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PAGE 1 OF 1 
CIOMSFORM 

SUSPECT ADVERSE REACTION REPORT 

l.PhTtEM IO 1 .I COUNTRY 

Jfiu DS 

#1 Accfdem31 overdo80 (th8rap8utic agent) 

EACTJON INFORMATION 

~~W?OPRlATEfO 
'ERSE REAcnoN 

PATlENT DIED 

JJ.SUSPECT DRUa(S) JNf=ORMAl’JqN 

14SuSPECT ORtJG(S)(lndudm pnwic namm) 

Cl PMVAC8OL TRBS (pr8artrtin l odiua) 

JJI,CONCOMJTANT DRUGS AND HJSfOP\Y 

22. CONCOMITANT DRUGS AND DATES Oc AQMlNlSTRATlON(oxeluds thorn wed to mat mactfon) 
1 

t1 Notm (xloao) 

u 

a 

INVOLVED OR 
~‘f~+‘M&ED 

HOSPlTALlZATlON 

INVOLVED 
PERSISTENCE OR 
SlGNtFiCAHT 
DISABILITY OR 
1NCAPACi-W 

K-LENiNG 

20. DID REACTION ASATE 
AFTER STOFPtNG DRUG? 

&mm Uno CJna 

lI.INOICATlON(S) FOR USE 2l. DID REACTfON 

bl Bypucholsstuolaatir REAPPEAR AFTER 
REWRODUCllON? 

18. THERAPY yES(fmKdto) 

#l 13mvl992-13mvl992 
79. THERAPY DURATION 

#l 1 Day 

Norray Barnhut 
Bristol-&yws Squibb C-y 
Uorfbwfdm Safety & Suzvefllmcr 
Nail Location xvm-1.0% 

24b MFR CONTROL NO 

24d REPORT SOURCE 
1 , 

09TNNlQOJ 
0 study 0 umfaturm q othmr 
Ia Hmslm Frofusiond 

25. DATE OF MIS REWRT 25s REPORT TYPE 

29sNPlS99 
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PAGE 1 OF 2 
CIOMS FORM 

SUSPECT ADVERSE REACTION REPORT 

I I I I I I I II I I 

LREACTION INFORNIATION 

APPROPRIATE TO 
ADVERSE REACTION 

I I I I I I I I 
7+13 DESCRIBE REACTION(S)(lncluding relevant teatdlab dam) 

#I Accident81 overdose (tlmrrpmutfc r@mxt) 

A PxARmAcIsT sPoNTANEousLY RlwoRmD TKA7! A FmfALB PA’J!rBUT IN BSR 60’S gAD WD~LY 
TAIOIN AN OVBRUOSE OF EItXFI TA.BttTS OF THE “NlW’ ‘&ORMtfLkCION OF PRAVXXOL (PIUVASTATXN 
SODIW) 20 MG FOR TBL TIIwITWX4T O? KYPBRC!%O~S’i’ZROI&f#kh. =‘ =POnWR INDXATED ‘CHlrT 
ON 8EPTmER 7, 1995, 'I'HZ PATIm WAS TO Txlp ONI: TMLET'6F FRAVASTATIN 8ODIUM DAILY 
AND BLGWJ! TABLETS bV P93tDUISOUS~ TE PATIEWTS SON W&S &XPECTSD-TOVISXT AMD TE Q 
PATIEKP 8X0.&m ExCITn, AND CONWSID AWD TtXiR BZCEI! PRlliliLTATiX SODIUN TASLETS AND OM 
PRXDNISOM TABLET. AS OF SBPTBl5RR 8, 1995, THT ~ATIBVP RAS NOT FXPLRIEUCZD AN 
ADVERSE EVlZ?t, T~LDDIM2POAB;ABDOYTNAL DISCOIQDRT, lROMTAX~TIp']cMXT PRAVASTATrjp 
SODIKM Ti#lLETS. Tgl: rrtl%R’i%R ALXVfZD TXS PATISUT’ 8 PHYSICIAN AND 'FB PATIBN’L’ WAS 
INSTRUCTED TO REPORT AXf COMPLIUIWS TO ER PXYSZCIAN. POLLDW-Op IUFORNATION REClKVliD 
ON SEMZR 27, 1999. WDZCATED THAT TES PATIENT, BORI# Im 1918, EUJ A UVXCAL q 
HISTORY OF ALZdtRGIIS TO ORAfiS, BIu;#cBD, POTATOIt AND VlHXhT 
oxmA.lluod) 

-1ZBD BY ATOPIC 

INVOLVED OR 
PROLONCEO 
INPATIENT 
HDSPtTALIZAllON 

INVOLVED 
PERSISTENCE OR 
SIGNIFICANT 
~;AX;~OR 

%LNINO 

1 PRAVACHCIL TABS 20 MI3 (pravestatfa sodium) 

Cl 20 Milligtrar I 1 

PATIENT DIED 

I 
17.lNDICAllON(S) FOR USE 

91 lSyprrchelr8tarolaeml8 

f IJYW cl”0 unll 

21. DID REACTION 
REAPPEAR AFTER 
RE1NTl?ODUCTtON? 

la. THERAPY DATES(fromlto) .t9. THERAPY ouRATloN 
*1 #1 

i , 
HQyw q no l&a 

Qyw On0 Qna 

III.CONCOMITANT DF?UqS AND HISTOFIY 

22. CONCOMITANT DRUGS AND DATES OF ADMtNlSTRATiON~i(,xctuua thoxa &ad to treat mtion) 

tl PSRDWISDUB (pre&Aaone) 07~31995-DmK 

. 

I I 
IV. M+NUFACTW?ER INFORMAZION 

24-a NAME AND ADDRESS OF MANUFACTURER 
1 

. s 

wrrry Barnh8rt 
BristoL-b!yarr Squibb Company 
Worldwidr Safrty fr Summfllmcr 
Nail Locltion Fn?lS-1.0% 
P-0. BOX 5400 
~rin~et0~1, M 085b3-5400 
United State8 

2.4~. DATE AECENED BY MANUFACTURER 

Wb MFR CONTROL NO 

M052870 
24d REPORT SOURCE 

279331995 
c1 study u Lbratum 0 other 
q Health Pmfassional I 

25. DATE OF THIS REPORT 

299lIP1999 

2Sa REPORT 5YPE 

a Initial q Foifowp I 



Pravachol 10 mg Tablets OTC .,. 5 ::Y :1 

Advisory Committee Book .I 

I. . Bristol-&lye& Scjuibh Company 
P¶wirmaccuticti t%@akh htlmre 

. 
PAGE 2 OF 2 

r 
CIOMS FORM 

1 

SUSPECT ADVERSE REACTYXX l&PORT 
. 

II Ill I I I Ill1 I[, 

r 

L 

APPROPRIATE TO 
ADVER6E REACTlON 

7+13 DESCRIBE REACTlON(S)(Includlng robvam termlab data) 

DERUATXTIB. TS% IAT MDblBRR RRWRTRD WAS bJJlZ1, MPTRATIOOI DATX 7/9B AND arrx: 
00003-617B-0s. No ADwiRSR 8fmc4T wh8 RtmRTED A8 h lc88DL!r 09 m ov8mo88. 

# 

LA8 DATA1 #l Nom- x iNPARENT 
HOSPlTAUZAl?ON 

0 INVOLVED 
PERSISTEWE OR 
SIGNIRCANT 
;g$WW&R 

I t 
ILSUSPECT DRUG(S) INFORMATION 

i 

14.SUSPECl DFtlJG(SXincludm genark name) 20. DID REACTION ABATE 
AFI-ER STOPPlNG DRUG? 

. 

15.WSE(S) 16.ROUTE OF ADMINBTRATION &- Of’IO UM 

17.INMCATlON(S) FOR USE 
nY.8 on0 ClM 

21. DID REACTlON 
REAPPEARArrER 
RElNTRODUCT?ON? 

18. THERAPY DATE!s(fm4laO) 19. THERAPY DURATION UYW uno I38 

I 

tIf.CONCOM~TA~T DRUGS ANL) HISTORY 

22 CONCOMITANT DRUGS AND DATES OFAD~~~MSTRA~KX~(~~~I~~ thou ud lo troti wetion) 

IV. MANUFACTURER INFORMATION 

24.8 NAME AND ADDRESS OF MANUFACTURER 
- 

I /24b MFR CONTROL NO 1 
- - 

MO52870 
24~. DAlZ RECEIVED BY MANUFACNRER 264 REPoRTSouRcr I 

IJ Study a Ubr8tum n 0th~ 

fJ HodthFmfrrionJ 

26. DATE OF THlS REPORT 2Ba REPORTTYPE 

299191999 IJ fnltfrl [7 Followup 
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-+ Bristol-h4~1-s Squibb Company Phanii6c&ti$al q& [&& 
. 

PAGE t OF t 

I 

SUSPECT JOVERSE REACTION REPORT 

?.PATlENT ID 1.8 COuNTRY 

US 

LREACTION INFOR~ATtON 

&OAT!! OF BIRTli .2a AGE 3.%X 44REACTlON ONSFt 
w Month YMT 

’ 8-l 2 CHECK AU 
-Y MOllth YOU APPROPRIATE TO 

0 r 8LP 199B ADVERSE AUCTION 
1 I I 1 I I 1 

3 DESCRIBE REACTlGN(S~lnduding rahvant taslhb Uala) 
I I 

Acciduatal wmrdorr (thmraprutfs ague) 
PATIfrJr mu) 

X9RAmdMxST SPoNT~SLYMmR~TLUITA~ 

i 

FATINUT (AQt WM IUP RZFORTED) 
ACCIDNNTLY OYBRDOS~D, WHZCN RXQUIRZD ADMISSION TO TIP, HOSPITAL, WNILN TANIN 
PRAVAC!NOL IPEAVASTtLTIN SODraWl TAM&T T!L LPY. 

AS 
PRAVXCNOL TXEWb?Y, 10 HQ AT BZOTIXI 

l!MNN ?OR TNN TRY&- OT UYFNRONOLWTEtfOt. ZN SNFT- 1996, TNN FATIZ?& 
TOORlO TABLNTS (100 HOTOTAL) OF PRAVACNOL XNTBII: NORXZN~A.ND 5MTNN WENZNO Kllh6 
DAYS. IT WXS REPORTED "THI$ WAS NDZ! -I-ICML; IT piiup ACCIDERl'AL." PR%VXC!EOL 
lXlZAPY WAS DISCONTINDED. TEE OATIZNT WAS AD&II= TO TXX EDSPITAL AS OI SE-ICIC 
15, 1998, TUS PATIm TB OUT O? raL NOSPZTlLr”~X3t6 tIN6= ANO rS NATItXl. LMR 
FUWTTON TINTS, C9llATXUN PNOSFNDRINUN (CM), CRUTININX. BLOOD URN& UZTROQEN (BUN) 
ran tntxw1~t~sx.8 WULI mavsmx. rcnwamt stwo~~~~~ota m3 nm ztzwzsw- 

I LAB DATA% tl LPP'S- Normrl, #2 CZX- UOrnVl. t2 C!?&'uIuIL- 
#S URIXALYSI8- Nom!83 

XOrrPrl, t4 Bar- nom, 

I 

IISUSPECT DRUG<S) tNl=ORMATtON 

14.SUSPECT DRUG(S~indde gamrie name) 

IlPRA~LTIu)S lot*) (prnormtatin sodium) 

I 

20. DID REAmON ABATE 
AFTER 57OPPING OWG? 

15.00sqs) 

#l 10 xillfgraln 

17.INOICATION(S) FOR USE 

Yl Bypucholostuolaad8 

W.ROWE OF ADMlNISflUTlON 

#1 ORAL 

’ n&a q no lalm 

0Y.m c&o arm 

2?. 010 REACTION 
REAPPEAR AFIER 
REIWROWCTION? 

INVOLVED OR 
PROLONGED 
INPATIENT 
HOSPfSAWllCN 

INVOLVED 
PERSISTENCE OR 
SIGNIFICANT 
OISAIUTY OR 
INCAPACITY 

18. THEFUSPY DATES(fro&to) 19. THERAPY DURATlON 
f2 ?mx-0081131998 ll 

. r1DYw ano f&e 

Uwe IZ)no fJn8 

, 
ttt.CONC$Wu?W+~~T ORUC3S AND HIS7’ORY .I 

22. CONCOMITANT DRUGS AND DATES OF ADMlNlSlRAllDi4(urclud# thorn uud to lmm n+;lron) 
i 

91 IWT REQORTSD (unkwwa to us) 

23. OTHER RELEVAW HtSTORV(e,~rHagnodu,dlargfc8,pmgnmcy with fat mmh of poffod,&.) 
91 *rmT RnoRTm--RII CDDXD 

IV. MANUFACTvFjER tN~t=ORMAftON 

24.a NAME AN0 AWAESS OF MANUFMXURER 

Murray a8nthut 
arf8tof-Xyu8 Squibb company 
Worldwidr Sdmty L Survmtll~r 
HAi1 Loc8tion NwlS-1.01 
9.0. Eo% 5400 
Princmtw, NJ 08643-5400 
unitmd st&tss 

I 
24b MFR CONTROL NO 

MO86918 
24~. DATE RECEIVED BY MANUFmRER 

1581192998 

25. DATE OF MIS REWRT 

298E91999 

24d REPORTSOURCE 

q lStUC!yUUlS~UOthW 
la HeallhPm~oflrl 
2% REPORT P/PE 

la fnithl tl FoltowF 
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PAGE 1 OF 1 

c 

CIOMS FORM 

I 1 

SUSPECT AIJVERSE RZACTION REPORT 

I I II I I II 1 I I i 
== 

4CTION INFORMAIlON 

128 AGE l&SEX /QHlEACnON ONSET 
. . . .AL .I 1 &12 CHECK At.!. 2.DATE OF BIRTH 

w MOtlt!l kau 
a-l.772 LIpOSm 

I 0 

1 
I 

tl Acctdmtal Wardosa (tharaceutfc aaaat) 

___------.--.I-. .I . ..A__ .-- __-- 
rGn-2 olr &PltIL 26, 1993. Tm ttxxr NDRxIru, 
#AL TARLET or tImsTAT. SEX RsP5nTxD TXAT sm 

XIXG TJP ADDITXOXAL TMLLT. 
I 

M3SPITAUZATKJN 

c] INVOLVED 
PERSJSTENCE OR 
SIGNIIWANT 

sf. DID REAcmou 
REAPPEAR AFl’ER 
~t%7’!?05UCT5N? 

lS.7HERAPY DATE~fronVto) 

tf 27Al'Rt993-27APRI.995 
t9. TNE?lAPY OUIWlON 

ill cotfmmow 

- WlI3vW Qno &ha 

1 

I I OYU an0 ON 
I!I.CONCOMlTANf DRUQS AND HISTORY 

22. CONCOMITANT DRUGS AN0 DATES OF AOMINl8Tf3ATIOU(oxctu6 thou wd to tm8t mactlof%) 

23. OTHER RELEVANT HIstORY(a Qdkprocrttadkrgia,pfmgtmncy wifh 1-t month of pufcd&c,) 

91 “tear Rx#)x7!xD--~ c5Dp) 

IV. MANUFACTURER fNFORMA7fON 

24.8 NAME AND ADDRESS OF MINUFACNRER 

I 
anmr8y srrnhmft 

1 
Bristol-Myers Squibb cw 

0rldwido Safety & Bur*millurcr 
m8r.t Location mf19-1.01 

__ 
25. DATE OF ‘MS REPOKT 2sa REPORT TYPE 

198LP1999 1 13 Inltlal c] Followup I 
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PAGE 1 OF 4 * ctom FORM 

I 1 1 .A 

I . _s-- 
SWSPECT JLDVERSE RSZACTZON REPORT 

llllllltlfllll' 

I .PARENT IO 

KG 

1.8 CollNTRY 

NL-96094 

I-REACTION 1NFORMATION 

,2OATEOF BIRTH 
& 

3.a AGE 3.sEx 44RMCTlON ONF E-12 CHECK AU 
MOllUl YOar ’ :bY Monlh Year APPROPRIATE TO 

10 JUL 1940 56 Yaars w 09 AUG 1996 ADVERSE REACTION 
I 1 I I 4 I I 

7+ 13 DESCRIBE REACTlON(S)(lneloding rei8vant tmstaflab data) n PATl&DlED 

8 INVOLVED OR 
PROLONGED 
INPATIENT 
HOSPlTAUAlYON 

u INVOLVED 
PERSISTENCE CR 
SIGNIFICANT 
pE3ABA~&OFl 

I I 
CE(S) INFORMATION 

MCTIONASATE f 
1 SXLUFPZNS TAB8 20 NQ (prr+lrStxti.n SodfuN) 

‘P B2 sxLoKxm8 (motoprorol tartratoj 

la.oosqs) 16.ROUTE OF ADh4INISTRA7’IOH 

Cl 53 I1 ORAL 
12 90 l 2 oltu 

1 T,INDlCATION(S) FOR USE 
81 Eyp*rchole8terolramir 
12 

10. MERAPY OATES(fmrtVlo) 19. YMERAFY DURATION 

Yl OOAUGl996-QIQlt 
tt 09Ava996-uNx :i Kantilluau) 

IILCONCZQMITANT Dt?UCW ,AND HlSTORV .,...(j 
22 CONCOMmAM DRUGS AND OATES OF A0MlNlSTRAllCN(~xcluda thorn w&d totmff nrdon) 

IlWyeJ um UllJ 

#2@yos On0 ana 

21 n DlD REACTION 
REAPPEAR AFI-ER 
RUNTROWCTION? 

* #lOyw q no liZlns 

WltlYU on0 atIn* 

IV. MANUFACTURER INFORMATION 

24.J NAME AND ADDRESS OF MANUFACTURER I 

Nurray Baxnhart 
Y4rf8tol-l&u8 Squibb C-y 
WorfMdo B8fDt.Y k Btuvrilrmcr 
Nail tocation If#19-1.01 
P.O. lax 5400 
Princu0n. m oaw-5400 
unitmu st8tmr 

r24b MFR CONTROL NO 

B038411 
24~. DATE AECEiVED BY MANUFACTURER bd REFORT SOURCE I- 

23SBP1996 

25. DATE OF THIS REPORT 

0 study n titmtww 0 otlmr 

aa HJalmPrawJJdanJl 

258 REPORT TYPE 

298391999 El h7rtw n Follawup 
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PAGE 2 OF 4 
CfOMS FORM 

I 

. 
LREACTION INFORMATION 

1sPATlENTlD ?.a COUNTRY 2DATE OF BIRTH 2a #GE 3-12 CHECK ALL 
. Day ~Monlh ] year APPROPRIATE TD 

I I I 69 AW r99s 

?+13 DESCRIBE REACTlON(S)(lncludinp mtewnt twu/lztb data) 

ADWRSE RlZ4CTlON 

0 PATENT DIED 

0 INVOLVED OR 
PROLONGED 
INPATIENT 
HOSPITALIZARON 

SUSPECT ADVXRSE REACTION REPORT 

PRmf9xT. 
PUUIOWY 
smwzo 6SGNS 
WAS 55. 
rr U/L 

IRWALI 3oTo’ 
PRwASTArI# 
ItSPORTER, 
mAwr10I 
mRm Kvr8ouT 

q EEilEr.lCE OR 
SIGNIFICANT OISABIUTY OR 
tNCAPACtTY 

ILSUSPECT DRUG(S) lNf=ORMATION 

JUSPECT DRUG(S)(lncluda gwuic n?mm) 20. DID REACl’fON ABATE 
3 ACsTxzsu1CYsIc ACID A!=ER STOPPMQ DRUG? 

0 iJ% 
TklREAYENlNG 

Y4 ALcosoL 1othyl alcohol) 

re.Dosqs) l&ROUTE OF ADMtNiSTRATfON Y3atyas q no una 
Y3 46 

WI 

C3 l BTATUS POt3T,MYOC?bRDXAL INHUtCEIOW'-NOT CODED 
I4 

16. THERAPY DATES(fromlto) 19. THERAPY ouRATt&J 

#3 09AOO1996-tR?X 
#4 09Aw1996”uxR 

I3 
X4 

l11.CONCOIWl-ANT DRUGS AND WSTORY 

22. CONCOM~AM DRUGS AND DATES OF A5WNlSTRATtON(oxcluda thwcl used to treat wctlon) 

REAPPEAR AFTER 
REWTROOUCTfON? 

dlyoo Uno l&a 

MUyes On0 ISa 

7 -, 

I 

fV. MANUFACTURER INPORMAl-lON 

24.1 NAME AND ADORE!%3 OF MANUFACTURER 

24b MFR CONTROL NO 

BO28412 
24~. DATE RECUVED BY MANUFACTURER 24d REPORT SOURCE 

n Study 0 Ubraturw q 0th~ 

a He&h Professional 

- 

26. DATE OF THIS REPORT 250 REPORT TYPE 

296sPl999 IJ lnitlat a Followup 



I I I I I I I I 
7~13 DESCRIBE RE&llON(S)(lndudlng relovant tasta/lab data) n PATIENT DIED 

POLLQW-UP tnROFMATIOW W&S RICtIVLO 024 SZPTQQ3R 23. 1996. ZT W&S MWR- m 
PATIZNT EXP331324CSD A MY~I&t ~WPRCPIOM A;psz) WRS AD2UTT30 
OcTalR 30, 199s A30 DISuJmsGID 124 

To TX3 ,msPITAL 02t 
2uF?mm3R 1995. or# JuatrAziY 11, 1996; PnAvsSTA~Iw 

SODIDM TEMRY, 20 MQ DIULY if&i9 IMXftihD AND ti OH #cniiwuu 
RLWRT3D. PRAVMTATIX SODmY TgtMoY WAS IZJhSliS 

1, 1995 As ORIO~Y 
30 TO 40 10 DAILY OU UARCU 18, 1996. 

W.DAThc lil C~XATII~‘S Kxast-09Awl996 98 OIL Uomnal, #2 CXIUTIN# lCItUM3-09hWl996 

0 IMOLvfD OR 
PROLONGED 
INPMlENT 
HOSP~TAIJZAT~CW 

fi INVOLVED 
PfRSISTENCE OR 
SIGNIFICANT 
OlSABll.lW OR 
INCAPACllY 

I I 

II-SUSPECT DRUQ(S) INFORMATION 

14.SUSPECT DRUG(S)(lndudo gonarfc nam) 20. DID AfAcTroN ABATE 
AFI-ER STO9PING DRUG? 

15.posys) 16.ROUTE OF ADMiNl$l’RATiON RYW t&lo ma 

17.INDlCATlGN(S) FOR USE 

UYW Rno ILa 

21. DID REACTION 
RfAPPUR AFTER 
RflNlROWc’TIoN? 

lb THERAPY OATfS(fromko) 19. THERAPY WRAIlON Rwa Uno RM 

-- ._-- _. 

_, ,” - 
; <.:‘ 

,“, 

hvachol IO mg Tablets OTC 

Advisory Committee Book . . 

Bristol-M~iri Sq&$ Company Ph&iikilhia is&tih ilmlire 
. 

PAGE 3 Of 4 

STJSPECT ADVERSE REACTrON REPORT 

CIOMS FORM 

1 

1 .PATlEtUT IO t .a COUNTRY 

IJWEACTION lNEORMATlON 

2.D TEOFf31RTH 

d 

2.1 AGE 3sf% RFAcnofd ONsEt S-12 CHECK AU 
MOltUl You MOilUl You APPROPRIATE TO 

AUQ 1996 ADVERSE REACTtON 

1 I 
Ill.CqtuCO~l~ANr~~RUOS AND HISTORY 

22. CONCOMITANT DRUGS AND DAlfS OF AOMINlSTRATl&(~rdt& thwo und to tmt rmctlon) 

tlyw On0 Una 

1 

23. OTHER RELEVANT HlSTOW(a~QlonorUu@wgla,~n~ with I-2 month of perlcd,~b~) 

. -. 

IV- MANUFACTURER INFORMATION 

24.a NAME AND ADORESS OF YANUFACntRER 
1 

24b MM CONTROL NO 

B028413. 
24~. DATf RECUVED BY MANUFAC-IURUI 24d REPoRTSouRcf 

0 s2udy t3 LltDraturo u OthDr 

0 HadtJ~Profesd~ 

25. DATE OF ntI$ RfFORT 

29sLP1999 

25a REPORTTYPE 

a InW a Follcwp 
. _ 



Pravachol 10 mg Tablets OTC 
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?AQE 4 OF 4 
CIOMS F0R.M 

SUSPECT ADVERSE REACTION REPORT 

ADVERSE REACTION 

I3 A8Xr-23AoQ1996 29 U/L ~~rmr;T, #16 
, 917 ALRALIMX 9Eo8PlzATASL-09Am1996 
996 126 U/L Abnornml, #lP rrwutfas 

922 SUXID 110/70 
188 PBOSPBATASE-2OAUU2996 

PR&SSURE- 120 u/L JiOSPlTALKATlON 

SDNIRCAM 
OISABILITY OR 
INCAPACITY 

1 I 
ILSUSlrECt DRUQ(S) INFORMATlON 

14.SUSPECT DFltJQ;(S~lnolud8 6wmric namo) 20. DID RBACTfON ABATE 
APTER SlOPPlNQ ORUO? 

lS.DOSE(S) (lS.ROWB OF ADMINlBTRAllON ’ uY88 ffno UM 

I 4 

17JNDlCATtON(S) FOR USE 

OYOB rJn0 nn8 
21. DID REAtxmN 
RUPPEAR AFTER 
RElNTRWUCTlON? 

18. THERAPY DATBS(frotio) - 19. THBRAPY DURATION 

Ilf.CONCOMlTANT DRUGS AND HISTORY 

22. CONCOMITAHT DRUGS AND DATES OF ADMINlSTRA7lON(oxcludl thcdo u8ed to trut raa~ffon) 

q Y88 nno TIM 

ova ano on8 

IV, MANUFACTURER INFORMATION 

24-a NAME AND ADDRESS OF MANUFACNRER 

24~. DATS RECUVBD BY MANUFACTURER 

24b MFR CDNVIDI. NO 

LZL 

24d REWRT SOURCE 

cl study u LitoMiJr8 0 otlur 

tl HdthProfuslonJ 

25. DAIX OF THIS REPORT 

296zP1999 

258 REPORT TYPE 

0 mnw a Fofiowup 
\ 
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f 

CIOMS F0R.M 

I I 

SWSPECT ADVERSE REACTIOt? REPORT 
1 

1 I I I I I‘, 

1 .PATlE?JT ID 

J.REACTlON INFORMATION 

20ATB O? BIRTH 2.r AQE 

Day lMonth IYOU 
842 CHECK ALL 
APPROPRIATE TO I 

FR-ELTll997069 ADVERSE~REiCiiON 

tl Suicide l tt~npt, #2 Non-rccfdaar2 wardeso, 
a PATIENT DIED 

fncrusad 
#3 Bhod crortinr Qlaor~hoktnasr 

m yp&-- -- 

TRIS ISA REPORT RBzzlvzD YRowTBlc TlL6xn FEmmammuma OT nwx!r (TIW 
5Ps9700643). A PBYSICIM IlcWRTw TM2 A 37 YtAR OLD KUZ PAs!Irm ATT 
TAKIm ZLXSOR (PRAVASTATIN SODIUW, LMILIX (TOKO8WDX) AND DI-ANTALVIC 
(DZXTROPROPOX-YP~, !?&itACSTwIs;L) . l’5 PATILIGBC 'tOOI 21f 
-.lXLIX AND Dr-AN’l’X,VIC (DOSAQIC PfM W RICWRTZD) ON 51 
PRwnscmIMIsI: (CPK) WA8 Ho’rrD To Bf 21s (rnltnudr L&R% T%m 
2997. TRS PATXENT WAR A~Y~I%“L’w ~3 TLU 808PIThL. A 
TRXA- WITS 

uA8TRIc LAVAUX WA8 PLRTORYPO bm A 
CZCU?E4ta + TLUI%ICIL WxfYLCYSTEI~z) WA8 UIWlt. CPR WA8 llO’rr~ To 8% 48 

OH SI=IR 29, 2997. 

3 # 01 nsson, 860 m OT I u 
EPTrmrlt 2s, 1997. CnrmImr 

200) on SLOTPCI)mt 25. 
jig 

’ - 1Nv0LVE0 
‘-=SSISTENCE OR 

NIRCANT 

t 

-~ARILllY OR 
INCAPACITY 

Il.SUSPE FCT DRUG(S) tNFORMAtION 

82 LasILIX (furosmtide) 

1 S.DOSE(S) 16.ROIJl-E OF ADMINISTRATiON ’ naYa on4 ens 

92 280 lrif.lfg%aa 82 ORaL 
Cl 100 wi2lLgraxa t2 

day- uno alm 

1T~INDICATlON(S) FOR USE 91 REAPPEAR REACTlON 21. DID 

92 
AFTER 

REINTRODUCTION? 

16. THERAPY OATES(frorrJIo) [lg. lWEJ3APY DURATION 

1 
#l 238101997-2JSLPl99f 
#2 2SSLPl9?7-25SIP1997 

#l 1 D&y 
x2 1 Day (CoPrinued) 

mawe ch4 I&* 
III.CONCOMITANT DRUOS AND HtSTORY 

22. CONCOMITANT DRUGS AND DATE6 OF AOMINI~TRAW~~~(~K~~~~ thou wad to treM n&ion) 
, - 

92 suf RIcImR2rD m2lcnoua to U8) 

IV. MANUCACTUREU INFORMAflOrJ 

24.8 NAME AND ADDRESS OF MANUFACTURER 

Hurr8y 8w-nhut 
Brfato24ymrs Squibb c-y 
WorldAda Srfay & Survmiltracm 
Mail Location rwlD-1.02 
P-0. 80x s400 
Orincaton, x83 01543-S400 
mtad st8t.r 

rZ4b M& CONTROi NO 

Bg35760 
WC. DATE RECEWED BY MANUFACWRER 24d REPORT SOURCE 

02DtcY.997 
u study u fJt.rawe a othof 

Iizl Hunll Pmfn#aianal 

26. DATE OF THiB REPORT 

2951Pl999 

251 REPORT TfPE 

la 10ltl3 n FOll4wp 
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CIOMS POR,M 

SUSPECT -SE REACTION REPORT 

I I 
13 QESCRIEIE RE&XON(S~lncluding relevant lsst+ikb data) 

bT2 CWECU AU 
APPROPRIATE TO 
ADVERSE REACTfON 

a PATlENT DIED 

0 INVOLVED OR 
PROLONQED 
lNPAllENT 
HOSP~TAUZATlON 

I 
Il.LeUSPECT OCaUb(S) INFORMATION 

14.SUSWct Oi?UG(S)(hc~udo genrfc ma.) 

I)3 DZ-AIOTLUVIC 
&F-I 

(o ~a~. hcl + 8p8~) 
20. MD REACTION ASATE 
AFER STOPPING DRUG? 

17.INDICATtON(S) FOR USE 

ID 

Ctvr On0 I38 

2l. DID REACTION 
REAPPEAR AFTER 
RElNTRODUCTlONP 

18. THERAPY OATES(frodto) 

x3 lfS¶m997-258zQ1997 
1% THERAPY WftATlorJ 

WlD8y 

I 1 
III.CONCOMITANT DRUaS AND +fISTO#?Y 

22 CONCOMITANT DRUGS AND DATES OF ADWNlSTRATtON(oxciud thorn w.d to tml mctWn) 

I I 
IV. MANUFACTURER INFORMAl7ON 

24.8 NAME AND ADDRESS OF MANUFACTURER 

246 MFA CONTROL NO 

BO35760 
24~. DATE REWED BY MANUFACNRER 

. DATE OF THIS REPORT 

246 REPORT SOURCf 

0 study 13 lJmmw% u otbu 

cl aalthProfedond 

25a REPORT TYPE i 

q Initfal cl Fomwup I I 
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I 

. 

CIOMS FOR,% . - 

I 

SUSPECT -SE REACTION REPORT 
I 

LREACTION INFORMAftON 
1.8 COUMRY ,2.o*TE OF fllRTH ,%a *GE 3.SEX $S.RaCTl ON ONSm 

Day Montfi YOU 
a-72 cHECK,&&L 

MOM YlU 
?lt 

Day APPROPRIATE TO 
57 ym*rs ? 27 m 1996 ADVERSE REACTION 

7+13 OESCRl6E REACTlON(SJ(lnctuding wkvant ~esWlab data) 

Wl Ovmrdosa NOB. 112 Suicide attempt 
m PATIEMDIED 

PATIzzm Iwrm?rxoN&LYA~~mcDmwLMos1;~Y XNGZsTIam 14 PIULVAIITITmTAl)~Ts Am 
@ INVOLVED OR 

PROLONGED 
INPATiENT 
HOSPlTAUIAlTON 

SlGNlRcAKr 
DISABILITY CR 
WCAPACJTV 

I’ 1 I 

I I 
ILSUSPECT DRUG<S) 1NFORMAtlON 

I 
.SUSPECT DRUG(S)(includa gwmrtc nam) -- 

2 ?RAnRmX1lt 8ormjJi” ’ 
20. DID RE&CTlON ABATE 
AFTER STOPPIl’4CI DRUG? 

.r- ir2 WJtALTORIDR I i 
-i ::. . _ y. ,., ,*,‘. __ o‘,,_l./ ,, ,, -_ . .1 (,‘, I 

IS.Dus$S) ~16.ROUTE OF ADMMSTRATTON dim on0 EL78 

lil "SUICIDX-DRUWMEDZCI NEC"-tXPF COD= 
I2 'WICIDB-DRUW~XCIII NRC"-- CObRB 

21. DID REACTION 
REAPPEW AFTER 
RElUTROWCTlON? 

IS. THERAPY DATES(~~O&IO) 118. WERi’Y DURATION dwe On0 QJne 

Iti 2 
III.CONCOMITANT DRUGiS AND HISTORY 

22 CONCOMITM DRUGS AND DATES OF ADMHISFIUTlON(Oxclud moU used to tmf nrCtkm) 

#l ANWRMIL (claetpraoin8) 

I J 
IV. MANUFACtUR~R,l.~FORMAflO(rS 

-’ 24.a NAME AND ADDRESS OF MWUFACNRER 
1 

snlrr8y mrnh8rt 
Brtrtol-wr8 Squibb Company 
Wcarlbuidr S&sty k ~illmce 
Ma1 Locrt5.oP mlo-1.01 
P-0. Box 5400 
Prfncmton, NY 08543-5400 

24b MFR CCNTROL NO 

:f--Y 
orxltmd 9tat.s BOO6907 
24~. OATE RECEIVED SY MANUFACTURER 24d REPURT SOURCE 

bfm1990 
a 6hrd~ n titemttm n Ohr 

nil Hm8lthPmfdonml 

ZS8 REPORT TYPE 

- 
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P&GE 2 OF 2 
CIOMS FORM 

SUSPECT ADVERSE RElLCTION REPORT 

1 I I I I I I I I I I I I 

LREACflON INFORMATION 
l.PATlENT ID 1.a COUNTRY &DATE OF 8lRTt-1 . 

w Month 
I 2.r AGE 

YOY 
3.%X ~WtEACTlON ONSET Cl2 CHECK ALL 

w MOftth Y8ar APPROPRIATE TO 
09 MMl L994 ADVERSE REACllON 

7+13 DESCRIBE REAClWN~S)(lncludlng talovant testwl~ dala) 
a PATWUTDIED 

1 WOLVED OR 
f$OLOLOED 

HOSPITALlZ4TlON 

q Iz%EkCE OR 
SIGNIFICANT 
QlSABlUTY OR 
INCAPACITY 

n izmNING 

r 
14suSPEcY caua(s~lnclud8 gHl.rlc fmm8) 

~t.susPEcT cwwa(sj INF~RM.ATIoN 

20. DID REACYION ABATE 
AFTER STOPPlNG DRUG? 

lE.DOSE@) 

t7.INDKZATlON(S) FOR USE 

18. THERAW DATES(fmm/to) 

lU.ROlllE OF ADMUMTFWlON 

19.lkWY DURATION 

cl yr mto is8 

UYU q no Una 

21. DID REACllON 
REAPPEAR AFTER 
RElMODUCTtON? 

- UYU um elm 

?.. ,“, 

, 
tII.CONCOMltANt DRUOS AND HISTORY 

22. CONCOMFTAN’T DRUQS AND DATES OF AW#IS~TtON(oxcfuk tJ&uud 10 tnal ma&m) 

13 CtLoRPmraMxm (cbloq7bairdar at8lut.l 
RC ASCOttIC ACID (ascorbic u&d) 

UYU IZlno IJIm 

_,, 

IV. MANUFACTURER INP~RMATION 
24.a NAME AND ADDRESS OF MANlJFACfURER 

24b MFR CONTROL NO 

8016782 
24~. DATE RECUVED BY MANUFACTURER 

25. DATE OF THIS REPORY 

29SLPl999 

24d REPORY SOURCE 

c3 study 0 ut8mlm c3 ethw 

P HulthPfof~onJ 

2% REPORT TYPE 

D Inititi a FoMwup 
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ClOMS FOR&M 

I 1 

U3EAC7IqN !~FOF?MATION 
1 PATIENT ID 1 .a COUNTRY PDATE OF BIRTH 2.a AGE 3.%x 

Month Ywar 
VA ?%c!AR/1990107 59 Yau8 x 

! I I I I t I 
7~13 DESCRlBE REACTION(S~lndudhg rrlsvant hstulab data) 

I I 

#l Dvordom~ ND& #2 Da8th NOS, t3 Cen@latmd suteida, 94 Qrdio-rmrptratory arrrst 

A Plfr81C1M. ?YtoN AN mrIF-orso#IrR3 CBNZPR lctWRTll0 A SusplbcptD o7bnosnm wIl% 
St’3tIt.U l0DZCATIONS WSSIBL?t INCLUDLNQ LOQRIL W3ZOPRfL). TBlc mQILI: PATIIWT 
cowstQl3tbnzY DUD. 

S-1 2 CHECK ALL 
ApPROPRIATE I.0 

ADVERSE REACTlON 

&J PATIENTblED 

a MVOLVED OR 
PROLONGED 
INPATIENT 
HOSPfTALEATlON 

a INVOWED 
PERSISTEUCE OR 
SIGNIFICANT 
UtSABlLlW DR 
INCAPACIW 

I 

1f.StJIPtC-f’ oqUQ(S) INFOW~ATIOi’y 

14.SUSpEct DRUG(S)(includr gmwtc mm.) 

I% LOPRLL TABS [captopxfl) 
20. DID REACTSON ABAYE * 
AI=fZR STOPPWa DRUQ? 

I2 AKLOR bdx¶i~iaa bosyl8tm) 
. 1 

ls.Dosys) 16.ROUTE OF ADMlNISTRATlON rclvr uno muI 

t1 so #1 OBAL 
#2 30 92 ORAL 

rzCIyr uno mn. 
17.lNDlCATION(S) FOR USE 93. DID REACnDN 
# 
ri 

REAWEAR AFI-ER 
REWl?O0UCTlOH? 

Y6. THERAPY DATES(fmm(iO) Y~.TNERAPY DURATtiN ~ 
tf. UNK-07oRwl998 
#2 m-07mv1998 :i [CQatAIutad) 

lll.C~j’+Z~~9+I~ANS ,e,FtU+S AND tW37ORY 
22 CCNCOMITANT DRUGS AND DATES OF ADM~NIS~RA~~~N(.%&~R ttmso mod lo tna nrtion) 

I ( 3. 

24.a NAME AND ADORE& OF MANUFACTURER 

IV. MANUFACTURER INFORMAi‘lOEi 

wuxxry Baa&art 
BriRtol-Myem SQuihb cw 
Worldwide S8faty I. SunmiZlmcr 
wail LecBtioa Rul9-1.0x 
P.O. Be% NO0 

_. _ 

Princeton, tw OIS43-9400 
Wb MFR CONTROL NO 

united St&u SO42920 
24~. DATE RECEIVED BY MANUFA&tlRER 24dREPomsOuRce . 

23DEfX998 
!J study q uhrmtu~ n othsr 
!g Heskll ProfuRlons4 

25. DATE OF THIS REPORT 

29sm1999 

2% REpDRl TYPE 

Q 1niiw u Followup 
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ClOMS FORM- - 

i 1 I 
_. 

SUSPECT ADVERSE REACTION REPORT 

APPROPRIATE TO 
ADVERSE REACTION 

PATISNT DIED 

MDITTOXAG XNSORMhT3OW RSCtIVl5D OX Dtct#BU 73, fS98. ZNDICATtD Fl'EhT l'#IS PA'EIm'd 
XZSTORX INCLUDSO DCPRSSSTOP. TXB - LOCAL ElWZII AUTRORXTILS HUM3ZR FOR THIS 
RZPGRT XS Ph9838350, hXD Tgt ‘RPR4PtCIh= RmmErax SumsIt IS rR0%10310. D 

W DATht #I BtooD PRXSSURX SYSTQLX- S lpwo 
. RATS- 20 aPx 

, f2 l=hRT MTR- 35 OPU , #3 3mbnT 

INVOLY ED OR 
PROLONGED 
INPATIENT 
HOSPllAUZATiON 

INVOLVED 
PERSISTWCE OR 
SIGNIFICANT 
;E;kSAXl 

I I 
ILSUSPECT DRUQ(S) tNFORM&TlON 

I 
SUSPECT DRUG(S)(tnciud. QMWIC OUn) 

VASTEM (pr&vmtrtin 8.sluua~ 
20. OID REACTlON ABATE 
AfTI% STOPPING ORUG? 

IsoP'rfll (ver8puril hcl) 

rs.wsqs) MRYU E7no @m 

13 30 
t4 40 

2l. DID REACTION 
REAPPEAR AFTER 
REl?nR0DlJon0N? 

18. THERAPY DATES(komko) p. THERAPY DURATIOH 
t3 mat-07xwL99a 
at uxeo7tsov~99a 2: 

1 

iIl.CONCC3kllTANT DRUdS AND HISTORY 

22 CONCOMITANT DRUGS AND PATES OF ADMIMSTR&Tl0N(ox& tIma umd tc tnat reaction) 

IV, AmANUFACTURER INFORMATION 

24.a NAME AND AOORESS OF MANLJFACWRER 

124b YFR CONTROL NO I 

B042920 
24~. DArE RECSfvED BY MANUFACTURER 24d REFoRT SGURCE 

a study n litonlur8 tI otlmr 

a HuwlPmfoufwl 

25. DATE OF MIS REPORT 25a REPORT rVPE 

298RP1999 U In&f tl Folloviup 
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BristoLMyers Squibb Company 
Pharntacewal Research Insthe 

CIOMS FORM 
._ . 

SUSPECT ADVERSE REACTICW REPORT 

I I I I I I I’I I 1111 j . - 
LREACTlON 

l.PATlEw ID 1.* COUNTRY 

PM229130 TR 
. 

(59 

7+13 DEsCRleE REACTroN(S~lnclul 

INFORMATION 

I#2 Accidental war&m (thorapautfc ageat) 
ffng rmlmvant tmstdhb data) 

I 
I I 

*.,v, ,Y APPROPRfATE TO 
Yur8 Y ADVERSE REACTION 

u PATIEKTDIED 

0 lNvOlVEDOR 

ETi%?l23” 
HOSPlTAUZ4TlON 

I -- -- -- --.- ~BINITIATID m 
AamaIC hN0 TON 

I ON j0z.Y 19, 2993. COXO)cITArm NBDIcAT~~:O~O II 

AblOfOPLhsTY ON NM 22, 
p_)Icu NISTORY INCWDBS h P8!xcwr~s TNWSmNI~ 

1993 

a INVOLVED 
PERSISTENCE OR 
BIGNIRCAM 
DISABILIIY OR 
INCAPACITY 

I 

ILSUEH=VS~T PRU0<8) INFORMATION 
4.SUSPEcf DRUG(SHlndudm genuk namm) 
1 PlthWL ThBS 20 111)'~pr8v&mtatfn 8obfua) 

ZPLhcYtBo 

I 

20. DID REACTION ABATE ! 
AFER stop(r!NG DRUG? ! 

15.oOsE(st 
61 20 xillfgr8m 
#2 

M.ROUT’E OF ABMiNISTRATtON - trff~~ q no l&a 

#1 OmhL 
Q2 ORU 

REAPPEAR AFTER 
REIm0WcnON? 

. . -.., 
18. THERAPY DAlES(froWto} 19. THERAPY DURATlON #lUymm Uno t&a 

#2 12wAY1993-~7~~N1993 
t2 ii g wuk 

I~ ram8 al0 mu 

IILCONCOM~l-ANT DRUGS AND HiSTORY 

22. CONCOMllANT ORUGS AND DATES OF ADMINlSTRATiON(oxcIudo thosm wmd to trill r#!ion) 
I 

I J 
IV. MANUFACTURER INFORMA’I1ON 

24.a NAME AN0 AOORESS OF MANUFACTURER 
I 

Nurray Bunhart 
Brt8to2-xymrs Squibb caapuxy 
Worldride Safety & ~umd.l2mo 
ltd.2 Locatiou lntlS-1.02 
P-0. 80% 5400 
Prlnemton, 103 08$43-$400 
ux!Iitea scrtes 

03DcC1993 
El Study [7 Utmntwm n 0th~ 

q Hath Protmulonnl 
25. DATE OFl’HlS R&PORT 2k REPORT NPFZ 

2951P2999 H In1113 0 Followup 
I 
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CtOMSFORM 

. ..-_ _ 

SUSPECT ADVERSE REACTION REPORT 

f lllllllltlllll’ 

APPROPRIATE TO 
AOVERSE REACTION 

T+l2 OESCRIEE R?ZACTlON(S~lncluding rMvant maWlab dat8) R D.~zxrr wcg-j 

)NGED 
INPATIENT 
HOSPlTALIZATlON 

a INVOLVED 
PERSISTENCE OR 
“‘GNIRCAECT 

SA6IUTY OR 
-. - .-- - --- --------- --- _- ---- w- I”.. 

WAS 9sDuctD To TE Plw3cRIRsD Boss. TBI Rvsurs RRSOLVSD. z 

PROTOCOZ, #PRAO4f9f.b02 RWXTLRDr PACPr PRWASl'~TIIc-CORORAR~'pRu~ 
INrnrrr I I 

IBVSSTIGATOR CAUSUITY: tWX RRLATXO Tb 8TUDY MtDICATIOtL 

, I 
1I.SUSPIEC-r DRUa(S) INFORMATlON 

14.SUSPECT DRUG(S)(incluch p~norfc nun) 20. DID RUCTlON AJ3ili 
91 PnAvAmATIs t3oDIun AFTER STOPPlNG ORUG? 

I2 IIdDcnt (irosorbidr moaozaitrat~) 

l5.DOsE(s) 
#l 20 willigrmr 
92 
l?.INDICATlCN(S) FOR US& 

I 
rX 

Of ADMlNISTRATlON 910~ ano mM 

nllm urn, mn. 
21. DID REACTtON 
REAPPEAR AFkA 
REINTROOUCI’fON? 

11. THERAPY DATES(fmnVto) 19. THERAPY DURATION #l 30t48Rl999-28APRZ999 91 
#2 05AQRl999-UUR L-2 (conti5umd) 

!II.CONCOMlTANT DRUGS AND HiSTORY 

22e CONCOMITANT DRUGS AND DATES OF ADM~NlSTRAllON(oxcludo those uaod to tfut reaction) 

Yl AsPfRItl (rspirfo) 3OlfAnX99943lK 

IV. MANUFACTURER lNFORMATlON 
244 NAME AND ADDRESS OF MANUFACTURER 

I 

2OIIA11999 

25. DATE OF THIS REPORT 

29sRP1999 

m sludy 0 utwatun lJ otrmr 
fBI Hultk Prof~~lonai 

25a REPORT TYPE 

@ Initlai a Follomrp 
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I 

ClOMS FOR&i 

I I 

LREAC770N lNFOFtMATlON 
1 PATIENT lb 1 .a couN-rRY 2.DATE OF Bl RTH 2.8 AGE 

D;lv Month YOM 
3.sBx &cs. R~CTION ONSEt 8-12 CliEcK Au 

Dry MOlllh Ysu APPROPRIATE T5 
1s APB LSSS AOVERSE RuCTf5N 

7+13 DESCRIBE REACTfON(S)(fncfuding mlovant tosWab data) 
0 PAREHTDIED 

. 

SIGNIFICAHT 
DtBAQILKf 5R 
INCAPACiTY 

I t 
1MWSPhCf DRUO(S) INFORMATlON 

I 
14SUSPECT DRUG(S)&tclufh gonerk mm) 

113 ATIWO~OP 
20. DID REACTf5N AME 
AFTER StOPPlNQ ORU~? 

2 

1 S.DOSE(S) AA5UTE OF ADMfNISTRAl’ftX.l KJYW uno ml9 

*3 3 

17.1NMCAl’lON(S) FOR USE 
Pvr ano URO 

3 
Zf. DID REACTION 
REAPPEAR AFTER 
RQfWROOUCTf ON? 

18. THERAPY DATES(fm%‘to) 

93 30nlma999-15APB1999 
19. THERAPY DURATION 

#3 

IlLCONCOMITANT DRUOS AND HISTORV 
22. CONCOMITANT DRUGS AND OATES DF ADMINfBTRATlON(oxcfu~ thomo uud to tm1 nrction) 

IV. MANUFACTUReR 8NFOUMATlON 
24.8 NAME AND ADURESS OF MANtJFACTUREl3 

-- 

24b Mm CoNlu0L NO 

10100592 
24~. DATE RECEfVED BY MANUFACIURER 

25. DATE OF THIS REPORT 

298ze1993 
1 

24d REPORT BCWRCE 
- 

n study 0 t.hmun 0 ahu 

a xa8nttProt~onal 
_/ 

25a REPORT rYPE 

a lnitfd 17 FOffowup I 
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I 

. CIOMS FORM 
I I 

SUSPECT ADVERSE REACTION REPORT 

1x1 Blood crmatiam phorphokinase increased, overdose WOO I 

I T%Sl'%D T6d rIV% CONS%CUTIV% TICSTS 'b%!EW& 
CAssxoNs, Rtr. cks LzvkL WPoRmDLr~was I 

lx% rvsm K%PoKT%DLY 1-_--.--. _. 
xe%msti. -Tip PATII 

10 MO, NICIFRdoLINB 15 'sio a Otlll--v- _ __-_ __ _________~ 
- To TQ STUDY ~ICATION. 

8-12 CHECK ALL 
APPROPRIATE To 
ADVERSE REACTtOt 

0 PAlTENTOtED 

0 INVOLVED OR 
FRO&+&ED 

lKISPl,TALRATJON 

q INVOLVED 
PERSISTENCE OR 
SIGNIRCANT 
D13ASluTy OR 
INCAPAm 

I3 WE THREAlENfNG 

I _,._ .; I ,.. a.,.-, i ,, 

ILSU8PECT D,R,JC3(S) kNFORMATlON 
14SUSPECT DRUG(S)(fncfuda qmfic name) 

91 OKAVAC%DL TABS (pr8vast8tin l adfum% 
f- me!4 PIAc%m 

t I 

20. DID REACnON ABATE 
AFTER STOPPING DRUG? 

fS.DOSE(S) 

+1 40 Hurigraa 
#2 

l7.fNDlCATlON(S) FOR USG 

1 Kypercholest*rol*8 
2 ayprrchol*stzerol*mir 

.” .I ,,: ,*,. ~ 
lS.ROikE ‘OF iDMINISTRATt OH 

. . 
rrQyo8 Uno Qnr 

Cl OKAL 
t2 OKaL 

XZBDYW clno on. 

11. DJD REACRON 
REAPPEAR AFTER 
REtNTRODUCTtON? 

16. THERAPY DATES(tr&to) 19. THERAPY DURAtlON 
tz lOmL1993-3omKL994 
#2 2 9 %Onth cONrrNwOa 

IIL~ONCOMITANT DRUGS AND HILITORY ., ,I, I- I); . _. ._ - A- ., ,i_ ,.I ._ 
22. C5NCOMLTANT DRUGS AND DATES OFADMINISTRAT~~N(~J~~~~ those used to trut m&on) 

#f Ac%PKoNA%Iu% HALBAT% (rcepranarino ~leate) 
#2 NIc%RooLIN% (aicorgoliar) 
X3 Ot*I~PR~ t9eti+oprtl) . _ _ . 
23. OTHER RELNANT HISfO~(~edf~nortl~~~l~,9~“~ with I& month oi pmrkl,atc.) 

plcm~~asfaaL 
” UMINAL CGltO- DXLATTO!Jw-N&T CCD%D 

- 

IV, MANUFACTURER INFORMATBON 
24.a NAME AND ADDRESS Of MANUFACTURER 

mrr8Y nm- 
Bristol-wymrs sqtafbb wy 
Worl&wicl* S*.fmty k Bunnillanco 
Mail Lacatfon HwlS-1.01 
P.O. 00% 5400 
Princmton, NJ OtS43-3400 
united Stilt.8 

24~. DATE AECUVED BY MAiUiACNRER 

27SIP1994 

246 MFR COfWROL NO 

8018873 
124d REPORT SOURCE 

5 study n WtmaIutm q OIW 
a Hulth?mfuskxm~ 

25. DATE OF THIS REPORT 

798%91999 

2% REWRT TYPE 

Ef lnkfd q Folkwup 
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I 7 
L 

SUSPECT ADVERSE REACTION REPORT 
. 

l.PATlEM’lD 
LREACTION lNFORMATlON 

1.8 COUNTRY PATE OF BIRTH ~ 20 AGE 
MOIlth Ye* 

3.6M ps.RmCllm CNSH 

hY Month YOW 
22 SE? LO93 

7+13 DESCRIBE REACl’ION(S~lncludl~ nlevant tcwWfob dab) 

LAI DXtha #CL COK-OPDLc1993 51 VI/L , #2 CPX-3OyML993 27l EC/L 

S-t2 WECK AU 
APPROPRUTE TO 

ADVERSE REACTION 

tj PATIEWOIED 

a ItwOLVeO OR 
PROLONGED 
INPATIENT 
HOSflTALlZATlON 

0 INVOLVED 
PERSISTENCE OR 
SIGNIRCAKT 
DlSAElulY OR 
INCAPACXTY 

I 

-. 

i 

11.69U16tPECT DRUCr(S) INFORMATlON 
1+susPEcT DRuG(s)(lllerua gwlmfe mm.) 2% DID REACTION hRAfE - 

AmEra STOPPING DRUG7 

rs.Do!sE(s) 1AROUTE Of ADMINISTRWON a.8 allo al8 

17.lNOICATlON(S) FGR USE 

la THERAPY DATESffmdco) 

UYU Uno Una 

21. OID REAcTtON 
REAPPEAR AFTER 

* RElNR?OWCTtON? 

19. nw?APY OmAnoH uyu mo Ona 

llI.CONCOMITANT ORWaS AND HISTORY 
22 CONCOMITANT DRUGS AN0 DATES OF ACMlNBlRAWN(actudo thorn mad to &we nrtlon) 

I 

c 
IV. MANUFACTURER (NFORMATION 

24.8 NAME AND ADDRESS Of MAWfACTURER 

-.. 
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PAGE 1 OF 2 
CIOMS FOR,%4 

SUSPECT ADVERSE RRACTZON REPORT 

I-REACTION INFORMAlTON 
1.PATIEN-r 10 1 .a COUNTRY 2.a AGE 3.SM 

~93s22Sf38 
I . 

YOU 
?R 69 

21 
33 rous II 

7+13 O.E!3CRJ8E REACTtON(S)(tnctuding ratmmnt testtu’tab data) 

#l cmmrdoso Es08 

I I I I I 1 1 ; .- 

&i2 CHECK ALL 
APPROPRIATE TO 

rtx 1994 ADVERSE RtL4cnoN 

n PAWNTOED 

0 INvoLvEo 
f’ERSlSTENC0 OR 
StQNlFtCAt4T 

iE%iW” 

I W DATAr #1 IWf RRWRTRD 

I & 
ILSUSPECT ORUCr(S) 1NFORMATlON 

200. MD REAcX?ON ABATE 
Am STOPPING DRUG? 

#l +1 olufr 
92 l 2 oRA% 

17.tNDICATtON(S) FOR USE 

Cl coroaary utory 4i808SO 1908 
12 

i 8. l’liERAPY OAT’ESffmmlto) Ilo. nta~w cwtmo~ 

#Z 08OCX19934lAPR1994 
X2 08ocTl993-OiiLDR1991 Sf5SZ 

fI?.CONCOMITANT PRUC%S AND HISTORY 

22. CONCORWANT DRUGS AND DATES OF ADMlNl!BTRAllON(oxcrudo m usocl ta tmc nmlon) 

#1 SoTuot (soCal0l IaCl) 
I2 WITRODWIY ~tit+oglycuia) 
(Coatinua4) 
23. OTHER RELEVANY l4lSTOflY(af@~oattc8@argtcs~mgnancy with last month of pr(od,etc.) 
Racer Caucufaa. 
#l “mcA’-mT COD- 

IV. MANUFACTURER INFORMATtON 

24.1 NAME AND ADURESS OF MANUFACTURER 

Blurray M&rt 
Bristol-)&ua Squibb Compaay 
WorMui40 Satoty 8 Survoillaacr 
mail Lacatioo RWIP-1.0% 
P-0. Box 5200 
Priaootoa, 08543 -34 00 

03rmv1994 

25. DATE OPTHIS REPORT 

29stPl999 
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CIOMSFORM 

SUSPECT ADVERSE REACTION REPORT 

8-t-2 CHECK AU 
APPROPRfATE TO ------I 4WERSE RUCTfoN 

0 PATfENTDlED 

INPATIENT 
HOBPlTAUZATiON 

0 MVOLVEO 
PERSISTENCE OR 
SIGNIFICANT 
0lSABlfJf-Y OR 
INCAPACItY 

l7JNOlCATWN(S) FOR USE 
RY88 on0 Cfnr 

21. DIB RUCTION 
REAPPEAR AFfER 
REJNTRODUCnON? 

., ., 
16. THHERAPY DATE!qfrcm/fo) is. nira~w owunof4 q vw On0 Una 

I aY.8 on0 On. 

IILCONCOMI~ANT DRUGS AND HISTORY 
22. CONCOMITANT DRUGS AN6 DATfiS OFAOMNlSTRATtOt#(muda Umu uaQ to tnrt ramtan) 
e3 AcpcxL8AL1cYLrc AcrD (8cotyl88lfcylic 8Cid) 
t4 TICLOOZDISB (tic1opidi.a. bcl) 12OCTl993-DRK 
#S RARIPRIL (r8mipri11 locczl993-flA: 

L I 
‘24.a NAME AND ADDRESS OF MAtWFAClURER 

IV. MANUFfiCT~RZjR ?NFORMA1?ON 
,’ : 

a HdfhFrofushJ 

25. DATE Of THIS REPORT 2% REPORT TYPE 

29sRPl999 f cl hlthl u Foiw 
I - 

c 
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. 
CIUMS FORM 

. . 

--7 .“W,,“. . 
All 13 Juu 2953 4s Years Y 30 OCT 299e 

BE REACTlON(S)(lndudlng nlwmi toswab da) 

pactorf3, #2 ovordo8a ms 

A3 IIUVZSTIDATOR ,JW'ORTXB TMT A 4S YM3 OLIJ MLX PRC4XXXlCNCXB 4OPf-COROMUY AIPOXXIA 
WIfIlZ PARTIEIPATIWO IM TQ BLXNBXB 4346X OT A PMVMTATUI SODIUM 6TUBY. PMVASTSrIM 
TBXWY, 20 MS ORALLY DAILY, WA8 IHITIATXB OU OCTOBXlt 30, 1998. T3X XVXNT 0C.m OU 
CcToBxn 30, 1998, Am WAX cmxIDxRw To IX A 3xBIcuLLr sIGaITxcArJT mxwr. Txx 
PATIZtR'S CRXATIXX KIHABL-Il'EAiiB (CX;iki) 058 OCTOEXX 30 WAS 198 U/L. Eli mm 
XIMAt3s (CR) 01 OcTonxR 31 was or?. U/L Am ua# 2Y.9 u/t OS -xx 2. 'w OATXxm WM 
TMATkD WITX O~XS. lORP3XNX, Aw) MIQXXIRX. TIE3 - RMOLVXS Ot# ravncrnt 2. 
PRAVACXOL m WAS Df6CONTI!VUW OI -XR 26, 1998. 

TITLX OT STUBYt I PACT-PMVMTATXM ACUTX CORok?A3Y TXMTMXl?P PROGMU 

lxvssTxGAmn CAwAzITrr i#T RxaTxB To 6TuBr 3mBXcATIOM. 
(corltixluad) 

Q lwmYE0 
PERS~B~ENCE Oft 
SIGNIRCAM 
DIBABIUY OR 
INCAPACITY 

I I 
Il.SUSP’#E~t Dt?U43(8) #NFOV~‘JIA~-~ON 

14,SUSPECT DRUt(S)(lndudo gmwfc nmo) 

e1 49AvMTATIN 6oBImt 
: 20. DID REAChON ABATE 
AlTERSTOPPlNGDlWQ? 

IZATmmLQL 

i WPFlOi'RIATiiO 
ADVERSE Rl3CllCN 

15.WSE(S) 

#l 20 lltilli@alli 

I6.ROtJTEOCADWNlSTRATlON dha clna mm 

a1 ORAL 
#2 2 

ntllvr clno @anr 

17.lNDlCATlON(S) MR USE W. DID REACTION 
REAPPEARAtVER 
REINlROWCllON? 

10. THERAPV DATES(trcmVto) 19. mwi~w nuRAnot4 
I1 3UOCT1998-26wW1998 
t2 03mv2998-umc 2 

IILCONCO~ITANT DRUGS AND HI~ORY 

22. CONCOMKANT DRUGS AND OATES OF ADMWSTiWlOt+ctuch fhom uud to tree naetton) 

c2 EPARXM umpuiul 3uocT2998-0&wt2998 
#2 MPLRIII (a8piria) 3O0m299~-~ 

~Contiuuad) 
” 

I ,( 

23. OTHER RELEVANT HtST0RY(~g.~nooB~~~,p&& with Irt mom!!! at pwiakatc) 

Itaco t Other. 
*l Depr~rmiors Rxc 

24.r NAME AND ADDRESS OF MANUFACiURfi 

IV. MANUFACTURER fNFOUMATION 

I I Bfuurrry Banhast 
I Bristol-Uyers Squibb Campuly 

orldwida Saiaty A Sumoil2~~0 

i" 
f2 LOCrtioaa HirlO-2.02 

0.0. x0% 5400 
PrIuc*tou, aa 06543-5400 

‘ED BY MANUFiCTURER 

241 MFR CONTROL NO 

BO46237 
246 REPORT SCURCE 

f 

32AuG2999 * 
m swy n utwawe 0 othu 

811 HrlthPmfualaMf 

25. BATE OF MIS REPORT 25aREPoRTlYPE 
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SUSPECT ADVERSE REACTSON REPORT 

CIOMS FORM 

( 

I.RE+XlON INI=ORMATtON 
l.PAllENT ID 1.8 CCU4NRY &DATE OF BlW 

Drv 
,2r AGE 

MOIllb Yeu 
3.sEx UmQNo 

2 

NSW U-12 CHECK Au 
Mantn Y8;llr APPROPRIATE TO 

30 OCT 199s ADVERSE R5ACllON 

I+13 DESCRIBE REACTtON~S)(lnduding mkrcult teats/t& data) 
0 PAmEMOtED 

a INVOt.VED OR 
~-l&lgJNJED 

HOSPlTAUUmON 

Q tNvoIvED 
PERSIUtENCE OR 
SIGNIFCANT 
DISABILITY OR 
tNCAPAC!TY 

-9, tI.SUSPfECt Df?U6<8) INFORMATIOH 
14SUSPECT DRUG(S)(hcluda 9onwtc name) i3. DID RE4CTION ABAT& 

AfER SlOfPtND DRUG? 

l!LDOsys) 

17.INLXCATlON(S} FOR USE 

q Y86 unc am 

Rvr Umr Dna 
21. DID REACTION 
REAPPEAR AfTER 
RElN7RODUCTION7 

18. THERAPY OATE6(fmntto) 19. THERAPY DURAmON CIVO ant CIM 

,III-CONCOMtfA~T ~RirqS AND HISTORY 
22. CONCOHtTAtG DRUGS AND DATE6 Of AOMINlSTRAllON(.x~lud than umd to tmat mutton) 
13 amroPRowL [nutoprolol tutrem) 31acTt99i-03mvi9911 
94 zotDr2 (amrtralfnr l&cl) 3loca998-mK 1 

22. OTRER RELEVANT Hl5TORY(&hf&8tt~~~~~~ I& trt;month of p&o&&.) 

24~. OAT5 RECEIVED BY hlANUFACTUkR 

., B046237 

25.OAl-E OFTHIS REPORT 

29SEPl999 

24d REPORT SOURCE 

0 study 0 l.hntum q otllw 
u HunbPmfusional 
25aREfomwPE 

tl Inltlti a FOIL 
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CIOMS FORM 

SUSPECT ADVERSE REACTkON’ REPORT 

LREACTION INPORMATION ., ., L 
l.PATlEMIb 1 .a COUNTRY _Z.OAl-E OF BIRTH _ 2r AGE 3.sEx HRucn 

DIy 

ON ONSET 
Dw Month Y8w MOltth 

30 OCT 

7+13 DESCRIBE R!ZACTlON(S)(lnebdfng nlovwt tlrt&tb data) 

To “-81C.* AmITXO~ xtlm~Troti EAi ax& MQukimD. Rp CAUsAIlITr ZL8szs- 
lmMAx3lal utvzmxo. 

I W D&TAr tl CR-WB-300CTl998 198 U/L 
cZXmZ1m x2xAsx-olNwl996 219 xu/L 

d tz cltxhTxRx lt1Mss-31CCT1998 911 RI/L , f3 

‘(Cl2CfmKALL 
APPROPRIATE TO 

ADVERSE REACTICN 

0 PATTENTDIED 

n INVOLVED OR 
~$~%OL.&~ED 

HOSP~~AUZA~~ON 

Q INVOLVED 
PERSISTENCE OR 
SIGNIRCAM 
DlsAsILnY OR 

I I 
Il.S~,SPECT qpUGt<S) lNFORM+IjON 

1 ISUSPECT DRUG(S)(hdudm g.mrIc nmo) 20. DID Rf%XION ABATE 
AFTER STOPPW? DRUG? 

15.DOSE(S) 

17JNMCATlON(S) FOR USE 

16.ROvTr OF ADMIklRATION ’ uyu unc ma 

07.8 on0 on8 

21. DID REACTlbN 
RUIPPEAR: AFTER 
REINTROOUCTION? 

16. THERAFY OATES(lrmVto) 119. TnERAPY DtJRA+lON : UYU on0 on8 

Y * 

IILCON~O~t~ANT DRUGS AND HISTORY 
22. CONOOWTANT DRUGS AND DATES OF ADMINtSTRATlON(oxtuOe thorn uud to trult r66ctbn) 

,-. _,,._, iz,, _ j 
23. OTHER RELEVM HlSl’ORY(a@dmgnoWa,dwgla,prqnwtcy wlW Iut month d porlod,mtc) 

‘_ 

I 1 
IV. MANUCACTURlR INPORMAYlON 

24.r NAME AND ADDRESS Of MANUFACTURER 

124b MfR CONTROL NO I 

24~. OATI! RECEIVED By MINUFAWURER 216 REPORTSOURCE I 

B046237 

&25. DATE Of MIS REPORT 258 REPOUTTYPB 

I 29sxP1999 I El InifW Cl fWowt~0 


