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	Recommendation
	Description/Purpose
	Type
	Comments
	Status

	I
	Defines the term “consent capacity” and recommends its use
	Guidance
	
	Approved by SACHRP

	II
	Describes the nature of impaired “consent capacity” as it pertains to research participation
	Guidance
	
	Approved by SACHRP

	III
	Describes safeguards related to the identification of individuals with impaired consent capacity
	Guidance
	
	Approved by SACHRP

	IV
	Clarifies the meaning and interpretation of LAR within Subpart A
	Guidance
	Additional safeguards will be provided by interim guidance on approval criteria described in recommendation VIII  
	Presented at the July 2008 SACHRP meeting; for revision.

	V
	Defines the roles and responsibilities of the surrogate decision-maker/LAR
	Guidance
	
	Drafted, for revision by SIIIDR

	VI
	Defines the involvement of subjects in choice of surrogate, in consent, and in assent
	Guidance
	Serves to promote the autonomous involvement subjects with impaired capacity in research decision-making processes to the extent possible and consistent with their abilities and desires
	Drafted, for revision by SIIIDR

	VII
	Defines who may provide consent (the LAR) in the absence of  “applicable law”
	Component of a new regulatory subpart to 45CFR46
	Describes a hierarchy to guide institutions and IRBs on who may consent on behalf of a subject who lacks consent capacity.  
	Presented to SACHRP July, 2008; for further consideration by SIIIDR and additional legal analysis.  

	VIII
	Approval Criteria
	Interim Guidance/

a component of new regulatory subpart (?)
	This will serve as interim guidance (“additional safeguards”) related to review and approval of research under subpart A.  
	Working Draft for presentation to SACHRP on October 28, 2008 as Concept for presentation at SACHRP, July 2008 as Guidance on Review, Membership, Risk Benefit Analysis, and Subject Selection and Guidance on Risk Benefit Analysis.  

	IX
	Recommendation to HHS
	Model Legislation/Regulation
	This proposal will develop and encourage the promotion of model state legislation/regulation 
	Outlined.  
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