A fact sheet on Human Subjects Issues in Shanghai

Scientific Research Administration Office

In Shanghai, any institution performing scientific research related activities should set up an office (or department) of scientific research administration. The responsibility of Scientific Research Administration Office (SRA Office) is:

1. Implementing the plan on specialty development and improvement;

2. Supervising research work;

3. Providing service and supporting scientific research work.

Within the institution, staff from SRA Office are involved in the development of a scientific research plan. They compose regulations on scientific research administration, set up procedures on research administration, supervise the research related activities, review proposals before submission for a grant, supervise the implementation of research work, review the annual report of progress, organize and manage the final check for research project. The SRA Office is also responsible for coordinating, communicating, and providing information for decision-making.  

IRB

IRBs have been established in the major institutions in Shanghai, including Shanghai First Hospital, Shanghai Sixth Hospital, Hua Dong Hospital, and Shanghai Center for Disease Prevention and Control. No survey data is available on how many institutions have established IRBs. There are no specific laws requiring that an IRB should be established in institutions performing research activities. Generally, the institutions involved in international cooperative projects must establish an IRB. Currently, there is not a branch on human subjects under Shanghai Medicine Association. 

IRB in Shanghai Center for Disease Prevention and Control (Shanghai CDC)

The IRB in Shanghai CDC was established in 2000. There are 9 members in IRB, including an attorney (or legal advisor, who is not affiliated with Shanghai CDC) and several senior scholars with varied backgrounds.  

In August 2000, Shanghai CDC issued an announcement for the establishment of IRB, and the “Administrative Measures on the Examination of Ethic Issues for Scientific Research in Shanghai CDC”. The rule regulates the mission of IRB, the principles applied for review of a scientific research grant, and the procedure for IRB review.

Principles for IRB grant review:

· Necessity of Clinical Study

IRB will review the scientific value of the proposed study. The research work or trial should be related to health promotion directly or indirectly. The study protocol should be well designed; the method should meet the need of the study purpose after considerable review of early and on-going studies. They will review aspects, such as sample size, period of study to make sure the protocol reasonably achieves the purpose.  

· Informed consent. 
All the studies involving human subjects should inform the participants and get their consent. IRB should make sure that informed consent is appropriately documented. The informed consent includes: study scope, purpose, expected outcomes, possible direct or indirect benefits and risks, how to report the study result, offer to explain and answer related questions, statement that research is voluntary and that refusal to participate or a decision to withdraw at any time will involve no penalty or loss of benefits to which the participant is otherwise entitled.

· Fairness
The selection of participants should be fair and in accordance with scientific principles. Any participant should not be discriminated or favored for their socio-economic situation, social rank, age, occupation and sex. IRB should make sure that the participants will be treated fairly, who should bear the risks of research, and who should receive its benefits.

· True

The researcher should explain the ethic issues to the participants openly and circumspectly. They should not force, cheat or induce the participants to participate in the research in any way. Compensatory measures or payment should be adequate, over compensation will be considered as a form of coersion.

· Privacy Protection

IRB should make sure that there are adequate provisions to protect the privacy of participants and to maintain the confidentiality of data. All information with personal identification should be protected well. The information related to disease or personal information of the participant should not be available to others without the permission of the participant.  
The relationship between IRB and SRA Office in Shanghai CDC

Generally, the director of SRA Office will be the secretary of IRB.  When the SRA Office reviews the grant proposals, they must recognize the issues related to human subject, and direct the Principal Investigator to send an application to IRB. In the application, the PI should provide information on:

Study purpose

Study design

Description of subjects

The reason for using human subjects

Potential benefits and risks

Form of informed consent

IRB reviews the application and gives out “Review Comment”. Studies should not begin until they get IRB approve. There is no direct communication between PI and IRB. The PI hands over the application to SRA Office. After IRB review, SRA Office is in charge of information feedback. The application and relevant materials are kept in the SRA Office. 

 

Good Clinical Practice (GCP) in China

In 1980’s, China began to learn more about GCP. Officials from China attended the 

International Conference on Harmonization of technical requirements for registration of Pharmaceuticals for human use (ICH), collected GCP related information from other countries, and began to draft Chinese Guidelines for GCP.  The Chinese Guidelines for GCP were issued by National Ministry of Health in 1998 after being revised for 4 years. The Chinese Guidelines for GCP are based on the Guidelines of WHO and ICH, and are adapted  to the situation in China. 

Since 1998, National ministry of Health organized many meetings and workshops to introduce widely the principals and content of GCP. Clinical Pharmaceutical centers are requested to obey it strictly while doing clinical trial.     

Education on Medical Ethics 

Medical Ethics is one of the compulsory classes in medical school (or medical university). Uniform textbooks based on the National Outline for Medical Education are applied in various medical schools. All graduates should pass the examination on medical ethics. There is an online education class on medical ethics run by Medical School, Beijing University (http://mededucation.bjmu.edu.cn). Medical Ethics is also one of the compulsory classes in Continual Education for registered medical and public health professionals. The qualification examination for middle and senior level professional includes Medical Ethics. 

In Medical Ethics class, how to protect human subjects in medical scientific research is a major topic. Under this topic, students are required to read related materials, including “Declaration of Helsinki”, do case studies, and discuss it with their own experience on scientific research. 

“Xu Xiping Case” and the Report on “Human Research Subject Protection in China”

In December 2000, The Washington Post published a highly critical investigative report about the pervasive financial conflicts of interest that were undermining the safety of subjects in Harvard's research in rural area in China
. Dr Xu Xiping Associate Professor of Occupational Epidemiology, Harvard School of Public Health, was the principal investigator of a genetic study of asthma between 1994 and 1998 in Anhui province in China. Harvard has suspended all patient involvement in the Chinese studies while the Federal Office for Human Research Protections (OHRP) reviews the research. After investigation, OHRP said some of Xu's research was conducted without the necessary review by an ethics committee (known as IRB), and questioned whether some study documents had been improperly backdated and said researchers subjected Chinese families to risks even though they were unlikely to benefit from any medical findings that resulted
. 


A little earlier, on November 2000, U.S. Embassy Beijing reported “Human Research Subject Protection in China: Implications for U.S. Collaborators” and suggested that “foreign collaborators participating in joint U.S.-China research projects need to carefully protect the safety and privacy of human research subjects. Ensuring project safety is more difficult in a developing country like China than it is in the United States”. (http://www.usembassy-china.org.cn/english/sandt/humanresearchsubjectprotection.htm)

Appendix 1: Chinese regulations related human subjects issues

Interim Measures for the Administration of Human Genetic Resources (Promulgated by the General Office of the State Council upon the approval of the State Council on June 10, 1998 issued by The Ministry of Science and Technology And The Ministry of Public Health P R China, available from http://www.usembassy-china.org.cn/english/sandt/geneipr.htm)

PRC Regulations on Informed Consent and Protection of Human Subjects in Biomedical Studies (Available from http://www.usembassy-china.org.cn/english/sandt/PRCpatient-protection.html)

� An Isolated Region's Genetic Mother Lode – Harvard Led Study Mined DNA Riches - Some Donors Say Promises Were Broken, by John Pomfret and Deborah Nelson, Washington Post, December 20, 2000; Page A1 


� Harvard Research In China Is Faulted, Safety, Ethics Problems of Tests Noted, By Joe Stephens, Washington Post, March 30, 2002; Page A06
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