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	Massachusetts Institute of Technology

Committee on the Use of

Humans as Experimental Subjects
	Application # 

(assigned by

COUHES)
	     

	
	
	Date
	     


Application for Approval to Use Humans as Experimental Subjects (Exempt Status Form)

Please answer every question. Positive answers should be amplified with details. You may mark N/A where the question does not pertain to your application. Any incomplete application will be rejected and returned for completion.

I. BASIC INformation

	1.  Title of Study

	     

	2.  Investigator

	Name:      
	Building and Room #:      

	Title:        
	Email:      

	Department:      
	Phone:      

	3.  Faculty Sponsor. If the investigator is a student and the research is for a thesis or dissertation, then a faculty sponsor must be identified and sign below.

	Name:      
	Email:      

	Title:      
	Phone:      

	Affiliation:      
	

	4.  Funding. If the research is funded by an outside sponsor, the investigator’s department head must sign below.

	Outside Sponsor:      
	Contract or Grant Title:      

	Contract or Grant #:       
	OSP #:      

	5.  Human Subjects Training. All study personnel in research MUST take and pass a training course on human subjects research. MIT has a web-based course that can be accessed from the main menu of the COUHES web site. COUHES may accept proof of training from some other institutions. List the names of all study personnel and indicate if they have taken a human subjects training course.

	     

	6.  Anticipated Dates of Research

	Start Date:      
	Completion Date:      


II. STUDY INFORMATION

	1.  Purpose of Study. Please provide a brief statement of the background, nature and reasons for the proposed study. Use non-technical language.)

	     

	2.  Study Protocol. Please provide an outline of the proposed research. You should provide sufficient information for effective review by non-scientist members of COUHES. Define all abbreviations and use simple words. Unless justification is provided, this part of the application must not exceed 2 pages. Attaching sections of a grant application is not an acceptable substitute. Include copies of any questionnaire or standardized tests you plan to use. If your study involves interviews, submit an outline of the types of questions you will include. Your research outline should include a description of:

	A.  Experimental procedures:

     
B.  Type and number of subjects involved:

     
C.  Method of recruitment:

     
D.  Length of subject involvement:

     
E.  Location of the research:

     
F.  Procedures for obtaining informed consent (COUHES may waive this requirement):

     
G.  Procedures to ensure confidentiality:

     

	3.  HIPAA Privacy Rule. If you are in any way working with protected health information you must comply with the HIPAA Privacy Rule. If your study has exempt status you will generally be dealing with de-identified data and your study will not be subject to the Privacy Rue. Please refer to the definition of de-identified data on the COUHES web site.


Signature of Investigator ______________________________
Date ___________

Signature of Faculty Sponsor___________________________
Date ___________

Signature of Department Head __________________________
Date __________

Print Full Name and Title _____________________________     

Please return a signed hard copy of this application to the COUHES office at

E25-143B.
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