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Abstract: New compound preparation of traditional Chinese medicine (TCM) is the main category of research and application of new
TCM. The new compound preparations of TCM that have not been approved of investigational new drug (IND) from 2005 to 2020 are
as research objects. The indications, prescription source, dosage form and production process are reviewed and main defects in
pharmacology, toxicology, clinical trials, pharmacy and synthesis are classified. The results showed that: (1) According to incomplete
statistics, the total number of IND applications for new compound preparations of TCM from 2005 to 2020 was 895, among which 369
were not approved, with a disapproval rate of 41.23%. (2) There were some differences in the IND disapproval rate of new compound
preparations of TCM with different therapeutic areas, source of prescriptions, dosage form, or production process. (3) The analysis on
reasons for disapproval of new compound preparations of TCM showed that 75.88% of disapproved cases were due to pharmacological
and toxicological defects, 34.08% due to clinical defects, 22.19% due to pharmaceutical defects, and 32.80% due to comprehensive
defects. (4) For disapproved new compound preparations of TCM due to pharmacological and toxicological issues, the reasons for IND
disapproval and main research defects were mainly on aspects of pharmacodynamics test and models, toxicological test quality control,
and the selection of toxicological test. For disapproved TCMs due to clinical issues, the disapproved reasons mainly were clinical
positioning, prescription, and disease mismatch. For disapproved TCMs due to pharmaceutical issues, the disapproved reason focused
on the extraction and purification technology. The retrospective analysis of unapproved new drugs in IND can provide useful reference

for research of new compound preparations of TCM in the future.
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Fig. 1 Indication distribution of IND applications for new compound preparations of TCM from 2005 to 2020
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Fig. 2 Prescription sources of IND applications for new compound preparations of TCM from 2005 to 2020
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Fig. 3 Dosage form distribution of IND applications for new compound preparations of TCM from 2005 to 2020
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Table 1 Production process of IND applications for new compound preparations of TCM from 2005 to 2020
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of TCM from 2005 to 2020
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Table 3 Main defects involved in clinical study of IND applications for new compound preparations of TCM from 2005 to 2020
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IWNRATE S IR NS R R EA R K
S IBIFREA B 5E o
333 JFUEAXTR AR B R R K B R S R
fAsal B g RREEN, RPAE Y
WM E ARG . R 78 4 R SO R 2
Mg, UMM YA J5 . S PHERIEIN T
HHG—, DURIEAZC, BT 20504,
FR AR TR AR, T B HRGET 2 O
Tt . ket T8 . dhabh, i
Rl WHL R ERE e 5 B RANE. IHes f 2
LRI R N, 1697 M LA 3 77 B4 DAV A
NEL, TZ A ThEE G AL . SR B, J7
25 5 REAXT B o
34 SRAZFHNENEEZSFESHT

245 T EZREEW R T2 sl 2
EVERFFT 3 K28 8 PRI R, WK 4.
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£ 4 2005—2020 FEFEEFHZ IND SR AZNEEREBR

Table 4 Major defects involved in pharmaceutical study of IND applications for new compound preparations of TCM from

2005 to 2020
REFRHE  hK B AR o /%
T &7 9.1 TLZBEEPRIEA RS 5 1.61
9.2 WRMMIE. KIFE LE A G 15 4.82

9.3 1R, gtk TZHAA RS 40  12.86

9.4 ALY BB L ER AT, 5 1.61

FUEREHIIE 101 FUEEHIBE, RESL AR TR bR 7 225
102 FESFINZ AT AN, Btz 18 5.79

103 A2 RIS P bRk S AR B iR g4 RA G 3 0.96

FOGEVETTE 101 AT A R R, BRSNS s R IE AIRE A 17 547

SE MBS

HH3 4 AT, 24520 TH 1) R R A RO,
DUBREL. 4ifk T2 HMEEEZ, RN OF
TREE 2t 5 DR E VR A S A AUy @
2R TR T B R AR bR IR Y O KL
W BB A A I SRR SR T 2 R
HIFVHEATBR A, AN ARG 25 L 22 R 4 S A
YIS AT LU T, AL T A BT .
SZ A B 25 AN @284
SREAIRR AN AR Z TR, KX 2 Fp T 284
HATHEERE TS HAh, SR RS
B B A5 I E A R

M 4 e E B FERIGE, B2,
B BB A, K2 MMESREG, TR IR AR
% 1 ) 4k S F 90 5235 . 2020 4 [F 57 24 5 B B )RS
CDE RAG T (R 258 Z5Ht A5 M B 25 50 S HoR T
FEN GRATOY (2020 45 37 ) 151, EExfrzd
B FE I RIS . I ARG AT Al BT ir
Al K b JE A T S B B R e U 2 5 R A A
FHEHIEARTIR . 25520 7802 Bl B 250 72 AR 1)
R TR S HE I B R o s R R P R R 25 22 5T
(1) 32 B H (2 NI PRI ISt 2 4 B i AR e
FRRE it DA A2 I R 8 P 2

R IND W5 T 2510 3 B e s [ 2
LN A D, B, RERR AR
WAL T . AR AR T A T E )
TR RN T e Ak T 2R A R N 2R B R R
FME R, eI T2 BB My
MR, FHAE—ERE FuE T e aert i a
RME 24 T2 25 REAT I R F 25 2056 72 e ORI

R A DR L X 2 i e e R AR R o e
FIARIBCRIR T IR 25675« A J5 i 22 MO $REX
FER M NFRIFE RIS PRI R, (R T 25
BRI A, A SRR G387 &4
KISH—EA RN, A 45 -G SCHR 7R T i 56
At 5 18 B B EUE R 3 B I N3 2 38 S 7 P B
21, CHERIRIEL T P IEAM I R T Re A —
MR E . AR EUENE. F, EES
ZyRpPEsee A PR R 3, BANRE
HebR 5 5238 W 1 Kk
35 BREGHFENEEHRES T

SR T E R IGW RG V@At FIBLIEHE
KRR e, FERIN: OB 4RFE
PEOA BT W 22 MR (7.07%); FE
RERFIRBATIES 5 25 5 DUIRISE 25 2510 Lt
o @QFIREFESTMEANT 5. A SFECN 16
A (5.14%), T 1~3 % L2 45 24 (157 AL 1% 46 nH g
Fs RATRITBIIER 258 2], B2 NIE T
BRI #S BT IRSE,  nREAF1E Rl e If i iR AT
SR RS o« @) iR TR 58 B 55 1] . 5 22 74 A
i A (23.79%), AR GERHE) TE R . ARV E
IR TORIBLE R L, B PP SEat; FHRZER S
BRI —8. BORNE R

SR DB ANG BUGE B B 0 R S IR B B A
KIFEMNE, TEGEHNEE. PR s, BEEA
M AREEREEE NS 2SRRI itk B
TR T S AR VR R B SR o PRAIE F AR PR A AR
KHFRERE L. 528 M. 2990 & K,
RIGTH 2, W0 R IR A v 8 AR 4h 5 1
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P, AN, eSO R
3.6 ERBEFTPAHETMY IND HRIEEHRE

AR FEEN L. FM RN, X
2005—2020 FHHZE JH% IND HHE I 3 EE G
BT 7. b ot (R K 2 0] LU A JE
HE T A R LA RS B2, BTN
R BRAE, HAEFTA B AE S KRB RAIREBA 52 .
LA A 2 AU 2 PP AR AR R — A
R TEE IR

2R T2 IND WP iR WA AE S DA R
SRALAE S AR F B, RS — e A RERIETT B
I RIS AR B Z0F 0 FERL A [ A7 L R R
B2, MEDATE IR FR A 1 A R P ad i b 78 Bk}
6 A M T T AR IR AR RSS . ERTH (24 i
WHE R SpE) RIS, IND HIFF0AE7E BB e 5 b
WA RE AN 7 AR B . i mh 2552 75 3 25 1 24 300
WFRAETEBRBERT, AT RE LA 7840 I R B X N
R&WAE KR, KR RIGRIRR . HE T H
25 25 2T 5 1) K8 43 e B AT AR I AR 3K 56 9 (1) 56
o GRS 77 2 n DAL G RS0 B s v nl 5 il 4
WE Tk R AT S BT 2% .

2P VRS AR B PP G IR 2R A 2
Bl W 7E HI3E R AT 52310 . 2016 4 LLRT,
g2 IND 250 BORER 545 5 BT vr
AIELRAEZE TG )L, KBRS 255 7781 %5 IND #8T5
BN 2T T R AN AR TR . R 23T 21 RIS
R — AT, R R R
ZARE WA, HH IR & KT U 5t mT DA
HEAT IR PRIRES: DA PRREG SKIF B 37 24 1) 22 4 PR AT
AR, Fr 2SR T 78 AT LR IR R 56 i A
HSER. 2016 4, CDE & H H 2537 245 1) 24 22t 5
“COBTBESR”, Mb)E, TEHTZ IND B
IS FEH 40% L R RN 90%EL |, #7124 IND A
v B R P ) 25 N AR B R D
4 4B

WAESSG T, IE 2005—2020 4 IND H124
T2 895 Ao Horh, AHEUEIG AR BRI I i
369 >, AHHER N 41.23%. AT 4 AN J7TH R E
TR e AR IE: FR R A SR v (08T 24 S Ak AT T [y
B, @RER: (D MWERMREE, HiEHTARE
NERE () 2 25 5 7 B A AEZRAE 33%~60%. H:
W, A TR SO S I ORE T 24 ) AL
REE: () W RIEE, BAEBREANHERT

It PR 22 3 77 M5 P ol 7] B AN L v 32 A, 40 il o
38.48%. 34.96%; TEHIT T KIAMMERK &, N
60.53%: (3) MWHTZRIFIIE, BRLR. Al &
PN &5 [N | N 3511 N U= S [N S [ S i

PIARAE RN T 40%, 10 B 770 1 A REHE RN

100.00%; (4) W= T 2E, M5 T MM

HER N 35.96%, ARSI T Z AP AR Oy

70.00%, FEERAAL T2 M ARHEZRN 47.56%.
AR 2005—2020 4 IND H1 258 7 #i25 (311

AN R FBREEAT T, SR B

(1) ¥ RGP RBREE ) i A B 2, 5 75.88%,

NS SR e RSO I A AR RS

000 H IR EERIAI Z s (2) W R PRSP IR &

5 34.06%, IGAREN . JTUEX B BEAE N A 5055

7 HIERBA R 2 s (3) ¥ R 2 2 R A I A o

22.19%, LZMEFHRBEIMMEZ: (4) WALE

R PE ) SRR 32.80%, IR AL X B

RGO T TR AR
25 LR, A SCHHRE 2005—2020 4FIlf R IR

FHTE AR SR th 25 7 25 I AR 0L . 32 BB

BEAT T BB, s R LS TG 25 5 778 24

BRI A4 .
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