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% R KX % ( Multi-regional Clinical Trial, MRCT) : 23—
MRIE . — 7 FHE L NE KB X AT 0 ke R 5
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Analysis ) , &3 F AT B LRk 0 4E R (BHEEAN
B RRB] Kt AR A ) A, AT R AL 3R
T A4 4 (Blinded Analysis ) :  # 3k th & 2 #7 ( Non-
comparative Analysis) , 35 5 A7 Bt A F SEFR K 3 0 4145 K
W at, B BAC REFRL 2 HE S, BERBUEMAY X4 H
AT, Ao B A B X AN Y 4L BRSO B M D
.
B2 Cinterim Analysis) 2 487014 30 3 &) 1 A X 30 2 AR 4k 4
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W A BRI AT, 3R IR PEATE O I KR I i 1
B3 8 (Conditional Power) : & 48 & 234 5| LA 4 it
BXEROFAME, X BN AR I T IRAF 193X 30 2038 B
HIIY AT, DLROR T2 50 6 R 4 3 1 2 D22 B oy R 3EAE K
BRI, MU 7 #3TH 6y U Y 303 A 2 B B3R B 1 e Y
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.

it aAritk| (Statistical Analysis Plan, SAP) : B a5t 7 %
of )R B G AT B AT (kB L. MEALAL T R, BEK
EfEUE. RHASEN . KibE. Sttt r k. BERRIE) B
BN Fo B i a0 X, B3 T A EE R E R LI T AR
HAT R AT 1 A T AR

24



B3R 2: HIe3CiAPCXTER

H X

3 Ry P
VES YN
T REM
BAS
BAHE

ARBEFHARZ R

AR I K
B P I R T

R €

BRI RERE
B BT
MIBEEESE RS
3o 5L 45 1 T BA
B A

Adaptive design
Adherence to protocol
Adverse Event
Blinded analysis

Blinded data

Clinical Endpoint Committee / Clinical Event
Committee, CEC or Event Adjudication
Committee

Conditional power

Confirmatory clinical trial

Contract Research Organization, CRO
Data Monitoring Committee, DMC
Data Safety Monitoring Board, DSMB
DMC Charter

Effect size

External Data

Global type I error rate

Group sequential analysis

Independent Data Monitoring Committee,
IDMC

Independent Statistical Team, IST

Interim analysis

25



X FX
Bk AR Missing data
% R KRR 5 Multi-Regional Clinical Trial, MRCT
AL BRE Newly emerging adverse event
B S Unblinded analysis
IR A Patient recruitment status
HEEFEHZE Prognostic factors at baseline
BAREMHIT(EHET) Sample size estimation ( re-estimation)
KAt AT T & Statistical Analysis Plan, SAP
T gt Trial/study statistician
A& 5 Unblinded data
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