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Pravachol 10 mg Tablets oTC
Advisory Committee Briefing Book

% Bristol-Mzers Squibb Company

Phasmaceutcal Reseacch Insumte
PAGE 1 OF 1 CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
 LREACTION INFORMATION
1.PATIENT iD 1.4 COUNTRY 2.DATE OF BIRTH 2.2 AGE 3.5EX 8-12 CHECK ALL.
. Day Month  {Year APPROPRIATE TO
\TEW e -] 20 Month K ADVERSE REACTION

7+13 DESCRIBE REACTION{SKinciuding refevant teste/iab data)
#1 Ace id-nul ovardose {(therapeutic agent)

A PHYSICIAN REPORTED AN ACCIDENTAL, OVEADOSE WITE PRAVASTATIN 20 NG IW‘OLVIM A 20
MONTH OLD MALZ PATIENT, ON NOVEMBER 13, 1992 THE MOTEER DF THE PATIENT REPORTED THAT

|SEE EAD FOUND ONE PRAVASTATIN TABLET IN HER SON'S MOUTHM. SHE “SUSPECTS THAT THO

TABLETS MAY EAVE BEEN INGESTED.* THE PHYSICIAN STATES THAT THE CHILD DID NOT RAVE ANY
SYMPTOMS OR SEQUELAR. THE PHYSICIAM STATED THAT THE CEILD DID NOT EXPERIENCE AKY
ADVERSE EVENT AS A KESULT OF THE OVERDOSE.

[0 PATIENT DIED

O Wvoivepon
PROLONGED
INPATIENT
HOSPITALIZATION

[J INVOLVED
PERSISTENCE OR
INCAPACITY

UFE
THREATENING

H.8USPECT DRUG(S) INFORMATION

14.SUSPECT DRUG(SKinciude generic name)
1 PRAVACHOL TABRS (pravastatin sodium)

20, DID HEACTION ABATE
AFTER STOPPING DRUG?

#1Gyn BOno Erne

18. THERAPY DA'TES(I‘romRo} 19. THSRAPY DURATION
#1 13M0V1992-13N0V1992 #1 1 Day

15.D0SE(S) 16.ROUTE OF ADMINISTRATION
#1 20 Milligram 1 ORAL
Dy“ Dﬂo Dl\.
77 INDICATION(S) FOR USE 21 DD FEACTION.
1 Rypercholesterolaemia REINTRODUCTION?

#10ves Cdno Elne

Oyes Ono Cna

HLCONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES CF ADMINISTAATION(sxclude those used to treat reaction)

#1 NONB (nocne)

23. OTHER RELEVANT HISTORY{e.g.dlagnostics,ailergics,pregnancy with last month of period.ete)

IV. MANUFACTURER INFORMATION

24.a NAME AND ADDRESS OF MANUFACTURER

Murray Barshart

Bristol-~-Hyers Squibb Company
lorldwide Safety & Surveillance
Mail Location EW19-1.03

P. g. Box 5400 08543 5400 24b MFR CONTROL NO
Princeton, NJ 543~

Tnited States , MOZ 81 92

24¢. DATE RECEIVED BY MANUFAOTUREH 24d REPORT SOURCE

D Study D Literature D Cther
Health Professionst

25. DATE OF THIS REPORT 258 REPORT TYPE

2982P199% ints £ Foltowup

OSFER1S$3
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- [24.2 NAME AND ADDRESS OF MANUFACTURER

Pravachol 10 mg Tablets OTC

Advisory Committee Briefing Book

antol—M¥ers Squxbb Company

Pharmaceutical Hesearch Tnstinte

7+13 DESCRIBE REACTION(S)nciuding relovant tests/lab data)
#1 Accidental overdose (therapeutic agent)

A PHARMACIST SPONTANEOUSLY REPORTED TEAT A FEMALE PATIENT IN HER 60'S HAD ACCIDENTLY
TAKEN AN OVERDOSE OF EIGHT TABLETS OF THE *NEW® )‘ORMULATION OF PRAVACHOL (PRAVASTATIN
SODITH) 20 MG FOR THE TREATMENT OF HYPERCHOLESTEROL - THE ‘REPORTER INDICATED THAT
ON SEPTEMBER 7, 1995, THE PATIENT WAS TO TAKE ONE TABLET OF PRAVASTATIN BODIUM DAILY
AND EIGHT TABLETS OF PREDNISONE. THE PATIENTS SON WAS mmn TO VISIT AND THE
PATIENT BECAME EXCITED AND CONFUSED AND TOOK BIGHT PRAVASTATIN SODIUM TABLETS AND ONE
PREDNISONE TADLET. A8 OF SEPTEMBER 8, 1995, THE PATIENT HAS MOT mznzmctn AN
ADVERSE EVENT, INCLUDING ANY ABDOHINAL DISCOMPORT, FRON TAKING TEE EIGHT PRAVASTATIN
S0DIUM TABLETS. THE RIPOR“R ALERTED THE PATIENT'S PHYSICIAN AND THE PATIENT WAS
INSTRUCTED TO REPORT ANY COMPLAINTS 70 HER PHYSICIAN. FOLLOW-UP INFORMATION RECEIVED
ON SEPTEMBER 27, 1595, INDICATED THAT TEX PATIENT, BORN IN 1918, EAD A MWEDICAL.
HISTOI;:‘ EZ)MRGIES TO GRASS, RAGWNEED, POTATOES AND WHEAT CHARACTERIZED BY ATOPIC
{Continu

CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
) LREACTION INFORMATION ) o
1.PATIENT ID 1.4 COUNTRY 2.DATE OF BIRTH 2.2 AGE ET 8-12 CHECK ALL
Day Month Year Year APPROPRIATE TQ
us 0 1995 | ADVERSE REACTION

[[J PATIENT DIED

[ wvoLvepon
PROLONGED
INPATIENT
HOSPITALIZATION

0 INvVOLVED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACTTY

LFE
THREATENING

1.SUSPECT DRUG(S) INFORMATION

l:c.susvsm' DRUG(SKinclude generic name)
1 PRAVACHOL TABS 20 MG (pravastatin sodium)

16.ROUTE OF ADMINISTRATION

20. DID REACTION ABATE
AFTER STOPPING DRUG?

#1Dyu 3no Ena

18. THERAPY DATES{from/to) Ti9. THERAPY DURATION
#1 #1

15.DOSE(S)
#1 20 Milligram 1 ORAL
Dyu DHO Dna
17.INDICATION(S) FOR USE gisggERAERAEE‘%%
1 Hypsrcholesterclasmia REINTRODUCTION?

#ildyes [lno [Ena

DYB’ Dno Dna

IN.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION(exclude those used to treat reaction)

#1 PREDNISONE (prednisone) 07SEP1995-UNK

23. OTHER RELEVANT HISTORY(Q@GIaqnosﬂc:.aihm(&,pﬁgnancy with last manth of period ete.)

#1 "ALLERGIC TO GRASS®"-NOT CODED #2 "ALLERGY RAGWEED®-NOT CODZD #3 "ALLERGY 1O
[WHEAT " ~-NOT CODED #4 "ALLERGY POTATOES*-NOT CODED

IV. MANUFACTURER INFORMATION

Murray Barnhart

Bristol-Myers Squibb Company
Worldwide Safety & Surveillance
Mail Location HW19-1.01

P.0. Box 5400 5 24b MFR CONTROL NO
Princeton, NJ 08543-5400

United States M052870

24c, DATE RECEIVED BY MANUFACTURER 24d REPORT SOURCE

D Study D Literature D Othor

27S2P1995 Health Professional —
25. DATE OF THIS REPORT 252 REPORT TYPE
298ZP1999 E it O roilowup




Pravachol 10 mg Tablets OTC

Advisory Committee Briefing Book

PAGE20F2

Bristol- Myers Sqmbh Com

Phamxaccuucal Rcsearch Insutute

pany

CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
_.REACTION INFORMATION
1.PATIENT ID 1.a COUNTRY 2.DATE OF BIRTH 2.2 AGE 3.5EX H-8.REACTI N 8-12 CHECKK ALL
Day Month  |Year Day Month  |Year APPROPRIATE TO
07 -} + 4 1993 | ADVERSE REACTION

LAB DATA: #1 NONE- X

7+13 DESCRIBE REACTION(S)Including relevant testa/iab dats)

DERMATITIS. THE LOT NUMBER REDORTED WAS §5J12A, EXPIRATION DATE 7/98 AND NDC &
00003-5178-0S. NO ADVERSE EVENT WAS REFORTED AS A RESULT OF THE CVERDOSK.

[J PATIENT DIED

{1 mwvoLvepoR
PROLONGED
INPATIENT
HOSPITALIZATION

O NvoLveD

PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

LIFE
THREATENING

ILSUSPECT DRUG(S) INFORMATION

14.SUSPECT DRUG(S)inciude gereric name)

20, DID REACTION ABATE
AFTER STOPPING DRUG

15.D0SE(S)

16.ROUTE OF ADMINISTRATION

DY‘O Dno Dnn
Oyvee Ore Ora

17.INDICATION(S) FOR USE

21, DID REACTION
REAPPEAR AFTER
REINTROOUCTION?

18. THERAPY DATES{trom/to)

19. THERAPY DURATION

Oves Dlno Cea

Dm Dno Dﬂl

ne. OONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION(exclude thoss used to treat resction)

23. OTHER RELEVANT HISTORY(s.g.dlsgnostics,aliergics.pregnancy with last fnonth ot poﬂéd.llc;]

¥

1IV. MANUFACTURER INFORMATION

24.2 NAME AND ADDRESS OF MANUFACTURER

24b MFR CONTROL NO

MQ052870

24c. DATE RECEIVED BY MANUFACTURER

’ D Hesgith Professional

24d REPOAT SOURCE
3 study [T Ltarature [ Cther

——————————

25. DATE OF TH!S REPORT
298¥P1999

258 REPORT TYPE

[

D Followup




Pravachol 10 mg Tablets OTC " =
Advisory Committee Briefing Book

- BristoléMZgrs

Squibb Company

Phartidcéntical h lastitute
P
AGE 1 OF 1 CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
LREACTION INFORMATION ; o
1.PATIENT 1D 1.2 COUNTRY DATE OF BIRTH 2.2 AGE  |3.8EX 812 CHECK ALL
Day Month  [Yesr APPROPRIATE TO
us o r ADVERSE REACTION

7+13 DESCRIBE REACTION(SXinciuding relsvant teste/lab data)
#1 Accidental overdose {therapsutic ageat)

A PHARMACIST SPONTANEZOUSLY REPORTED THAT A PIMALR PATIENT (AGR WAY NOT REPORTED)

ACCIDENTLY OVERDOSED, WHICH REQUIRED ADMISSION TO THE HOSPITAL, WHILE TAKING

DAYS. IT WAS REPORTED "TRIS WAS NOT INTENTIONAL; IT WAS ACCIDENTAL.” PRAVACHOL
15, 1998, THE PATIENT IS OUT OF THEK EOSPITAL, "FEXLING PINE®T AND IS ZATING. LIVER

AND URIMALYSIS WERE NEGATIVE. PFURTHER INFORMATION XAS BEEX REQUESTED.

#3 URINALYSIS- Normal

PRAVACHOL (PRAVASTATIN SODIUM) TABLET THERARY. PIAVACHOL THERAPY, 10 MG AT BEDTIME,
AS TAXKEN FOR THE YREATMENT OF HYPERCHOLESTEROLEMWIA. IM SEPTEMBER 1998, TEE PATIENT
TOOK 10 TABLETS (100 MG TOTAL) OF PRAVACHOL IN THE MORNING AND IN TEE EVENING FOR 6
THERAPY WAS DISCONTINUED. THE PATIEYNT WAS ADNITTED TO TAR HOSPITAL. AS OF SEPTENBER

PUNCTION TESTS, CREATINE PHOSPHOKINASE (CPK), CREATININE, BLOOD UREA NITROGEN (BUM)

LAB DATA: #1 LFT'$- Normal, #2 CPK- Normal, #3 CREATIRINE- Normal, #4 30N~ Normal,

[3 PaneNT oeD

INVOLVED OR
PROLONGED
INPATIENT
HOSPITALIZATION

[J INvoLveD

INCAPACITY

LIFE
THREATENING

ILL.SUSPECT DRUG(S) INFORMATION

F«suspecr DRUG(SKineiude generic name)

20. DID REACTION ABATE

1 PRAVACHOL TABS 10 MG (pravastatin sodium) AFTER STOPPING DRUG?
15.DOSE(S) 18.AOUTE OF ADMINISTRATION #100vee Clro Eow
#1 10 Milligram 1 ORAL

Oyee Do One
17.INDICATION(S) FOR USE gtsﬂg ge;ig%ag
1 Rypercholesterolaania RE] OBUCTION?
18. THERAPY DATES{fromito) ' ) 19. THERAPY DURATION #Jyes [dno @Ena
#1 DNK-00SER1998 #1

DY‘S Gnc Dna

I.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION(exciude these usad to trest reaction)

#1 NOT REPORTED (unknown to us)

23. OTHER RELEVANT HISTORY(e.g.diagnostics,ailergics.pregnancy with laat month of period,etc.)
#1 “NOT REPORTED*-HOT CODED =~

_IV. MANUFACTURER INFORMATION

24.2 NAME AND ADDRESS CF MANUFACTURER

Murray Barnhart

Bristol-Myers Squibb Company
ozldwide Safety & Surveillance
Mail Location HEW19-1.01

"‘;' Box 5400 08543-5400 24b MFR CONTROL NO
Princston, T 3= :
Tnited Statss , . . |M086918

24c. DATE RECEIVED 8Y MANUFACTURER 24d REPORT SOURCE

O sruay [T Liersture [T Othee
Health Professional

25. DATE OF THIS AEPORT — "~ [258 REPORT TYPE

29891999 B3 nmivw ] rortowup

158291998




Pravachol 10 mg Tablets OTC +*
Advisory Committee Briefing Book -

e Bristol-Myers Squibb Company
f’\ o N Pharmaceutieal Reséarch tstinute
PAGE 1 OF 1 CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
I.LREACTION INFORMATION
1PATIENTID |12 COUNTRY [DATE OF BIATH 2.3 AGE 812 CHECK ALL
Day  [Month [Yesr APPROPRIATE TO
2 GB-1772 :.nos-xﬂ 0 ADVERSE REACTION

7+13 DESCRIBE REACTION{SKinciuding relevant tests/lab data)
#1 Accidental overdose (therapeutic agant)

[ PATIENT DIED
[0 wvowveDOR

~

A FEMALE CONSUMER REPORTED THAT SHE ACCIDENTLY TOOK AN "OVERDOSE® OF LIPOSTAT aRaNaED
TABLETS (PRAVASTATIN SODIUM) 10 WG FOR HEYPERCHOLESTEROLEMIA. THE PATTENT EAD TAKEM HOSBITALZATION
EER 10 MG DOSE OF LIPOSTAT THERAPY THX NIGHT OF APRIL 26, 1995. THE NEXT MORNING,
APRIL 27, 1995, SHE HAD TAKEN AN ADDITIONAL TABLET OF LIFOSTAT. SEE XEZPORTED THAT SHE [ Nvovep
DID NOT ZXPERIENCE AN ADVERSE EVERT DUE TO TAKING TEE ADDITIONAL TABLET. PERSISTENCE OR
SIGNIFICANT
LAB DATA: #1 NOT REPORTED DISABILITY OR
INCAPACITY
= THREATENING
H.SUSPECT DRUG(S) INFORMATION
4.SUSPECT DRUG(SKinclude generic name) 20, DID REACTION ABATE
1 LIPOSTAT TABS 10 W3 (pravastatin sodium) AFTER STOPPING ORUG?

15.D0SE(S) ' 16.ROUTE OF ADMINISTRATION

cst Dno na

#1 10 Milligram 1 ORAL

Oyes Dro One
17 INDICATION(S) FOR USE 21. DID REACTION
1 Hypercholesterolaamia gé‘&%‘&ggg?

18. THERAPY DATES{Tonvio) 19, THERAPY DURATION
#1 27APR1995-27APRLIOS $1 1 CONTINUOUS

#1ildyee [Ono Ena

M.CONCOMITANT DRUGS AND HISTORY

DY“ mno Dna

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION{sxciude those used o trest reaction)

#1 NOT REPORTED (unknown £o us)

23. OTHER RELEVANT HISTORY(e.g-Glagnostics allergics,pregnancy with last manth of period.eto.)
#1 "NOT REPORTED®-NOT CODED

IV. MANUFACTURER INFORMATION

24.2 NAME AND ADDRESS OF MANUFAGTURER

Hurray Sarnbart

Bristol-Myers Squibd Coopany
Worldwide Safety & Surveillance
Mail Location HW19~-1.01

p.o- Box Seo0 245 MFR CONTROL NO
Princeton, NJ 08543-35400

United States o B021414

£ J24c DATE RECEIVED BY MANUFAGTURER 24 REPORT SOURCE

[J study [J tiarature T Other

27APR1I9S [ Hesith Protessionss —_
25. DATE OF THIS REPORT 258 REPORT TYPE
295291999 mitid ] Followup




Pravachol 10 mg Tablets OTC
Advisory Committee Briefing Book

Bristol- Vlyers Sqmbb Company

m T R " Pharmaceutical Resédsch nsutute
PA E
GE1OF4 - CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
, 1.REACTION INFORMATION
1.PATIENT ID 1.2 COUNTRY DATE OF BIRTH 28 AGE  [3.89EX | 8-12 CHECK ALL
_ . Day Month  {Year ) AFPROPRIATE TO
wa WL-96094 10 JUL 1940 [56 Years | M ADVERSE REACTION
7413 DESCRIBE AEACTION(SKInciuding relevant testa/iab data) | ppném DIED
#1 Non-accidental ovardose, #2 Suicide attenpt @ INVOLVED OR
A PEYSICIAN SPONTANEOUSLY REPORTRD THAT A 56 YEAR OLD MALE PATIENT ATTENPTED SUICIDE NP ATENED
BY OVERDOSING ON SELEKTINE (PRAVASTATIN SODIUM), SELOKEEN (METOPROLOL) AND HOSPITALIZATION
ACETYLSALICYLIC ACID TABLETS. PRAVASTATIN SODIUM THERAPY, 20 MG DAILY, WAS INITIATED
IN NOVEMBER 1995 FOR THE TREATMENT OF HYPERCEOLESTEROLEMIA. THEE PATIENT WAS ALSO [J WvoLvep
TAKING WETOPROLOL, 100 MG DAILY, AND ACETYLSALICYLIC ACID, 850 MG DAILY STATUS POST peas;s'rgm;g oR
MYOCARDIAL INFARCTION. THE PATIENT ATTEMPTED SUICIDE ON AUGUST 9, 1996 BY SWALLOWING SIGNIFICANT
52 PRAVASTATIN 20 MQ TABLETS (TOTAL=1.04 GRAMS), 90 METOPROLOL 100 M3 TAALETS DISABILITY OR
" o ({TOTAL=9 GRAMS), AND 46 ACETYLSALICYLIC ACID 30 MG TABDLETS (TOTALs3.64 GRAMZ). PRIOR INCAPACITY
.|TO SWALLOWING THE PILLS, THE PATIENT DRANK SIX TO TEN DNITS OF ALCOHOL. TEE PHYSICIAN
REPORTED THAT AYTIR TAKING TEE PILLS, TEERE WERE HO SYMPTOMS AND THE PATIENT WAS J ure
FEELING WELL. TEEX PATIENT WAS ADMITTED TO THR HOSPITAL FIVE HOURS AFTER THE EVENT AND - THREATENING
IMMEDIATELY WAS TREATED WITR A STOMACH LAVAGR. AT NIGHT, THERY WERE NO CARDIAC
{Continued)
. I.SUSPECT DRUG(S) INFORMATION o
14.SUSPECT DRUG(SXinciude generic name) 20. DID REACTION ABATE
1 SELEKTINE TABS 20 MG (pravastatin sodium) AFTER STOPPING DRUG?
f % #2 SELOKEEN (matoprolol tartrate) ’
15.D0SE(S) 16.ROUTE OF ADMINISTRATION #ilyse Clno [Cne
#1 s2 1 ORAL
#2 90 ‘ , 2 OMAL . = : s2yes [Jno [Jna
17.INDICATION{S) FOR USE 21, DID REACTION
F!. Rypezrcholesterclasmia SEEJ?\FTPREOAD?J‘A:;TOEP??
2
18, THERAPY DATES(fromito) ~ [19. THERAPY DURATION »l yes Uno Ene
#1 0JAUG1996-UNK i;. .
#2 09AUGLIIE-TUNK $2 (Continued) vdyee Cno [Ena

I.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION(exciude thoss usad to treat resction)

#1 NOT REPORTED (unknown £o us}

23. OTHER RELEVANT HISTOH‘I{Q.@dlagnecﬁu,llhrglu.mnlncy with Iast month of period.elc.)
#1 "STATUS POST MYOCARDIAL, INPARCTION®-MOT CODED #2 Alccholism

IV. MANUFACTURER INFORMATION

24.a NAME AND ADDRESS OF MANUFACTURER

Rristol-Myers Squibd Company
orlidwide Safsty & Surveillance

Lb:uzrny Baxnhart
Mail Location HW12~1.01

P.0. Box 5400 ‘ 24b MFR CONTROL NO

Princeaton, NJ 08%43-5400

United States ~ |{B028411 )
f " [24c. DATE RECEIVED BY MANUFACTURER 244 REPORT SOURCE

1 study [ titerature L] Other
B Heaith Protessionsi

25. DATE OF THIS REPQRT 25s REPORT TYPE

298291399 mitiel {1 Followup

239BP1996¢




Pravachol 10 mg Tablets OTC
Advisory Committee Bijefing Book o
Bristol-) gers,Squibb Company

Pharmisdedtical Researeh tstute

' PAGE 2 OF 4

CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
. v LREACTION INFORMATION , ,
1.PATIENT ID 1.2 COUNTRY [2.DATE OF BIRTH 22AGE  [3.8EX WBREACTI 812 CHECK ALL
. Day Month  |Year Day Month  [Year APPROPRIATE TO
oy AUG | 1996 | ADVERSE REACTION
7+13 DESCRIBE REACTION(S)Including relevant tasts/lab dats) o {7 PATIENT DIED

ABNORMALITIES SUCH AS BRADYCARDIA OR AV PROBLEMS. NO PSYCHOPATHOLOGY WAS PRESENT.

WHILE IN THE HOSPITAL, TEX PATIENT WAS WELI, AND THERE WERE NO CARDIAC OR PULMONARY d ‘,ﬁg’gfgg"éﬂ

ABNORMALITIES PRESENT. BLOOD PRESSURE WAS 110/70 MMNG. ILECTROCARDIOGRAM SHOWED SIGNS AT

OF THE OLD INFARCTION AND NOTED NO PR PROLONGATION AND SINUS BRADYCARDIA WAS S55. HOSPITALIZATION

|LABORATORY VALUES WERE NORMAL EXCEPT FOR ALANINE AMINOTRANSPERASE (ALAT) 41 U/L .

(NORMAL: 5 TO 40 U/L) ON AUGDST 9, 1996, ALXKALINK PHOSPHATASE 136 U/L (NORMAL: 30 TO [0 mNvoLvED

12% U/L) AND 126 U/L ON AUGUST 9, 1996 AND AUGUST 13, 1996 RESPECTIVELY. PRAVASTATIN PERSISTENCE OR

SODIUM AND METOPROLOL THERAPIXS WERE BOTH DISCONTINUED. ACCORDING TO THE REPORTER, SIGNIFICANT

"THERE WERE CLYAR IXTERNAL FACTORS LEADING TO THE SUICIDE, TEERE WAS NO RELATION DISABILITY OR

BETWEEN THE CHRONTC THEATMUNT AND THE SUICIDE ATTEMPT™. THE PATIENT RECOVERED WITECUT INCAPACITY

LASTING SYMPTOMS OR DAMAGE.

0 ure
THREATENING
(Continued) ) .
o , o N.SUSPECT DRUG(S) INFORMATION ,

14 SUSPECT DRUG(SKinciude generic name) 20. DID REACTION ABATE
3 ACETYLSALICYLIC ACID AFTER STOPPING DRUG?
4 ALCOBOL (ethyl alcohol) ,

£ lisposes) 16.ROUTE OF ADMINISTRATION ¢ yes Llno [lna

#3 46 3 ORAL

#4 , ORAL #a@yes Tlno Ona
17.INDICATION(S) FOR USE A : : é{:;,{’é%é}%i??&

2 "STATUS DOST MYOCARDIAL INPARCTION™-NOT CODED RN R

18. THERAPY DATES(fromvio) 19. THERAPY DURATION $dyes Oro Ena

#3 0SAUGL996-URK : 1

#4 osnucxsss-um; N H #Clyes Ono Do

H.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION(exciude those used o tteat reaction)

23. OTHER RELEVANT HISTORY(e.g.ciagnostics,allergics,pregnancy with iast moath of period,etc.)

IV. MANUFACTURER INFORMATION
24.8 NAME AND ADDRESS OF MANUFACTURER -

24b MFR CONTROL NO

B028411

24¢. DATE RECEIVED BY MANUFACTURER 24d REPORT SOURCE
p G Study D Literature D Cther
B Heazith Professional

25. DATE OF THIS REPORT 25a AEPORT TYPE
298221999 O wmua [ rotowup




Pravachol 10 mg Tablets OTC
Advisory Committee Briefing Book

Bristol-Myers “e*nbb Company

m - o . LN Pharriaééuncai Research instutie
PAGE3 OF 4
CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
, L.REACTION INFORMATION
1T.PATIENT ID 1.2 COUNTRY ATE OF BIRTH 22AGE  [3.5EX 4. ONSET 812 CHECK ALL
Day Month Year ) Day Month  |Year APPROPRIATE TO
09 auG 1998 | ADVERSE AEACTION
7+13 DESCRIBE REACTION(SKinciuding relevant tests/lab data) ] [] PATIENT DIED
O wvoLvepor
FOLLOW-UP INFORMATION WAS RECEIVED OM SEPTEMBER 23, 1996. IT WAS REPORTED TER ' POLONGED
PATIENT EXPERIENCED A MYOCARDIAL INFARCTION AND WAS ADMITTED TO TEE EOSPITAL ON RS AN ZATION
OCTOBER 30, 1955 AND DISCHARGED IN NOVEMDER 11, 1996, PRAVAZTATIN .
SODIDM THERARPY, 20 MG DAILY WAS IMITTATED AND NOT ON NOVEMBRR 1, 199% AS ORIGINALLY {3 nvoLveD
REPORTED. PRAVASTATIN SODIUN TEERAPY WAS INCREASED TO 40 MG DAILY ON MARCH 18, 1996. PERSISTENCE OR
SIGN
LAS-DATA: #1 CREATINE KINASR-09AUGLI96 98 U/L Normal, $2 CREATINE KIMASK-O09AUG1996 DISABILITY OR
92 U/L Normal, #3 CREATINE KINMASE-13AUG1996 79 U/L Normal, #4 CREATINE , INCAPACITY
XINASE-19AUG1996 90 U/L Hormal, #5 CREATINE KINAGR-20ATGL996 68 U/L Normal, #6
ALAT-09ATG1996 41 U/L Abniormal, #7 ALAT-09AUGLI996 30 U/L Normal, #8% ALAT-13AUG1998 38 0O ure
U/L Normal, #9 ALAT-16AUG1596 37 U/L Normal, #10 ALAT-20ADG1998 37 U/L Nosmal, #il. THREATENING
ASAT-09ADGLI9E 27 U/L Normal, #12 ABAT-13AUGLI96 33 U/L Normal, #13 ASAT-16ADG1986 31
{Continued)
I.SUSPECT DRUG(S) INFORMATION o o
14.SUSPECT DRUG(SNinclude generic name) SR : 20, DID REACTION ABATE
AFTER STOPPING DRUGT
15.D0SE(S) ' T6.ROUTE OF ADMINISTRATION Oyes Dre Ora
Eyee Cno Ona
17 INDICATION(S) FOR USE 21, DID REACTION
REAPPEAR AFTER
REINTRODUCTION?
18. THERAPY DATES({fromito) 19, THERAPY DURATION Oves Cno Cne
DY“ Dno Uﬂ.

.CONCOMITANT DRUGS AND HISTORY _

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION({exciude those used to trext reaction)

23, OTHER RELEVANT HISTORY(e.g.diagnostics,aliergics, pregnancy with (a8t month of period,ete)

IV. MANUFACTURER INFORMATION

24.a NAME AND ADDRESS OF MANUFACTURER

Zab MFA CONTROL NO
B028411
£ [2%c. DATE RECEIVED BY MANUFACTURER 240 REPORT SOURCE
) ‘ D Study D Literature D Other
] Heaith Professiona

25. DATE OF THiS REPORT = 252 REPORT TYPE

295%21999 O www [O roltovap




Pravachol 10 mg Tablets OTC

B T I R R S R

Advisory Committee Briefing Book

Bristol-Myers Squibb Companv

Pharmaceuticat Research Institute

PAGE 4 OF 4 CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
LREACTION INFORMATION e e
1.BPATIENT ID 1.2 COUNTRY 2.0A F BIRTH 22 AGE | 8-12 CHECK ALL
Day Month  [Yesr APPROPRIATE TO
ADVERSE REACTION

D/L Normal, #14 ASAT-20AUGL

ALFALINE DPROSPEATASE-CIAUGL

7+13 DESCRIBE REACTION{SKincluding relevant tests/lab dats)

998 30 U/L Normal, #15 ASAT-23ATGL996 29 U/L Normal, #16
996 136 U/L, Abnormal, #17 ALKALINE PHOSPHATASE-09ATGLSSS
107 U/L Normal, #18 ALKALINE PEOSPEATASE-13AUG1996 126 U/L Abnormml, #19 ALKALINE
PHOSPHATASE-16AUG1996 134 T/L Normml, #20 ALXALINE PHOSPHATASK-20AUGLS96 120 D/L
Normal, #21 BLOOD PRESSURE- 110/70 MMHG

{7 PATENT DIED

0 wvoLvenor
PROLONGED
INPATIENT
HOSPITALIZATION

] mwvoLveD

PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

LIFE
THREATENING

ILSUSPECT DRUG(S) INFORMATION

14.SUSPECT DRUG(SXinciude generic

nhame)

20. DID REACTION ABATE
AFTER STOPPING DRUG?

15.D0SE(S)

16.ROUTE OF ADMINISTRATION
L

yee Ono e
Ovyes One Ora

17.INDICATION(S) FOR USE

21, DID REACTION
REAPPEAR AFTER
REINTRODUCTION?

18. THERAPY DATES{from/to)

79. THERAPY GURATION

Byes Eno Tlna

__HILCONCOMITANT DRUGS AND HISTORY

Oyes Une Ona

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION({excluds those used to treat reacticn)

23. OTHER RELEVANT HISTORY(e.0.0lagnostica,aliergics,aregnancy with iast month of period.eto.}

V. MANUFACTURER INFORMATION

24.2 NAME AND ADORESS OF MANUFACTURER

24b MFR CONTROL NO

B028411

24c. DATE RECEIVED BY MANUFACTURER

24d REPORT SOURCE
D Study D Literature D Other
[T Heaith Protessionss

25. DATE OF THIS REPORAT
298EP1999

25a REPORT TYPE

O s

B Followup




Pravachol 10 mg Tablets OTC i
Advisory Committee Briefing Book “

% Bristol-Myéfs Squibb Company

Pharmaceutical Research [nstityte
&1

PAGE 1 OF 2 CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
{L.REACTION INFORMATION
1.PATIENT I 1.8 COUNTRY 2.3 AGE 3.SEX R N 8-12 CHECK ALL
Yoar Day Month Year APPROPRIATE TO
FR-ELI/1987069 37 Years o 28 3 4 4 1397 ADVERSE REACTION

7+13 DESCRIBE REACTION({SKincluding relevant testa/lab data)

#1 Suicide attempt, #2 Non-accidantal overdose, #3 Blood creatine phosphokinase
increassd

THIS IS A REPORT RECYIVED FROM THE FRENCH PHARMACOVIGILANCE OF FRAMCE (FILE
#PS9700643). A PHYSICIAN REPORTED THAT A 37 YEAR OLD MALE PATIENT ATTSMPTED SUICIDER
TAKING ELISOR (PRAVASTATIN SODIUM), LASILIX (FUROSENIDE) AND DI-ANTALVIC
(DEXTROPROPOXYPHENE, PARACETAMOL). THE PATIENT TOOK 280 MG OF ELISOR, $00 MG OF
LASILIX AND DI~ANTALVIC (DOSAGE WAS NOT REPORTED) ON SEPTEMBER 25, 1997. CREATINR
PHOSPHOKINASE (CPK} WAS NOTED TO BR 245 (NORMAL: LE38 THAN 200} ON SEPTEMSER 25,
1997. THE PATIENT WAS ADMITTED T0 THE HOSPITAL. A GASTRIC LAVAGX WAS PERFORMED AND A
TREATMENT WITH CHARBON + FLUIMICIL (ACETYICYSTEINE) WAS GIVER. CPK WAS NOTED TO 3 48
ON SEPTEMBER 19, 1997.

LAB DATA: #1 NOT REPORTED

[J PATENT DIED
INVOLVED OR

ENT
HOSPITALIZATION

O invoLvep
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

UFE
THREATENING

IL.SUSPECT DRUG(S) INFORMATION

Ea.suspsc'r DRUG(SKinclude generic name)

20. DID REACTION ABATE

1 ELISOR TABS (pravastatin sodium) AFTER STOPPING DRUG?
2 LASILIX (furosemide) ) ) e
15.D0SE(S) 18.AOUTE OF ADMINISTRATION #ilyse Ono Cra
#1 280 Milligram 1 ORAL
#3 300 willigzram 2 *2Zyes [Ino [Jna
17 INDICATION(S) FOR USE 21, DID REACTION
1 REAPPEAR AFTER
2 REINTRODUCTION?
18. THERAPY DATES({fromito) ‘ 19. THERAPY DURATION #0yes Ono Bna
1 zssuzs;;-zssznssv :;. i Day tnuea

- T
#2 255EP19 zsszvzsg Day (Comt ) 1dvee CIro Ene

IM.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION{exciude thoss used 1o treat resction)

#1 NOT REPORTRED (unkrnown to us)

23. OTHER RELEVANT HISTORY(e.g.dlagnostics. sllergics,pragnancy with last month of petiod,ste.}
#1 "NOT REPORTED®-NOT CODED

V. MANUFACTURER INFORMATION

[24.a NAME AND ADDRESS OF MANUFACTURER

Murray Barnhaxt
Bristol-Myers Squibb Company
orldwide Safety & Surveillance

Mail Location HW19-1.01 s s
P.ci). Box 3400 o8se 00 240 MFR CONTROL NO
Princeton, NJ 343-~-54
United States ‘ B035760
" 124¢. DATE RECEIVED BY MANUFACTURER 24d AEPORT SOURCE
D Study B Literature D Other
21DEC1997 m Haaith Professional
28, DATE OF THIS REPORT 25a REPCHT TYFPE
295¥P1999 . initat ]  Foltowup




£

Pravachol 10 mg Tablets OTC
Advisory Committee Briefing Book

Bristol-Myets Squibb Company

Pharmaceutical Research [nsutuee

PAGE20QF2

CIOMS FORM

SUSPECT ADVERSE REACTION REPORT

[ [

LREACTION INFORMATION

2.DATE OF BIRTH 2.2 AGE 3.8EX
Day Month

3.2 COUNTRY N ON
Manth

sxr

1.PATIENT ID
C Year Day

23

812 CHECK ALL

Year
1597

APPROPRIATE TO
ADYERSE REACTICN

7413 QESCRIBE REACTION(SKIncluding relevant tasts/laly data)

PATIENT DIED

INVOLVED OR
PROLONGED
INPATIENT
HOSPITALIZATION

INVOLVE

m
O

LUFE
THREATENING

N.SUSPECT DRUG(S) INFORMATION

FLSUSPECT DRUG(SXinclude generic narmw)
P

20, DID REACTION ABATE

3 DI-ANTALVIC (propoxyphens hcl + apap) AFTER STOPPING DRUG?
15.D0SE(S) 16.HOUTE OF ADMINISTAATION 1#&yes Ono Crs
#3 3

Oyes Orne [Ona
17INDICATION(S) FOR USE 21. DID REAGTION
Ln REAPPEAR AFTER

REINTRODUCTION?

18. THERAPY DATES({fronvto) 19. THERAPY DURATION #]yes Cno Bna
#3 15SEP1997-255221997 #3 1 Day .

Oves Tlno Coa

H.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION{exciude thoss used 10 treat reaction)

23. OTHER RELEVANT HISTORY(e.g.clagnostics,allergics,pregnancy with last month ot period,etc.)

IV. MANUFACTURER INFORMATION

24.2 NAME AND ADDRESS OF MANUFACTURER

24b MFR CONTROL NG
B035760

24d REPORT SOURCE
O stuay [J uterature [ Other
[J #eatth Professional

25a REPORT TYPE

O mium

24¢. DATE RECEIVED BY MANUFACTURER

25. DATE OF THIS REPORT

29SEP1999 0 rolowup




Pravachol 10 mg Tablets OTC
Advisory Committee Briefing Book

LSBT S

PAGE 1 0F t

Bristol-Myers Squibb Company

_Pharmaceuucal Research Instiuze

CIOMS FORM
SUSPECT ADVERSE REACTION REPCRT
LAEACTION INFORMATION
1.PATIENT ID 1.a COUNTRY 2.DATE QF RIRTH 2aAGE  [3.SEX 4.8 REACTION ON | 8-12 CHECX ALL
Day Month  |Yew Day Month  {Yesr APPROPRIATE TO
Y R 57 Years r 27 rESs 19%0 ADVERSE REACTION

7+13 DESCRIBE REACTION(S)XInctuding relevant lests/iab data)
#1 Overdoss NOS, #2 Suicide attempt

3 PaTiENT DIED
[X] mvoLvEDOR

PATIENT INTENTIONALLY ATTEMPTED AN GVERDOSE BY INGESTING 14 PRAVASTATIN TABLETS AND PLONGED -
VERALIPRID TABLETS. SIX HOURS LATER A GASTRIC LAVAGE WAS PERFORMED. TEE PATIENT DID HOSPIEALIZATION
NOT EXPERIENCE ANY CLINICAL SYMPTOMATOLOGY. LABDATA: HEMOGRAM: NONMAL; CPK: 30 UL/Lg
LDE: 263 UL/L; SQOT: 22 UL/L; SGPT: 22 UL/L; GGT: 22 UL/L; PAL: 76 UL/L; AMYLASEMIA: [0 iNvoLvED
§4 UL/L; CHOLESTEROL: 2.49 G/L; TRIGLYCERIDE: 1.54 G/L. PERSISTEN :
CE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY
0 uee
THREATENING
ILSUSPECT DRUG(S) INFORMATION
14.SUSPECT DRUG(Sinciude genaric name) 20. DID REAGTION ABATE
1 PRAVASTATIN SODIUM < AFTER STOPPING DRUG?
15.DOSE(S) 16.ROUTE OF ADMINISTRATION #yes [no Ena
1 14 1 ORAL
$2 2 o] vee [Jno na
17 INDICATION(S) FOR USE 21, DID FEACTION
1 “SUICIDE-DRUG/MEDICIN NEC*-NOT CODED AFTE
kz " SUICIDE-DRUG/MEDICIN NEC*-NOT CODED REINTRODUCTION?
18, THERAPY DATES(fronvio) 19. THERAPY DURATION #l0yee Oro Elne
f f .
? yos Dﬂo mﬂ.

IH.CONCOMITANT DRUGS AND HISTORY

#1 ANAPRANIL (clomipramine)

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION(exciude those usad to treat reaction)

#1 Depression NEC

23. OTHER RELEVANT HISTORY(e.g.diagnostics, allergics, sregnancy with last month of period,ste.)

-

V. MANUFACTURER INFORMATION

24.a NAME AND ADDRESS OF MANUFACTURER

Murray Barnhart

Bristol-Uyers Squikblh Company
oridwide Safety & Surveillance
Hail Location AW19$-1.01

/7 {34 DATE RECEIVED BY MANUFAGTURER

USMAR1990

P.g. Box %5400 0 2-540 24D MFR CONTROL NO
Princeton, NI 08543~ ]
United States B006S07

244 REPORT SOURCE

3 swey [ Literature [J

X Heaith Protessionsl

Cther

25. DATE OF THIS REPORT
298X21999

258 REPORY TYPE

it [ rottowup




Pravachol 10 mg Tablets OTC " =
Advisory Committee Briefing Book -

Bristol-Myers Squibb Com

Pharmaceiifical Réstarch Institute
PAGE2OF 2 CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
LREACTION INFORMATION }
1.PATIENT 1D L.a CQUNTRY DATE OF BIRTH 2.3 AGE 3.SEX | 8-12 CHECK ALL
Day Month = [Year APPROPRIATE TO
ADVERSE REACTION

7+13 DESCRIBE REACTION{SKInciuding relevant testa/iab data)

] PATENTDIED

[0 wvowepor
PROLONGED
INPATIENT
HOSPITALIZATION

0 VOLVED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

UFE
THREATENING

I.SUSPECT DRUG(S) INFORMATION

14.SUSPECT DRUG(SKInciude gensric name)

" T20.DID REACTION ABATE

AFTER STOPPING DRUG?

! 15.DOSE(S)

T6.ROUTE OF ACMINISTRATION

Ovee e Tre
Clyee One Ona

17 INDICATION(S) FOR USE

18. THERAPY DATES(fromvto)

79. THERAPY DURATION

21. DID REACTION.
REAPPEAR AFTER
REINTRODUCTION?

Cves [Dro One

Dvn Lo na

L ML.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES O

#3 CHLORPHENAMINE (chlorpheniramine maleate)
#4 ASCORBIC ACID (ascorbic acid)

F ADMINISTRATION axciude those used to treat resction)

23. OTHER RELEVANT HISTORY{e.g.diagnostics,allergics. pregnancy with last month of period,eic.)

IV, MANUFACTURER INFORMATION

24.a NAME AND ADDRESS OF MANUFACTURER

24b MFR CONTROL NO

B016782

ﬂ 24¢. DATE RECEIVED 8Y MANU#ACTU RER

24d REPORT SCURCE

(] study ] Lterature [ Other

[J teatth Protessionst

——————

293221999

25. DATE OF THIS REPORY

25a REPORT TYPE

O mue [ Foilowsp




Pravachol 10 mg Tablets OTC ™~
Advisory Committee Briefing Book

Bristol-Myers Squibb Company

Pharmisceutical Reséareh Instithie
PAGE 1 OF 2 CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
} LREACTION INFORMATION
1.PATIENT ID 1.a COUNTAY 2.0ATE OF BIATH 22AGE  |3.SEX Fiﬁm 812 CHECK ALL
Day Month Year Day APPROPRIATE TO
A TR-CAP/19981073 o 159 vears{ ® 07 Nov ‘1998 | ADVERSE REACTION

7+13 DESCRIBE REACTION(S){inciuding relevant tastaflab data)
#1 Ovexdose NOS, #2 Death NOS, #3 Conpleted suicide, #4{ Cardio-respiratory arrest

A PHYSICIAN, FROM AN ANTIPOISONING CENTER REPORTED A SUSPECTED OVERDOSAGE WITH
SEVERAL WEDICATIONS POSSIBLY INCLUDING LOPRIL (CAPTOPRIL). THE FEMALE PATIENT
CONSEQUENTLY DIED.

THAT THIS WAS A MALE PATIENT, THE PATIENT HAD TAKEN AN OVERDOSE OF THE FOLLONING

TABLETS OF LOPRIL (CAPTOPRIL), 40 120 MG TABLETS OF IJOPTINE (VERAPANIL), AMD )
ALCOHOL. UPON ARRIVAL TO THE HOSPITAL EMERGENCY ROCM, TRE PATIENT WAS STILL CONSCIOUS
AND HIS ARTERIAL PRESSURE WAS "STILL ALRIGHNT®, DURING TRANSPORTATION, HIS BLOOD
PRESSURR FELL DRAMATICALLY. THE PATIENT WAS INTUBATED AND VENTILATED AFTER HIS )
SYTO?:C n).oon PRESSURE REACHED % NMHG AND KIS HEART RATE FELL, TO 35 BPM AND 20 BFN.
(Centinued

ADDITIONAL INFORMATION RECEIVED ON NOVEMBER 26, 1998, YROM THE PHYSICIAN, INDICATED
MEDICATIONS: 30 TABLETS OF AMIOR (AMILODIPINE), 30 TABLETS OF VASTEN (PRAVASTATIN), 30

PATIENT DIED
O wvowvebor

HOSPITALIZATION
3 NvoLven

ILSUSPECT DRUG(S) INFORMATION

14.SUSPECT DRUG(SNinciude generic name)
1 LOPRIL TABS (captopril)
2 AMLOR (amlodipine besylate)

20. DID REACTION ABATE
AFTER STOPPING DRUG?

15.D0SE(S) " 196 ROUTE OF ADMINISTRATION ——— #00yes OOno Era
#1 30 1 ORAL

#2 30 . . . L Sk 2 #ﬂy“ Dno na
TTANDICATION(S) FOR USE 21. DID REACTION

. REAPPEAR AFTER

H REINTRODUCTION? -

18. THERAPY DATES{fromito) 19. THERAPY DURATION ¥ldyee Ono Hna
#1 UNK-0TNOV1998 #1

#2 UNK-07NOV1998' #2  (Continued)

_HMLCONCOMITANT DRUGS AND HISTORY

¥l]yee TOro @oe

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION{exclude those usad 1o trest resction)

Z3. GTHER RELEVANT HISTORY(6.. Gagriostics,allergice,pregnancy with 1ast month of period.eic)
#1 Angina pectoris #2 Myocardial infarction #3 Depression NRC

IV. MANUFACTURER INFORMATION

24.8 NAME AND ADDRESS OF MANUFAGTURER

Murray Bazznhart

Bristol-Myers Squibb Company
orldwide Safety & Surveilliance
Mail Location EW1S-1.01

2.0. Box 5400 246 MFR CONTROL NO
Princeton, NJ 08543-35400
United States o _ |B042920
B
\ [24c. DATE RECEIVED BY MANUFACTURER 24d REPORT SGURCE

D Study D Litersture D Other
Health Professionat
25. DATE OF THIS REPORT 25a REPORT TYPE

295%91999 : witit [ Followup

23DECL998




Pravachol 10 mg Tablets OTC
. Advisory Committee Briefing Book

% Bristolszers Squibb Company

Pharindceutical Resédrch Instiute

PAGE2CF 2

CIOMS FORM ~
SUSPECT ADVERSE REACTION REPORT -
: LREACTION INFORMATION L
1.PATIENT ID 1.8 COUNTRY 2.DATE OF BI 2aAGE  [3SEX &8, N 812 CHECK ALL
Day Month  |Year Day Month  |Year APPROPRIATE TO
07 nov 1958 | ADVERSE REACTION

7+13 DESCRIBE REACTION(SXInciuding nlyvan_t tcsnﬂab date) ' ‘ . R

HE RECEIVED INOTROPIC MEDICATIONS (ISUPREL (TSOPRENALINE), ADRENALIN, GASTRIC LAVAGR
WITH ACTIVATED CHARCOAL AND GLUCAGON. HE DIED OF CARDIORESPIRATORY ARREST 4 HOURS
AFTER HIS ARRIVAL AND DURING INPGT OF A PACE-MAKER.

ADDITIONAL INFORMATION RECEIVED ON DECEMBER 23, 1998, INDICATED THAT THIS PATIM'S
HISTORY INCLUDED DEPRESSION. THR FRANCE LOCAL HEALTX AUTHORITIES NUMBEZR FPOR THIS
REFORT I3 PA9838350, AND THE "RPR-SPECIA® REFERINCE KRUMBER IS FRO110310.

LAB DATA: #1 BLOOD SRESSURE SYSTOLIC- 5 MMHG , #2 ERART RATE- 35 BPM , #3 HEART
RATE- 20 39M

[] PATIENT DIED

[0 wvowvepor
PROLONGED
INPATIENT
HOSPITALIZATION

] iNvOLvED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

UFE
THREATENING*

NL.SUSPECT DRUG(S) INFORMATION

14.SUSPECT DRUG(SXInciude gomﬁc name)

20. DID REACTION ABATE

3 VASTEN (pravaztatin sodium) AFTER STOPPING DRUG?
f"’ IS0PTIN (verapamil hcl) ’
' 15.D0SE(S) 18.ROUTE OF ADMINISTRATION #3yes Ono Ena
#3 30 3 ORAL
#4 40 4 ORAL

i )ves o [Ena

17.INDICATION(S) FOR USE

3
4

21. DID REACTION
REAPPEAR AFTER

REINTRODUCTION?

18. THERAPY DATES{fromvto) 19. THERAPY DURATION

#3 UNK-07MOV1998 #3
#4 UNK-Q7THOV199R 4

¥ yse Ono Blma

#4llyee Uno

Xina

ILCONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DAUGS AND DATES OF ADMINISTRATION{(exciude thoss used o trest resction)

23. OTHER RELEVANT HISTORY(e.g.clagnostics,allergics,pregnancy with (ast month of period.ato )

) ) V. MANUFPACTURER INFORMATION
24.2 NAME AND ADDRESS OF MANUFACTURER )

24b MFR CONTROL NO

B042920

244 REPORT SOURCE
D Study D Literature D Other
D Hesith Profassionsd

258 REPORT TYPE

O e

24¢. DATE RECEIVED BY MA&UFAC?QREH

25, DATE OF THIS REPORT
298EP1999

O Foilowup




Pravachol 10 mg Tablets OTC
Advisory Committee Briefing Book

Bristol-Myers Squibb Company

m 3 e o Pharmaceutical Research Institute
PAGE 1 OF 1 CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
LREACTION INFORMATION

1.PATIENT ID 1.4 COUNTRY T (RTH 2.3 AGE 3.8EX 812 CHECK ALL

Day Month Year Day Month Y'ur APFROPRIATE TO
pmzs:.zc R 59 Years b 4 12 MAY 1993 ADVERSE REACTION
0002-27
7+13 DESCRIBE REACTION(S)(Inciuding relevant testa/lab data) D 'PATIENT DIED

#1 Accidental overdoss (therapeutic agent) m INVOLVED OR

OUR AFFILIATE FROM FRANCE REPORTED THAT A 59-YEAR OLD WNITE MALE INADVERTENTLY PCLONGED
INGESTED THE INCORRECT DAILY DOSAGE OF STUDY DRUG WHILE PARTICIPATING IN A DOUBLE HOSPITALZATION
BLIND PHASE IV (22-91038) CLINICAL TRIAL WITN PRAVACHOL (PRAVASTATIN)/ PLACEEG PROK '

MAY 12, 1593 TO SUME 17, 1993. TEE PATIENT EAD TAKEN STUDY MEDICATION 20 MG FOOR [0 NvoLved
TIMES A DAY INSTEAD OF TWICE A DAY AS PRESCRIBED. NO OTHER EVENTS WERE NOTED. HE PERSISTENCE OR
REINITIATED STUDY DRUG THERAFY ON JULY 19, 1993. CONCOMITANT MEDICATION INCLOUDES SIGNIFICANT
ASPEGIC AND FONZYLANK. MEDICAL HISTORY INCLUDES A PERCUTANEOUS TRANSLUMINAL CORONARY DISABILITY OR
ANGIOPLASTY ON MAY 11, 1993 INCAPACITY

LAB DATA: #1 NOT REPORTED O ure

: THREATENING

IL.SUSPECT DRUG(S) INFORMATION

14.SUSPECT DﬁUG{S)(IncIud- genaric name) o o : : 20. DID REACTION ABATE
1 PRAVACHOL TASS 20 WG (pravastatin sodium) AFTER STOPPING DRUG?
2 PLACERO o

15.D08E(S) 16.ROUTE OF ADMINISTRATION #0ves [Jno Fna
#1 20 Milligram 1 ORAL

%2 N . 3 ORAL #ﬂm Elno E’na
17.INDICATION(S) FOR USE %1“ D;g EAE;ETP'II'OE%

; Rypercholestarolasmia AEINTRODUCTION?

T8, THERAPY DATES{ironvio) ‘ %9, TRERAFY DURATION — ¥ldyes Oro Era
:;. 12MAY1993-1730N1993 :i 3 week

!ﬂm DHO mnn

1.CONCOMITANT DRUGS AND HISTORY

22, GONCOM‘TANT DRUGS AND DATES OF ADMINISTRATION(exciude those used (o trest reaction)

#1 ASPEGIC (aspirin) 1lIMAY1993-UNX
#2 FONZYLAME (buflomedil hcl) 11MAY1993-UNK

23. OTHER RELEVANT HISTORY(e..diagnostics, allergics,pragnancy with [ast month of period.eie)
Race: Caucasian.
#1 "PICA-NOT CODED

IV. MANUFACTURER INFORMATION

24.8 NAME AND ADORESS OF MANUFACTURER

Bristol-Myers Squibdb Company
orldwide Safety & Surveillancs

’fxzrly Barnhart
Mall Location HW19-1.01

2.0, Box 500 o oo 24b MFR CONTROL NG

Princeton, NJ 08543-

. [onited states ; _ B015763 B )
£ 24¢. DATE RECEIVED @Y MANUFACTURER 24d REPORT SOURCE

Study D Literature D Cther
Health Professionst

25. DATE OF THIS REPORT 25a REPORT TYPE

2939221999 inittal  [J Fottowup

03DEC1993
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Pravachol 10 mg Tablets OTC
Advisory Committee Bri Book

et antol Mzers Squibb Company

Pharmac:.: 1cal Research {nstitute

PAGE 1 OF 2 Clous FoRM

SUSPECT ADVERSE REACTION REPORT

REERI

LREACTION INFORMATION

[PATIENTID  J1.a COUNTRY — [2.DATE OF BIRTH 2aAGE  3.58X WeR NSET | #12CHECKALL
Day Month  [Vesr Day Month  [Yesr APPROPRIATE TO
RAO49TO2 AU 06 APR 1944 X 13 APR 1399 | ADVERSE REACTION
-1143
7+13 DESCRIBE REACTION(SXInciuding relevant tests/lab data) [ PATENTOIED
#1 Hypotension NOS, #2 Bradycardia NOS, #3 Accidental overdose {therapeutic agent) E INVOLVED OR
A CLINICAL INVESTIGATOR REPORTED THAT A 55 YEAR OLD MALE WAS ADMITTED TO THR AOLONGED
HOSPITAL WITH RYPOTENSION, BRADYCARDIA, AND AN ACCIDENTAL OVER PGSR ALIZATION
(ISOSORBIDE MONONITRATE) WHILE PARTICIPATING IN A BLIKDED CL : : ;
PRAVASTATIN SODIUM. THE EVENTS OCCURRED ON THE SEVENTEENTN DAY OF TRERAP g7 {J NvoLveD
MEDICATION. CONCOMITANT MEDICATIONS, ATENOLOL AND INDUR, WERX CONSIDERED SUSFECT. THE PERSISTENCE OR
PATIENT WAS MONITORED FOR 43 HOURS. ATZNOLOL WAS DISCONTINUED ARD THR DOSAGE OF SIGNIFICANT
WAS REDUCED TO TEE PRESCRIBED DOSE. THX EVENTS RESOLVED. DISABILTY OR
INCAPACH
PROTOCOL #PRAO4/97.002 ENTITLED: PACT: PRAVASTATIN ACUTE CORONARY TREATHENT O ue
INVESTIGATOR CAUSALITY: MNOT RELATED TO STUDY MEDICATION. THREATENING
BMS MEDICAL MONITOR CASUALITY: NOT RELATED TO STUDY MEDICATION. '
IL.SUSPECT DRUG(S) INFORMATION o
14.SUSPECT DRUG(SYinclude generic name) 20. DID REACTION ABATE
1 DPRAVASTATIN SODTUN AFTER STOFPING ORUG?
ﬁ 2 IMDUR (isosorbide moncunitrate)
" |i5.008E(S) 18.ROUTE OF ADMINISTRATION ¥i0yee Clno Ena
#1 20 willigram . 1 ORAL
*2 2 td]yes [Clno Elns
17.INDICATION(S) FOR USE 21, DID REACTION
1 REAPPEAR AETER
Fz . REINTRODUCTION?
T8. THERAPY DATES{fromvio) 19. THERAPY DURATION #lyes Cdoo @oa
#1 30MAR1999-28APR1999 3 - ,
#2 0SAPR1999-UNK 2  (Continued) Dlyes Tro Fra

N.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION(exclude thoss used to treat reaction)

#1 ASPIRIN (aspirin) 30MAR1I999-UNK

23. CTHER RELEVANT HISTORY(e.g.clagnostics.alisrglcs, pregnancy with fast month of period,ste.)
Race: Other.

V. MANUFACTURER INFORMATION

24.8 NAME AND ADDRESS OF MANUFACTURER

Murray Barnhart

Bristol -tyers Squibd Company
Worldwide Safety & Surveillance
Mail Location HW19-1.01

7-0. Box 5600 35400 24b MFR CONTROL NG

Princeton, NJ S43-5

Dnited States 10100592

Vs 24c. DATE RECEIVED BY MANUFACTURER 244 REPORT SOURCE -

Study ] Literaturs [] Otner
[ Hesith Protessionai

25, DATE OF THIS REPORT 25a REPORT TYPE

Z0MAY1999

2982P1999 mitist ] Followup




Pravachol 10 mg Tablets OTC
Advisory Committee Briefing Book
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PAGE20F 2

CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
o LLREACTION INFORMATION :
1.PATIENT ID 1.4 COUNTRY 2.DA £ BIRTH 2.8 AGE 3.SEX R| N QN 8-12 CHECK ALL
: Day Monthh  [Year Day Month  {Yesr APPROPRIATE TO
15 APR 1999 | ADVERSE REACTION
7+13 DESCRIBE REACTION(S){Inciuding relevant tasta/iab data) [ PATIENT DIED
’ {0 mvoiLveDom
PROLONGED -
INPATIENT
HOSPITALIZATION
1 wvoLven
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY
g uee
y THREATENING
o H.SUSPECT DRUG(S) INFORMATION ;
14.SUSPECT DRUG(SKinclude generic name) 20, DID REACTION ABATE
3 ATENOLOL AFTER STOPPING DAUG?
15.00SE(S) 15.A0UTE OF ADMINISTRATION #yee Clno Ene
*3 3
_ ) - DY.. D no Unl
17.INDICATION(S) FOR USE 21, DID REACTION
" REAPPEAR AFTER
REINTRODUCTION?
18. THERAPY DATES{fromvio) , 19. THERAPY DURATION #3ilyse [no [Elre
#3 30MARL999-1SAPR1S99 3
; Oyvee Tno Cloa
H.CONCOMITANT DRUGS AND HISTORY
22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION(exciude those used (o treat reaction)
23. OTHER RELEVANT HISTORY(e.g.diagnostica,allergics, sragnancy with last month of period 1o
o IV. MANUFACTURER INFORMATION
248 NAME AND ADDRESS OF MANUFAGTURER
245 MFR CONTROL NO
10100592 )
£ 24c. DATE RECEIVED BY MANUFACTURER 24d REPORT SOURCE
' 1 study [J Linersture ] Other
L1 Hesttn Proteesional —_—
28. DATE OF THIS REPORT 258 AEPORT TYPE
298221999 O mus O rorowup




Pravachol 10 mg Tablets OTC
Advisory Committee Briefing Book .

Bristol-Myers Squibb Company

m ’ el it MW Pharmaceutical Research Institute

PAGE 1 OF 2

. . CIOMS FORM

SUSPECT ADVERSE REACTION REPORT

LREACTION INFORMATION

1.PATIENT (D 1.a COUNTRY 2. F BIRTH 2.2 AGE J.SEX K-8, B-12 CHECK ALL

Day Month Year Day Month Yonr APPROPRIATE TO
IPR;‘;' 29163 8 R €7 Years o 12 sSEp 1993 ADVERSE REACTION
D012-2
7+13 DESCRIBE REACTION(S)Inciuding relevant tests/lab data) D PATIENT OIED

#1 Blood creatine phosphokinase increased, 32 Overdose NOS U INVOLVED OR

AN INVESTIGATOR REPORTED THAT A 67 YEAR OLD CAUCASIAN MALE PATIENT PARTICIPATED IN A P AINGED
BLINDED STUDY *PREDICT: PREVENTION OF RESTENOSIS WITH PRAVASTATIN AFTZR TRANS LUMINAL B ATION
CORONARY DILATION® (PRA/22-51.038)., THE PATIENT RECEIVED PHAVACHOL (PRAVASTATING 40 -

MG DAILY OR A PLACEBO FOR NINE MONTHS FOR HYPERCHOLESTEROLEMIA AND EXPERTENCED AN [ mvoLvED
INCREASED CPR LZVEL DUE TO AN ERROR IN DOSING (OVERDO:

TE TO AN RDOSE) . TEE INVESTIGATOR INDICATED PERSISTENCE OR
THAT THE PATIENT RECELIVED 144 TABLETS BETWEEN VISITS TWO AKD FOUR YOR 483 DAYS AND SIGNIFICANT
ANOTHER 144 TABLETS BETWEEN VISITS FOUR AND $IX FOR 65 DAYS. TEE PATIENT'S CPK LEVEL DISABILITY OR
WAS TESTED FOR FIVE CONSECUTIVE TESTS BETWEEN VISITS TWO AMD SIX, AND ON ALL - INCAPACITY
OCCASSIONS, THE CPK LEVEL REFORTEDLY WAS INCREASED. THE PATIENT WAS ASYMPTCMATIC AND

THE EVENT REPORTEDLY RESOLVED. COMCOMITANT MEDICATIONS INCLUDE ACEPACKAZINE MALEATE 0 ure

10 M8, NICEFRGOLINE 15 #G AND PERIDAMOL 4 MG. TER INVESTIGATOR DID NOT ATTRIBUTR THR THREATENING
EVENT TO THE STUDY MEDICATION.

; _L.SUSPECT DRUG(S) INFORMATION . L ‘
14, SUSPECT DRUG(SXinclude generic name) 20, DID REACTION ABATE
1 PRAVACHOL TABS (pravastatin sodium) AFTER STOPPING DRAUG?
' 15.00SE(S) 16.ROUTE OF ADMINISTRATION nXlvee CIno DOne

#1 40 Milligram 1 ORAL

#2 . e 2 oraL . . s%yes Clno Dm
17.INDICATION(S) FOR USE : %Angg &E&Egga

1 Hypercholesterolsemia y
*:z Hypercholestezrolasmia , REINFRODUCTION?

18. THERAPY DATES(Iromvto) 19, THERAPY DURATION — #0yes Ono Elna
#1 10JUL1993-30MAR1994 #1 9 Month CONTINUOUS

42 *’ dyves Tno Bra

M.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION(sxciude thoss used (o trest reaction)

#1 ACEPROMAZINE MALEATRE (acspromazine mli'l.t‘)
#2 NICERGOLINE (nicergeline)
#3 FIBIN‘DOPRIL (p.tindcp:tl) )

23  OTHER RELEVANT HISTORY e.g.clagnostics, ailergics,pregnancy with fast month of periodiaic)
Race: Caucasian. - ) . -
#1 "TRANSLUMINAL CORONARY DILATIOM®-NOT CODED

V. MANUFACTURER INFORMATION

24.a NAME AND ADDRESS OF MANUFACTURER

Murtay Barnhart

Bristol-Myers Squibb Company
orldwide Safsty & Surveillance
Mail Location HW19-1.02

P.o- Box 5400 oo 24b MFR CONTROL NO
Princeton, NJ 08543~
Cnited States 1B018873

# ) [24c_ DATE RECEIVED BY MANUFACTURER 24d REPORT SOURCE

study [J Litersture [ other
X Heattth Professional

25. DATE OF THIS REPORT 25x REPORT TYPE

299%P1999 miisl {1 Foliowup

273KP1954
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Pharmaceuncal

search Insinte

CTOMS FORM

SUSPECT ADVERSE REACTION REPORT

LREACTION INFORMATION

NENEREE

1.PATIENT ID

1.a COUNTRY 2.DATE QF 2a AGE 3.BEX H-8.REACTION ONS 8-12 CHECK ALL
Day = Month |Yewr Day Month  iYear APPROPRIATE TO
13 sxp 1993 | ADVERSE REACTION

7+13 DESCRIBE REACTION(SKinciuding relevant tests/lab data)

LAB DATA: #1 CPK-09DEC1993 54 DI/L , #2 CPK-30MARI993 271 OI/%

[3 eamenT OiED

[J nvowvepor
PROLONGED
INPATIENT
HOSPITALIZATION

O INvoLveD

E
PERSISTENCE OH
SIGNIFICANT
DISABILITY OR
INCAPACITY

Q

LFE
THREATENING

N.SUSPECT DRUG(S) INFORMATION

14.5USPECT DRUG{Sinciide ganeric name)

20, DID REACTION ABATE
AFTER STOPPING DRUG?

P 15.DOSE(S)

16.ROUTE OF ADMINISTRATION

Oyes Ono DO
yes Do Do

17.INDICATION(S) FOR USE

21. DID REACTION
REAPPEAR AFTER
REINTRODUCTION?

18. THERAPY DATES(fromito)

19. THERAPY DURATION

Olyse oo Cna
Oyes Tne Cna

HM.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION{exclude those used to reat reaction)

23, CTHER RELEVANT Hlmonv(agdmauwﬂunia.mnmcy with Iast month of period,ate.)

IV. MANUFACTURER INFORMATION

2¢.a NAME AND ADDFESS OF MANUFAGTURER

24b MFR CONTROL NO

B018873

;’\ 24c. DATE RECEIVED BY MANUFACTURER

244 REPQORT SOUACE

L3 swey {J uterature [ Other

3 Harith Protessionst

————————

25, DATE OF THIS REPORT
238E21999

25 REPORT TYPE

O maeme O roilowup
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PAGE Y OF 2

CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
» LREACTION INFORMATION
1.PATIENT ID 1.a COUNTRY ATE OF Bl 2.2AGE  |3.SEX W4-8REACT | 8.2 CHECK ALL
Day Month  |Yewr Day APPROPRIATE TO
;gugzs;ss m 53 Years | M 09 ADVERSE REACTION
0132-2

7+13 DESCRIBE AEACTION(S)Inciuding relavant tests/iab data)
#1 Overdoss NOZ

IT WAg REPORTED TEAT A $3-YEAR-OLD WHITE MALE TOCK AN OVERDOSAGE OF STUDY MEDICATION
WHILE PARTICIPATING IN DOUBLE-BLIND PHASE IV CLINICAL TRIAL IN THE "PREVENTION OF
RESTENOSIS WITH ELISOR (PRAVASTATIN) AFTER TRANSLUNINAL CORONARY DILATION.* THE
PATIINT INITIATED PRAVASTATIN 20 MG DAILY OR PLACEBO ON GCTOBER 8, 1993. CONCONITANT
MEDICATIONS INCLUDED SOTALOL, NITRIDERM, ACETYLSALICYLIC ACID, TICLOPIDINE, AND
RAMIPRIL. IT WAS REPORTED THAT THE PATIENT INGESTED 1{{ TABLETZ OF STUDY DRUG OVER A
PERIOD OF FIFTY~ONK DAYS, (FROX YEBRUARY 9, 1994 TO APRIL 1, 1994). NO ADVERSE EVEEINT
WAS REPORTED TO HAVE OCCURRED. TEE INVESTIGATOR DID NOT ATTRISUTE THE EVEMT TO STUDY
DRUG THERAFY .

LAB DATA: #1 NOT REFORTED

[J PATIENT DiED

[0 mvowepor
PROLONGED
INPATIENT
HOSPITALIZATION

[ WNvoLved
PERSISTENCE OR
SIGNIFICANT

DISABILITY OR

INCAPACITY

=]

LUFE
THREATENING

H.SUSPECT DRUG(S) INFORMATION

' Emusm:‘r DRUG(SXincluds genetic name}

29, DID REACTION ABATE

1 ZLISOR TABS (pravastatin sodium) AFTER STOPPING DRUG?
2 PLACERO
15.DOSE(S) 18.ROUTE OF ACMINISTRATION "UV‘_' One @ra
#1 1 OWAL
#2 o , 2 © vE]lyes Dine &
17.INDICATION(S) FOR USE §1 E.gg &e:fnon
F; Coronary artery dissase MO8 REINTRODU anl OEHN?

18. THERAPY DATES(fronvto)

#1 (80CT1993-01APR1994
#2 080CT1993-01APR1994

19. THERAPY DURATION

#1 6 ¥onth
#2 § Monthk

$il0yee o Elea

¥yse Tno Bna

N.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATION{excluGe thoss used 0 treat reaction)

#1 SOTALOL (sotalol hel)
#2 NITRODERM (nitroglycexin)
(Continued)

23. OTHER RELEVANT HISTORY(e.g.dlagnostica niergics.pregrancy with 1ast month of period.eic)
Race: Caucasian. ,
$1 "PICA"-NOT CODED

IV. MANUFACTURER INFORMATION

24.2 NAME AND ADDRESS OF MANUFACTURER

Marray Barnhart .
Bristol-Myers Squibb Company

orldwide Safety & Surveillance
Mail Location HWi®-1.01

P.0. Box Si0g 24b MFR CONTROL NO
Princeton, NJ 08543~

United States s 1B019261

24¢. DATE RECEIVED BY MANUFACTURER 24d REPORT SOURCE

: Study D Literature D Other
Q2NOV1god

[Z) Heatth Protessional
2. DATE OF THIS REPORT 268 REPORT TYPE
29ST91999 B wmiem [J rFollowep




Pravachol 10 mg Tablets OTC
Advisory Committee Briefing Book

Bristol-Myers Squibb Com

Pha.rmaceuljical Research instirute

pany

SUSPECT ADVERSE REACTION REPORT
| ___LLREACTION INFORMATION |
1.PATIENT ID 1.2 COUNTRY 2.DATE OF BIRTH 2.3 AGE 3.SEX TION ON: 8-12 CHECK ALL
Day Manth Year Day Month  [Year APPROPRIATE TO
09 FES | 1994 | ADVERSE REACTION

7+13 DESCRIBE REACTION(SKInciuding reievant tests/lab data)

[J PATIENT DIED

{7 mwowvep or
PROLONGED
INPATIENT
HOSPITALIZATION

3 wvoLvep
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

UFE
THREATENING

1.BUSBPECT DARUG(S) INFORMATION

14,SUSPECT DRUG(SXinclude generic name)

20, DI REACTION ABATE
AFTER STOPPING DRUG?

15.00SE(S)

16.RCUTE OF ADMINISTRATION

Oyee One Ina
DV" Dﬂo Una

17.INDICATION(S) FOR USE

21. DiD REACTION
REAPPEAR AFTER

REINTRODUCTION?

18. THERAPY DATES(from/to)

19. THEAAPY DURATION

Eyes Tnoe Dne

HILCONCOMITANT DRUGS AND HISTORY

Oyse Qoo Ona

22 CONCOMITANT GRUGS AND DATES OF A
#3 ACETYLSALICYLIC ACID {acetylsalicylic acid)
#4 TICLOPIDINE (ticlopidine he
#5 RAMIPRIL {(ramipril) 1000T1993-TXK

1) 120CT1993-UMK

ADMINISTRATION(exclude thoes used to trest resction)

23. OTHER RELEVANT HISTORY(e.9.0legnostics,aliergics,pregnancy with last month of period,eic)

IV. MANUFACTURER INFORMATION

24.a NAME AND ADDRESS OF MANUFAGTURER

246 MFR CONTROL NO
o B019261
24c. DATE FIECEED BY MANUFACTURER 24d AEPORT SOURCE

L] Heaith Professionss

[J stuay [J Uterature [J Other

298T21999

25. DATE OF THIS REPORT

258 REPORT TYPE

0 mita

D Followup




Pravachol 10 mg Tablets OTC
Advisory Committee Briefing Book

Bristol-} gers Squibb Company

m Pharmaceurical Research [nstitute
SUSPECT ADVERSE REACTION REPORT
___LREACTION INFORMATION »
1.PATIENTID 1.2 COUNTRY 42) OF BIRTH 28 AGE 3.5EX .R | 812 CHECK ALL
Day Month  {Yesr Day APPROPRIATE TO
RA043702 AD - 13 JoN 1953 [45 Yaars »n 30 ADVERSE REACTION
0.

7+13 DESCRIBE REACTION{S)XIncluding relsvant teste/lab data)
#1 Angina pectcris, %2 Overdose NOS

INVESTIGATOR CAUSALITY: NOT RELATED 70 STUDY MEDICATION.
(Continued)

1 PAmEeNT DIED
INVOLVED OR

AN INVESTIGATOR REPORTED THAT A 45 YEAR OLD MALX EXPERIENCED POST-CORONARY ANGINA PANEIGED
WHILE PARTICIPATING IN THE BLINDED PEASE OF A PRAVASTATIN SODIUM STUDY. PRAVASTATIN HOSPI AN ZATION
TEERAPY, 20 MG ORALLY DAILY, WAS INITIATED ON OCTOBER 10, 1998. TNE EVEMT OCCURRRD ON
OCTOBER 30, 1398, AND WAS CONSIDERED TO BE A MEDICALLY SIGNTFICANT EVINT, THE v O] wvoLvep
PATIENT'S CREATINE KINASE-M BAMD (CK-MB) OM OCTOBER 30 WAS 198 U/L. RIS CREATINE PERSISTENCE OR
KINASE (CK) OM OCTOBER 31 WAS 911 U/L AND WAS 219 U/L ON NOVEMBER 1. THE PATIENT WAS SIGNIFICANT
TREATED WITR OXYGEN, MORPEINE, AMD AMGININE. TRE EVEMT RESOLVED ON NOVEMBER 2. DISABILITY OR
PRAVACHOL THERAPY WAS DISCONTINUED ON NOVEMBER 26, 1998. INCAPACITY
TITLE OF STUDY: PACT-PRAVASTATIN ACUTE CORONARY TREATMENT PROGRAK UFE

U Heearena

I.SUSPECT DRUG(S) INFORMATION

14.SUSPECT DRUG{SKinciude generic name)

20. DID REACTION ABATE

1 PRAVASTATIN SODIUM AFTER STOPPING DRUG?
e(\ 2 ATENOLOL o ‘
- |F5.00%Em) 18.AOUTE OF ADMINISTRATION #il0yes [lno m'ﬁf”
#1 20 Milligram 1 ORAL
#2 2 tAlves e @Ena
17.INDICATION{S) FOR USE 21. DID REAGTION
. REAPPEAR AFTER
1 REINTRODUCTION?
18. THERAPY DATES(fromito) |19 THERAPY GURATION #ilves Clno [lna
#1 300CT1998-26M0V1998 $1
#2 03NOV1998-UNK - viTyes TIno @re

HL.CONCOMITANT DRUGS AND HISTORY

22. CONCOMITANT DRUGS AND DATES OF ACMINISTRATION(exclude those used 1o treat raaction)

#1. HEPARIN (heparin) 300CT1998-02H0V198
#2 ASPIRIN (aspirin) 300CT1998-UNK
(Continued)

23, OTHER RELEVANT HISTORY(6.0.diagnostics,aliergics,pregnancy with (ast month of period.ei.)
Race: Qther.
#1 Depression NEC

Y- MANUFACTURER INFORMATION

74.2 NAME AND ADDRESS OF MANUFAGTURER

Murray Barnharst

Bristol-Myexs Squibd Company

orldwide Safety & Surveillance
il Location HW19-1.01

?.g. Box 35400 85435400 24b MFR CONTROL NO
Princeaton, NJ 0 -

United Staces |B046237

g " % [24c. DATE RECEIVED BY MANUFACTURER 24d REPORT SOURCE

SmdyDunumDO!hv

31A0G1999 ' & reaith Protessionst
25. DATE OF THIS AEPORT ~ {254 REPORT TYPE
295291999 it ] Fottowup




Pravachol 10 mg Tablets OTC
Advisory Committee Briefing Book

% Bristol-Myers Squibb Company

Pharmaceutical Research Instirute

PAGE20QF3 CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
» .LREACTION INFORMATION o :
1.PATIENT ID 1.2 COUNTRY j 2.2 AGE 8-12 CHECK ALL
Year APPROPRIATE TO
ADVERSE REACTION

7+13 DESCRIBE REACTION(S){(Including relevant tasts/lab data)

BMS CAUSALITY: NOT RELATED TC STUDY MEDICATION.

SUPPLEMENTAL INFORMATION RECEIVED 1SNOV9S INDICATED THAT OM THE 14TX DAY OF THENAPY
WITH STUDY MEDICATION, THE PATIENT WAS ADMITTED TO THE HOSPITAL WITE BETA BLOCKADE
POISONING. CONCOMITANT MEDICATION ATENOLOL WAS CONSIDERED SUSPECT. TRE EVENT RESOLVED
WITR NO TREATMENT. STUDY MEDICATION WAS CONTINUED.

INVESTIGATOR CASUALITY: ROT AELATED TO STUNY MEDICATION. hy
BMS MEDICAL MONITOR CAUSALITY: NOT RELATED TO STUDY MEDICATION. , 7
SUPPLEMENTAL INYORMATION RECEIVED 31AUGO9 CLARIFPTED THE REPORTED TERK "BETA SLOCKADE

POISONING*. TRAE INVESTIGATOR CHAMGED THE REPORTED TERM OF *BETA BLOCKADE POISONING™
{Continued)

[ PAmENTDIED
D INVOLVED OR

PROLONGED
INPATIENT
HOSPITALIZATION

] wvowven

PERSISTENCE OR
SIGNIFICANT .
DISABILITY OR
INCAPACITY

LIFE
THREATENING

.. A.SUSPECT DRUG(S) INFORMATIOMN

14.5USPECT DRUG(SKinciude generic name)

15.005E(S) 16.ROUTE OF ADMINISTRATION

20. DID REACTION ABATE
AFTER STOPPING DRUG?

Oyes Ono Clna
Clyse Qoo Blna

17.INDICATION{S) FOR USE

78. THERAPY DATES(fromvio) 19, THERAPY DURATION

21, DID REACTION
REAPPEAR AFTER
REINTRODUCTION?

Oyes Ono Cne

HLCONCOMITANT DRUGS AND HISTORY

Cyee Tro Dna

22 CONCOMITANT DRUGS AND DATES OF ADMINISTRATION{axziude thoes uasd to traat reaction)

#3 METOPROLOL (mstoprolol tartrats) 310CT1998-03NOVie9s
#4 ZOLOYT (sexrtraline hel) 310CT1998-UMK

23. OTHER RELEVANT HISTORY(8.g.0iagnostics,allergics,pregnancy with iast month of period.eie)

IV. MANUFACTURER INFORMATION

24.2 NAME AND ADDRESS OF MANUFACTURER

245 MFR CONTROL NO
_|B046237

249 REPORT SOURCE

D Study E,] Literature D Other
] Heatth Protessions

254 REPORY TYPE

% [24c. DATE RECEIVED BY MANUFAGTURER

D ——————

25, DATE OF THIS REPORT
2938EP199%

O mes OO roltowup
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Briefing Book
Bristol-Myers Squibb Company

Pharmaceutical Research [nstinue

REMAINS TNCHANGED.

DEPRESSION.

CREATINE KINASE-0INOV1S9S 219 IU/L

ITO "OVERDOSE.* ADDITIONAL INFORMATION HAS SEEM NEGUESTED. THR CAUSALITY ASSESSMENT

SUPPLEMENTAL INFORMATION RECEIVED 0132099 INDICATED THAT TEE PATIENT TOOK AR

OVERDCSE OF ATINOLOL. THE OVERDOSING WAS ATTRIDUTED TO0 THE PATIENT'S UNDERLYING

LAB DATA: #1 CK-MB-300CT1998 198 U/L , #2 CREATINE KINASE-310CT1938 951l IU/L , #3

CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
. LREACTION INFORMATION .
1.PATIENT ID 1.4 COUNTRY 2.DA F BIRTH 2.8 AGE 3.5EX 3 ON 812 CHECK ALL
Day Month  |Yesr Day Month  {Yamr APPROPRIATE TO
30 ocT 1998 ARVERSE REACTION
7+13 DESCRIBE REACTION(S)Including rejavant testaTab dttl) D PATIENT DIED

0 mwvolvepor
PROLONGED .
INPATIENT
HOSPITALIZATION

J INvoLven
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

g

ure
THREATENING

1.SUSPECT DRUG(S) INFORMATION

14.5USPECT DRUG(SHInCIuge generic name)

20. OID REAGTION ABATE

AFTER STOPPING DRUG?

15.D0SE(S)

T8.ROUTE OF ADMINISTRATION

yee Cro Dna
Clyes CIno Ona

17.INDICATION(S) FOR USE

21, DID REACTION
REAPPEAR AFTER
REINTRODUCTION?

18. THERAPY DATES({fromvto)

19, THERAPY DURATION

D'I'O Dm Dna

_I.CONCOMITANT DRUGS AND HISTORY

Dyee Tno Dn;

22. CONCOMITANT DRUGS AND DATES OF ADMINISTRATICHN{exclude thoss used 15 trest reaction)

23. OTHER RELEVANT HISTORY(a.g.dlagnostics,allergics,pregnancy with lsst month of periodseto)

24.38 NAME AND ADDRESS OF “ANUFACTUhER

IV. MANUFACTURER INFORMATION

245 MFR CONTROL NO

B046237

£ T [2Ac DATE RECEIVED BY MANUFACTURER

240 REFOAT SOURCE
G Study D Literature D Other
] Health Protessionsi

28. DATE OF THIS REPORT
29SRPLII

25a REPORT TYPE
O nta O Followup




