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 NO
Date:      
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Note:  A separate application must be submitted for each research project.
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Chief Medical Executive

Michigan Department of Community Health

Capitol View Building, 5th Floor

201 Townsend Street
Lansing, MI 48913
	


I.
NAME OR INDIVIDUAL MAKING REQUEST
	Project Director/Title
	Phone #

	     
	     


	Organization (Include branch, division, department, etc.)

	     


	Street Address of P.O. Box – City, State, Zip Code

	     



II. SUMMARY OF STUDY PROTOCOL OR PROJECT ACTIVITIES
	Title of Project or Study

	     

	Name & Address of sponsor(s) for this project  (if any)

	     

	Specify all sources of funding for this project

	     


	Protection of Human Subjects

	Has this project been reviewed by an institutional review board for the protection of human subjects?
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO If NO, indicate reason. 
     

	Informed Consent

	Is there a written informed consent for use in this study? 
 FORMCHECKBOX 
 YES  If YES, attach a copy of the consent form to this application.
 FORMCHECKBOX 
 NO
Comments:       

	Attach a description of your study including the following information:

1. Primary focus:  State the specific health or medical problems addressed or other conditions or concerns of this study.

2. Objectives:   State the hypotheses to be tested, if any.

3. Analyses to be performed.

4. Linkage, if any, with other data files.  Specify the source(s) of these files.

5. Release of Results:  Detail how the results will be released, including interim and final reports and publications.  

	Provide a brief justification as to why designation as a Medical Research Project is needed:
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III.
CONFIDENTIALITY OF IDENTIFIABLE DATA

	A. How is the confidentiality of identifiable data obtained as part of this research project to be maintained?

Identifiable data refers to any information which would permit, directly or indirectly, the identification of any individual or establishment.  Include an explanation of how such data will be stored, as well as how and when you plan to dispose of the data after your study is completed.
     

	Will your study require further investigation to obtain additional information from the individuals, next-of-kin, physicians, and/or other individuals or institutions?
 FORMCHECKBOX 
 Yes  If yes, answer questions 1 and 2 below.      FORMCHECKBOX 
 NO


	1.  Briefly describe the following:


A.  Types of respondents to be contacted.

     

	
B.   Information to be obtained from respondents.

     

	
C.  Methods to be used in conducting such investigations.        


     

	
D.  Other organizations, co-investigators or consultants, if any, conducting the investigations.       

     

	2.  How will you maintain the confidentiality of identifiable data obtained from the follow back investigations?
Include an explanation of how such data will be stored, as well as how and when you plan to dispose of the data after your study is completed.  
     



IV.
OTHER DATA AND USES
	A. For the purpose of this research project as described in the protocol, will any of the identifiable data obtained from this project be used by other organizations (e.g., other divisions, agencies, consultants, contractors and/or subcontractors)?
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
If YES, indicate the name of the organization(s) and role(s) in this research project.  If the name is unknown at this time, indicate the type of organization(s).  Describe the safeguards that exist (or will be implemented) to ensure that the data will be used solely for the purposes of this research project.

     

	A. Will any of the identifiable data obtained for this project be used as a basis for legal, administrative, or other actions which may affect particular individuals or establishments as a result of their specific identification in this project?

 FORMCHECKBOX 
 YES If YES, indicate how the data will be used.     FORMCHECKBOX 
 NO
     

	A. Will the identifiable data be used either directly or indirectly for any research project other than the “other actions” (listed in part B. above) which may affect particular individuals or establishments as a result of their specific identification in this project?

 FORMCHECKBOX 
  YES If YES, briefly describe other research project(s) or purpose(s) for which the data will be used.      FORMCHECKBOX 
NO
     


Completion of this form is required to apply for designation of research as a Medical Research Project.  Incomplete applications will not be approved.  Send completed applications to the Michigan Department of Community Health at the address listed at the top of this application.
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