October 9, 2008
To SACHRP members and Special Panel:


SIIIDR has been charged by SACHRP with the task of making recommendations about whether guidance and/or additional regulations are needed for research involving individuals with impaired decision-making capacity.  The subcommittee has responded with an unequivocal “yes,” and has set out to develop recommendations for consideration by SACHRP.  The enclosed table presents an overview of the structure and status of those recommendations.  Our initial efforts have focused on recommendations for new guidance; guidance can influence IRB and investigator practice in the short term.  We will are also considering the value of new regulation where necessary.

SIIIDR’s work has been guided by a number of factors, several core principles, and empirical evidence when available.  The field of human subject protections, which has advanced and become increasingly professionalized in many ways over the last decade, remains unprepared to handle pressing research questions for the most vulnerable and seriously ill.  Despite thirty years of federal oversight of human subject research in the United States, and several high profile attempts to regulate in this area, regulations and regulatory guidance remain all but silent with regard to individuals who lack the capacity to consent.  SIIIDR was careful to consider the history of failed efforts in its work.

Further, federal rules point to state and local law to define who may provide consent on behalf of an impaired subject.  However, the states have responded inconsistently (or not at all) in crafting applicable law.  As a result, there is a serious regulatory void in some localities and a patchwork of rules nationwide.  This does not serve the interest of 21st century scientific inquiry—inquiry which is routinely multi-institutional and multi-state.  More importantly, leaving institutions and IRBs on their own to discover or interpret local laws defining “legally authorized representative” (when such laws exist at all) does not serve to protect the rights and welfare of subjects.  


Finally, research with subjects who lack consent capacity presents unique clinical and ethical challenges.  IRBs must be cognizant of the complex nature of decision-making itself so they may identify those in need of additional protection and craft appropriate research safeguards (see Recommendations I, II, III in the Appendix).  IRBs require sound guidance--rules not limited to specific disorders or illnesses--which reflects an understanding of the range of settings and conditions that affect consent capacity.  Policies must carefully balance demands of protection with those of subject autonomy and access to novel interventions.  SIIIDR is mindful of the extent to which the academic community feels “over-regulated” and the harm done by regulations and guidance which may hinder research but do not enhance protections.  We are also mindful of a long history of research which called upon incompetent individuals in institutional settings to be the subjects of research for reasons of convenience rather than either benefit to the population of subjects or scientific necessity.

At the October 28, 2008 meeting, SIIIDR will present a working draft of recommendation for guidance on IRB review.  Two documents are provided for your consideration.  The first addresses IRB review, IRB membership, and subject selection when research includes individuals with impaired consent capacity.  The second document recommends guidance on IRB risk-benefit analysis.  


Thank you.

/S/

David H. Strauss, M.D., SIIIDR Co-chair, for the Subcommittee

