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Analysis of pre — marketing and post — marketing clinical pharmacology studies in

conditional approvals for oncology drugs in China and the United States
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Abstract; Clinical pharmacology research is a crucial component in the
evaluation of new drugs, as it effectively reveals the drug’ s metabolic
processes, mechanisms of action and safety profile. The conditional
approval policy typically accelerates the approval process based on limited
clinical evidence, which often results in more simplified pre — marketing
clinical pharmacology studies, shorter development timelines and smaller
sample sizes. Oncology is the therapeutic area with the highest number of
conditionally approved drugs, balancing the pre — marketing and post —
marketing clinical pharmacology studies requires attention. This paper
provides a comparative analysis of the pre — marketing and post —
marketing clinical pharmacology studies for conditionally approved
oncology drugs by the National Medical
(NMPA) in China and the U. S. Food and Drug Administration ( FDA) ,
highlighting the research patterns for different drug types. The study finds
FDA  generally

pharmacology studies, particularly in special populations ( such as

Products Administration

that  the requires more comprehensive clinical

patients with impaired liver or kidney function and pediatric populations)

and drug interaction studies, while the NMPA’ s requirements are



1632

v T R 25 PR gk R

a2 H I 2026 4E6 H (KA 457 1)

relatively simplified. This paper aims to provide insights for the development of oncology drugs in China and discusses

the implementation and requirements of clinical pharmacology studies in the development of new drugs under conditional

approval.
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Products Administration; U. S. Food and Drug Administration

BAF 25 71 80 o 1) R A 4 3R 22 A [ G R ML X i
Xof Rl B i DR o 3K Sl 24 W B T i R —
WU 2 i A . KRB0 RET AR B
PRI DR TIE 948, $ W AL 0 25 A BT, OF SR 2 A
BT R AR ST RO ST, W TS A E 1 SR S
B O W AL E Bl X — B A AR T 2 Y
F 5 F0HE e A 39, 10 A5 B 245 ) me g S L % AR
Ho FEE MM B E M) (U.S. Food and
Drug Administration, FDA) B2 F 1992 4F#EH T
Jin 34 L U (accelerated approval, AA) "I, Y24
CIzAT 30 R4, [ Y B A% 1 it o R i AP
B, 2017 210 A 9 H, hap e AT B 5
B 0 T A 1 €06 T R Ak o DT HF 4 ) EE ek PR 5
il 245 it T A PR B BT B R L) B R TR 4%
PEREAE BT R RE S, R 3 T 3R B O 0 o UK
(HR R . FF B 2019 4 (25 dh 45 31 k) ) A
2020 4EC 2 LN ELIN L) T B B A R
I TR 0 1 2 1 S

I A 24 B2 I 52 45 SRAE Sl AR 24 il BT Rk 2
R Z — , 0 BRI R RN G 2 R 82 P R RRIR N
P 25500 52 55 2 D7 T IR ARG, A B T I 58
G R RCR A EE . FDA TR lim IR 2 B2 fF 5
PIFAR FPFEOR EE B U B P IR &
TEITAER B BT 25 0T A (934 22, Wi PR 24 B F o
FORBOR B WG o X T B S5 AFHEE 0 7= i, 14T
A AN TRV Wi R 92 Tk 4f A BIR i PR 24 32 5 T
I HEAT WIRLE LA BRI FE N 280k SRR 24 Bl
TR 25 W 35 o XU TEA 19 AS W o M R (75 8 %
) P 7T

AR S 3 XoF v [ ) 52 24 o M 4 B ) ( National
Medical Products Administration, NMPA ) DA & 3
FDA 5 St B 2% 74 it v BOOR DL Ok 2= 2022 48 1 (1]
BiF 2% PRt B i R 25 0 Y B TR M2 BT S i R 2
P WF T N 22 HEAT IR BE 40T, B 2 A 20 v 56 B 2% 1
U HET IR 25 W) TE B T IS Y I DR 24 B A AF 5 22
SRR L DI Sy e 6] B 2% 474t o 470 i 983 245 9 i IR
i NSRS G I PR 245 32 T R 1Y
G 1T BB R

ABETTIE

1 SRR

FDA [ 1992 4 JF Iy S it sl L HE BUR . B2
2022 4N, AR TR SO L vE 291 Tiifh 27 2 it
A=Wyl it (14035 LRE , G rP B B R 58 AE 7 LU B g a8
68% , 3t 198 T, B 155 &0, A B e 254
AR PEH AL, FDA T 2017 4R A7 1 i 8 b g
( Oncology Center of Excellence, OCE) , W5 953 24 #7
W R ZAERITT, 2017 AR LK ARAT Ik 4t o ) 470 i
FAZGE B I 7T 25 A A BB, A BT TN A
FDA B 1992 4 St finn o ik o - 4f 28 2022 4 12 H
31 S E] A AT R 12 24 i S AR il o

[FJEE, NMPA [ 2017 45T 4R R 2R 5 BR AT 4% A At v
UK, 2 2022 4F 12 [ 31 H 3% [ B 45 AL E R 7™ 5
FAE SRS I ST AT AR 25 ) | I P 2 W) 51 O
T RTF 2 19 55 b Bt I 8 245 4 LA K ) A Aol B 2 BF
REBIE UM 258 % T4 RER 4y Ba b i 117
DA e 5 |2 22 [ PN ) 7 i ) 8 4 B AT JR I R R, A
REVHERA S W R A5 A HE R 1 0, g% Hh ) NMPA 1
IIHTAANA 2017 4F -2022 4F 12 [ 31 HI3R[E E N A
b A TR BT 25V E R TS 4

DA 1 v 58 M A8 ALAL) B 2% A7 e o 1 e e 24 B2 R
FHOR A MBI A TF 0 R O B A5 A
[E]Et45 %] T ClinicalTrials. gov £ PubMed £ %4 4% 22 I
SERSCHR , LAKDFERIESE 7 i B B B i o VE A 6

&3

2 MIRAE

H ST A At HE B T b JRg 25 G4 o UL v Y 1
JOLAE 3R I DA R o ) TR i 24 5 S8 1
I , 25 RS 16 UCHE S AR Y I PR 24 B~ BF 5 B A
AN, AT Hh 5 B 28 AL T ) 470 e 9o
25 U HE B IE N . T PR AT AR O Y
BRI , G5 A 0 I o PP 1 1 O v I AE IR AR
BRAESL . A RN i BRAG 2 S5HE S R E , D[R]
I 24 A 22 T A 9 PR 24 BRI S N 2

AHFTNCER B B T 2L i I B AR AL 0 L



Chin J Clin Pharmacol

1633

Vol. 42 No. 11 June 2026 ( Serial No. 457)

TR I ARG B2 T R A 00 . 75w AR 5 LA %
SCHR PRI 2 B E TS P9 728 220 i i R 2 7
ERFFERZEIRLA R b T S5 R 4 B I PR 2 B~
FEER A HE A M v 2 T TS () 2K 25 19 s R 2 1 2
BFFE N A LTS AT A5 00T BRI AN I R 24
PRAERFSE . ARWFTE TR R e 2, R4 A B AR A
RIRTFEGR 52 IR e B0 A, T B4 A
[l R A AHEAT 100% 38 U A, 1 4635 52 BRI
BEIEHEATROE G5 — i S 3T, 20 oh B R 1
DU TR R B IE AR i g B

WA 1992 4R 2 2022 4F (] 194811, FDA &0t
Wi T 198 T iR I8 I A (B SR IR T FDA B 05 M
SN BR S5 F AL VTS B0 ) NMPA. 7E 2017 ~ 2022
A [ FE B A& P o T 41 T PR 35 R (B Sk TR
T NMPA At i it A S R AT PR ) o P
X G A ARRUES AT, LI 1.
2.1 (UNERAOERE R

X F B U E T 258, A S AR

R T REAH DG I R 25 B 5%, ik 2o e 25 SR B
AR . G INHT I LT 1 HR 3R] 225 UK R I R
YA AR (H A 18 RE 22 S BR, W BLA AR 78
BARIFIRH I PG AW ST LA LTS W AE
L [RINHRER A O I AL E U 25 5 SR b FE H 3 o
2.2 HIRHIEHREASTENT R

FDA H5 LAt o 3 237 it PR o D4R 15 4 S8 A 52
TR ARG B ORI ABEIE ., (R I HERR LA
TR DFDA Romidepsin (NDA 208574 Original
2) , A7 IR 24 i PR 0 EH B 2% A v A i R Y
Bz, QNMPA OKFEERAG B iA GRIELEIHT) , HaAT
T SRR RIS (EE TR BLAH

Z55 UL EARE, 99 A BT S R AL EE FDA HEHERY
89 A7 i, NMPA $iEUHERY 24 A7 5o ARIE 259 7 i
SERRE RN 2 AL 028 R A2 ) itk — 250
SR TR Ny TR ) SR BT SR TR R
(antibody — drug conjugate, ADC) 252454 DA M 40 4
J7&. FDA Fl NMPA 7 & U i B b 9 245y 26 3

FDA NMPA
S AR A E
19873 4155
TS e Qs> v

2475
EH R BHFH

v

h 4

5T5

FDA NMPA
BB INE RS [ERY€11 816 D) IR S 1Rz
/16975 /4075
v Cam C # D v
I R — B TN RE
T2T5 1475
4
B A IS RRE B A IS R RE

9775 26351

L 7 dh R

B AN ERE A al

v — A 4

Il PR 245 3 2 WF 5 43 W
894N i

‘ W PRETIR e A

A EEH 144

|

I /Ny L 25460 }4—
’ HuiEF 184 }4—
I ADC101 }‘7
| B S R }4—

24475
L N TR 124
—> kK104
—> ADCH 11
— MHIRITFRIA

1 SElE frdh 2 h B BUR) (FDA) 55 v ][] 52 24 i A A BILmy (NMPA) BE AR AR IR 245 6 PRZG B W I A A2

Figure 1

Product types included through clinical pharmacology studies of conditionally approved oncology drugs by National Medical Prod-

ucts Administration(NMPA) and U. S. Food and Drug Administration( FDA)

ADC ; Antibody - drug conjugate.
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