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IRB Form # 2A

Application for Research Including Persons Who are Mentally Incapacitated

as Research Subjects
Principal Investigator:

Protocol Title:

This form should be completed and submitted in conjunction with IRB Protocol Form #1. 

To be Completed by the Principal Investigator:

A.   Protections

1) Will you use an independent monitor to assess the potential subject’s decision-making capacity or to be present during subject recruitment and the consent process?


 YES                  NO

2) Do you plan to use a family member or other legally authorized representative as a surrogate for research decisions?








YES                  NO



Does the informed consent document reflect this?

YES                  NO


3) The autonomy of the individual with impaired decision-making capacity should be respected.  Do you have plans for obtaining assent to participate in the research?
YES                  NO


4) Will the subject’s decision to withdraw from a study at any time be honored? 

YES                  NO


5) Communication between investigators and their staff and the participants and their families is critical.  Will informed consent be an ongoing process throughout the course of the research? 


YES                  NO


6) Individuals with impaired decision-making capacity may need more time to consider the information they are given regarding the research.  Information should be provided incrementally to facilitate understanding.  Will you provide waiting periods to allow potential participants to consult with family members about whether or not to participate?





YES                  NO


Investigators must strive for a balance that maximizes potential benefits, recognizes individual autonomy, and minimizes risks associated with the research.


Investigator Certification




Date

In accordance with 45 CFR 46.111, the Institutional Review Board (IRB) must review research activities and ascertain that 1) risks to subjects are minimized; 2) risks are reasonable in relation to the anticipated benefits; 3) selection of subjects is equitable; 4) appropriate informed consent is obtained and documented, and; 5) subject privacy and confidentiality are protected.  To accomplish this task, the IRB must make additional determinations for vulnerable populations.  Requests for inclusion of subjects who are mentally incapacitated or decisional impaired require an additional determination.
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