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R AR EEE T TR XX e S Bt AT 5 A — MR AT 2%,
D32 O BT A R AR B ASORE ) R /N R 3k — A BE IR 0 14
ffliih, ORI RR A Se B R A . AESC SRR IR
BT, JEdkERE o ir i n] fe Rt i Sl s — 7k, el
SRR SR R TS 7 (K8 A RGIESE . 2t H KR i 4k
LRE MR, NIZAHE CEERTR.

722 REWER

fER LR, EERA A 2 VR e P AR AT AT
RERIF LR, I H LA HREE 1A RN 3 Bk 4e i X
KEEVAEFER, X2 HER . FITA RGBT 250 AN 224



PEGERIBR SR BT, TR AUE BRI E ORI, OV RFEA N
i R AR BRI A REHR AL, VR AT TR IE UK
A BRI, AR d1X — ol TP A 2 A R
BEAT VA R T8 ) B X 5 AR A R e At S A5 ) A A
JRI G T o S AL (2 TR0 e F B P ) A BT e 45 R, B = ik
IT8Rfr, JEXHRE—A AR B ELE AL 4 AT e 4 R

R BURIN KB AE BRI h B R F Rl . XXl
TEAEAOAS BLRORE R SRR IR VA 75 2% 8 R A L A 7 2R 1)
SORMER . RPN B ANE i A IS, REAR
FAF AR AR 5 R4 I TR AN B 5 I [ 2 (R AR R & 5 2
WA RS ML A AT AR A S R R A& 2 Ak, DAEAL T
LSS

L

U875 ¥ (Bayesian Appmaches)

AR HTRIITE, W ESREE &S H S s 2 o A 5
LS (G A B A ) P J B AR 40 A

T (ZETT RIMERE LK) (Bias Statistical & Operational)5
Wity BT TR I RIR G 45 A KT R R R 4
0 ) A5 ' 502 R A (B 25 L LB |l AT S TE A )
T FR A “HRAE fwfay o T TH BT 10 H P D 25 1) At S5 DRI Ay <
=i

BA®HE® (Blind Review)



FERES SE R (BE — Bl NI G —IOE) 548 E 2 (8
SRR BEAT O AIPEAY, DB TR 20 B 58 T ok

& XHIE R (Content Validity)

— AR (WEEGRER) R HNAZ &/ NIRRE .

XL (Double-Dummy)

TENG RIS > PP AL B AN B — RERT, {8090 FH o)
MIRFEE AN —FEAR, WONAEE A CHRZFIABEX 5 1) %2
D RALEE B CHBZAARE X A 22 B 4% il b o 9
NI PER . B2 A CARED KB CREFAD, i
A CZEFD RB (D,

Jit¥% (Drop out)

I PR3 (98 A B T A0 Ji DR A R 4k i34 T 50 1454
67 e LR A b 1) f S5 — KB

s8R I (Equivalence Trial)

— AN I B H 12 S A e S 2 o Ak R Y 8 2 )
R/NENGAR EFTOE S . X8 AR BOE A 2 R 1
I PR b AT PA3ES2 ) S5 A e i R R 2 )

PHFE (Frequentist Methods)

it ik, Wi S USIAATE X (], AT DU ) — iR
TR B 1) B SIS i — &5 SR HH I A SR B

2488 (Full Analysis Set)

AT e A R A MR T R U B B AR R B4 . R T B
HUAR 955 A DL 52 (0 R0 A B 1) 7 0 HE R R 43 H



I~ X4 (Generalisability, Generalisation)

M AT S R 45 SR RT LA AT A s el 2 a5 ) A A HE
BRI NFEAAN R IE HE B I PRI B O FE L

£ RVEEA R (Global Assessment Variable)

BN, IR AR B R T R G B
R B 45 A R A 3 5 B

M BREMERS FFENZEBNH, BUERS,
¥ % KM ZEFR £ ) ( Independent Data Monitoring
Committee-IDMC,Data and Safty Monitoring Board,Monitoring
Committee, Data Monitoring Committee)

NPT R IR DR T DL R A S I A H T
SE I RARES (R RE . 22 VeSO LSO RO 25 2R, IR
] B R R DO T 4R s B 2 iR

B[4 #3697 JE W (Intention To Treat Principle )

— Pl A 2 S DA IR T N (R B VA T i
F2), MAREE T SLPR% T HG YT NEERIBEAT VRO, P RAXTROUR
VEH B AP PF 8 SR o 45 o 43 31—/ A B A s RS A
LRI SR RE T PPN FI ST, TANVEARA TR BRI
IR FE

A H AR (5 1 M2 B §)(Interaction,  Qualitative &
Quantitative)

P Ak R P %o B (1] A P 7 i 5 50 B2 T £ 22 e MR T
AR O IS L. R A BAEH R0 L%



(R R /NE R 2R AN [RIZK S IEANR] T 5 5 B A FH B o Bl 22 5
(K377 1) 22/ AE R 3R R — K _EANTA]

2 3 B BRI FE 4 (Inter-Rater Reliability)

ANRIPFSE F AEA [FE LT 72 A AH [ 45 SR L R

PEE#H K AT SE M (Intre-Rater Reliability)

[l — P & AEAN AR 00 T 72 A A R 45 SR PR RE

B s 43 #r (Interim Analysis)

FEIE R G5 AR 2 BT EARATI A T HB R R 8l 4 e
AT 73 B

JEHISEE A HT (Meta Analysis)

X [R]85 A 5 B 22 ) 1) o e A 2R 47 1E 2
. X R NERI KNGt BBl T St S, (Hi 4
A I T SR AR HE ) 5 5

Z iR (Multicentre Trial)

P BRI 7 RAEZ A AT I AR R, B2
MR AT

JEHRAERE (Non-Inferiority Trial)

T H B EoR BT T i B SRONAE IR PR AN 25T BB 5

CRRPEECZ BRI #ik5

HFEAAIELE (Preferred and Included Terms)

£ ZRIE IR S, FIa MedDRA, 54172
ARG e #4408, DARIE SR AR R BEAT g . HERT 44 1) 2
MG AR BEAT A G0, H TR AR Ban, B



BHENR BT, BRIy ORI, R
AR B TR R

HETRE AR, FRER, IR EIFEAER)
(Perprotocol Set, Valid Cases, Efficacy Sample, Evaluable
Subjects Sample)

HI 8T 77 58 APRAIE X SE 5 25 4% 5 T IO Rb A Y
I 0T BRI B 7S F ™ AL A B A . AR PE LA DA
NS R, WIEREE AR, T RLE DA R A T K
EE

AV SZ M (Safety and Tolerability)

B 27 il (R 22 A VS K B N BT AR, 38 E Il R X
b s = s CEARIR IR A S M AL, IR
AN R CHIR  ARIERREIRD , PR HAl 2 [T 22 e MEAG 2T (451
oL IREMGED SERPFE . BRI SZ AR TR
N2 W A RSN R .

ZiitarHritRl CStatistical Analysis Plan)

Giit o At R B L 5 SR rh A 1) S O MR AE SE N
ARVERTE 2 VEARAH T (S0, JF BASS 10 2 BRI A
FoAt B 24T et o M A e

RBHREE (Superiority Trial)

S50 A3 E NPT VN 0 I WaiaheroR: 0 )~ Ay e vt ol Bl [ (B R G RS
RS R A

#2288 (Surrogate variable)
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SE AR R

KPR (Treatment Effect)

TENGE AR I A H PR T AL R A AR o 7K 2 0l R 6 Hh gk
DUER P b BN AN N A BRI B (ERRTER D .

A e HBLRIZE: (Treatment Emergent)

FEVRIT I B, TEVR YT RO BCA B EL VR T RTIR I AR
Ry

REGTHFENW AR (Trial Statistician)
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