“assaa# Drug Evaluation Research 4255 1145 2019411 B <2125 -

[ ]
ARBEMT, (RAEMRTT FRMRAREAMFER L R

XEZE"2 JHRE"?, R

L R T e R VA el RIS 300193

2. REHEG & WA R IR BRI A G, REE 300301

3. bR AT AR I R IR I EOR BT, b5t 100700

W OE: MRRIT AT 2 BT AEY R UEUR R SRl AT — . AR T T R I B B IR T
EAALY ORI A SRR A S o IO 0 7 e s NG N e o 7/ 70 Nl O o s = AN T T T S 1 P N7 ) i ot e A
PR ISE R 8 B A (E M T I R T o SR AT T = SRR I I AL 10 S KEEEE, Wik T RE R R 3 KER. &
Ja. Rkl BURSRFE ISR R W, (CEFAIMRIRTT PRI R R, B H R R A A = R R R 1 A R 3
MHW: —RERAMEITIRERE TR R R SRERBEGR SN, AU ST R A 2 R0 o 0 5 )
Tl 5 JE VR A R 3 7 B PRI 25 1 il s — R BRI R A, B A L 7 B R Y 7 BRI B 4 4T

FEER: ANMRIAYT s AR PERS: INERRY B BiRER: Bk SE

HPESES: R26 XEkFRERE: A YERS: 1674-6376 (2019) 11-2125-11

DOI: 10.7501/j.issn.1674-6376.2019.11.001

Developing regulatory science for advancing normative development of cell
therapy products and technologies

LIU Changxiao'’, YAN Fengying"’, CAO Cai’

1. Tianjin Research Center of New Drug Evaluation, Tianjin Institute of Pharmaceutical Research, Tianjin 300301, China
2. Tianjin Binhai Research Center of Food and Drug Regulatory Science, Tianjin 300301, China

3. Beijing Jiutai GCP Union, Beijing 100700, China

Abstract: Cell therapy (including stem cell therapy) is one of the fastest developing and most advanced fields in biomedicine. Cell
therapy products are biotech products that are derived from stem cells, tissues and organs grown in the lab and injected into patients.
Based on the analysis of the situation abroad, it is necessary to strengthen the preparation and clinical application of cell products.
This paper puts forward five key elements of the regulatory science of cell therapy products and technologies, and analyzes the three
shortcomings of China's development. Finally, in order to strengthen the construction of laws and regulations, policies and scientific
supervision system for promoting the development of cell therapy industry and technology, authors put forward three scientific
suggestions on the development of cell products and technology applications. First, develop the top-level design idea of cell therapy
regulatory science; second, under the guidance of development policies, the principle of cell product research and development
system and quality standards is the foundation of industrial development and an urgent task; and third, to reduce the risk of research
and development and define the main responsibility of cell products and therapeutic technologies.
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