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A. Pa ormatio C. Suspectmedication(s)

* 1. Palient Identifier 2, Age attime 3. Sex 4. Weight 1. Name
of event: Elemale o3 #1. SERZONE TABS
o 16_YRS ’
or
Date mae #2. ACETAMINOPHEN
In confidence of birth: D £7.8 «kgs
- 2. Dose. frequency & route used 3. Therapy dates
B. Adve ent or prod praoble #1. 300 MG #1. 02/00/97-05/30/97
LR E Adverse sveni and/or D Product prodtemn BID o 2 MONTHS
2. Outcomes attributed to adverse event o #2. ' #2. N1
(check 2l that 3ppiy) [ sisavisy " omat.
4. Diagnosis for use S. Evoaub-hdann
] deam [ corgeniat anomaty #1. DEPRESSION $10pped or dose reduced
[] vte-vweatening D %m a(le"r;e‘r‘\grm‘ 0 'vervaog"e' @ yas D“" doasn‘t
E] hospitalizafion-initiat or prolonged D othar: . #2. UNK do-sn( ‘
. i 6. Lotk ‘ 7. Exp.date "D "”Dm E]w;,.y
3. Dawof 4. Dateot 1. & #1. N1 8. Event reappeared aft
event 05/30/97 this report 05/26/98 ety o o il
#2. N1 .
- (0
S. Describe svent of problem 9. NOC # apply
A PHYSICIAN REPORTED THAT TWO PATIENTS EXPERIENCED .
NOT REPORTED D VC:D o Ed“’"
JADVERSE EVENTS WHILE TAKING SERZONE (NEFAZODONE HCL).
10. C it dical prod
ITHIS REPRESENTS PATIENT #2. THIS PATIENT WAS AN 18 NONE

YEAR OLD FEMALE TAKING NEFAZODONE HCL FOR THE TREATMENT
OF DEPRESSION. THE TOTAL DURATION OF NEFAZODONE KCL
THERAPY WAS 4 MONTHS. THE PATIENT DEVELOPED HEPATITIS
DURING THE LAST 3 WEEKS OF THERAPY. A LABORATORY G. All manufacturers

ANALYSIS (UNITS NOT REPORTED) SHOWED BILIRUBIN 29, 1. Contact office - name/address 2. Phone numbar
JUDITH R. SZMYD 609-818-3737
IALRUMIN 2 AND PROTHROMBIN TIME 19. THE PATIENT WAS NOT .
BRISTOL-MYERS SQUIBB COMPANY
TAKING ANY OTHER MEDICATIONS. 3. Report source
WORLDWIDE SAFRTY & SURVEILLANCE {check afl that apply) |
MAIL LOCATION HW 15-1.01 a forwign
CROSS REFERENCE FILE MO67540.
P.0.BOX 5400 O study
PRINCETON, NEW JERSEY 08543-5400 0 weann
twrmmu INFORMATION WAS RECEIVED FROM A SECOND 3 consumer
HYSICIAN ON JULY 14, 1997. THE PATIENT WAS 16 YEARS - E heatth
4. Date received by manufacturer s. professional
OLD AND NOT 18 YEARS OLD AS ORIGIMALLY REPORTED. THE - 05/13/98 {AINDAs  20-152 [T usertaciny
(CONTINUED) wNOw [ company
6. HIND, protocot # feprasantative
6. Relevant tests/taboratory dats NA PLAS
BILIRUBIN 29 : — 8 distributor
ore-1 yeos
7. Type of report other:
PROTEROMBIN TIME 19 (check ai that apphy) otc [ yes
oroduct ¥
ALBUMIN 2
[ 50ay [x] 15-cay
HEPATITIS PROFILE NEGATIVE 8. Adverse event termy(s)
10-da riodic HEPATITIS
CYTOMEGALOVIRUS TITER NEGATIVE a v [ oo
) NECRO LIVER
EPSTEIN BARR VIRUS NEGATIVE [ et [X] totiow-ups 2—
(c D) 9. Mfr.report number ,
> history, Inctuding preexisting medient cona MOG7616
OBESE
] E. Initial reporter
’

4. [nitiad repocter aiso

2. Heaith professional” 3. Occupat
Submmaon of a report does not constitute an v PHYSICIAN sent repoct to FOA
that medical per i, user facility,
By [dmo Oves O & un

distributor, manufacturer or product caused or
Facsimile Form 3500A contributed to the evant.
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A. Patient intormation

C. Suspect medication(s)

1 Patient identifier

In contiderce
2. Dose, frequency & route used 3. Therapy dates
B. Adverse event or product problem
1. D Adverse svent and/or D Product prodlem
2. Outcomes attributed to adverse svent o
(check all that apply) D disability DR
. 4. Diagnosis for use 5. Event abated after us
D death D conganital anomaly : stopped or dase reducsd
L e susatenng O pvdinmoims ogims O s O O
D hospitaiization- n 3al or prolonged D otter doesnt
A 6 Lot# 7. Exp.date . [ yes[Jr- D,w, :
3. Dateot ! 4. Datsof : E ,”","‘m"
event : this report 8. vont -
R oo
S. Describe avent or problem 3 NOC# appty
PATIENT STARTED TAKING NEFAZODONE HCL AND WITHIN ONE '
e Y
MONTR SHE APPEARED JAUNDICED. NEFAZODONE HCL CONTINUED apery

10. Concomitant medicsi pcoducts
TO BE ADMINISTERED FOR ANOTHER MONTH AND THE LIVER

BECAME NECROTIC. THE TOTAL DURATION OF NEPAZODONE HCL
HERAPY WAS 2 MONTHS AND NOT 4 MONTHS AS ORIGINALLY
EPORTED.  THE PATIENT UNDERWENT A LIVER TRANSPLANT

ROCEDURE . .

1. Contecl office - name/address

SUPPLEMENTAL INFORMATION WAS RECEIVED FROM THE SECOND

PHYSICIAN ON AUGUST 8, 1997. NEFAZODONE HCL THERAPY ' ‘ 3 Rapon source
check all that apply)
WAS HALTED ON MAY 30, 1997. TKE PATIENT EXPERIENCED 0. froan
PROGRESSIVE LIVER FAILURE DESPITE DRUG DISCONTINUATION. 0O sy
A LABORATORY AMALYSIS SHOWED HEPATITIS A,B AND C : [ wecane
GATIVE, CYTOMEGALOVIRUS NEGATIVE, EPSTEIN-BARR VIRUS 1 consumer
heath
GATIVE, CERULOPLASMIN DECREASED AND LIVER COPPER PR eE——r— ‘ O oA !
NORMAL. THE REPORTER CONCLUDZD THAT THE LIVER PAILURE (ANOAS [0 usertacity i
{CONTINUED) woe O comaany !
6. K IND, protocol # reesentative
6. Relevant testsAaboratory data PLA »
CERULOPLASHIN DECREASED we [ O ssewer
7. Type of repoct pre- yes D other.

LIVER COPPER NORMAL {check alf that aoply) o [J yes

product
D S-day D 15-day
D 10-day D periodic
D Initial D L0 YT, —

9. Mitrreport number

8. Adverse svent term(s)

7. Othar relevant history, including preexi: ] i iticns
E. inibiat reporter
1. Name, sddress & phone number
4
]FD Submission of a report does not constituts an 2. Health professionai? 3. Occupation 4 lr‘\::::pom'é :'3:
admlmon that m.dkal rsonned, user facility,
o A peraann v ki Oves O Clves (Do [J ome
Facsirnite Form 3500A contributed to the event.
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Page 3 O
A. Patie armatio C. Suspect medication(s)
1. Patient identitier | 2. Age at time 3. Sex 4. Weight t Name ' ,
of svent
lemale I>s
. O -
Date D male
i of birth: kgs
I conlicence 2 Dase, requency & route used 3. Therapy dates
B. Adverse event or prod proble
1. D Adverse svent and/or D Product problem
2. Outcomes attributed to adverss event -
(cneck all that apply) D disability
i 4. Diagnosis for use 5. Event ababed after u:
] dearn [[J congenitat anomaty siopped or dose reduced
c P do"s‘n
[ we-threatsning O fequired intervertion tc greve t {1 yesQre
D hospi-alization-initial or grolonged D other: ) D yos Dﬂo docsn’t
i . Lot# 7. Exp.date Dap:oy
3. Dateof 4. Date of ; 8. Event reappeared sfter
event this report 3 by
OO QX
S. Describe event or problem 9. NDC ¢ - apply
MWAS DUE TO NEFAZODONE ECL THERAPY.
dossa't
yos
L ves[J e 01275

10. Concomitant medical products

SUPPLEMENTAL INFORMATION WAS RECEIVED FROM A THIRD
PHYSICIAN ON MAY 13, 1998. TEE PATIENT WAS AN OBESE
FEMALE. SHE STARTED TAKING NEFAZODONE HCL 50 MG TWICE
DAILY IN FEBRUARY 13997. THE DOSE WAS TITRATED UP TO

300 MG TWICE DAILY. THE PATIENT WAS ALSO TAKING {G. All manufacturers

ACETAMINOPHEN. THE PATIENT STARTED TO EXPERIENCE 1. Contact offics - name/address 2. Phone numbar -

STOMACE -PAIN. THE PATIENT THEN BECAME JAUNDICED AND

[WAS DIAGNOSED WITH ACUTE LIVER FAILURE. SHE UNDERWENT 3. Report source
{check ail that apply)
A LIVER TRANSPLANT. THIS REPORTING PHYSICIAN CONCLUDED D toreign
THAT THE EVENTS WERE DUE TO OVERUSE OF ACETAMINOPHEN. D stugy
) D Rerabure
D consumer
1 heamn
4. Date received by manufacturer 5. protcssonal
(AINOA » D usar facility
NO e D company
5. ¥ IND, protocol # represantative
{s. Retevant taststaborstory data PLas O dsturor
-1933
7. Type of report pre D yes D otner.
T
{check ail that apply) g mgu « D yes

D S-day D 15-day
[ 1008y [] pericac
D Initial D follow-up#

3. Mirreport number

8. Adverse event termy(s)

7. Other rod history, including pr 9
E. Initial reporter
1. Name, address & phone number
]FD & Submission of a report does not constituts an 2. Hesith professionai? 3. Occupatian s l"".t’l;' (epoctar also
; dmission that i i, user facility,
e distributor, manuhcmmuproduct caused of D yes D no D'I" D ro D unk
Facsimile Form 3500A contributed 1o the event.
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