CHECKLIST FOR RESEARCH INVOLVING ADULTS UNABLE TO CONSENT
Duke University Health System Institutional Review Board (07/20/2008)
Refer to the “DUHS Policy Concerning the Use of the Legally Authorized Representative in Research Involving a Vulnerable Population of Adult Subjects”.
IRB PROTOCOL #: __________________ IRB REVIEWER: _________________________

· Is the information or knowledge to be gained by way of the research project important?  




____ Yes  ____ No
· Is the inclusion of the vulnerable population necessary to answer the research question?  




____ Yes  ____ No

· Does the research pertain specifically to the vulnerable population?







____ Yes  ____ No

· Has the research been preceded by adequate preclinical and clinical studies?






____ Yes  ____ No

· Is the risk of study participation judged to be minimal or greater than minimal?






____ Minimal  ____ > Minimal
· Does research participation offer the prospect of direct therapeutic benefit to the subject?




____ Yes  ____ No
· If No, has this statement been added prior to the signature line for the legally authorized representative?
____ Yes  ____ No

"I am the representative of the subject and am acting on behalf of the 
subject.  I am not aware of any factor that might create a conflicting 
interest for me in this role (for example, something that might bring me 
personal benefit).  I consent to the subject's participation in this study."
· Does the research offer the prospect of other direct benefit to an individual subject? 




____ Yes  ____ No

(Ordinarily the DUHS IRB will not approve the inclusion of adults unable to 
consent if the research involves more than minimal risk and offers no direct 
personal benefit.)
· Does the protocol describe a plan for determining whether the subject has impaired decision-making such that the subject cannot give legally effective informed consent? (which means the subject is able to make a decision, will have enough information to make an informed decision, will understand the consequences of the decision, and will be able to communicate the decision)

____ Yes  ____ No 
· Is the plan to assess the prospective subject’s capacity to consent adequate?






____ Yes  ____ No
· Should the subject's decision-making capacity be assessed by an independent physician?




____ Yes ____ Not necessary
· Should the consent process be monitored?
____ Yes ____ Not necessary
· Should a research subject advocate be involved in the consent process, initially or throughout the course of the study?
____ Yes  ____ Not necessary
· If Yes: 
· Initially?


____ Yes  ____ No
· Throughout the study?
____ Yes  ____ No
· Is assent of the subject required if the subject is thought to be capable of assenting?




____ Yes  ____ No
· Is the plan for assent adequate?

____ Yes  ____ No
· If the subject regains the capacity to give legally effective informed consent, will the subject be asked to do so?

____ Yes  ____ No
· If No, is the justification adequate?
____ Yes  ____ No
