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Recommendation 9.  The Subcommittee on the Inclusion of Individuals with Impaired Decision-making in Research (SIIIDR) recommends that HHS develop a Subpart to 45CFR46 to include new regulations related to the inclusion of adults who lack consent capacity.   This subpart will define a hierarchy of individuals who may provide consent on behalf of individuals who lack consent capacity when a legally authorized representative (LAR) for research is not defined in state or local law.   

SIIIDR makes the following recommendation for inclusion in this subpart:

a. When an IRB approves the conduct of research under Subpart A and determines that it is appropriate for consent to research to be obtained from the LAR of adults who lack decisional capacity to consent on their own behalf:

(i) Where applicable law exists to determine who is authorized to serve as an LAR to consent to an individual’s participation in research, consent may only be obtained from an LAR in accordance with this law. 

(ii) In the absence of applicable law determining who is authorized to serve as an LAR to consent to a individual’s participation in research, one of the persons listed below, in the following descending order of priority, shall be considered the prospective participant’s LAR and may consent to participation on his or her behalf:

(a) a person designated by the individual, while retaining the decisional capacity to do so, to make decisions for him/her regarding participation in research;

(b) a person designated by the individual, while retaining the decisional capacity to do so, to make decisions for him/her regarding non-research health care decisions;

(c) the individual’s legal guardian with authority to make health care decisions for him or her;

(d) the spouse, or if recognized by applicable law, the civil union partner or domestic partner;

(e) an adult son or daughter;

(f) a parent;

(g) an adult brother or sister;

(h) an adult who has exhibited special care and concern for the prospective research participant.
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