Overview of Recommendations

	Number
	Recommendation for
	Purpose
	Comments
	Status

	1
	Guidance
	Defines the term “consent capacity” and recommends its use
	
	Previously approved by SACHRP

	2
	Guidance
	Describes the nature of impaired “consent capacity” as it pertains to research participation
	
	Previously approved by SACHRP

	3
	Guidance
	Describes safeguards related to the identification of individuals with impaired consent capacity
	
	Previously approved by SACHRP

	4
	Guidance
	Guidance on IRB review, membership, and subject selection
	Revised following to presentation to SACHRP, October 2008
	For approval 



	5
	Guidance
	Guidance on risk-benefit Considerations in IRB review
	Revised following presentation to SACHRP, October 2008
	For approval

	6
	Guidance
	Guidance promoting involvement of individuals with impaired consent capacity in consent decision-making where possible 
	New
	For approval

	7
	Guidance
	Guidance on the roles and responsibilities of the LAR
	New
	For approval



	8


	Guidance 
	Guidance on the interpretation of LAR within Subpart A
	Revised following presentation to SACHRP, July 2008


	For approval

	9
	A new regulatory subpart to 45CFR46


	A federal regulatory definition of LAR in the absence of applicable local law.
	Revised following presentation to SACHRP, July 2008
	For approval 

	10
	Federal efforts to explore opportunities to promote the development of state rules defining LAR for research
	To define LAR for research in jurisdictions where LAR for research is not defined in applicable law.
	Concept previously presented at SACHRP
	For approval
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