Appendix 1 

Institutional Survey of Research Ethics Committees in Malaysia 

The purpose of this survey is to understand and analyse the current structure, operation and ethical review procedures of research ethics committees (RECs) in Malaysia and to facilitate their improvement. 

Please complete the following questionnaire. Your completion of this questionnaire indicates your consent to participate in this research study. The questionnaire is designed to better understand the functioning status of Research Ethics Committees (REC) in Malaysia. Every REC reviews clinical trial and clinical research involving human subject is identified as a potential respondent. No benefits accrue to you for answering the survey, but your responses will contribute towards improving ethical review process of biomedical research or clinical trials in Malaysia in order to ensure the safety and rights of the human subject.

Details of respondent RECs and the institutes from which they originated were to be kept confidential in public reports on findings. In keeping with this agreement, our study reports only national summaries, rather than specific REC data. 


A. GENERAL CHARACTERISTICS OF THE RESEARCH ETHICS COMMITTEE (REC) (Please check the most appropriate box or where relevant, specify your answer) 


Year of Establishment: __________


Setting of Ethics Committee: (Please tick) 

	1. 
	University based
	
	3.
	Hospital associated with university

	

	2.
	Hospital based
	
	4. 
	Other, (Please specify

	




1. Is the REC subject to registration with a national authority? 

	1.
	Yes 
	
	2.
	No 
	



If yes, please specify: ______________________________________________________

2. Is the REC established under a high ranking authority (e.g., President’s office, Ministry of Health, etc.)? 	

	1.
	Yes 
	
	2.
	No 
	



If yes, please specify: ______________________________________________________



3. How often does the REC meet as a full committee to review research studies? 

	1.
	Once/week 
	
	3.
	Twice/month 
	
	5.
	Other 

	

	2.
	Once/month  
	
	4.
	Every two months
	
	6. 
	Has not yet met to review protocol 

	



B. Standard Operating Procedures

1. Does the REC have written Standard Operating Procedures?  

	1.
	Yes 
	
	2.
	No 
	



2. Does the REC have a policy that outlines the process and criteria for appointing the REC Chair? 

	1.
	Yes 
	
	2.
	No 
	



3. Does the REC have a policy that describes the process for appointing the members of the REC and details the membership requirements and the terms of appointment? 

	1.
	Yes 
	
	2.
	No 
	



4. Does the REC have a policy for disclosure and management of potential conflicts of interest for the members of the REC? 

	1.
	Yes 
	
	2.
	No 
	



 
5. Does the REC have a policy for disclosure and management of potential conflicts of interest for researchers or members of the research team? 

	1.
	Yes 
	
	2.
	No 
	



6. Does the REC have a mechanism whereby enrolled research participants, researchers and other relevant parties can file complaints or direct questions on issues of REC? 

	1.
	Yes 
	
	2.
	No 
	



If yes, please describe the mechanism. 

_________________________________________________________________________

_________________________________________________________________________

_________________________________________________________________________
 
7. Quorum: Does the REC require that there be a certain number of members present in order to make the meeting official to review protocols? 

	1.
	Yes 
	
	2.
	No 
	


C. MEMBERSHIP AND ETHICS TRAINING 

1. How many members are there on the REC?  _______________________________      

2. Are any of the members not affiliated with the institution, that is, the member is not employed by the institution and is not related to a person who is employed? 

	1.
	Yes 
	   
	2.
	No 
	



If yes, how many members are not affiliated with the institution? _____________________

3. Are any of the members considered to be a non-scientist? 

	1.
	Yes 
	
	2.
	No 
	



If yes, how many members are a non-scientist? _____________________
 
(A Non-Scientific Member is any member who does not have a terminal degree in a medical or scientific field. Please note that one member may fulfil both criteria of non-scientist and not affiliated, in which case, please check “Yes” for both) 	

4. Is there a requirement that the REC Chair (or the designee who is in charge of running the committee) has any prior formal training in research ethics? 

	1.
	Yes 
	
	2.
	No 
	



If yes, what type of training is required? (Check all that apply.) 

	1
	Web-based training
	

	2
	Workshop in research ethics
	

	3
	Course
	

	4
	other (please describe)
	



5. Does the institution require that REC members have training in research ethics in order to be a member of the REC? 

	1.
	Yes 
	
	2.
	No 
	



    

If yes, what type of training is required? (Check all that apply.) 

	1
	Web-based training
	

	2
	Workshop in research ethics
	

	3
	Course
	

	4
	other (please describe)
	



6. Does the institution require that investigators have training in research ethics in order to submit protocols for review by the REC? 

	1.
	Yes 
	
	2.
	No 
	



If yes, what type of training is required? (Check all that apply.) 

	1
	Web-based training
	

	2
	Workshop in research ethics
	

	3
	Course
	

	4
	Lecture
	

	5
	other (please describe) GCP certificate of chief investigator and team members
	√  




D. POLICIES REFERRING TO REVIEW PROCEDURES

1. Does the REC publish guidelines or procedures for submission of applications for the review by the REC?

	1.
	Yes 
	
	2.
	No 
	


			 
	Policies Referring to Review Procedures

	Item 
	Yes
	No

	Does the REC have a policy regarding how protocols will be reviewed? 
	
	

	Does the REC bring in a consultant when necessary to provide scientific or other relevant expertise for review of a particular protocol?
	
	

	Does the REC require that reviewers use a checklist to document their ethical assessment of the research submission?
	
	

	Does the REC have a policy on the conditions for expedited REC review?
	
	

	Does the REC have a policy for how decisions are made (e.g., consensus or a vote)?
	
	

	Does the REC require that investigators follow a patient information sheet and informed consent template?
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E. CONTINUING REVIEW 

	Item
	Yes 
	No 

	Does the REC request a continuing review report from the investigators on at least a yearly basis?
	
	

	
If yes, which of the following items are requested in the continuing review report?

	Number and description of serious adverse events in the previous year (SAEs)
	
	

	List of any protocol violations or deviations
	
	

	If the study is completed, submit a final report describing the study results
	
	




F. FINANCIAL AND CAPITAL RESOURCES

1. Does the REC(s) have its own yearly budget? 

	1.
	Yes 
	
	2.
	No 
	




2. Does the REC have administrative staff assigned to the REC? 

	1.
	Yes 
	
	2.
	No 
	


						
If yes: Is the person full-time? 	

	1.
	Yes 
	
	2.
	No 
	


 
Is the person half-time? 		

	1.
	Yes 
	
	2.
	No 
	



3. Do members of ethics committees receive remuneration for the protocol they reviewed? 

	1.
	Yes 
	
	2.
	No 
	




4. Please check below the physical resources of the REC (check all that apply): 	 

	1
	Access to a meeting room
	

	2
	Access to a computer and printer
	

	3
	Access to the internet
	

	4
	Access to a workspace
	

	5
	Access to cabinets for storage of the protocol files
	

	6
	Online submission and application system
	




5

