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1. Name (give iabeled sorength & mirla) ) ¥ wn)
62 yr #1 TYLENOL W/CODEINE NO. .
4 (tablet) ACE’I‘AMINOPHEN/CODEINE)
» TYLOX (capsule) (OXYCODONE/ACETAMINOPHEN)
In confidence
B. Adverse event or product problem 2. Dose, frequeacy & romte used 3.Therapy dates (if unknown, give duration)
X| Adverse evenl and/or Product problem (e defects/malfunctions) " unk 3 in 1 (romme tor bes emimae)
. ers 0 p 8 daily, oral % 07/2?/89 - 01/22/98
2. Outcomes attributed to ad t #2 unk, 3 in 1 -
(c;:ecku:’.l’dmapply) Cadveneves (] disabitity = T #07/2?/89 - 01/22/98
death [ congenital anomaly 4. igath 5. Event abated after use
Qeear e o peven " ggggggg?% "¥bropatHIc wcopped on o T ke
D life-threatening bl > : RAL NEUROPATHY
P impair $ 0 [yes O mdo?nﬁ
hospitalization - initial or prolonged [Jother PERIPHERAL NEUROPATHY " 5 Dm y.
3 Dateof ) 4‘E Date of 6. Lot # (if known) 7. Exp. date (if known) e ” gf;n
event  01/2?2/98 thisreport  06/04/99 " " 8. Evest reappeared after
(mo/daylyr) . (mo/daplyr) ) p - n relatrodwction
5. Describe eveot or problem )] Dy« Dno doesn'l
Report from son of a 62-year-old male on 9. NDC# - for product problems only (if known) apply
treatment with acetamionphen with codeine #4 #2 [Jyes [Jno [ doesmt
TID, oxycodone w1t1i1 acetgmﬁnophen TID gnd » woly
ropoxyphene napsylate wit acetaminophen 10. Coscomitant medical products and therapy dates fexclude ey f
ID (doses unsgec¥f1ed) for 8.5 years for No Concomitant Products Rgf)orteuamo e
neuropathy of the feet. In Jan-98 the
patient underwent stomach surgery. for an
unspecified reason, during which time
cirrhosis of the liver was found, and
stomach surgery was not performed.
Medications were discontinued at this time.

Subsequently, the patient has had heart
surgery for blood clots and fluid drainage

. from lungs, liver and spleen. 1. Coatact ofice - name/address (& miring sie for devices) 2. Phone number
IRJSX JOHNSON PHARM. RES. INST. P08-704-4504
DIV. OF ORTHO PHARMACEUTICAL 3. Report source
CORP. (check all that apply)
920 U.S. Route 202 O foreign
P.O. Box 300
Raritan NJ 08869 [ swdy
USA .
( Informing Unit ) O tienoe
consumner
D health
4. Date received by manufacturer |5 professional
{mosdaylyr) (A)NDA# 85-055
_ _ - 05/28/99 3 user facilicy
6. Relevant testulaboratory data, including dates IND #
6. ITIND, protocel ¥ PLA # a Tepréseatative
pre-1938 D yes D disabutor
7. Type of report D other:
(check all that apply) g::ucl D yes
S-da
D Y m 15y 8. Adverse event term(s)
3 104y [ periodic 1) HEPATIC CIRRHOSIS
R wica O] follow-up # ____ RRCEIVED
7" Other refevant history, including preexisting medical conditions (e.g., allergies, race, 9. Mfr. report number
pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.) PRIUSA1999001947 J UN ] 0 lggg
No Pat Profiles Rptd
Unknown

1. Name, sddress & phoue #
insumer
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Submission of a report dees not constitute an 2. Health professionsi? 3. Occupation AUVEHSE o !oe vl lio
admission that medical personnel, user facility, . Unknown repo .
distributor, maoufactorer or product caused or Oves E oo O ye O no unk

3500A Facsimile coatributed to the event.
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AL Patient infermation

P . Age at rne
of event:
or

Date
In confidence of birth:

1. Name

give labeled stren, 2
# DARVOCET (DARVOCET)

#4

B. Adverse event or product problem :‘3”“";("‘4"‘“’ & route vsed 3 Therapy dates (if unknown, give Curation)
1. D Adverse event and/or D Product problem (eg., dciecls/nulﬁmcdons) Ldu;iiyz é?a% 30 70/(:.;-;!8"‘9‘") 01/7 ,,/ 98
’ . 7 nd &
2 @utcomes attributed o adverse event o
(check all that apply) (D disabiliry e :
4. D| jndicati .
Odear L] congenital anomaty w OREBEEYE IR ¥bropaTnrc ¥ poveat ahated afier uae
g [ required inerveation © prevens PERIPHERAL NEUROPATHY FLopped ar dose reduced
D hife-threatening permanent impairment/damage - #3 [yes {Ono Ddocsn‘t
D hospitalization - injtal or prolonged [J other. D D 2pply
" .
—————— - - yes no doesn't
3. Dateof 4 Date of ::.’Lct # (if known) .73 Exp. date (if known) O apply
event : this report 8. Eveat reappeared after
(mo/daysyr) (ma/dayyr) - - —— reintroductos i
5. Describe event or problem M M #3 D yes D 10 D doesn't
9.NDC # - for product problems oaly (if known) 2pply
[ yes no 't
O~ Om oo
10. Concomitant medical products angd therapy dates (exclude treatment of event)

(& mfring site for devicey ) 12. Phome Ramber
3. Report sonrce
(check al) that apply)
D foreign
O titerature
D consumer
: D hn}rh ionat
4. Date received manufacty . professional
(mteyry 0 Y U lanpa
O user acitity
6. Relevant testyisboratory data, including dates IND# D c y
6. I IND, protocel # PLA # representative
pre-1938 D ves D distributor
7. Type of report D other;
(check all that agply) orc (] ves
product
D 5-day D 15-day
8. Adverse event termy(s)
3 10day [ periodic
O wmisa J follow-up ¥ ___ f
|
7. Other relevant history, including Ppreexisting medical conditons (e.g., allergies, race, 9. Mfr. report aumber
pregmancy. smoking and alcohol use, hepaticrenal dysfunction, etc.)

. Name, address & phone #
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admission that medical personnel, user facility,
distributor, manufacturer or product caused or D yes D no D yes D 0o D unk
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Date of this report : 06/04/99

C. Suspect medication (Cont...)

Seq No. : 2
C.1 Suspect medication : TYLOX (capsule) (OXYCODONE/ ACETAMINOPHEN)

Approval information
% : 88-790
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