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AST L-Aspartate Aminotransferase

ALT L-Alanine Aminotransferase

CEEC Clinical Event Evaluation Committee

CK Creatinine Kinase

CK-MB  Creatinine Kinase - Myocardial Band

CNS Central Nervous System

CPX Creatinine Phosphokinase

CRC Clinical Research Coordinator

CRF Case Report Form

CT Computed Tomography

DSMB Data and Safety Monitoring Board

EBM Evidence-Based Medicine

ECG Electrocardiogram

GCP Good Clinical Practice

GOT Glutamic Oxaloacetic Transaminase

GPT Glutamic Pyruvic Transaminase

HEC Hospital Ethical Committee

INR International Normalized Ratio

IRB Institutional Review Board

QC Quality Control

QA Quality Assurance

P Prothrombin Time

Sop Standard Operational Procedure

SDv Source Document Validalion

TIA Transient Ischemic Attack
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15% |2 B FEH B\ U ENC B L = A IHEAFB R L TV W, ZHLTIEFITE D Lol iZJ-
TREDBEZADDHOFFRIC OO TLRZHOMCER TR,

VT | R FESSE TR 2 LTl e, BRI B Aspirin (IR HE LR TWA T Y T
RRENIAZTHVAZETR, Mt OEBOGRE 124 25881031 C KM & Aspirin O
Bz kAR TR B LR M & X 7= 3 A7 & BRI LS TWA S 108 RS SE T [
BHRAZ DWW TOFFMIZE LS TVVRW, — K, FE4r7%2 Warfarin # 52372 T DICH O L g
FEH T LI AE Bl Tl /I LA MR RO Al REME L RSN TEW B8, B & O i/ MiFERE
OB MRBED R R LI DWTHRIEIZAH TH LD E,

F7= | HUEEE R S UL RE R TR F & Aspirin OOFFY I o0 T, FREBRITREE AR
BELBES . HOM - EeMOREATE F UARFEN THARTHDS ¥, 1993 4£(Z Turpie H
ickoHFFCEEEN- SRR LR TiL, fEEEEOa e — LT NA Tl MR FEE B
MUEHE . 7R io LESEMICA BERMEERIE TR RSN TWDL OO, B IS Hifo
BN %< e~ T, 1997 4RI 2 EMiE417- randomized study" ¥, ZHHOFE A HIZLT- 2001 FFD
ARTFY L AOR A AL 1) FiEPUEEREE B DM S BRI, KERFERTEOREE
RIFFICEEM L TWA, 2) SR AL BELLAAWERFE—HICIHEL TWD, BHIZ3) F—FuheT D
INR 23 3.0-4.5 &, Wi CRGE P IEEN - RO @ES OCEBIICEHELIN TWA T AR T P Ll
B2 LT Warfarin O G- &ASEWR Y, BIBEADZV

B2, B AN T Warfarin %2 Aspirin (2 xH3 238 (-0 H fugin), TG ERERE DR RnH T8,
B A D BEIR RBR DS A FOFEFRAE TISHL TEODE NN DN TORIBE AL - THDNT 1,
F7-, HHETHEH B Aspirin, FFHCE THIL b Y IBREE 23070 LS DI E 100mg @{JT}H
(LD S OF3 A s E 9 & Sl L7 Randomized Controlled Trial {2V ETIMESFL TR,
L7=t3-C, R SCBT, FRASENZ IV VTP T % 00 58 Fo e [ 30 s & KOBLARL IR DA Gt R 2 >
R, HRAZXBLELIZLAAOEOWZE T o ARBNTHILIERPHLILO L EDND,

Zr[a], Aspirin RPN F T — L2 E OH UL MO DI B3 S E N A O d s 2 TE TR BREL
HE Y LS TOBHUEEEREE (INR=2.0-3.0) @ FCh i R (I 4.5~9%) ¢ i i A i i 4% fie 5 U A 7
Ze I A T o O R A AT A R A xR Aspirin BN A PRI SWT, 7
Gtz Rt W 0D S {4 2y (b A BUBE LL e o BR G BR A i I L7, 23 A T A% i NI 83 0ic kY IO A
SRIEE | BN LRI R A SN L, f 5407 i B2 fth oo B4 JE fE R I 1A R I (A i 5 2 4
bR ED,

_13,



3.2. XEHM

e R & R EFEOBEIC L DR F 2B 0T, M, TIA, 2EMEERIEDRIE N
DMEEBIZEAECORAED Warfarin HUMEE LS & Aspirin ;BMNBE T 20D 22 REET A,

3.3. EIRHMIBH

PIET, MGREZE, TIA, BEEMAMNEL LU EBREAE SRR AR LT Warfarin Hijh
AR B Aspirin ) BINEEA- LE#e475,

Kt , /i (9. 2. 3. TEZ) BLO LA FRAbELT Warfarin BUREEL{E A B Aspirin
BINEEE T2,

(R ERAT & OHEMEAE G L TWABA LBV T, BIELNETE#EESNAIEEEHEOL &
TOMMEZE, TIA, LM ERBIZIDECBLUR G EREOBIEELRITS,

4. NREE
4.1 RINEE

VL FOIAEE 2Tl 3 ER

(1) BRI (5 Sr) I L0 E T B M A2 7B
(2) itk LAHENTHDBE

(3) 20 MLl E B0 BERIGOBRE

(4) BE BRI XBIZIVRIELZHBONT-BE

(5) Mgz HaA8RER LA H LARRIZ Kbz L7- B E

4.2 fRyOVEE

UTORAEZ | DTHIEYUTHEF IR LTS

(1) [R1 & H A1 6 4 A LAPIIZHE i P4 A ifn. 8 FRe 75 (R R JE . — i A A lE of 8 VB %) O BETE D b B AE 1
(2) FieoH A2 A 8IN3% sl REME D S D IEF

« /i AME (/)R 10 5 /mm3FiE) 2% LV E I (Hb10g/dl i) D& HHE 5

<BHEMN (B, <HLBETHME) , IR, F8E, ZERESSOIZIEAEEMEEN L OBREE RS
$iE 51

- (A H AT LEELAPI SIS EE H i 23 dh - F- A

-[RIE H A1 30 HLAPIZ AR BER A T LM B S 7= SE

RIETRREOAT EI B DG, FRferiZ M/ EAY 180/110mmHg LA o> #AE @& i £ 5E 1)

B{EMEH it B A PR L TV D AE

(3) TEEIPE DI AE LN R SR D 0 D AE ]

(4) KBRS, = LI Bl 2T AEH

(5)[RE HAT6 »HUWNIZ OB EEDBEDSHDHIEH

(6)PTCA, CABG A TFESHN TV DA, [AE HAIT 6 » A LINIZHE T =E R

(7) BB OB OH L BIE | HDWIIEDEE \DOHDIEHF]

(8) fER £/ I TR L TWA AT REM: D & D A5E il

(9) FF RO TR FRIR M AR AE | 8 (M 4 72 R 1) 00 A 15

(10) B&AI | » A LINIZiTh 2R i, M4 ERAICRE D RD O EF
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(11) Aspirin {Zx3F BT L L ¥ —DBEED & DIE
(12) Ffth, #12Y [ERHAS A8 4 &l U= AE #]

) EFIEEAE R S L
5 ®WMETHFAIL
KRBT, PRBEIEICLIDOEEAEIFEZIT). SRk LAEES{E _EEREEABRTHA.

W BE: R EFAE SN Warfarin (INR B2 2.0-3.0) + 7F =48
AR HEFEMEN - Warfarin (INR B2 2.0-3.0) + Aspirin(B57EEE 100mg/ H)EE

AR HRRERINT-, 400 Fl LA EOBERIEF (25U TEEA(LEIG 21T,

RN HE - ST AERE, iS5, BAKEICESEET . /74— L Ko MELN B
FEAMIELBITRREL, BItHAREIN - BEL, FOBBOLE2TEH TS,

H{EABTE, TORISNE I KR TE R BETH, BBO A P a— L ki T5,
KBRAMI, ABREEZEEBSICIVRHICABAPIEEN AW RY, BB 36 +H, k8 rHET5H,

[AEMENZLORBR P L2 BE 2R, RBRIG R P IE L2 BH ~1X, Eah (THEZRIRY Hebe s 2l
TONCEDBHREZIT B MBEIZIIRBE T HLIEH T D,

6. fMEMNERE

6. 1. XREDFEIZH->TOREBEE

6.1.1. XREFDIRE

OB SR IBE |2 kT AR HTL, BRI A U N TSR R, AR A2 Hl e N AR R, SRR
Wiz KREND, Wik OMEEE, TIA BLOSHHEERIEDO)AZIIH B LOER., OFEMEIOSF
R OfEREFIZIVBLESND,

AEIORBOXSBBEIL BLMBEEO)AZAFOESNDS, B2 RO &R %o R
HTLEMEEGIFToBELLE,

6. 1. 2. HREESIZBITARBOIRFIEDRE

B HRWT % OERIEDY AZ(Z 2Tk, Warfarin HOHEEEFIOFERIZEIVE FTERLZEMA[FET
5, LA, Warfarin (ZIA#MAES, @ H & (INR3.0-4.5) TixtHmY A2 753, {EA & (INR1.5-2.0) T
RSB ES BNV IESRBEESN TV,

B S IcBITAREOHEEBELLT, ERNADOHTARZA 5L EED L INRfE2.5(2.0-3.0%R
) pE N EENT,

6. 1. 3. Aspirin IBINZPEIVAT L~ ART 4o hDIRES
Warfarin (21 Aspirin % Dipyridamole 72 & O FTML/MEAI ORISR AL TWDA, i) A7 &K

EELHE S BRI OWTHERV RISV ETHS,
A [a], iBANFEE L L CIR L7 Aspirin 12 2W TR, Bt B A B X OKETHui /) MRAE L TRGEA 5%
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AR AR Aspirin (75-325mg) D720, BK TR @A &R, BB E D0 EVWb A ARTE BE
100mg Z3@RENT,

6. 2. AMEDOEBICELTOMENERE

6.2.1. ~NLYUoXFEEOHETLHBEZESICBITAEE

AT 2B ELT-BERBRTHY, ~LrFES (20, ) (2SRRI E N AHT
(C BT HIERTR G| B2 ML THRET 5.

MEAHAANDAND, SHBERECELZTOABERTE R >V T, SO MEE RS (HEC:
Hospital Ethical Committee) X |3 # # % B & (IRB: Institutional Review Board) 7% 30z LD AR AT
é:&n

6. 2. 2. #HBREOTTA L —(RH

BHE~ORE-HAXEICT RABRT — 23 REHF I E I RESNL L, B LS F- 136
MEH S (HEC)/ M BEBEZB S (RBA, 7 — X OO A2, BEEREE & /72 AR BRI M4 532
WGk — A HEME T2 FERASNAS,

LRI T T — AT — R eENFR S RVBKTMEA S IcREINDS, BEOREITIT,
SEBIE S A=V RUVEEA BOLDHVLIL, BERROBE LMEEFSND,

6. 2.3. BREBOFIBIZHOWT

HYERIT, ARBIN NI ZER EOBRGIESEELHEIEA, FOMSIZLER FIHB LV
ST A RAE T DS L THEHERZA 15, ABIH hiz B Lz iz L T, SRR TTYH
EO-EBREOFNEZ - THAT D, £, FRHIOITHEBRRALERE S, TOHEDE FIEICL
DRBRPIZ1ENCOE K 30 H OKREYBIZE LA TED, ABRPOREBRROSEHE, KRAIEL T
D60 HETET D, Max=TILEMIZ, FALL KRS <Z LN 555 . Steering Committee (Z
HiEFHIEETS,

6.3. BEADRBALAE

A 7A—LbRartoh: BYERT, BETIC, KFTIZTOWTUTONEZBEAAIZRBAL,
BINCOWTXRICIIRELBREAAINEILOLT S, F-ERFAE L. BEAAOFLEICLY,
WOTHBETEXAILET S,

AEA R E X ECITORELROFES T EN TWVRITIT 26720,

(1) KRABRIIHFFELZ HRELIDDOTHLHIE

(2) RO B ARBRII A EHRATER, BREZECME H 7 & o0 figh i) 7R A2 FBH 45 B D@ Y21
REERIEZMIL T 5L AN THDIL,

(3) SBRE Y EED K4, B4 35 LU T

(4) RBRO KL BIFHIEERIZROONDLHE, BEEICETTPILLIESTL, TOKOFRIBIZ
DWTITREZTIZE, ARICBINT D TEOHBREE

(5) FHENIEER LOF) i XU Fl 4t

(6) thiEH T iEOH BB L UEDORKFIEICEL T PRS2 EERF I B LU aktk

(7) RBRIZSTHHMH
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(8) REBROBMEATFF THEVCH LI ENTEHILE,

(9) REBRIzBMNLAWVIE, WEBMARYRLH L LIS E D AR D e,

(10) HBREOMEMELINAIEARMIC, RRERE, HEERSHECF IR FAE
EA(RB)AFERCHAME TELIE, -, AE CHICHBRE DDA EIENTOE
e r > THIE AR ZEITRBTE,

(11) RBOHEAAFENDIHEETH-ThH, HREOREILRESNLIL,

(12) #BRENDABRSIOHESRE ORERICBIL TEIHE @A LE S 72 a5 B 5 f
HemrE Ve LB A IC BT _ & £ 1l A LD & I R O MR A O

(13) REHEABELEBEICHERBR M TOIDIE

(14) Fofth, #5#EOAHEREIZREL H3E /901

(15) #HBHFEORPAMIZETLINE

(16) HERENPTL~ETHIH

7. BEEK

7.1. Bz
04 [ P RN LA AT 7= U PR R AR IR L 20 IR O LL T o3 H AEFPE R R SEIZ AL,
JER A EBM RIBFIEEL 2 —I2 FAX TAZETHRETD, 7285, Bk L ORIHERAREIZT)
123 FAX {1 5B ASE: EBM £@IF o 7 —I2BaEL FAX B 422 L%(5X D,
(1) BeFEECHH YA, R4 . tER, A B
(2) BEREFDBE O B (BLEEE, LEMEOAE, Wik, 2o ERY A7)
(3) g HEEDF =7
(4) BAEKEDF =7

7.2 HEEASE|FT
FTER K2 EBM HERFFR £ — (17, 5. BIR) TIHLERMEAHERO b, BHAEFIZ W TIEIH T

WK T (7. 3. ) ICESOTEINEHTEEZ RO TEIRTT S, HERFELRH /5 G E PR S E
fifidnBL M CRC IZNEDRIVE D 21T, Ml HITHL R AR LEITT 217, BIFHT Ktz
834 [ il o TRk B 3B 8 ) & FAX &4 L, BIFHERIE 52 (52D,

E {4 LA D G £ COFEEENRIZ SOV TIHETERIER AR T 5, FIMHTIERIE SRR OTeIRE L
UBFHEEARIZ W TR, 8. 2. #BDTL,

7.3. EFHRERF
5 (64 BELLF 65 mELL )
i it

7. 4. BB

0244 [ P - B SE EBM KRNt o & — i OB S5 A el L, Witk o0 SXBR G BT LY
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