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Recommendation 8.  A legally authorized representative is defined at 45CFR 46.102 (c) as “an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject’s participation in the procedure(s) involved in research.”  Guidance should provide additional information regarding the current HHS interpretation of “applicable law.” 

Specifically:

a. Laws defining who may provide consent to research for an individual who lacks consent capacity take many forms and vary widely among the states.  Guidance should describe, with examples, those categories of laws upon which an institution or IRB may rely to determine who may serve as a legally authorized representative. 

b. In states with laws or regulations that address consent to treatment but do not specifically consider consent to research, current OHRP interpretation permits consent to research by individuals authorized under laws that allow consent to the “procedures involved in the research.”  This interpretation should be further clarified with reference to specific examples of research that would or would not satisfy this interpretation.

c. Current OHRP interpretation is that, in the absence of applicable law, community or other standards (e.g. institutional policies, standards of care) which define hierarchies or individuals who may provide consent on behalf of someone who is unable to consent do not constitute applicable law and the individuals named are not considered legally authorized representatives. Effort should be made through guidance to insure that this interpretation is clearly disseminated to the research community.
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