Appendix 2 
Document Analysis: Research Ethics Committees in Malaysia
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	Survey Item 
	Yes 
	No   

	Standard 1: Responsibility for establishing the research ethics review system 


	A system exists for registration of RECs that operate in Malaysia
	
	

	Presence of oversight mechanism to monitor the quality of RECs
	
	

	Procedures exist to ensure efficient communication, harmonization of standards, networking, and cooperation among national committees and between different levels of committees, as applicable
	
	

	
	
	

	Standard 2: Composition of research ethics committees


	Total number of members in each REC 
	
	

	Presence of a non-affiliated institutional member 
	
	

	Presence of a non-scientist (lay member) 
	
	

	
	
	

	Standard 3: Research ethics committee resources


	The REC has its own budget 
	
	

	The REC has its own administrative staff 
	
	

	The REC has its office space and equipment 
	
	

	The REC has access to cabinets for storage of files 
	
	

	The REC has access to a meeting room 
	
	

	The REC has access to a computer and internet 
	
	

	The REC has online submission and application system 
	
	

	
	
	

	Standard 4: Independence of research ethics committees


	The REC has at least one independent member
	
	

	The REC ensure that members with conflicts of interest are not part of the decision.  
	
	

	
	
	

	Standard 5: Training the research ethics committee


	REC chair required to have formal training in research ethics* 
	
	

	REC members required to have ethics training* 
	
	

	
	
	

	Standard 6: Transparency, accountability, and quality of the research ethics committee


	Requirement that a checklist is used for review
	
	

	Presence of oversight mechanism to monitor the quality of RECs
	
	

	A policy detailing a mechanism for research participants, researcher and interested parties to file complaints
	
	

	REC decisions, excluding confidential information, are made publicly available, through mechanisms such as clinical trial registries and web sites
	
	

	
	
	

	
Standard 7: Ethical basis for decision-making in research ethics committees
(RECs in the country have to assure that the same ethical principles serve as the basis of the all REC’s decision-making) 


	Requirement that checklists are used for review (Protocol review checklist and inform consent review checklist)  
	
	

	Ethical review criteria on the review checklist are consistent among the RECs in Malaysia  
	
	

	
	
	

	Standard 8: Decision-making procedures for research ethics committees


	A policy details conditions for expedited review 
	
	

	A policy details conditions for exempt review 
	
	

	Policy on how decisions will be made (e.g., consensus or vote)
	
	

	
	
	

	Standard 9: Written policies and procedures


	Membership of the committee

	 A policy for appointing the chair 
	
	

	 A policy for appointing the members of the REC 
	
	

	Policies and Procedures of RECs

	 Presence of Standard Operating Procedures 
	
	

	 Presence of a conflict of interest policy for REC members 
	
	

	 Presence of a conflict of interest policy for research team members/ investigators 
	
	

	 Requirement for a quorum for meetings 
	
	

	Submission Processes and Documents Received 

	 Written guidelines for submission of protocols to the REC 
	
	

	 Requirement that investigators use a specific application form
	
	

	 Requirement that investigators follow an patient information sheet and informed consent template 
	
	

	 REC requires conflict of Interest statement from research staff 
	
	

	 REC requires investigators to have training in research ethics in order to submit protocols to the REC
	 
	 

	Policies and Procedures for Protocol Review 

	 Policy details how protocols will be reviewed 
	
	

	 Policy details when to obtain services of a consultant to offer special expertise 
	
	

	Criteria for Continuing Review 

	REC requires Continuing Review Reports 
	
	

	Items requested in the continuing review report 
	
	

	  Number and description of adverse events 
	
	

	  List of any protocol violations or deviations
	
	

	  Final report is submitted after study is completed
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