Charge to SACHRP Panel: 

Community Perspectives on SIIIDR Recommendations

The Subcommittee for the Inclusion of Individuals with Impaired Decision-making in Research (SIIIDR) is charged with developing recommendations for consideration by SACHRP regarding whether guidance and/or additional regulations are needed for research involving individuals with impaired decision-making capacity. This purpose of this panel is to obtain feedback from patient, research subject, and family advocates regarding recommendations currently being considered by SACHRP from this Subcommittee.

The three central issues to be discussed regarding research with subjects who lack consent capacity are: (1) the decision to include such subjects in research, (2) the role of the  “legally authorized representative” (LAR) in research decision-making, and (3) the degree of acceptable risk in research involving subjects for whom consent is provided by others.  Panelists representing consumer and community perspectives will discuss these questions in relation to SIIIDR proposals, focusing on clinical and ethical considerations. 

Specifically, with regard to the circumstances and restrictions under which individuals who lack consent capacity be involved in research: 

· Are the populations requiring additional protection appropriately defined in the proposals?

· Would the proposals for IRBs, institutions and investigators, as outlined, provide a reasonable balance between the rights and welfare of research subjects and the need to advance the understanding and treatment of conditions affecting them?
· Are the roles of the research subject and involvement of the LAR, as described, ones that provide appropriate protections and adequately respect subject autonomy? 
· Are the procedures for IRB review and the specific risk/benefit considerations outlined ones that appropriately safeguard the interests of subjects?
· Does the proposals, or components of the proposals, introduce protections that are not necessary for subject protection and create obstacles to the conduct of important research?  
· Are additional safeguards necessary or desirable to protect subject rights and welfare? 
