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Recommendation 6.  Guidance to institutions, IRBs, and investigators should emphasize the value of self-determination for the research participant, even when consent capacity is impaired. While some participants, such as those with profound cognitive impairment, will not be able contribute to the consent decision, others may be able to remain actively involved in the decision to enroll and remain enrolled in the research, appoint a legally authorized representative (LAR), or define the limits of research participation. Individuals with impaired consent capacity should be included in the process of consent to the extent possible and consistent with their desires and abilities.  

The IRB should consider the following during the process of review and approval: 

a. When consent capacity is impaired, efforts to foster a meaningful dialogue about research participation during the consent process will often require special consideration of the time spent and methods used.  

b. Specific modifications to the form and process of consent may serve to accommodate some individuals with impaired consent capacity and enable them to consent on their own behalf.  

c. Common approaches, such as engaging individuals trusted by the prospective research participant during the consent process, and allocating additional time for decision-making, may be of special value. 

d. When impairments in consent capacity may be amenable to intervention which may improve or enhance decision-making, such efforts should be undertaken.

e. Except in circumstances of the most severe impairment, individuals should be informed that their capacity to consent has been judged to be impaired and that consent for research by an LAR is being considered.  

f. In some cases, a prospective research participant who lacks consent capacity may be able to be involved in the decision to appoint an LAR or to express opinions with regard to the nature or extent of research participation; this involvement should be encouraged, when appropriate.

g. When consent will be provided by an LAR, the assent of the research participant should be sought at the outset and, as appropriate, throughout the course of research involvement, unless the participant is incapable of providing assent. Further:

(i) As ability to express choice regarding participation will vary considerably depending on the study population, whether to require assent, and the requirements for assent, should be carefully considered by the IRB during review and approval.   

(ii) A definition of what constitutes “dissent” or unwillingness to take part may be an important consideration during IRB review, especially when prospective participants will have limited ability to communicate. For example, non-verbal communications or actions that indicate an unwillingness to take part in a research procedure should be considered a failure to assent or as a dissent to participate in that intervention.
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