[YOUR INSTITUTION NAME]
LIMITED IRB REVIEW APPROVAL

This letter should only be used for exemptions that require Limited IRB Review
FROM:   
Name of Institution
 


Date:       
TO:  

     
(Principal Investigator)

     
(Facility Address)
SUBJECT:  Determination of Exemption and Approval of Elements of Limited IRB Review 

1. The [Name of Institution] IRB member reviewed the elements required for limited IRB review approval for the following project: 

Title of Project:      
2. We are pleased to notify you that your human subjects research study was determined exempt and limited IRB review approval has been granted on (insert date) under the below indicated exemption category number.
Exemption Category Number:   FORMCHECKBOX 
 2(iii)     FORMCHECKBOX 
 3(i)(c)     FORMCHECKBOX 
 7      FORMCHECKBOX 
 8  


(Category # and description of why it meets the exemption criteria – use the word “because” so future reviewers/auditors will understand why)
If category: 

 FORMCHECKBOX 
 2(iii)    
All elements of limited IRB were met IAW 38 CFR 16.111(a)(7).
 FORMCHECKBOX 
 3(i)(c)
All elements of limited IRB were met IAW 38 CFR 16.111(a)(7).

 FORMCHECKBOX 
 7 
All elements of limited IRB were met IAW 38 CFR 16.111(a)(8) and broad consent meets all required elements of .116(a)(1)-(4); (a)(6); and d.   All data and/or specimens will only be collected for research IAW the requirements of .117. Waivers and/or  alterations of the documented consent process are not approved.
 FORMCHECKBOX 
 8            All elements of limited IRB were met IAW 38 CFR 16.111(a)(7) and all data and specimens were collected solely for research and the data and/or specimens were collected under an IRB approved broad consent document.  The investigator asserts that all data and/or specimens have a signed broad consent form.  
3. Please note the following requirements applicable to this exemption determination by the IRB:
· The research cannot start until approved in accordance with VHA Handbook 1200.01.
· If you change the plans, methods or intent of this project it may change the regulatory status of the project.  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&DC 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.

4. Any questions concerning the protection of the rights and welfare of the subjects under this project or for any other administrative issues pertaining to this project and the functions and responsibilities of the R&D Committee can be addressed to the R&D Committee Coordinator at (Phone) or e-mail (address).  Certifications of review by the Privacy Officer and Information Security Officer are enclosed for your information. 
____________________________________   

[Name and Appropriate signatory authority for your institution]
2 Enclosures

1.  Privacy Officer Certification

2.  Information Security Officer Certification
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