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Research that involves ADULTS WITH DECISIONAL IMPAIRMENT
	INSTRUCTIONS for INVESTIGATORS:
	IRB Office use only

AGENDA DATE

Date received


	1. Complete this form to request inclusion of adult participants who are decisionally impaired. 
2. Submit this completed document with the Human Subjects Research application via email attachment to the IRB office at RESEARCHCOMPLIANCE@kent.edu.  To submit the form with a typed signature, the form must be submitted from the Investigator’s @kent.edu email account. If completed form is signed and then scanned as a PDF attachment, the @kent.edu email requirement does not apply.  
3. Do NOT begin data collection prior to receiving notification from the KSU IRB that the research has been fully approved. 
NOTE:

Adults with decisional impairment (i.e., with diminished decision-making capacity) may lack the ability to provide valid informed consent to participate in research, e.g., as a result of trauma, intellectual disability, certain mental illnesses, cognitive impairment, or dementia. Decisional impairment/diminished decision-making capacity may be temporary, permanent, progressive, or fluctuating during research participation. 

For research involving GREATER than minimal risk, an independent assessment of the potential participant’s capacity to consent (e.g., subjective assessment by a qualified professional independent of the research team, use of a valid objective instrument designed to evaluate capacity, etc.) should be performed, except in unusual circumstances. 
DEFINITIONS:
Assent - a subject's affirmative agreement to participate in research. Mere failure to object should not, absent affirmative agreement, be construed as assent.

Consent – the consent process involves three key features: (1) disclosing to potential research subjects information needed to make an informed decision; (2) facilitating the understanding of what has been disclosed; and (3) promoting the voluntariness of the decision about whether or not to participate in the research. Informed consent must be legally effective and prospectively obtained. HHS regulations at 45 CFR 46.116 and 45 CFR 46.117 describe the informed consent requirements.
	


To complete this form: Single left-click to complete text fields. To check a box, double left-click on the box, then click “checked”. Click OK.

	Section I - KSU Investigator Information

	Last Name:

	Title of Study (should match Human Subjects Research Application)

	     


	1. Describe the expected range of participant impairment.  Explain how, and by whom, the capacity to consent/assent will be determined.

	     


	2. Indicate whether assent will be obtained and if so, describe the process.  If assent will not be obtained, explain.

	     


	3. If capacity is expected to fluctuate during research participation, describe the process for ensuring ongoing consent.

	     


	4. Select the one category that best describes the research and provide the corresponding information:

	
	 FORMCHECKBOX 

	Minimal risk

	
	 FORMCHECKBOX 

	Greater than minimal risk with the prospect of direct benefit for the individual

	
	· Explain how anticipated benefits, compared to risks, are as favorable as the alternatives (e.g., other treatments).

	
	     


	
	 FORMCHECKBOX 

	Greater than minimal risk without the prospect of direct benefit for the individual

	
	· Explain how the risk presents only a minor increase over minimal risk.
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