CHECKLIST: Research Involving Decisionally Impaired Adults
Instructions: Complete this checklist as you review the protocol.  Records and minutes must document protocol-specific findings justifying each of the determinations.
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Reviewer’s Signature                               Date
Research must meet the following criteria.
1.  To be approved, all must be “Yes.”
	Persons with impaired decision-making capacity are not included simply because they are readily available.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Provide protocol specific findings justifying the determination: 

	The proposed research entails no significant risks, tangible or intangible, or if the research presents some probability of harm, there is at least a great probability of direct benefit to the subject.
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Provide protocol specific findings justifying the determination: 

	Procedures are devised to ensure that subjects’ legally authorized representatives (LAR) are well informed regarding their roles and obligations to protect incompetent subjects or persons with impaired decision making capacity.
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination: 

	The LAR will be told that their obligation is to try to determine what the prospective subject would do if competent, or if the prospective subject wishes cannot be determined, what they think is in the incompetent person’s best interest.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination: 

	An independent monitor will be used to assess the potential subject’s decision-making capacity or will be present during subject recruitment and the consent process.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination: 

	There is a plan to use a family member or other LAR as a surrogate for research decisions.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
  No

	Provide protocol specific findings justifying the determination: 

	Does the consent document reflect that there is a plan to use a family member or other LAR as a surrogate for research decisions?
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	Provide protocol specific findings justifying the determination: 

	In order for the autonomy of the individual with impaired decision making capacity to be respected, there are plans for obtaining assent to participate in the research, and the subject’s decision to withdraw from the study at any time will be honored.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	Provide protocol specific findings justifying the determination: 

	Assuring informed consent will be an ongoing process throughout the course of the research.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	Provide protocol specific findings justifying the determination: 

	Waiting periods will be provided to allow potential subjects to consult with family members about whether or not to participate.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

	Provide protocol specific findings justifying the determination: 
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