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THIS CASE, REPORTED BY A PSYCHIATRIST, n ” 02 [ yes|_] nol ] doesn't
CONCERNS A 39-YEAR OLD CAUCASIAN FEMALE WHO S - Productand tharapy detes (exchude it of svers) —2epl
DIED; CAUSE OF DEATH PER CORONER WAS "TOXIC 1) RISPERDAL(RISPERIDONE) ;
EFFECTS OF FLUOXETINE AND PROPOXYPHENE " . Dose: 6 mg/DAY, Dates: NI to os-m-)_,’.' lQﬁCOS'
THE PATIENT WAS RECEIVING FLUOXETINE PO2Z) TRIHEXYPHENIDYL R
(PROZAC) 80 MG DAILY FOR CHRONIC DEPRESSION. | | Dose: ONK,  Dates: NI to 05-JUL-1998, Route: 03); =
THE PATIENT, WHO EAD A HISTORY OF ALCOHOLISM G. All manufacturers
TREATED WITH DISULFIRAM AND SCHIZOPHRENIA, 1. Contact office - neme/addrass miring sie for devices)

HAD BEEN RECEIVING RISPERIDONE (RISPERDAL) 3 Eli 1111y and cCompany
NG TWICE DAILY FOR A LONG PERIOD OF TIME, td1ly Corporate Center
TRIHEXYPHENIDYL AND BENZONATATE. Indianapolis, IN 46285

APPROXIMATELY SEVEN MONTHS AFTER FLUOXETINE
INITIATION (06JUL98), THE PATIENT, WHO WAS
CHRONICALLY PSYCHOTIC, WAS FOUND DEAD IN HER
APARTMENT; APPROXIMATE TIME OF DEATH WAS

STATED TO BE 9:00 P.N. ON 05JUL98. SHE WAS | | *OWereoehed by manutecrirer (ANDA # _18-936 (7 wser taciity
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®3138497-X~00-02% .

39 years 32 weeks 4 days

{continuation:) STRAYGHT-BACKED CHAIR WITH HER HEAD AND NMECK BACK. THE APARTMENT WAS LOCKED FROM THE INSIDR; THERR
WAS MO SIGN OF FOUL PLAY. THE PATIENT, WRO EAD A HISTORY OF SEVERAL *SPECTACULAR® SUICIDR ATTEMPTS INCLUDING ONE IN
WEICH S8HE CUT HER NECK AND WRISTS, NAD BEEN ISSURD A MEDICATION MONITORING SYSTEM. THE PATIRNT’S PSYCHIATRIST =
STATED THAT THE PATIENT'S WEEKLY MEDICATION BOX WAS FOUMD WITR THE APPROPRIATE NUMBER OF DOSES REMAINING. ACCORDING
TO THR CORONER’S REPORT, HO MEDICATIONS WERE PRRSENT IN THE ROGM; HOWEVER, PRESCRIPTION MEDICATION CONTAINRRS WERE
POUND IN HER BEDROGN, TEOSE R TRINEXYPHENIDYL BEING ENPTY, BENZOMATATE CONTAINING FORTY CAPSULRS (60 CarsuLEs
PRESCRIBED) AND THAT FOR PLUO INE 20 M3 CONTAINING SEVENTEEN CAPSULES (90 CAPSULRS PRESCRIBRD AND PRESCRIPTION -

THE TOXICOLOGY REPORT REVEALED THE FOLLOWING BLOOD LEVELS: FLOOXETINE 2.0 MCG/ML (THERAPEUTIC 0.09-0.4),
NORFLUOXETINE 0.67 WCG/ML (THERAPEUTIC 0.072-0.258), PROPOXYPHENE 3.6 MCG/ML (THERAPRUTIC. 0.13-1.07),. , -
WORPROPOXYPHENE 9.1 MCG/ML (THERAPEUTIC 0.80-2.64), ACETAMINOPHEN 111 NCG/ML (THERAPEUTIC 10-20), DIAZEPAN 0.01 MG/
M. (THERAPEUTIC 0.02-2.00), AND NONDIAZEPAM 0.05 WCG/ML (THERAPEUTIC 0.02-1.8). CARDIAC BLOGD DRAWM AT 11:00 A.x.
ON 07JUL9S WAS USKD POR THE TOXICOLOGY SCREEN. TO THE JGfOWLEDGE OF THEX REPORTER, THE PATIENT DID MOT EAVE AN ACTIVE
FRESCRIPTION FOR PROPOXYPHENE/ACETAMINOPHEN; THE PATIENT'S BOYFRIEND DID HAVE A PRESCRIPTION FOR THIS MEDICATION. Lo
MO ETHANOL WMAS FOUMD IN NER BLOOD, ALTHOUGH IT WAS KNOWN THAT THE PATIENT DID DRINK AT TIMES, AFTER DISCONTINUING - -
NER DISULFIRAN. A VITREOUS SAMPLE REVEALXD AN ALCONOL LEVEL OF 0.01%.  CARBON MONOXIDEZ LEVELS WERE WITHIN NORMAL |

FIBROSIS, CHRONIC INTLAMMATION, SCATTERXD DEPOSITS OF PARTICULATE MATTER IN THE PULMONARY INTERSTITIUM AND MORE

EXTEMSIVE DEPOSITS OF SIMILAR MATERIAL WITHIN THE PLEURA. SECTIONS SHOWED THE DEPOSIT MATERIAL TO BE BROWN TO GREY
IN COLOR; SCATTERED SMALL SLENDER CRYSTALS WERE PRESENT AMONG THE DEPOSITS. FINAL DIAGNOSES FPROM THE AUTOPSY REPORT
CONSISTED OF CONTUSIONS ON THR LEFT THIGH AND BUTTOCK, VISCERAL CONGESTION, PULNORARY EDEMA, SLIGHT EYDROCEPEALUS
AND MODERATRE OBESITY. THE CORONER DETERMINED THE MANNER OF DEATH TO BX AN ACCIDENTAL OVERDOSE AND STATED THAT THE
DEATH WAS POSSIBALY RELATED TO FLUOXETINK. TEE REPORTING PSYCHIATRIST DOES ROT AELIEVE THAT THE PATIENT OVERDOSED
mnmmmmmmnuomxn.

YOLLOW-UP RECRIVED 11SRP98; REPORTER PROVIDED INFORMATION TROM AUTOPSY REPORT. CHANGED EVENT *DEATH® 70
“ACCIDENTAL OVERDOSE"; ADDED EVENT "ECCHYMOSIS". MOVED DARVOCET FROM CONCOMITANT uxntcxuou TO SUSPECT MEDICATION
FIELD. UPDATED LABRS, CONCOMITANT MEDS, HISTORY, CAUSE AND DATE OF DEATH, AND TEXT.

FOLLOW-UP RECEIVED 21S5XP98: AUTOPSY REPORT RECEIVED. ADDED REPORTER; UPDATED PATIENT, SUSPECT MEDICATION AND
CONCOMITANT MEDICATION FIELDS; ADDED LAB VALUES; UPDATED TEXT. ADDED EVENTS -mcouinc:-, "CARDIOVASCULAR
DISORDER®, *LIVER DAMAGE*®, "LUNG EDEMA®, "LUNG EEMORRHAGE", "LUNG FIBROSIS®, °*LUNG DISORDER®, *HYDROCEPEALUS®.

Cause of Death: TOXIC EFFECTS OF FLUOXETINE AND PROPOXYPHENE / ACETAMINOPHEN PER CORONER
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8.6. Relevant tests\aborstory dstanciuding dates
[continuation:] 2) NORFLUOXETINE/0.67 MICROGRAM/MILLILITER/07-JUL-19 98/ABOVE
3) PROPOXYFPHENE/3.6 MICROGRAM/MILLILITER/07 -JUL~1998/ABOVE

4) ACETAMINOPHEN/111 HGOGRMIHMILIMIO?-M-IQSBIM

5) MNORPROPOXYPHENK/9.1 MICROGRAM/MILLILITER/07 ~JUL-1998/ABOVE

6) DIAZEPAN/0.01 IICROGRM/D(ILLILITBRIO'I-JUL-ISSBIM

7) MORDIAZEPAM/O0.05 MICROGRAM/MILLYLITER/07-JUL-199 8/WITHIN

8) ALCONOL LEVEL/0.01 PERCENT/07-JUL-1998/ABOVR

8.7.Other re history, Inct g preex|: {. ical conditidey.. allerpies, race, pregnancy, smoking and aicohol use, hepaticirenal dystunction, eic.)
{continuation:] SCHIZOPHRENIA (DISORDERS, SCRIZOPHRENIC)
ALCOBOLISK (SYRDROME, ALCOSIOL DEPENDENCE)

EISTORY SCHIZOPHRENIA, CHRONIC PSYCHOSIS, ALCOHOLISM TREATED WITH DISULFIRAM. HISTORY OF SEVERAL *SPECTACULAR®
SUICIDE ATTEKPTS INCLUDING ONE IN WHICR SHE CUT HER NECK AND WRISTS. HISTORY OF RHEUMATIC FRVER AS A CRILD; NO
* RESULTING CARDIAC SYMPTOMS OR CARDIAC CARE REQUIREMENTS . -

Origin: CADCASIAN

€.10.C dical prod awwu(omuanmmdwem)
[continuation:] BENZONMATATR

Dose: UMK, Dates: NI to 05-JUL-1998, Route: PO4) DISULFIRAM

Dose: ONK, Dates: NI to 0S-JUL-1998, Route: POIndication: ALCOHOLISM

G.&Adeumhtm(a)
{continuation:])
CARDIOVASCULAR DISORDER
LIVER DAMAGE

LUNG EDENA

LUNG HEMORREAGE

LUNG FPIBROSIS

LUNG DISORDEX

HYDROCEPHALUS
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