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Abstract: Through the comparative study of ICH Efficacy Guidelines and corresponding Chinese technical guidelines, the main
differences in clinical technical requirements for drug registration between China and ICH are analyzed. Through questionnaire
survey to the public, experts, and enterprises, the cognition and implementation basis of ICH Efficacy Guidelines in China are found
out. On the basis of comparative study and questionnaire survey, combined with the requirements of ICH, the implementation
proposals of ICH Efficacy Guidelines in China are put forward in this paper.
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Fig. 1 Public questionnaire survey result of Efficacy Guidelines
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Fig.2 Experts questionnaire survey result of Efficacy Guidelines
SRR, H AR P S R . AHXT & )BT, [ 50 4310, VRN CAE BT SCR s,

St CSHtE 2 REREVESY A 5 A F 4 43 B K NEL
2 5 g T EOUPEAS B 58 N B0tk T
70%, HINBCER4=4) () E R4S 504 E3
(88%, 4.25). E4 (73%, 4.00). E6 (85%, 4.25).
E8 (75%, 4.06). E9 (93%, 4.21). E12A (90%,
4.00),

ICH E RF1$5 T 50 = BEF Xk 22205 )
A EHT 2y, BT IRE SR LK B,
FZRVITE TR AR AL o T FriE &
F )t — R NI R B VP AR, B 505
Jith X 5 R P TR VTA 45 R 5 2 AR e
24 fAEEIRE

Al ) LA G 8 AN, JLrh B 1~7 Uk 4
W SER, 58 MU AR A 1) 3 2 i, 2
KA AL S B S TGO, ARYE B & S0t
MESFERE, EEVPRRME, X ICH E RAICKRAK
B35 3 D) 7 e TSI ) 2 R VA e
240 ANVRER AN SRR AR R A
(I IE B UL H 50 AR EN S

242 HERIAESR S0 50 Kk
X ICH A IE A RATIE T AT 7 vFl, E &R
HIFER T UM VEAL 45 5 L 3

X E RAERS R, BA MRS RS
it 70% A (CRIGERIL 50 K2 HiAML T
LD WA S, IR ATRE: (1) 2
SR ARG A (9 5 ANNFEZ
a2 R, TAER AN & E &A1 S R; (2)
HH T ] A AT AR MR 25, Al P B A AH O
L2 IS

YT E RAVEAR RN, FIERA T ifi%ds 3R
M Ak, Fl gl K2 H il (=70%) K
RS — SR SR E8 (78%)+ E9 (78%).
E10 (70%), X5L K& 1PN 45 RAEA 5.
3 ICHE RIESEN 7K E L= I
3.1 ICH E RIEBEHESENERELESTF
OFERAS

XITE RAVEET B St SR B A
3.1 L ASEiif) ICH E RSN g



PN E T Y 3 Drugs & Clinic #£33% FIM 20184E 9 H * 2459 -
100% [
80% [ = = = -
= -~ =z 2
= . Z
60% | i) - =z ~ = 1 1 Z B
i —1 _ Bl B B s
z B _ . Z .
1 qeReE" "R nRE
o B EREEREER %
_ B EE EEEOEE ~ il
B EEEELER . &
- = B B EEEE R _ m =
2B EBERERE o m =
20% . L 2 2 B B B EEDE N = _
2R EEREEEEE B
2B B BB EEEEED .
El E2A E2B E2C E2D E2E E2F E3 E4 E5 E6(RI1)E6R2) E7 E8 E9 E10 Ell EI2AEI4 E15 El6
AT fzda s ) 17 1 14 16 15 15 14 15 16 9 9 15 10 10 14 18 19 35 30
o= HAbs R 1 1 13 0 0 21 0 0
B B DR R 3 15 5 6 2 2 2
M= FursiEs 1 1 0 0 0 0 0 0 1 0 0 0 0 0o 1 1
b HAMERARIAE 4 2 2 14 5 36 2 2 0 1 1 31 0 0 7 1 4 4 3
= ) 201 ] 11 14 10 8 16 17 18 14 18 16 13 13 12 7 8 10 12 15 13 4 7
S P 13 14 6 5 8 8§ 8 23 13 1226 26 16 31 31 28 13 14 11 4 7

E 3 E RIHESENEEERELS

Fig. 3 Enterprises questionnaire survey result of Efficacy Guidelines
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