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Research on current subjects of R&D for new traditional Chinese medicine in
China from perspective of drug registration applicants
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School of Pharmacy, Chengdu University of Traditional Chinese Medicine, Chengdu 610041, China

Abstract: The research and development (R&D) of new traditional Chinese medicine (TCM) is the vital source of motivation for the
TCM industry. In recent years, a series of policies for the regulation of drug administration have been introduced to encourage drug
innovation. Particularly, the new versions of the “Drug Administration Law” emphasize the management of the entire life cycle of
drugs, such as the independence of R&D chapters and establishment of the marketing authorization holder system, which have greatly
strengthened the significance of the R&D. However, the current status of the R&D of new TCMs in China is insufficient from the fact
of the poor registration in the recent years. The subjects of R&D are not only the developer of the new drugs but also the applicants of
drug registration or their cooperation partners. Therefore, the status of applicants of new TCMs registration might largely reflect the
state of the art of the subjects of R&D, which closely relate to the development of TCM industry. The applicants of new Chinese
medicine registration during the implementation of the 2007 version of the “Measures for the Administration of Drug Registration” is
systematically analyzed in this article, in order to study the current status of the subjects of R&D and provide a reference for
counterparts and relevant government departments.
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Products Administration, NMPA ) 2 iy £ 4 /& Al
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Table 1 Composition of applicants in new traditional Chinese medicine registration from 2007 to 2019
\ o ML R G
i A F1HBA A I A
Ko Hoe B g% #E s HE 7 /%
ot a4 251 35 146 38 112 53 29 14
R A 244 34 132 34 28 13 101 49
Al 63 9 35 9 30 14 3 1
S A 16 2 9 2 5 2 4 2
BRI e 51 7 22 6 14 7 31 15
EITHL 45 6 19 5 13 6 16 8
A AERAL 42 6 20 5 10 5 21 10
BRI AL 1 0 0 0 0 0 1 0
Mt 713 100 383 100 212 100 206 100

T2 20172019 FELRIFAFAFHARIGHZIBEMAILERNR

Table 2 Number of acceptance and approval for new traditional Chinese medicine registration from all types of applicants

from 2007 to 2019

TS

Bk HR

1 HIEA

HEAHIEA

AR

HIEN SRR HEHER BPA fitdE BN A e BPRRL it AR REE iR BPRRL it

x  wME WM E OE% X W M ® R X WO R %
GASE 146 285 99 20:1 35 112 163 43 1511 26 29 33 15 11:1 45
Al 132 210 95 16:1 45 28 38 25 1411 66 101 145 5 14:1 34
o4 35 39 o111 28 30 39 15 13:1 38 3 3 1 10:1 33
ZEM 9 1 4 12:1 36 5 5 4 10:1 80 4 4 1 10:1 25
R e 22 63 30 29:1 48 14 23 9 16:1 39 31 55 23 18:1 4
=gilti) 19 39 24 2111 62 13 15 9 12:1 60 16 19 71201 37
EERR 20 35 13 18:1 37 10 15 7 15:1 47 21 36 12 17:1 33
BRHARBR 0 0 o — — 0 0 o — — 1 3 33001 100
FeAbHL
Hit 383 682 276 18:1 40 212 298 112 14:1 38 206 2098 112 14:1 38
—: THE: FRFA

—: no data; same as the below
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51 BN, MBI E N, K2Rt
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2 511 3 41 IND Hig, SI3RETE.

B — B 2R 5 M 4l 4r Sy IND Al
NDA iX 2 ME:, 450K 3. v, 7£ NDA B
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AL, TEE A, BB SRR s
WFR BT D, 2007—2019 AL FHIFR BT 2 58
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%, ulh 23, 124, PR AL IR T .
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Table 3 Applications and results of CDE’s review for new traditional Chinese medicine registration of various stages from

2007 to 2019
(LA PN
HIi A A 2 HEHEA HEHEZ/%
IND NDA IND NDA IND NDA
o o4 159 126 80 19 50 15
R A 188 22 92 3 49 14
e S o\ 14 15 24 4 47 17
S A 11 0 4 0 36 —
BHIF R e 61 2 30 0 49 0
BT R 38 1 24 0 63 0
R 35 0 13 0 37 —
BREAR B A O 0 0 0 0 — —
Gt 507 175 250 26 — —
51 HIEA
HiE AR A M A/ HLHER/%
IND NDA IND NDA IND NDA
Zre Rl 73 20 30 13 41 14
R A 35 3 25 0 71 0
Al 22 17 13 2 59 12
ZE A 3 2 2 2 67 100
RBHIt Bt e 20 3 7 2 35 67
EITHL 12 3 9 0 75 0
AR 14 1 7 0 50
BRI L 0 0 0 0 — —
it 179 119 93 19 — —
et g A
HIil AN AY ZHEIME /A HEHER /%
IND NDA IND NDA IND NDA
e o4 19 14 11 4 58 29
R Ak 93 52 45 5 48 10
Al 2 1 0 1 0 100
ZE 3 1 1 0 33 0
BB B 30 25 17 6 57 24
EITHL 7 12 4 3 57 25
R 22 14 12 0 55 0
BHHEAR RN A L 3 0 3 0 100 —
il 179 119 93 19
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XA M H s AT R A S E R (A
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IR RE N EURZ M 3 NMEm, HHE S TR
FHX; HrEE. HMRAEAST F I I HEA SR 8. 9
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VENBEA B SR IS 1 R iE RIS HE .
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o DRI, AN R 26 G 1 35045 B 245 B i R AR M 52 )
0, EPEHEATRE R R B AR, B E NS
HIE N XA TR A R E TR
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e HE N R R AR IX 3 SR DA R WA IR HLA
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TR, ST IS 24 B 9 FE 26000, 5 MAH il
FEMGR S BT, 2B 25 B s AT REAN S
AT AR I % 1) 3 B, AL HE RV B Bl A 1 S B A%
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Table 4 Composition of applicants of Chinese medicine registration from top 10 provinces/municipalities of Chinese medicine

registration from 2007 to 2019

SZaERM

WERARNE AR

el SRR BRI BEERT

HigAN  HiE aal

8 5% 8 5% R b Ee% R S ER% BEE S E% B S E% B S H%

ALHRIEAN 1 dbm 17 23 34 46 4 5 1 1 0 0 10 14 g 11

2 VP 36 59 17 28 1 2 0 0 5 8 1 2 1 2

377K 14 30 17 36 2 4 1 2 5 11 6 13 2 4

4 BRpE 10 24 25 60 1 2 3 7 1 2 1 2 1 2

5 WE 17 46 15 41 0 0 0 0 0 0 2 3 8

6 Wt 31 86 2 6 2 6 1 3 0 0 0 0 0 0

7 kB 5 15 20 59 0 0 0 0 3 9 4 12 2 6

8 Wi 1 3 2 6 0 0 0 0 1 3 9 28 19 59

9 HHK 9 30 g 27 8 27 0 0 2 7 0 0 3 10

10 Pl 15 52 7 24 1 3 0 0 0 0 0 0 6 21
$%A,$W?%ﬁiﬁ%%ﬁﬂ WA ArEdl fEAr mERR EITHE BB AT
PR B/ % R S E% R S E% AR A E% B S % R S E% R S E%

EIHEAN 1 75 30 63 4 8 7 15 0 0 4 8 2 4 1 2

2 dbk® 7 23 7 23 6 19 1 3 0 0 1 3 9 29

37K 120 52 3 13 4 17 0 0 3 13 1 4 0 0

4 U8 47 5 29 1 6 0 0 0 0 2 12 1 6

5 R 7 47 5 33 1 7 0 0 0 0 0 0 2 13

6 WE 12 86 0 0 1 7 0 0 1 7 0 0 0

7 kil 3 21 5 36 3 21 0 0 2 14 1 0

8 WiE 10 77 0 0 0 0 0 0 0 1 8 2 15

9 PR 7 54 0 0 1 8 0 0 2 15 2 15 1 8

10 #mT 5 42 4 33 1 8 0 0 2 17 0 0 0 0
$%A.fw?%mf%é%ﬁﬂ WERAE Al fEM @& BTN BB
PR S E% R % R S EG% R G E% R e R S EE% R i b/%

BEHIHA 1 dbm 2 3 33 53 1 2 0 0 2 3 4 6 20 32

2 IS 11 20 45 0 0 0 0 12 27 3 7 1 2

3R 6 23 19 73 0 0 0 0 0 0 1 4 0 0

4 Ef o0 13 65 0 0 0 0 315 3 15 1

5 RE 1 9 50 1 6 0 0 1 6 1 5 28

6 BeF 2 13 10 63 0 0 1 6 2 13 0 0 1 6

7 WWEK 4 29 0 0 0 0 1 7 2 14 2 14 5 36

8 M 1 7 6 43 0 0 0 0 1 7 1 7 5 36

9 T 1 10 7 70 0 0 0 0 0 0 1 10 110

10 #HL 2 20 220 1 10 0 0 5 50 0 0 0 0
W, SEIBCRR RIEF m/ER . EEIF LRI LL IND A3, NDA H/b. RS HiES,

3.2 BRMEREERIPHHARIELEITFHHIFER
AR R 253 2 S 44~ IND Al NDA iX 2
ANBHT, fEMSLHES, PSR, R

ANVAF RS & AL, BHREE T, mAER A

LR a RN BN AL HE I B B IBAKE, B
FiflE % B2 5 IND Fl NDA [ HE I 21
2o ML ERIGNIBEA, Phnrae 2 B 5
W5 B vE TR e AR N 5%, A
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