
LEGALLY AUTHORIZED REPRESENTATIVE FOR RESEARCH 
 

Legally Authorized Representative: 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 the research 45 CFR 
§46.102 (c); 21 CFR 50.3(k) 
 

Representative Type Granting Authority Research Type 
General Health Care 
Proxy 

Competent Individual Procedures/interventions 
having prospect of direct 
benefit to individual 

Research Specific Proxy Competent Individual As specified by proxy 
General Agent 
designated by Power of 
Attorney 

Competent Individual If allowed under terms of 
POA designation 

Next-of-Kin Common Law Procedures/interventions 
having prospect of direct 
benefit to individual 

Next-of-Kin/Guardian 
Assent 

Common Law Non-beneficial  
procedures/interventions< 
minimal risk when 45 
CFR 46.116(d) criteria 
met (No waiver for FDA-
covered research) 

Guardian Court Appointed Procedures that are not 
extraordinary and meet 
the substituted judgment 
standard*or are in best 
interest of ward 

Guardian With Special 
Authority 

Court Appointed As specified by decree 

*Substituted Judgment Standard – decision based on what the ward have preferred or 
decided if competent 
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