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Appendix 3: Ministry of Health Procedures for Ethical Review of Human Biomedical Research (Provisional)
Chapter 1: General Provisions

1. In order to protect human dignity, protect human lives and health, follow the basic principles of ethics, and promote the development of biomedicine, molecular biology, and genetic engineering, the Ministry of Health establishes the following provisions.

2. Ethical review is based upon the basic principles of ethics accepted by the international community.  It takes into consideration the current status and future progression of medical, pharmaceutical, health, science, and technology development in China.  It conducts review, and provides conclusive evaluations of medical scientific research related to human subjects.

3. Ethical review is a serious responsibility.  It should be a principled, fact-based evaluation, conducted consistently.  It should rely on expert knowledge, encourage consensus, and seek objectivity.

4. The Ethics Committee has responsibility for second review of the research process, the conclusion, and the thesis content, in addition to its responsibility for review of proposed scientific research projects.

5. The Ministry of Health regulatory authority manages ethical review of human research in all health professions.  The health bureau regulatory authority in each province, autonomous region, and directly-administered city has jurisdictional authority for ethical review of human research.

6. The relationship between the administrative function of the Ministry of Health Ethics Committee for human biomedical research and the local government ethics committees is not superior-to-subordinate but one of professional guidance.

Chapter 2: Scope of Review

7. Scientific research projects to be financed by the Ministry of Health, and scientific research projects with international cooperation or introduced from abroad are the main scope of this review.

8. Mature health service technologies and products accepted in China and abroad without ethical dispute are not subject to this review.

9. Scientific projects that violate national law or regulatory code shall not be accepted for ethical review.

Chapter 3: Informed Consent

10. Human biomedical research requires informed consent from all subjects.  For individual subjects who are not competent to give consent, consent must be given by a guardian or legal representative.

11. For all research involving children, the investigators must confirm that: 

· Children do not participate in studies for adult subjects;

· The aim of the research is to gain knowledge of children’s health needs; 

· They obtain written informed consent from parents or legal guardians of all minor subjects;

· A minor subject’s refusal to participate in the research is respected promptly, unless the equipment or procedure used in the study cannot be replaced by any other equipment or procedure;

· Investigators minimize the risk of harm to children, and balance any risk against the importance of the research data;

· Research of therapeutic efficacy has predicted efficacy no lower than currently available therapies.

12. For research on patients with mental diseases or behavioral disorders, investigators must confirm that:

· For patients who are incompetent to give informed consent, investigators obtain informed consent from a guardian or legal representative;

· Research on therapeutic efficacy has predicted efficacy no lower than currently available therapies;

· The research aim is related to obtaining specialized knowledge of the mental disease or behavioral abnormality;

· Investigators obtain consent based upon the capacity of patients to understand their choices, and that patient refusal to participate in non-clinical* research be respected;

· The risk imposed on patients by any research equipment or procedure be minimized, and not be higher than the importance of obtaining the research data.

13. Provisions of human biomedical research:

· Research must relate to human health;

· Measures must be taken to assure that individuals who participate in the study have sufficient understanding of the research;

· Research protocols must be reviewed and approved by the Ethics Committee, and submitted to the local health authority for approval;

· If investigators are unable to obtain individual informed consent from research subjects for objective reasons, the Ethics Committee should evaluate the research to determine whether accepting the patient without individually signed informed consent is consistent with ethical principles, and whether investigators have taken the necessary measures to protect human safety and privacy;

· If an individual is not willing to participate in the study, the investigator must not take any inappropriate measures to influence or coerce the subject to participate;

· The investigator must obtain written informed consent from each research subject.  For individuals who lack comprehension, written informed consent must be obtained from the subject’s guardian or legal representative.

Chapter Four: Investigator’s Responsibilities

14. The investigator must provide each subject the following information before obtaining consent from the subject:

· The aim of the research, and the procedures to be followed;

· The expected duration of the subject’s participation;

· Anticipated benefits to the subject or others which may result from the research;

· Description of any possibility of foreseeable risk or discomfort to the subject;

· Description of any alternative procedures, or courses of treatment, if any, that might be advantageous to the subject;

· Description of the extent of confidentiality of the subject’s medical records;

· Description of the range of medical treatments or services available to the subject;

· Assurance that the subject will be treated without charge if the study procedure causes any injury or illness;

· Whether any benefits or compensation will be paid to subjects or their survivors by the investigator in the event the study procedure causes death or disability to subjects;

· Assurance that individuals have the right to refuse participation in the study, and subjects have the right to discontinue participation at any stage of the study, without penalty or loss of benefits to which they are otherwise entitled.

15. The investigator should respect subjects, allow subjects enough time to ask questions, and answer their questions.  Investigators should not use deception, threat, or other inappropriate means to treat their subjects.  Investigators may only ask subjects to consent to participate in the study after providing them sufficient information and knowledge relating to the study, and allowing sufficient time for consideration.  Subjects are only considered to have consented to participate in the study after investigators have received signed informed consent documents from the subjects.  When the extent or conditions of the research changes, the investigator must explain the new facts to each subject individually, and re-obtain written informed consent.

16. Issues concerning biomedical research on pregnant women and nursing women.  In principle, pregnant women and nursing women are forbidden to be the subjects of human biomedical research.  There are, however, exceptions for research to protect and promote the health of pregnant women, nursing women, fetuses, and newborn children.  Such studies, however, must not present risk to fetuses or newborn children.

Chapter 5: Subjects’ Rights

17. Investigators should provide subjects reasonable compensation for participation, as well as medical treatment free of charge.  However, the money paid and services provided to the subjects should not be so high as to create an enticement for subjects to participate in the study.  Payments and the medical treatment provided by the investigator must be approved by the Ethics Committee.

18. Confidentiality and privacy protection: study records.  The investigator must establish secure safeguards for the confidentiality of study records.  The investigator must not release to the public media any information related to the subject’s privacy.  Prior to beginning the study, the investigator should fully disclose to the subjects the future use of the research data, as well as the regulatory authority to which the data are submitted.

19. Compensation to the Subjects.  Subjects should receive adequate treatment and compensation for any trial-related injury, whether temporary or permanent.  In the event of death, the subject’s family should be compensated.  The investigator and sponsoring organization or individual must not deprive subjects of this right.

Chapter 6: Ethics Committee

20. The Ethics Committee is established and approved by the Ministry of Health to be responsible for human biomedical research.  The Committee consists of specialists and scholars in the field of health administration, science and technology management, genetics, law, philosophy, biostatistics, traditional Chinese medicine, pharmacy, modern medicine, biomedical engineering, and hygiene.  Specialists in the same field as the proposed research should conduct the ethical review for any project related to human biomedical research. These projects include medical, pharmaceutical and health-science research projects that have bilateral or multilateral international collaboration. The Committee also is responsible for participation in ethics training programs.  Review is conducted in meetings of the Committee. 

21. Each provincial, autonomous-regional or directly-administered-city health bureau shall establish an Ethics Committee in accordance with Section 20.  Provinces that have not met the conditions may entrust ethical review to a committee of experts.

Chapter 7: Review Procedures

22. For projects requiring ethical review, the sponsoring organization or individual must complete the “Application for Human Biomedical Research Ethical Review” in triplicate, and submit it to the Ministry or Health Ethics Committee or the sponsor’s local Ethics Committee.  The Ministry of Health provides the application format.

23. The Ethics Committee should provide a written response within three months of receipt of the application.  There are three possible results: 1) approval, 2) rejection, and 3) approval after revision.  Reasons for the decision are described separately.  Approval documents must be signed by the director of the Ethics Committee.

24. Three copies of the approval document must be maintained: by the office of the Ethics Committee, by the science or technology regulatory authority responsible for the project, and by the applicant.

Chapter 8: Management

25. The following research and associated activities are forbidden:

· Scientific research related to human asexual reproduction (cloning reproduction);

· The use of human embryonic and fetal tissues from abortion or miscarriage, with the exception of placenta from natural birth, in research and development of products.

· International trade in fetal tissues from abortion or miscarriage, and internal organs; 

· Buying or selling human cells, human tissue, and internal organs.

26. Ethical review and management related to internationally-collaborative human medical experiments.  Before Chinese medical, pharmaceutical, or health-research organizations, or individual investigators apply to conduct human biomedical research in other countries, they must obtain approval of the Ministry of Health Ethics Committee and the approval of the Department of National Health Administration.  Foreign organizations or individuals that apply to conduct human biomedical research in China must submit approval documents from the ethics committee or government department in their own country to the corresponding Chinese department, and apply for Ministry of Health Ethics Committee review and Ministry of Health approval.

Chapter 9: Legal Responsibility

27. When a violation of ethical principles in human experimental research is discovered by the Ministry of Health or a local Ethics Committee, it has the obligation to report the violation to the government science or technology regulatory authority, to stop the violation.

28. When violation of the principles of conducting human biomedical research causes significant human harm to the subjects or their fetuses, the investigator should be subjected to administrative and financial penalty.  For serious cases, the matter shall be referred to the judicial system. 

Chapter 10: Supplemental Principles

29. This interpretation of ethical review is courteously provided by the Ministry of Health Human Biomedical Research Ethics Committee.

30. These procedures are effective as of 1998.

Appendix 4: Ministry of Health Ethics Committee Regulations for Human Biomedical Research

1. In order to reinforce the management of biomedical research ethics, to meet ethical standards of biomedical research, and to be responsible for the public health, the Ministry of Health established the Ministry of Health Biomedical Research Ethics Committee based upon “Ministry of Health Ethics Review for Human Biomedical Research.”

2. The Ministry of Health Biomedical Research Ethics Committee is entrusted by the National Health Administration regulatory authority to be the national consulting body for ethical review of biomedical research.  Its professional leadership is guided by the Ministry of Health Department of Scientific Education.

3. The Committee has one director, one associate director, and nine committee members.  Committee members include specialists in the fields of clinical medicine, preventive medicine, basic medicine, pharmaceuticals and medical devices, medical ethics, and law.

4. Appointment and dismissal of Committee members are determined by the Ministry of Health.  Each term is for four years, and is renewable.  To preserve continuity of the Committee’s mission, no more than three new members should be appointed when the terms expire.

5. Administration of the Committee is established at the Center for Ethics Research at Beijing Medical University’s office of Medical Technology Evaluation.

6. Committee responsibilities include:

· To accept the research of the National Health Administrative regulatory authority for biomedical research related to ethical issues and provide consulting and opinions;

· To conduct ethical review of human medical research projects that are funded, and offered for competitive bid, by the Ministry of Health;

· To conduct ethical review of projects related to human medical and scientific research that are funded, and offered for competitive bid, by the national government through the Ministry of Health;

· To conduct ethical review of new medical technology including medical devices and pharmaceuticals introduced from abroad;

· To conduct ethical review of new medical technology that will be distributed throughout the country;

· To conduct ethical review of human biomedical scientific research projects in three forms of private enterprises (wholly-owned company, joint venture, and partnership) and state-owned enterprises located in the territory of the Peoples Republic of China;

· To sign and issue the ethical opinions of reviewed projects.

7. The director or associate director of the Committee convenes working meetings and project review meetings.

8. In the course of project review, the Committee members must hold serious, conscientious, and impartial attitudes towards the projects that are submitted for review, and offer objective review opinions.

9. Committee members shall deliver their opinions of projects submitted for review within three months after receipt of the review documents.

10. Projects that are submitted for review may be signed as approved, and issued, only after more than fifty percent of the members who participate give approval.  The director of the Ethics Committee signs and issues the ethical review opinion for the biomedical research Ethics Committee.

11. The Ethics Committee members should avoid reviewing the document if there is any conflict of interest with the project under review.  Committee members must not quote or reveal research data under review.

12. The Ministry of Health may move to dismiss any member who does not comply with this regulation or who is not capable of conducting the review. If more than two-thirds of the Committee members then vote to pass the motion, that member is removed from the Committee.

13. The Ministry of Health has sole authority to interpret these regulations.

14. These regulations are effective as of the date of approval by the Ministry of Health.

* The Chinese text reads “non-clinical,” but the translator believes it is in error, and should read “clinical.”
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