcporting ) R+ e et L L
Ith professionals of advers ":::::" —
_o its and product problems N Y §'<‘[ = ‘ ‘/ﬁbunccl

IFIT FITA ML AL FRAISHUI. IR REVIIRIING T AILIAAM

Patient information

1. nt identitier | 2. Age at ime
of event:
o |

Dats
n conlidonce ofbinth: 12=22-55

B. Adverse event or product problem
1. [ X Adverssovent  andor  [_] Product probiem (2.5, defrcia/malfunctiona)

Page | ot

2. Ouicomes wttributnd to advares pvent Dciublllly

{check ufl that upply)
D congenital anomaly

L% dear _5=7-00 .
L_] required infervartion to prevent

(meidmlyd
[ ste-stweantesmng purmanent mpaimicni/damage

] hospitalization ~ initiaf or protonged [ | other:

3. Date Qf 4. Dlleol
e §5-4-00 this report 51401

5. Describe svent or probiem
Elevated LIver enzymes.

Egophageal variclies

Admit vomiting bright red fluid

Coded 5-6-00. Went into acute renal failure,

hepatorenal syndrome.
Asystole 5-7—8n.

6. Acievant testsAaboratory dats, including dafcs

5-4-00 Acetaminophen smerum level= 74
AST 14499 (normal is 37)
ALT 2595 (normal is 20-65)
ALK Phos 211 (normal is 50-136)
Platelets= O
Blood sugar = 419

7. Other relevant history, including preesisling medicel conditions (e.g., allergies,
1ace, pregnancy. smoking and alcohot use, hupalic/renal dysfunction, stc.)

Hx: IDDM
Prolonged history of alcoholism
chronic pancreatitis
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or FAX to:

Mail eo: MFDWAT( "
Fis| 1-800-FDA-0178

Lane
Hockvlllo MD 20852-95787

..DA

FDa Form 3300 (68)

C. Suspect medication(s)
1. Name (qwve labeled strength & mirAabeler, if known)

#*INyquil (acetaminophen)

2
2. Dose. frequency & route used

*'1 bottle / day

20
4, Diagnosis tor use (indication)

"'Upper respiratory infection

. Therapy dales (f unknown. give thrath)
tremAS {or bost nstimala)

“ _last 6 days PTA. .

S. Evantabated after ucs |
stopped or dose reduced

1] Jyes [K]no [_]gkﬁl

“2
8. Lot # (if known) 7. Exp. date (if known) | "2 Oves [Jne Clgsg
L2 * 8. Evenl reappeared aftsr
B reintroduction
n "2
L] Dyﬂg D.\q Dﬂsﬂﬂ

WR. NDC ¢ {for prodkict prohisms only) —
- - #2 [yes | |na L‘_Igfgfy""

10. Concomham madical products and tharapy datas [excil.fe TTeRTrent of eumr)

T —

1. Brand name

2. Type of device
3. Manuf o name & add 4. Opersior of devic

D heshth protecsi sl -
r'] fay usear/patien
D other,

' RECEIVED
X FON0 820" "
MEDWATCH CTU

oy & 7. Himplanted, give date
LS mosdtepin
serial §
hots o o B. l:mmr;md,gm date
other $
9. Devics available for evaluation? {Do nut sund ki FDA)
l—] yee u no L] retumed ky manuiaciurer on

10. Cor ltant medical prod and therapy dam “@m

E. Reporter (see confidentiality section on back)
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2. Health professional?7 [ 3. Occup 4. Also regorted lo
%) ye« [J w | Pharmaciat O mumlsdurer

S. ! yau do NOT want your idantity disclosed to D uner Inciicy
the manufscturer, place an “ X ” in thia box. L1 distibutor

Submisslon of a report doss not consdiuts an admission that medical personnel or the product caused ar eontributed to the evint.



