Middle Tennessee State University Institutional Review Board

Discussion Prompter for Cognitively Impaired Population

Reviewer’s Name:  _______________________________ 
Date: ____________________________

Principal Investigator: ____________________________
IRB #: ___________________________

	The following questions must be discussed to grant approval:

	1.
	Is the use of this population justified?  Could the unimpaired population be substituted? 



	2.
	Are there institutionalized participants involved?  Can the non-institutionalized be substituted?



	3. 
	Are current medication/therapies going to be changed during the course of the study?  Are these risks explained to the participant or their representative?



	4.
	Will any part of the study cause distress, stress or anxiety to the participant?  Does the consent form appropriately explain this?



	5.
	What added protections are incorporated into the study (i.e., increased monitoring, low threshold for study withdrawal, palliative therapy, inpatient care)?



	6.
	Will there be a need for a legally authorized representative?  How will the participant’s capacity to consent be evaluated (i.e., mental status exam, clinical judgment)?



	7.


	Is the participant’s right to refuse treatment explicit?  What are the methods of evaluating dissent?

	8.
	Will an independent examiner or ombudsman be used?  Should one be assigned?




Recommendation: 

□ Approve, all criteria has been met for this population    □ Approve pending modifications     □ Defer

Reviewer’s Proposed Changes

MINOR Concerns (typographical errors, grammar, pagination, headers/footers, template language)

MAJOR Concerns (risk/benefit, ethical concerns, cognitive ability, waiver of consent, etc.)

	(Circle one in each column)
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