SAMPLE DOCUMENT
[YOUR INSTITUTION NAME]
ACOS/R&D and R&D Committee Study Approval Notice
FROM:   
Name of Institution
 


Date:       
TO:  

     
(Principal Investigator)

     
(Facility Address)
SUBJECT:  Combined Associate Chief of Staff for Research and Development (ACOS/R&D) and R&D Committee Study Approval Notice

1. The R&D Committee received your request for approval of the following research project: 

Research Project #:      
Title of Research Project:      
2. This research project was reviewed and found to be aligned with the mission of the VHA, scientifically valid, and reviewed by all appropriate subcommittees to ensure the safety of the study subjects and VHA staff.   Approval is granted by [convened board review or designated review of the [Insert Name of Facility] Research and Development Committee.

a. If reviewed by designated review:  This approval will be reported to the next convened meeting of the R&D Committee.

3. This research project has obtained the following additional approvals (List relevant committee/subcommittee approvals):

a. Subcommittee on Research Safety and Security Approval: [Insert Date]

b. Institutional Animal Care and Use Committee Approval: [Insert Date]

c. Institutional Review Board Approval: [Insert Date]

d. [Insert Type of Determination]: [Insert Date]

i. If applicable, Exempt Determination with Limited IRB Review conducted on: [Insert Date]

e. Pharmacy and Therapeutics Committee Approval: [Insert Date]

f. Radiation Safety Committee Approval: [Insert Date]

g. Institutional Biosafety Committee {insert date]

h. [Insert any additional subcommittee/committee approvals]

4. If applicable, the Privacy Officer reviewed this research project on [Insert Date] and has ensured that the proposed research complies with VA Privacy Requirements. 
5. The Information Safety and Security Officer reviewed this research project on [Insert Date] and found that the research project complies with information safety and security requirements for VA.

6. Add any of the following if applicable:

a. This study constitutes VA international research and the Medical Center Director has given his/her approval.

b. This study involves the enrollment of non-Veterans and research related injuries have been addressed.  Investigators must follow VHA Handbook 1605.04, Notice of Privacy Practices, to provide notice of privacy practices and acknowledgement for any non-Veteran enrolled in the approved protocol where the non-Veterans in a study involving a clinical intervention. 

c. This study involves prisoners and approval from the CRADO has been granted. 

d. This research involves the use of interventions and/or invasive monitoring with pregnant women and the Medical Center Director has certified that the VA medical facility has sufficient expertise in women’s or reproductive health to conduct the proposed research.

e. This study involves children and approval from the Medical Center Director has been granted.

7. For studies that require a waiver of HIPAA Authorization, include the following:  A waiver of HIPAA authorization was approved by the [IRB or Privacy Board] on [Insert Date].

8. For studies not under the sole oversight of the R&D Committee:  You are responsible to your overseeing committee for any requests for information, continuing review (if required), or other project status updates.  No changes may be made to your project without the permission of the reviewing subcommittee unless there is a circumstance where harm could come to a research subject. Immediate reporting to the responsible committee is then required.  

9. For studies under the sole oversight of the R&D Committee, include all of the following:  The R&D Committee is the sole oversight committee for this research project and as such, the following requirements apply:  

a. The continuing review approval period for this research project is [Insert Time Frame] with an expiration date of [Insert Date].  It is the Investigator’s responsibility to submit the continuing review documents to the R&D Committee in sufficient time to maintain approval of the research study.
b. All modifications to approved research must be submitted to the R&D Committee for approval prior to initiation except in the circumstance where harm could come to a research subject. Immediate reporting to the R&DC is then required.

a. Reportable events involving risks to subjects and others, noncompliance, suspensions and terminations, or other incidents requiring reporting must be reported to the R&D Committee in accordance with VHA Handbook 1058.01, Research Compliance Reporting Requirements.

10. If any of your personal or financial situations change that may reasonably put you in conflict with this study, you must submit a revised OGE 450 Alt to your local conflict of interest administrator.  

11. Acknowledgment of the VA's contribution is required in any publications and presentations that may result from this research.
12. As all applicable approvals have been obtained, you may now begin your research project.
____________________________________   

Associated Chief of Staff for Research and Development (ACOS/R&D) or Coordinator for R&D
Enclosures

[List Enclosures]
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