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Human Embryonic 
Stem Cell Research
（MOH/MOST）
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Interim Measures for 
the Administration of 
Human Genetic 
Resources(MOH/MOST)

Policy, National Regulation Related to Human Genetic Research

* The Ministry of Health (MOH), The Ministry of Science and Technology (MOST)
China Food and Drug Administration (CFDA), National Health and Family Planning Commission(NHFPC) 

2007

Regulation on Ethical 
Review of Biomedical 
Research Involving 
Human Subjects (MOH)

2009

Regulations on 
Clinical Use of 
Medical Technologies
（MOH）

2010

Guidelines for 
Ethical Review of 
Drug Clinical 
Trials (CFDA)

2012 2015

Regulations on 
Stem Cell Clinical 
Research  (Trial)
（NHFPC/CFDA）

Notification on Self-Evaluation 
and Self-Correction regarding 
Clinical Stem Cell Research 
and Applications
（MOH/CFDA）



 The first regulation for the 
administration of human 
genetic resources was 
published in 1998 by then-
MOH and MOST.

 The Updated Regulations 
on the Administration of 
Human Genetic Resources 
(draft) was published 
based on the first policy in 
2012 by MOST.

Policy, National Regulation Related to Human Genetic Research



 Ethics Guidelines of Human Embryonic     
Stem Cell Research, 2003, MOH and MOST

-- To prescribe the basic principles that should 
be followed in carrying out human embryonic 
stem cell research, including scope of 
research activity, research content of embryonic 
stem cell that should be allowed and forbidden 
to carry out, “Informed consent” and so on.      

 Regulations on Clinical Use of Medical 
Technologies, 2009, MOH

-- To establish medical technology access 
and management system, stem cell 
transplant technology was grouped into 
category III medical technology, which 
included technologies considered as risky, 
ethically controversial and in need of clinical 
verification. 

Policy, National Regulation Related to Human Genetic Research



 Regulation on Ethical Review of Biomedical Research 
Involving Human Subjects (Interim )

-- Enacted by then-MOH in 2007

-- April 30th, 2014, the NHFPC 
published a revised version on its 
website to elicit comments from 
the public. 

Policy, National Regulation Related to Human Genetic Research

-- It aims to:
1) Improving and strengthening ethics review and inspection 
system;
2) Improving ethics review principles, protocols and other 
measures.



SFDA/CFDA’s Regulations on Pharmaceutical 
Industry (ethical review related, some highlight)

Policy, National Regulation Related to Human Genetic Research

-- Chinese Good Clinical Practice (2003)
-- Guidelines for Ethical Review of Drug Clinical Trials (2010)

-- ……
-- Guidance on Multi-sited International Drug Clinical Trials 
(Interim) (2015)



 Regulations on Stem Cell Clinical Research  
(NOT Trial), 2015, NHFPC and CFDA

-- The main responsibilities of stem cell clinical trial 
research unit, ethics committee, expert committee and 
national and provincial health administration and food 
and drug regulatory authorities; clearly stipulated the 
declaration and record of stem cells, clinical research, 
rights and interests protection of donor and subject, 
report, supervision and punishment. 

 Guidelines of Stem Cell Preparations Quality 
Control and Preclinical Research(Trial), 2015, 
NHFPC and CFDA

-- For stem cell products quality control (collection, 
separation, and establishment of stem cell lines; 
preparation, inspection, and quality research of stem 
cell products) and preclinical research (the research 
and evaluation of stem cell product safety and 
effectiveness in preclinical stage).

Policy, National Regulation Related to Human Genetic Research



Policy, National Regulation Related to Human Genetic Research

An international regulatory landscape regarding 
human germline gene modification

Source: Araki M, Ishii T. Reproductive Biology and Endocrinology, 2014, 12(1): 108.



Policy, National Regulation Related to Human Genetic Research

China
Using human egg plasma and nuclear transfer technology 
for the purpose of reproduction, and manipulation of the 
genes in human gametes, zygotes or embryos for the 
purpose of reproduction are prohibited.

The 
UK

Reproduction is prohibited when using gametes or embryos 
other than a permitted egg or sperm or embryo: (a) from the 
ovaries of a woman or testes of a man (b) nuclear or mitochondrial 
DNA has not been altered (c) no cell has been added to it other 
than by division of the embryo’s own cells.

At present, clinical trial proposals for germline alterations will 
not be accepted by the Recombinant DNA Advisory Committee 
(RAC) of the National Institutes of Health (NIH). The Food and 
Drug Administration also regulates the clinical study.

The 
USA

Source: Araki M, Ishii T. Reproductive Biology and Endocrinology, 2014, 12(1): 108.



Publications in the field of genome editing
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Funding related to human embryos and gene editing 

 According to incomplete statistics, the research funding for stem 
cell fundamental research is 2 billion RMB (about 300 million 
USD) in the previous five years.

The National 
Key Scientific 
Research 
Program: 0.93 
billion RMB

National Natural Science 
Foundation: 0.11 billion RMB

State 863 Project: 0.11 billion RMB

CAS Strategic Priority 
Research Program:  
0.92 billion RMB

International Cooperation 
Project: 0.04 billion RMB



Overall arrangement on genome editing in next five years (-2020)

Stem cells and 
translational medicine

Development and 
reproduction

Synthetic biology

 Using genome editing to 
establish animal models for 
development and disease 
studies 

 Synthetic biological 
elements for genome 
editing tools

 Applying genome editing 
technologies in stem cell-
based disease modelling 
and somatic stem cell-
based gene therapy 

Developing new genome 
editing technologies

 The future R&D plans related to genome editing will be funded 
by 3 scientific projects.



 In the next five years, there will be 2.7 billion RMB 
(400 million USD) funding for stem cell research in 
China, 10% for gene editing. 

Funding of stem cell research in next five years (- 2020)



“Both the Chinese scientists and government
are aware of the pros and cons human gene
editing. CAS scientists have organized panel
discussion meetings and coordinated with related
government agencies for regulatory policies on
this issue. We would like to work together with
international communities for the proper
regulation and application of such technology. ”

-- Chunli Bai
President of the Chinese Academy of Sciences

Suggestions from CAS and Society



Suggestions from CAS and Society



 Assigned by China government, CAS has organized
several meetings to discuss about human genomic
editing and the proper use of human embryos in
scientific research, participants including Chinese
leading stem cell biologists, the major funding
agencies and other related government agencies.

Chinese Society for Stem Cell Biology has already
communicated with ISSCR and other societies about
the human gene editing.

Government agency is collecting suggestions and
comments for genome editing for the guidance of
regulatory policies.

Suggestions from CAS and Society



Thanks 
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