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dependenca, drug withdrawal symptoms
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ted liver function tests, and tolerance

year-old female consumer initiated
in ES approximately ten Years ago
} for back pain due to an injury.
or -jtolerance to the drug and
“Sreased doses to relieve pain.
tarted to take up to 20 to 30 Vicodin
blets Aaily. During that time period
t date unknown), she developed elevated
function tests and also noted that a
cal dependence on the drug developed.
dmitted herself to a drug
ilitation center several times. Each
Vicodin ES was discontinued, ghe +

She

aboratory dats, ncluding dates

ted LFT's while on Vicodin ES (exact
date unknown); LFT'g (date unknown) =
"normal range = 5 to 52"; height= §*
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C._Suspect medication(s)
1. Name (give labeled strength & mirAabeler, i known) :

'] VICODIN ES

2
2. Dose, frequency & oute used

'] 30 TAB daily po

3. Therapy dates (if unknown, Qive dura:ion)
Trorwio (or beat bmaie)

» 7?-227-88 to ?2-0CT-98
——— .

L7 2

4. Disgnosis lor use (indication) 5. Event sbeted stter use stopped
1 back pain or dase "’fj"""_.
\ n @ ¥es.__snol doesn't
appl:
2 IZTF!‘ - ._;_.'__pﬂ...
8. Lot # (if known) 7. Exp. date ({ known) YeSi—mo_ g“s'"
@1 UNKNOWN ¢t Unknown 8. Event resppeared sfter
e Rl reintroduction
ol i 1 X yes ] no’. . doesn !
9. NOC ¢ - for product problems only (#f known) aj §
—_apply
1 NI ” 2] yes no-_J doesn't ’
P-]

10. Concomitsnt medical products ang Wherapy dates (exclude treatment of eveny) ,

Name: ALEVE Dates: UNK to UNK ¢

G. All manufacturers
1. Contact office - name/address (& minng sde lor Gevices)

2. Phone number - H

Knoll Pharmaceutical Company (973) 426-2600 ’
e ]

3000 Continental Drive - North !
1 3. Report source i
Mount Olive, Few Jersey 07828-1234 | (check ak that appiy)

D §-day D 15-day
D 10-day g periodic
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4. Date received by manutscturer S. — professional |
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7. Type of report - ;
{check ak that apply) o:gu ot D yes ;
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8. Adverse event term(s)
DRUC DEPENDENCE, DRUG WITHDRAWAL
SYNDROME, HEPATIC FUNCTION
ABNORMAL NOS, . TOLERANCE

histary, inciuding p isting medics! conditions (0.9, aliergies, race, pregnancy,
=ohol use, hepatic/renal dystunction, etc.)

rrectomy in 1988 (for pelvic

mmatory disease); no prior history of
ic/renal dysfunction; no other kno

2. Mtr. report number

USA004B04

Initial reporter
1. Name, sddrese & phone #

al disorders
factor(s): denies alcohol use
: -«

ibmission of a report does not constitute an
- _..«dmission that medical personnel, user facility,
k distributor, manufacturer or product caused or

—
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sent report to FOA
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8.5. Describe event or problem

{continuation:] daveloped withdrawal symptoms de
nervousnsss and hot flashes. These symptoms were
herself out of rehabilitation and continued to u

her to Duract in Apr-1998 and discontinued the vi

her liver function tests remained elevated (Lrrs
discontinued therapy due to the nightmares. She
LFTs improved. She restarted Vicodin ES and the
and the withdrawal syrptoms recurred.

" B.7. Other relevant history, |
[continuation:] Pregnant:.UnK

{0.g.. allergies,

ing p

feeling unwell, sweating,

and Ativan. She checked' |
The addiction did not abate. Her physician switched
codin ES. while on Duract, she develcped horrible nightmares und '
®"136"). sShe took Duract lntcrmittontly for one month and
stayed off of all medications for approximately ¢S days and her
addiction continued. she recently discontinued therapy in Oct~1§90

scribed as diarrhea, fatigue, anxiety,
treated with antideprassantg, Librium,

8e Vicodin rs.

- 3ca. pregnancy. smoking and alcohol yse, hepatic/renal dysfunction, etc.)
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