The Michigan Department of Community Health

Institutional Review Board for the Protection of Human Research Subjects

Capitol View Building, 7th Floor, 201 Townsend Street, Lansing, MI  48913

E-mail: MDCH-IRB@michigan.gov     Phone: (517) 241-1928     Fax: (517) 241-1200


MDCH IRB ABBREVIATED INITIAL REVIEW APPLICATION
SECTION 1 – PROJECT IDENTIFICATION
	1.1
	Project Title:
	     

	
	Note: The project title provided above should appear on each document submitted to the MDCH IRB for this study review.

	
	
	

	1.2
	Responsible MDCH Employee Name:
	     

	
	Phone:
	     

	
	E-mail:
	     

	
	ID Mail Address:
	     

	
	Note: The Responsible MDCH Employee must be a Civil Service employee of MDCH and should be the employee most responsible for the Department’s role in this project. To serve as the responsible MDCH employee you must have completed CITI human research protections training within the past 3 years.

	
	
	

	1.3
	Responsible MDCH Employee’s Signature:


	

	
	Note: If this document is submitted from the e-mail address of the Responsible MDCH Employee, a hard copy with signature is not required.

	
	
	

	1.4
	Responsible MDCH Employee’s Administration:
	     

	
	Bureau or Office:
	     

	
	Bureau or Office Director/Supervisor:
	     

	
	E-mail for this supervisory contact:
	     

	
	ID Mail Address for this supervisory contact:
	     

	
	The Bureau Director (or equivalent supervisor) listed above will receive copies of IRB determinations.

	
	

	1.5
	Principle Investigator:
	     

	
	Organization:
	     

	
	Phone:
	     

	
	E-mail:
	     

	
	Note: Contact information is requested for use if the Responsible MDCH Employee is not available.

	
	
	

	1.6
	Is this project federally funded?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	If “Yes”, specify the federal agency:
	     

	
	

	1.7
	Non-Federal funding source(s) if applicable:
	     

	
	

	1.8
	Is this project subject to FDA regulations?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	If “Yes”, please specify below which FDA-regulated test articles will be used:

	
	 FORMCHECKBOX 
 No test article used
	
	

	
	 FORMCHECKBOX 
 Drug or biologic used
	IND#:      
	Trial Phase:      

	
	 FORMCHECKBOX 
 Device used
	IND#:      
	Risk Level:  FORMDROPDOWN 


	
	
	

	1.9
	What date do you plan to begin this project?
	     

	
	What date do you plan to complete this project?
	     


	1.10
	Will another organization’s IRB review this project?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	
	If “Yes”, please list the organization(s) here:
	     


	1.11
	Describe any conflicts of interest that could be perceived to compromise the integrity of the project:

	
	     


INSTRUCTIONS FOR SUBMITTING YOUR APPLICATION
Note: This abbreviated application should only be used when another institution is providing IRB review of this project in addition to MDCH.  MDCH will perform a full review of the protocol as submitted to the other institution’s IRB and may request modifications.  Approval by another institution’s IRB does not guarantee approval at MDCH.
To submit your application:
1. Verify all elements of section 1are complete

2. Attach all materials submitted to the other organization’s IRB to this abbreviated application.
3. If approval has already been granted by another IRB, attach the notice of approval.

4. Ensure approval by the Responsible MDCH Employee (note: Responsible MDCH Employee’s should perform a programmatic review to ensure MDCH involvement in the project is appropriate, and should serve as the first line in identifying and addressing human research protection issues that may be pertinent to the project)
5. The Responsible MDCH Employee should indicate approval and submit the complete application by e-mailing all documents from his or her MDCH e-mail account to: MDCH-IRB@michigan.gov, or by signing the application and mailing all materials (ID mail or otherwise) to:

MDCH Institutional Review Board

Capitol View Building, 7th Floor

201 Townsend Street

Lansing, Michigan 48913
Completion of the non-abbreviated MDCH IRB Initial Review Application (DCH-1277) is required for IRB Review at MDCH when MDCH is the only organization involved in the project, or when MDCH has primary responsibility for the project.  Do not submit this abbreviated application if no other IRB will review this protocol.
The Michigan Department of Community Health is an equal opportunity employer, services and programs provider.
DCH-1277A (04/12)
Authority:  Code of Federal Regulations Title 45 Part 46
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