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Deepening the reform of the drug review and approval system and continuing
to improve the research and innovation environment

KONG Fan—pu
( Center for Drug Evaluation National Medical Products Adminisiration Beijing 100022 China)

Abstract  The reform of the drug review and approval system has been furthered in recent years in China.
In order to strengthen the construction of drug review system and modernization of review and evaluation capacity
the Center for Drug Evaluation of National Medical Products Administration carried out the construction of process—
oriented scientific management system and established eight pilots for sub-projects of scientific management
system which systematically solved the problems in the process of drug registration and effectively improved the
abilities for scientific regulation and intelligent review. Combined with current situation and practical status of the
construction of process-oriented scientific management system this paper is aimed to provide reference for the
industry by putting forward some considerations and suggestions for aspects such as encouraging drug research and
development.

Key words  process-oriented scientific management system; review and approval system reform; new drug

research and development

( . 2021

“«

“« ”

2393 ( 297
2022 31 24 ‘



Chinese Journal of New Drugs 2022 31( 24)

o 2019
45 Al °
N 2.1.1
. N . 2021 9 115
Al Al A) N 8 7
o Y 5
N V7 24
N 8 ( )
( 4 2
) . o WHO
o 2.1.2
AY o “3- 2
o Y o 7 “ ” ( /
AY N A) )
1 « ”
o “ 2.1.3
2
o 2-2 N Y Y
2
2019—2021 N
2021 1—9 9.93%
N 26.35%
N N 2020
N 94.48% 2020 7 15
95% 1.
2.1 (NDA) . ( ANDA) .
A) “ 3
N A A 7 90% o

@7 ‘ 2394
2022 31 24

(C)1994-2023 China Academic Journal Electronic Publishing House. All rights reserved. http://www.cnki.net



1 2020 10 —2021 9
2.3
( IND)
. 2021 1—9
IND 1689 2020 .2021 1—9
99.87%  100% 60 d IND
2015 16
50 d .
2.4
(
X 2015)44
)3\<<
Dl 2016)8 ) ¢
“ ” 120 d
. 2021 9
3322 2009 2021 1—9
98. 4%
643
( )
2.5
2018
2019 10 2020 20

Chinese Journal of New Drugs 2022 31(24)

2021 1—9 27
7 25 ( first-in—
class)
firstdn-class
2 2018 —2021 9
3
3.1
3
1(PD4) . 1( PD-1)
Claudin 18. 2 Claudin
18.2
20 .

|

2022 31



Chinese Journal of New Drugs 2022 31( 24)

2021 9
PD4
3.2
T
3.3
2020 7
2021 9
3 o
3 2020

@7 ‘ 2396

30

. 4
6 PD-/PD-LI 4.1
6
7
( EGFR-TKI) @
TKI
. 4.2
PD-.PD-LI.
4( CTLA4)
1« » 4.3
35
(25 ) 71.43% >
4.4
(
7 —2021 9

2022 31 24

2021

200 d

9

”»

643
405
1 344

30.13%

130 d

2020



13

EB/OL . (2021 - 12 -22) 2022 -08 -
09 . https: //www. cde. org. cn/main/news/viewInfoCommon /149
b4{a46d18435d368{h1da53b7fadd.
I
2022 1(2): 14 -23.
( (2015)44 ) EB/OL .(2015-08 -
18) 2022 - 08 - 09 . http: //www. gov. cn/zhengce/content/
2015-08 /18 /content_10101. htm.

Chinese Journal of New Drugs 2022 31(24)

I 2016 33(2): 68 -69.
.2021
EB/OL . (2022 -06 -01) 2022 —08 —09 . https: //www.
cde. org. cn/main/news/viewInfoCommon/f92b7bdf775bbf4c4dc3
27621343 cdc8.
.2020
EB/OL . (2021 -06 -21) 2022 —08 —09 . hitps: //www.
cde. org. cn/main/news/viewlnfoCommon/876bb5300cce2d3a5cf4
68c97c8a631.
.2019
EB/OL . (2020 -07 —30) 2022 -08 —09 . https: //www.
cde. org. cn/main/news/viewInfoCommon/327a9e456913626826bc4
cbdfd5354ce.
. 2020
EB/OL .(2021 -08 —12) 2022 —08 - 09 . http: //www.
phirda. com/down. html? file = /upload/2020% E5% B9% B4%
E5% BA% A6% E4% B8% AD% ES5% 9B% BD% E6% 8 A% 97 %
E8% 82% BF% ET7% 98% A4% E6% 96% B0% E8% 8D% AF%
E49% B8% B4 % E5% BA% 8 A% E7% A0% 94% E7% A9 % B6%
E8% A¥% 84% E8% BF% BO. pdf.

/ 12022 -10 -27

2397
2022 31 24 ‘ @7



