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INTERNATIONAL ETHICAL GUIDELINES

 FOR BIOMEDICAL RESEARCH INVOLVING HUMAN 

SUBJECTS 

 

•WHO

CIOMS

•



WHO/CIOMS: THE BASIC RESPONSIBILITIES OF 

ETHICAL REVIEW COMMITTEES ARE: 

 
 to determine that all proposed interventions, particularly the administration of drugs and 

vaccines or the use of medical devices or procedures under development, are acceptably 
safe to be undertaken in humans or to verify that another competent expert body has 
done so; 

 

 to determine that the proposed research is scientifically sound or to verify that another 
competent expert body has done so; 

 

 to ensure that all other ethical concerns arising from a protocol are satisfactorily resolved 
both in principle and in practice; 
 

 to consider the qualifications of the investigators, including education in the principles of 
research practice, and the conditions of the research site with a view to ensuring the safe 
conduct of the trial; and 

 

 to keep records of decisions and to take measures to follow up on the conduct of ongoing 
research projects. 

 



WHO/CIOMS 

 Sanctions. Ethical review committees generally have no authority to impose 

sanctions on researchers who violate ethical standards in the conduct of 

research involving humans. They may, however, withdraw ethical approval of 

a research project if judged necessary. They should be required to monitor 

the implementation of an approved protocol and its progression, and to 

report to institutional or governmental authorities any serious or continuing 

non-compliance with ethical standards as they are reflected in protocols 

that they have approved or in the conduct of the studies. 

  Failure to submit a protocol to the committee should be considered a clear 

and serious violation of ethical standards. 
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