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AR, THAMKATRETZNRATEN LN EEE, Z20NME
=T &, RABREBFEUT-REE, I EIHET. ZEHFN
BT AT I DA ROR X R 7 A KB 3 K %

R B (Interaction) : & 45 4L BR8] 8y 2t (A0 B 55 7= b 55 3¢ PR 2 ] &
Z2R) KT A-—BHR (WHFS) BFL. e ENXEEREHEATLER
WAPNEBRRG LR AFHARE; TEXREEHEZHENLERETRED
EE RN —AMACF LR

454 (last observation carried forward) : & XTI /R IR 30 W 47 2% 1 46 A7 5k &
B — A TT ik, BV R Bk K (B 27 R 2 — R WL Bl SRR Bk &
18,

BAFH (Blind Review) : R E—RAAMRERBMANSEEE, F—
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RAEE Z 000 S R B AW AT ® A%, UEX R4 RIE & E
P o

R (Bias): ZIERITIE KRR T F. PATERKR. 2 1F0IE
KRB ERE, AARHERNEWRRRE, HETHHZL2ET MR
BRME.

o oA (Interim Analysis) @ 238 1 R 58 IR IR 0T, 4 F R FITH
AATIT R, PR A0 B 4 Ja] b A M e g T BT AR B AT

24 H % (Full Analysis Set): 238 R ¥ ik B AF 6 R 1 P76 97 J& U B
BN ZRE o ZHIEERAPTH A Z R U R D oy oG HE
FERNRZRAE R RE.

2 FIFM 845 (Global Assessment Variable) : A #—% &, 2K Z I
TR AR 58 2 2 A R e R LR B B R R e R R PTI E W AR, e
W B A £ A4 (scale of ordered categorical ratings) .

R FIT ¥ F b A 5t (Trial Statistician) : £ EZ L& 13| LA £ %,
T AHAT AR S RN B E WGt FE LA R

A A (Double-Dummy) : £ I R IXIe F, LRAMLIE (240
M. %% TRBEMERE, FRBRFEREN A A
KRG 5 RGEEE—HZRA, NEE RN S xR AEA %A
5%tk Eh—%.

B R I8 (Surrogate Variable) : 2 387 B 8 M & s JR ROR 7 6 2 A 52
e, R T T R I R AR B 36 AT o

51T AT X (Statistical Analysis Plan) @ 2@ b F £ P H#H R 8 £ E 4
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MR EMTAMERE L F @m0 X, FEAETHERERRERE
BB BEAT AT 0T i A AR
Jit% (Drop out): -4f @ THEME B ik 4k S K 7 ZHATE| T &
K TR JE — KT W IR
Z 7 M7 B (Intention To Treat Principle) : 2 35 4 T 4 3497 & 11 1
ZRA (HITXIFWETy) WA LRSS Tisy £ RE #ATHNe L E
Kugo REALGERBEIFENTFRN. HEXREHENE G- MLHEA
B N B REAE A 4 ak R R U R AR AT, T AT B R R
AL AR
1 28 M K 3 (Superiority Trial) @ /2 & 7 30 25 89 36 97 R AL T 3 B 25 (
REF AT B 2) B R T
s 5F Xwk
1. FDA: Guideline for the Format and Content of The Clinical and
Statistical Sections of an Application 1988
2. EMEA: Biostatistical Methodology in Clinical Trials 1993
3. MHLW : Guideline for the Statistical Analysis of Clinical Trial
1992
4. ICH E9: STATISTICAL PRINCIPLES FOR CLINICAL TRIALS
1998
o KR
tT— FF
A2 2 e R ] e RO IR B9 AR W RIT S BOR S 2 R D R AR 4
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