P7P700072770°070707070°070727070°0707

(1111 “IIIIIIT] "0 Tumor-Agnostic[l] “0O [ "0 Pan-tumorIIIIT] “M0o
T T T T T T T T I
T T T T

[T ‘1

EERRRRRRRNRNNNRRRRNRRRRRRRRRRRRNNRRRRRRRRRRREE]
(I cell and gene therapy, CGTIIIIII

good clinical practice[] GCPITIITTIITIIIII InternationalCouncil for Harmonisation
of Technical Requirements forPharmaceuticals for Human Use, ICH

(LTI

DD DD DDV PVV7777

O T T T T T T
O T T T T T T T T T

O I T I T I T T
IRRRRNRNRRNRNRRNRNRRNRNERNRNERNRRERNRRERERRENEEE




O T T T T T T
IRRRRNRNRRNRNRRNRNRRNRNERNRNERNRRERNRRERERRENEEE
[ITITTITTT

pharmacokinetics[] PKITTTTIT] pharmacodynamics[] PD
QI T T
INNNNNNRNNRNNRNNARNRNNEEN

NERNNRNRRNRNNRNRRNRNNRNRNRRNRRRRRRRNERN
O T T T T T
OO T T

DPVVVVVIVVVIVIVV?I?

O I T I T I T T
O T T T T T T T T T

NTRK

NENNRRRRENNNRRRENNRRRRERRRRRRENRRRRENNRRNREN]
randomized controlled trial[] RCT

OO T T T T T I T T T

I MSI-H/dMMR

PK/PD



O T T T T T T
IRRRRNRNRRNRNRRNRNRRNRNERNRNERNRRERNRRERERRENEEE
(TIITIITITITTIT I

PP DDV VIVV?V?

RCT
[T single arm trial] SAT
SAT

SATTTIIIIIIITIT
(T Cut-off
[EENNRANNNARNNRRNNRARNRRRNRRRRERAREE] CMDE
T
277777777727




O T T T T T T

O T T T T T T

O T T T T T T T T T

i ddddds

I

Pan-tumor

Pan-tumor drug

Pharmacokinetics (PK)

Pharmacodynamics (PD)

Randomized Controlled Trial (RCT)

Single Arm Trial (SAT)

Companion Diagnostic

Biomarker

Good Clinical Practice (GCP)

International Council for
Harmonisation of Technical

Requirements for Pharmaceuticals for

Human Use (ICH)

m

I
HERNNRNNRNRNERNDE
NERRRRNRRRRN
(LTI

0

(T

HERNNRNNRNNRNERNNE
(111

I T
T
0

T
(CITTITTTTITTT T

T T
T
EENRRNNNERN

I T
T
10

I TITTITT
0

I

" (Tumor-Agnostic)



nni 10 o

naning Cell and Gene Therapy (CGT) ERERRRRNNNNNNANANE
1
?77?7
IO T T [EB/OL].2023[] 3]

.https://www.cde.org.cn/main/news/viewlnfoCommon/9f0c25dee6ba6781af80 9b36cf682eb6

[EB/OL].2020[] 12[] . https://www.cde.org.cn/main/news/viewlInfo
Common/2a6d7894c0ee2aaa37fd1lca8e941cdab

SO T T I OO T T
[EB/OL].20 20 12[] . https://www.cde.or g.cn/main/news/viewInfoComm
on/e303bd3deb01db072c7b37cd46195a67

AT T T O [EB/OL].2021[] 11].
https://www.cde.org.cn/main/news/viewIinfoCommon/ef7bfde96c769308ad080bb7 ab2f538e

SO T T T [EB/OL].2021[] 12
0 . htt ps://www . cde . or g .c n/main/n ews / view InfoCo mm o n/321 ca4648e2e2dfc8ac
05e9ba28d6ded

ST T [EB/OL].2023[] 3[] .
https://www.cde.org.cn/main/news/viewlinfoCommon/ee059cel189bfd770522ebbb8b5b78023

Revision #2
Created 2026-01-14 23:52:18 UTC by Colin Wang
Updated 2026-01-14 23:56:29 UTC by Colin Wang



