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1. Patient identifletIZ Age at

event I 3

4. Weight 1. Name (give labeled strength & mfr/lakeler, if known)
14 YO X lbs
- or i (] female or #1 Vicodin
]305: i[x] male 61.3 kgs }l#
[_ B. ADVERSE EVENT OR PrenucT erceLEM [N - ocse. frequency 3 roo'e [ 3.Therapy dates(if uak, gzive dur)
‘1. ‘X) Adverse Event and/cr [ ) product proklem #1 UNX #1
b # #
2. Outcomes attrib. to event [ ] disability Y
death [ ] congen anomaly 4. Diagnosis for use {indication} 'S, Event abated after
{mo/day/yy) [x)} required intervention to use s:opped or dose
., life-threatening prevent pern impair/damage #1 chronic back pain reduced
‘X, hospitalization - [ 1 cther: #
initial or prolonged #1 [ Jyes [XIno [ IN/A
6. Lot # (if xnown) |7. Exp. Date # T lyes [ lno [ IN/A
3. Daze of event 03/03/2000 4. Date of this Rept 01/10/2001
#l Rl 8. Event reappeared
5. Describe event cr proklen 1]# # after reintroduction
H
! 43¢ yo male patient adnitted obturded secondary to *|9. NDC # for prcd problems cnly

aceraminophen cverdose due o

takirg Vicodin for back pairn.

This could have been a purposeful overdose and would not
warrant this report. He received acetylcysteine but upon

d.schrarge his LFTs remaireé elevated.

#1 [ jyes [ lro [ IN/A
# [ lyes [ lx_l_o { IN/A

. Concomitant medica’ products ané therapy dates

BN 0. suspect MEpIcAL DEvICE NN

1. Brand name

2. Type of device

3. Manufacturer name & address

4. Operator of Dev,.
[ 1 Hlth Profes.
[ ] lay user/pat.

5. Relevan:

APAP 169 (range 10-20),
Paos 208 {3B-126}, AST 115 (7

teg-s/labcratcry data,

zlevated LFTs
-4C}

including cates

- ALT 429 (7-55). Alk

[ ] other:
nNECE \ ED :
5. Bxpiration Date
6. Modelk LVl V=S
catalogh 4 7. If implanted,
JAN 1 7 2001 give Save
,serialk
—
lot# v ! U 8. If removed,
give date
other#

9. Device available for evaluation?
[ ) yes {] no [:

(Do not send tc FDA)

returned to mfr or

10.

Concomitant medical products and therapy dstes

e L
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o

'3 otrer relevant history, including preexis:. med. conditiorns | ([l . 1nrTiaL rerorTER NN
dulciple surgeries secondary tc chronic zack pain, GERD 1. Name, address & phone #
i ;
! i
i
!
!
I
1 T e —_
: {]2. Health profess.? |3. Occupation 4. Also repor:ed o
l [X] yes . ] nc | Pharmacist
1 [ i manufacturer
MEL -NFO ASSOC Ma:1 Medwatch or FAX to: §. If you do NOT want your identity dis- I ] user facility
Pacsimile to: S60C Pishers Lane 1-800-FDA-0178 |[closed to the Mfr, place an 'X' ir box [ } [ ] distributer ¢
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submission of a report does nct constitute an admission that medical persornel or the product caused or contributed to the ev
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