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Exempt Study Reviewer Checklist
(Last revised: 1/14/12)
Principal Investigator: __________________________ 

Reviewer: __________________________________  Date: _______________
Study Short Title:_______________________________________________________________
	Per Submitted Documents
	YES
	NO
	N/A
	Comment/Evidence

	Exempt Determination Form 

	All disqualifying categories in Section 1 are marked “No”? (Sec. 1) *
	
	
	
	

	Are risks to participants adequately articulated, addressed, & justifiable? (Sec. II, Question 1)
	
	
	
	

	Does Section II indicate that participants will incur no more than minimal risks? 
	
	
	
	

	Are any vulnerable populations adequately described and protected? (Sec. III)
	
	
	
	

	Is it specified how other institutional approvals are appropriately pursued? (Sec. III, question 5)
	
	
	
	

	If Category 1 exemption requested, answers to questions 2A and 2B establish case for normal education practices in an education setting? (Sec. IV, Category 1)
	
	
	
	

	If Category 2 requested and  there are survey or interview respondents, are all these respondents adults? (Question 1B)
	
	
	
	

	If Category 2 request, is all recorded infor-mation either (a) recorded so that it cannot be linked to the participant (e.g., no names written down, no audio recording) or else (b) not damaging if inadvertently disclosed? 
(Questions 2A & 2B, cf. Appendix B)
	
	
	
	

	If Category 4 requested, only already existing data (e.g., archival) may be studied. Are all data used in the study existing data? (Question 1)
	
	
	
	

	If Category 4 requested, information recorded for analysis beyond the archives must not include data that could identify the subject. Is all recorded information either public or non-identifiable? (Questions 2 and/or 3, cf. Appendix B)
	
	
	
	

	Have one or more exempt categories been appropriately requested? (Section V)
	
	
	
	

	Research Proposal and Appended Materials

	Are purposes, procedures, and sample adequately described for the review?
	
	
	
	

	Are all measures described sufficiently, such that the reviewer is assured that he or she is aware of the level of sensitivity of the information collected?
	
	
	
	

	Informed Consent Letter (Appendix A)*  

In general, exemption requires answers of “yes” to all informed consent items below.  
      However: Questions 5 and 13 below may be “not applicable.”  
      In exempt anonymous surveys, item 11 will typically be “not applicable.” 

      In exempt archival research (Category 4), all consent items may be “not applicable.” 

	1. Effective brief explanation of study (goals, procedures) and a statement that it is research?
	
	
	
	

	2. Effective description of what participants are likely to do & expected length of participation?
	
	
	
	

	3. Effective description of any likely risks or discomforts. Any potential harm is in language participants can understand?
	
	
	
	

	4. Statement of benefits is not exaggerated?
	
	
	
	

	5. Discloses alternative treatments, if any, that might be advantageous to the participants?
	
	
	
	

	6. Clear statement of level of privacy that does not exaggerate what can be assured?
	
	
	
	

	7. Correct statement of whom and how to contact for questions about the research?
	
	
	
	

	8. Correct statement of IRB Chair (or Faculty Supervisor) to be contacted about concerns over participant privacy or rights?
	
	
	
	

	10. Alverno IRB sanctioned statement of voluntary withdrawal at any time?
	
	
	
	

	11. Clear and appropriate lines for participant signatures and date? (may be not applicable in anonymous survey research)
	
	
	
	

	12. Overall consent form is readable & supports consent process
	
	
	
	

	13. If needed, assent process is adequate 
	
	
	
	

	General Judgments

	Are materials needed to judge risk attached (e.g., are there questions on sensitive topics)?
	
	
	
	

	Are the strategies to protect participant privacy and minimize risk adequate?
	
	
	
	

	Is this study minimal risk? (Likelihood and magnitude of discomfort or harm anticipated from participation are not greater than those ordinarily encountered in daily life.)
	
	
	
	


* Section, question, & Appendix numbers in parentheses reference the “General Request for Exempt Determination.” 
REVIEWER ACTION documentation trail: (Check One)
___ Approve as submitted (sign copies of “General Request for Exempt Determination” form)
___ Approve with revisions/conditions (sign, as above, and specify these requirements below)

___ Allow resubmit for exempt determination after changes made (specify below)
___ Request another reviewer (attach specification of needed expertise/perspective)
___ Not Eligible for Exempt Approval. (researcher would complete IRB New Study Application)
	Revision Specifications?


