AX03/ SOP 26 /V1.1Checklist: Research involving cognitively impaired adults
Name of Principal Investigator:
Study Title:
1. Research Involving Cognitively Impaired Adults in which there is Anticipated Direct Benefit to the participant (All items must be “Yes”)
	Items
	Yes
	No

	A.Is the recruitment of participants justified considering rationale and objectives of study?
	
	

	B.Is the risk justified by anticipated benefit to the participants?
	
	

	C. The relation of anticipated benefit to the risk is at least as favourable to the participants as that presented by available alternative approaches.
	
	

	D.Will the participant’s be with drawn if they appear to be unduly distressed?
	
	

	E.The proposed plan for the assessment of the capacity to consent is adequate.
	
	


2. Research Involving Cognitively Impaired Adults in which there is No Anticipated Direct Benefit to the participant (All item must be “Yes”)
	Items
	Yes
	No

	A.Is the recruitment of participants justified considering rationale and objectives of study?
	
	

	B.Are the for eseeable risks to the participant slow?
	
	

	C.Is the negative impact on the participant‘s well-being minimized and low?
	
	

	D. Will  the participants be particularly closely monitored?
	
	

	E. Will the participants bewith drawn if they appear to be unduly distressed?
	
	

	F. The proposed plan for the  assessment  of the capacity to consent is adequate.
	
	

	G. Consent will be taken from participants capable of being consulted.
	
	

	A. Does consent document include provision for legally acceptable representative in case the  participants are not capable of being consulted?
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