Drug Clinical Trial Regulations promulgated by Mr. Zheng Xiaoyu, the Director of State Food and Drug Administration (SFDA) on September 1, 1999
Chapter 1: General Provisions
Article 1: In order to guarantee the standardization of drug clinical trials, to make the results scientific and reliable, and to protect the rights and interests of human subjects and safeguard their safety, stipulated the Regulations according to the Law of Drug Regulation of the People’s Republic of China and with reference to international accepted principles.

Chapter 2: Preparation before Clinical Trial and Necessary Conditions
Article 4: All researches involving human subjects must comply to ethical principles in Helsinki Declaration and CIOMS’ International Ethical Guidelines on Biomedical Research Involving Human Subjects, i.e. justice, respect, maximum benefits to human subjects, and avoidance of harms as far as possible. 

Chapter 3: Guarantee the Rights and Interests of Human Subjects
Article 8: In the process of drug clinical trials the individual rights and interests of human subjects must be safeguarded, and the research must be scientific and reliable as well. Ethics Committee and informed consent are major measures to guarantee human subjects’ rights and interests.

Article 9: In order to guarantee human subjects’ rights and interests Ethics Committee shall be set up in the medical institutions conducting clinical trials. Ethics Committee shall have its members from non-medical profession, law and other institutions. The number of members is five at least with different genders. The composition and work of Ethics Committee shall be relatively independent from and not be intervened by any researcher.

Article 10: Before the clinical trials the protocol shall be reviewed, and approved by Ethics Committee with signatures, and then it can be conducted. In the period of trial any change of the protocol shall be approved by Ethics Committee, and then it can be conducted. Any serious adverse event in the trial shall be reported to Ethics Committee.

Article 12: Ethics Committee shall strictly review the following points of the protocol from the perspectives of safeguarding the rights and interests of human subjects:

(1)   Qualifications and experiences of researchers, whether they have sufficient time to conduct clinical trial in question, whether the personnel and equipments conform to the requirements.

(2)   Whether the protocol is appropriate, including purpose, possible harm/risks and benefits to human subjects and others, and whether the design of trial is scientific.

(3)   Whether the procedure of human subjects’ enrollment is appropriate, the procedure of providing information to human subjects or her/his family member, or her/his guardian or legal proxy is complete and understandable, and the procedure of obtaining her/his written informed consent is appropriate.

(4)   Providing treatment and giving compensation when human subjects are injured or died because of their participation in the trial.

(5) The acceptability of the revision of the protocol.

(6) Regularly review the risks to human subjects during the process of clinical trials.

Article 14: Researcher or her/his designated representative must explain the relevant information on clinical trial to human subjects:

(1)   The participation of human subject in clinical trial is voluntary, and at any stage of trial, human subject has right to withdraw without discrimination or retaliation, her/his medical treatment and rights/interests shall not be affected.

(2)   Must make human subject understand her/his individual materials about her/his participation, and obtained in the trial are confidential. Ethics Committee, Drug Regulation Administration and researchers can get access to these materials when necessary according to the regulations.

(3)   Purpose, process and period of the trial, procedures of examination, expected possible harm/risks, inconveniences and benefits to human subject, and the possibility of her/his assigned to different groups in the trial.

(4)   Human subject can get access to the relevant information at any time. Must give sufficient time to human subject to consider her/himself whether to participate in the trial. For incompetent human subject, information shall be provided to her/his legal proxy. In the process of informed consent shall be used the language and words that are understandable to human subject.

(5)   When there is injury relevant to the trial, treatment and appropriate compensation shall be provided to human subject.

Article 15: The written informed consent form shall be obtained after complete and detailed explanation of the trial.

(1)   The written informed consent form shall be signed and dated by human subject or her/his legal proxy, and by the researcher or her/his representative too.

(2)   In the case that the human subject or her/his legal proxy is illiterate, there shall be one witness who is present in the all process of informed consent. After detailed explanation of the written informed consent form, human subject or her/his legal proxy expresses the consent orally, it shall be signed and dated by the witness.

(3)   If Ethics Committee agrees in principle with researcher who judges that the participation of incompetent human subjects in the trial will be in their interests, these patients are permitted to enter into the trial, and the informed consent form shall be signed and dated by their legal proxy.

(4)   If the informed consent is not obtained from human subject, witness or guardian, researcher must record this situation and the detailed reasons of why the consent is not obtained in the file and sign on it.

If new important materials relevant to drug in trial are found, the informed consent form must be revised and submitted to Ethics Committee for approval, and be got consent from human subject again. 

Regulation on Genetically Modified Food, promulgated by the Ministry of Health on April 8, 2002 and enforced on July 1, 2002  

Article 4  GMF shall be accord to Law on Food Health and other regulations concerned, and shall not cause acute, chronic or other potential health hazard to human beings.

Article 5  The safety and nutrition of GMF shall not be below the corresponding original food. 

Article 9  The Minister of Health shall establish a GMF Expert Committee which is responsible for the evaluation of GMF’s safety and the quality of nutrition. 

Article 16  Any food products which contain GMO and its expressed products shall be labeled as “GM XX food” or “raw material from GM XX food”. If GM XX food comes from potentially allergy inducing food, the GMF shall be also labeled as “warning to those who are allergic to XX food”.

The label of GMF shall be true, objective, and shall not contain the following contents as:

1.    Explicitly or implicitly indicate it can treat some disease;

2.    Make fraud of or exaggerate the function of GMF;

3.    Other contents which the Ministry of Health’s regulations prohibit to label.

