[YOUR INSTITUTION NAME]
EXEMPT DETERMINATION 

FROM:   
Name of Institution
 


Date:       
TO:  

     
(Principal Investigator)

     
(Facility Address)
SUBJECT:  Determination of Exemption of Human Subjects Research from the Requirements of 38 CFR 16

1. The [Insert Name of Exempt Determination Entity] received your request for an exemption from the requirements of 38 CFR 16 for the following project: 

Title of Project:      
2. Your study was determined to be exempt from the requirements of 38 CFR 16 on [Insert Date]
3. Your study meets the following exempt category(ies):  

List each exempt category #:  Include exempt category requirement
4. Include if limited IRB review is required:  Limited IRB review is required for exempt category(ies) [Insert category #] and was completed by [Insert IRB Name] on [Insert Date] by [expedited or convened board review].  

5. Include if a waiver of HIPAA authorization is required:  This study proposes the use of identifiable private health information.  As such, a request for a waiver of HIPAA Authorization was received as part of the study materials and was reviewed and approved by [Insert name of IRB or Privacy Board] on [Insert Date].   
6. Please note the following requirements applicable to this exemption determination by the [Insert        Name of Exempt Determining Entity]:
· The research cannot start until approved by your facility’s R&D Committee in accordance with VHA Handbook 1200.01.
· If your plans, intent or methods change, it may affect the exempt determination and an amendment or modification must be submitted to the [appropriate committee for your institution] for determination of whether the project remains exempt. 
· Upon completion of the research, notify the R&D Committee by submitting a closure report to the research office that you have completed the exempt project. 
· As the Principal Investigator, you still have ultimate responsibility for the ethical conduct of the research and for the protection of the rights and welfare of all human subjects involved in the research.

7. Any questions concerning this exempt determination should be directed to [Insert Name of Exempt Determination entity] at (Phone) or e-mail (address). 
____________________________________   

[Name Individual Responsible for Exempt Determination]
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