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Recommendation 7.  While applicable law will define those who may serve as a legally authorized representative (LAR) for an individual who lacks consent capacity, guidance should address IRB and investigator responsibilities related to the selection and involvement of the LAR.  Further, guidance should underscore the fact that the role of the LAR will in most circumstances extend beyond consent to the research participant’s enrollment (e.g., to include on-going monitoring of the individual’s participation). Therefore, guidance should serve to define the roles of the LAR in initial and ongoing research decision-making.  Safeguards should reflect the unique nature of the task the LAR is being called upon to perform and should be tailored to study risk and benefit.  

Specifically,

a. The process by which LARs will be identified and selected should be reviewed and approved by the IRB:

(i) In some circumstances, it may be necessary for the investigator to assess the ability and willingness of the LAR to fulfill the required duties.   

(ii) IRBs and investigators should be cognizant of the potential for financial or other conflicts of interest on the part of LARs that may compromise their objectivity.

(iii) Similarly, study compensation and other financial incentives may have unwanted effects on the objectivity of LAR decision-making and these potential effects should be carefully considered.

b. The expectations, obligations and authority of LARs should be reviewed by the IRB and communicated to the LARs by the investigator.  

(i) Where appropriate, the IRB may require an information sheet or other written material to assist LARs in understanding their roles.  

(ii) LARs may benefit from guidance as to the basis (or standards) upon which their consent decisions are to be made.  

c. In many studies, the role of LARs will extend beyond providing consent for study enrollment and may include observing the assent of the research participant, monitoring participant well-being, and providing re-consent.   

(i) LARs should receive information about the research participant’s status and well-being during the course of research participation.  Investigator responsibilities in this regard should be defined.  

(ii) During the course of a study, investigators should be required to provide important new information about study risks, benefits, and alternatives to LARs, as these may bear on the consent decision.  

(iii) IRBs should consider when formal re-consent by LARs in a longitudinal study is a necessary safeguard. 

(iv) In some instances IRBs may specify individuals other than LARs to perform monitoring or other research participant advocacy functions. 
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