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Abstract

Purpose : To provide an explanatory overview of the draft revision of International Ethical Guidelines for
Biomedical Research Involving Human Subjects submitted by the CIOMS (Council for International
Organizations of Medical Science) for public consultation from September 2015 to March 1, 2016.

Methods : Narrative, non-systematic review of literature on research ethics.

Results : We identified nine topics where major changes were proposed in the draft: (1) social value of
research; (2) choice of control in clinical trials; (3) biobank and data archive; (4) treatment and
compensation for research-related harms; (5) research in disaster situations; (6) implementation research;
(7) use of online information; (8) research ethics committees and review; and (9) public accountability.
Discussion and Conclusion : Though logical constructions and ethical considerations of this proposed
draft are still premature, there are significant changes worth noting. These changes shall provide the
ethical foundation for research aiming at global health, focusing on critical issues of public health, such as
an Ebola outbreak; earthquakes; tsunamis; and military conflicts, as well as research using new
technologies for the analysis of large amounts of data or whole genome sequence. Most importantly,
CIOMS argues that ethical justification of health-related research involving human subjects is derived from
its social value, which must be generated only from scientifically valid research; and that placebo control is
ethically acceptable when it does not cause more than a minor increase above minimal risk. Both of these
arguments are in marked contrast to the 2013 version of the Declaration of Helsinki as CIOMS raises the
ante of science and ethics as well as requiring researchers to balance science and ethics, involving a more
difficult trade off.
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Table 1 Topics where major changes are proposed in the draft revision
of the CIOMS Ethical Guidelines for Biomedical Research
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Table 2 Framework of the draft revision of the CIOMS Ethical Guidelines for Biomedical Research

1. #SEMEE (Social value)
< FeEE
2. BEORS N7/ RRTERE N B FE (Research conducted in low-resource settings)
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5. BEEREKBRICH (T DXFEBMEEIR (Choice of control in clinical trials)
6. HESIMEDFRE=—XAD3FIE (Caring for participants’ health needs)
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7. HE{EDZSE (Community engagement)
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(Collaborative partnership and capacity building for research and review)
9. AADA 7 +#—L K -t b (Individual informed consent)
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10. €127 4—LFK -2t bOBERVE (Modifications and waivers of informed consent)
11. RESL-EYZRFE Baiﬁﬁ_'— A DO{EA (Use of stored biological materials and related data)
12. REEET — 2 DOAEFIAE (Use of health-related data in research)
13. AESMEANDER EH{E (Reimbursement and compensation for research participants)
14. WRICEET 2FICxT T 285 EH#{E (Treatment and compensation for research-related harms)
15. §5FE MR & T BHF (Research involving vulnerable persons)
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(Research involving individuals who are not capable of giving informed consent)
17. FEHRIFTEE IR ET P (Research involving children and adolescents)
18. IS ME L L TDOLM (Women as research participants)
19. 1143 - BIBEWHR E T B (Pregnant women and lactating women as research participants)
20. KEWRRTICH T 3R (Research in disaster situations)
21. EHEHFZ (Implementation research)
22. A T4 NEHDFIA (Use of online information)

23. MEGERES EEE (Research ethics committees and review)
o SLIR A A W — 12 K B OE
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25. FZEHR (Conflicts of interest)
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Table 3 Core ethical issues on research using biobank and health-related data
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