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	SECTION 1 – PROJECT IDENTIFICATION

	1.1
	Project Title

	
	     

	
	MDHHS IRB Log #
	Approval Expiration Date
	Responsible Department Employee

	
	     
	     
	     

	1.2 Indicate below if changes are needed to the contact information for the responsible department employee, the authorizing supervisor, and/or the primary investigator.
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	Email
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	SECTION 2 – REVISION REQUEST

	2.1
	Provide a brief summary of the change(s) you want to make to the approved study.

	
	     


	2.2
	Provide the rationale for making the proposed change(s).

	
	     

	2.3
	In your judgment, does this revision affect the level of risk to study participants?       FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  

	
	Please explain:

	
	     

	2.4
	In your judgment, does this revision affect the ratio of benefits to the risks of the study?       FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  

	
	Please explain:

	
	     

	2.5
	In your judgment, does this revision affect the use of new consent or assent forms?       FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  

	
	Please explain:

	
	     

	If yes, please attach copies of any revised consent and/or assent forms.

	

	This form should be used to document any revisions affecting human subjects of research previously approved by the MDHHS IRB. IRB approval should be sought before implementation of any revisions, unless the revision is required to eliminate apparent immediate hazards to human subjects. Completed forms and attachments may be sent by email to 
Email: MDHHS-IRB@michigan.gov.

	

	The Michigan Department of Health and Human Services (MDHHS) does not discriminate against any individual or group because of race, religion, age, national origin, color, height, weight, marital status, genetic information, sex, sexual orientation, gender identity or expression, political beliefs or disability.

	Authority:  Code of Federal Regulations Title 45 Part 46
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