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Appendix E – IRB Request for Research Involving Adults with Decisional Impairments
	· Individuals with decisional impairments are a special population that the SU IRB considers “vulnerable.” Intentional inclusion of these populations may require IRB full board review.  See the IRB website for full board deadlines and meetings.
· Email this typed and signed form with your initial protocol application (or Modification Request) as a separate file titled:  LASTNAME.Appendix E.DecisionalImpair.DATE to irb@seattleu.edu. Include appropriate consent form(s) and Appendix A – Waiver or Alteration of Consent request, if applicable.


SECTION 1:  Investigator and Project Information

	Principal Investigator

(Last name, First)
	

	Project Title
	


	Identify the category of research:
 FORMCHECKBOX 
  a)  No greater than minimal risk (46.404)

 FORMCHECKBOX 
  b)  Greater than minimal risk with prospect of direct benefits (46.405)

 FORMCHECKBOX 
  c)  Greater than minimal risk with no direct benefits but yielding generalizable research (46.406)

 FORMCHECKBOX 
  d)  Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of the population. (46.407)


SECTION 2:  Population and Protections
	1. Describe in detail how this population qualifies as having decisional impairments, and why inclusion of this specific population is necessary for this research study.


>> 
	2. Explain how you will evaluate subjects’ mental status to determine their capacity to consent or (for minors) assent. List the appropriate evaluation instruments, if applicable, and attach a copy to this form.


>> 
	3. If the risk/benefit ratio is not the same for all participants, explain why.


>> 
	4. Describe the protections in the protocol to reduce the risk of coercion or undue influence.


>> 

SECTION 3: Permissions and Consultations
	1. Explain how you will ensure that subjects’ representatives are well informed about the research and their roles and obligations to protect subjects or persons with impaired decision-making capacity.


>> 
	2. Explain whether participants’ physicians or another health care provider will be consulted before individuals are recruited and/or begin to participate in the research.


>> 
	3. Explain whether the research may interfere with any ongoing therapy or regimens.


>> 
SU Institutional Review Board
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