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INSTITUTIONAL REVIEW BOARD

APPLICATION FOR IRB EXEMPTION
Dated Received in IRB Office:  ________________________

Exemption applies only to research of minimal risk with adults except for category 1, which also applies to children.  Final determination as to whether a research project is exempt from further review rests with the IRB.  If the project is determined to be exempt by the IRB, the principal investigator is still required to submit any project modifications to the IRB.  The exempt status does not necessarily mean that the investigator is exempt from informed consent requirements.
Send the original, signed application  to:
Suzanne Leialoha, A.A., CIM, CIP – IRB Office






MOB, Suite 340, SJHMC Medical Education – Box 33






19251 Mack Avenue, Grosse Pointe Woods, MI 48236
To complete this application, place cursor within the “grey box” and type response.
	Date:
	     
	

	
	

	Principal Investigator:
	     

	
	

	Address:
	     

	
	City:
	     
	Zip Code:
	     

	
	Phone:
	     
	Cell:
	     
	Pager:
	     

	Email:
	     

	
	

	Co-Investigator, Resident or Student(s):
	     

	
	

	If Resident or Student(s), provide Advisor’s Name:
	     
	Phone:
	     

	

	Address (of Advisor, if a resident or student):
	Site
	     
	Mail Room Box #
	     

	
	

	Department:
	     
	If Resident, Name of Residency Director:
	     

	

	
	

	Project Title
	     

	
	

	Anticipated dates of project
	Beginning:
	     
	Ending:
	     

	


RESEARCH CATEGORIES OF EXEMPTION FROM FURTHER IRB REVIEW

Research activities in which the only involvement of human subjects will be in one or more of the following categories are usually exempt from further IRB review.  Check all that apply to your research study.  

To use the check box feature  – point cursor to box and click.
 FORMCHECKBOX 
  1.  
Research conducted in established or commonly accepted educational settings, involving normal 
educational practices such as


 FORMCHECKBOX 
 1)
research on regular and special education instructional strategies, or


 FORMCHECKBOX 
 2)
research on the effectiveness of or the comparison among instructional techniques, curricula 
or classroom management methods.

 FORMCHECKBOX 
  2.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), 
survey 
procedures, interview procedures or observation of public behavior, UNLESS:


 FORMCHECKBOX 
  a.
The information taken from these sources is recorded in such a manner that subjects can be 

identified, directly or through identifiers linked to the subjects; and

 FORMCHECKBOX 
  b.
Any disclosure of the human subjects’ responses outside the research could reasonably place 

the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial 


standing, employability, or reputation.  (Also see Expedited category 7).
 FORMCHECKBOX 
  3.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey 
procedures, interview procedures or observation of public behavior IF the human subjects are 
elected or appointed public officials or candidates for public office.
 FORMCHECKBOX 
  4.
Research involving the collection or study of existing data, documents, records, pathological 
specimens or diagnostic specimens, if these sources are publicly available or if the information is 
recorded by the 
investigator in such a manner that subjects cannot be identified, directly or through 
identifiers linked to the subjects.  (Also see Expedited category 5).

 FORMCHECKBOX 
  5.
Research and demonstration projects which are conducted by or subject to the approval of the 
Department of Health and Human Services and which are designed to study, evaluate or 
otherwise examine:  


 FORMCHECKBOX 
  1)
public benefit or service programs;

 FORMCHECKBOX 
  2)
procedures for obtaining benefits or services under those programs;


 FORMCHECKBOX 
  3)
possible changes in or alternatives to those programs or procedures; or


 FORMCHECKBOX 
  4)
possible changes in methods or levels of payment for benefits or services under those 


programs.

 FORMCHECKBOX 
  6.
Taste and good quality evaluation and consumer acceptance studies, if wholesome foods without 
additives are consumed or if a food is consumed, that contains a food ingredient at or below the 
level, and for a use, found to be safe or agricultural chemical or environmental containment at or 
below the level found to be safe 
by the FDA or approved by the EPA/USDA.
Note:  If you have checked 2(a) and 2(b) your research is not exempt from IRB review.   You must apply for Expedited or Full IRB review.

Informed Consent? 
 FORMCHECKBOX 
  NO

 FORMCHECKBOX 
  YES 
 FORMCHECKBOX 
 Not Applicable

If yes, an exempt consent form must contain the following four elements:

1.
information to adequately inform the subject about the research;

2.
a statement that says the study involves research;

3.
expresses that the research is voluntary and that the subject can withdraw or refuse to answer 

any particular questions without penalty; and

4.
contact information for the investigators.

If no, complete the following questions to request a Waiver of Informed Consent:
1.
Will the research in its entirety involve greater than minimal risk?  
 FORMCHECKBOX 
  NO
  FORMCHECKBOX 
  YES

2.
Is it practicable to conduct the research without the waiver?

 FORMCHECKBOX 
  NO
  FORMCHECKBOX 
  YES

3.
Will waiving/altering informed consent adversely affect the

subjects’ rights and welfare?





 FORMCHECKBOX 
  NO
  FORMCHECKBOX 
  YES

4.
Will pertinent information be provided to subjects later, if


applicable?







 FORMCHECKBOX 
  NO
  FORMCHECKBOX 
  YES

INVESTIGATOR AGREEMENT:

I verify that risks to subjects are minimal.  I agree to ensure that the rights and welfare of human subjects in my research are properly protected.

I further agree that subject data and research records must be maintained in a secure and safe location for a period of at least three (3) years after the research is completed.  The original data will be provided to the IRB if so requested.
____________________________________________________

________________________
Signature of Principal Investigator





Date

____________________________________________________

________________________
Signature of Director of Medical Education Research



Date

____________________________________________________

________________________
Signature of Co-Investigator, if applicable




Date

____________________________________________________

________________________
*Signature of Advisor (if resident or student research)



Date

* As Advisor, I agree to be responsible for the ethical conduct of the research and for the secure maintenance of the data and any signed consent forms for a minimum of three (3) years.
____________________________________________________

________________________

Signature of Residency Program Director (if applicable)



Date

(I am aware that IRB approval is being sought for human subject research.)
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