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OBJECTIVE:

The objective of this guidance is to clarify when an institution is “engaged" in human subject research.  

BACKGROUND INFORMATION
OHRP guidance provides examples of situations where an institution is considered to be "engaged" or “non engaged" in human subjects research.  This guidance should only be applied to research projects that have been determined to involve human subjects and that are not exempt under DHHS regulations at 45CFR46.101(b).  

This designation is not recognized under FDA regulations. Therefore the outside IRB where the data/ specimens are collected must provide IRB approval.  An IRB authorization agreement will be required. 
PROCEDURE:

1. If an investigator feels the research he/she is proposing meets the criteria of "Non Engaged in Human Subject Research” he/she will create the submission using protocol builder.

2. If the protocol meets the criteria, the researcher will receive, complete, sign and submit the Application for “Determination of ’Non Engaged in Human Subject Research’” document   as well as a protocol cover sheet. 
3. The IRB-HSR Compliance Coordinators or an IRB Director who have completed orientation in Non- Engaged Submissions will review the application.  

4. NOTE: If the project involves sending data to the FDA, the outside IRB must be added to the UVa FWA BEFORE the letter is sent to the investigator.  (contact the office of the VP for Research to complete this )
5. IRB approval from outside institution engaged in research under which data/ specimens were collected IS REQUIRED.  
6. Training in Human Subject Research Protection is NOT required. 
7. An Investigators Agreement is NOT required

8. If the submission meets the criteria of Non- Engaged, download the submission and enter the event as “Receipt” into the IRB Online  DO NOT enter a “Receipt of New Protocol” event.  Enter type as “Non engaged in HSR”. DO NOT enter the event on the agenda.

9. When review is complete enter the event “Receipt Non-engaged , Coded or Exempt Application” .  Enter “type”  as “Non Engaged in HSR”.  DO NOT enter this event onto an agenda. In comment field enter a comment such as “ Receipt of Authorization Letter to PI”  

10. Enter an approval date but DO NOT enter an expiration date or next meeting date.  

11. Enter status as NONE

12. DO NOT mark the protocol as active 
13. DO NOT enter any number under "Approved Subjects" 

14. Create letter to PI using template found in Appendix A 

15. Sign letter.  This letter may only be signed by a IRB-HSR Compliance Coordinator or Director who has completed orientation in the review of Non Engaged applications.

16. Collate the documents in the following order.  DO NOT STAPLE THE DOCUMENTS

· Signed letter to PI 

· Protocol Cover Sheet

· Signed application for "Determination of Non Engaged in Human Subjects Research "
· Outside IRB approval for collection of data/ specimens
· Signed Data Key Nondisclosure Agreement (if applicable)
· Signed Institutional Review Board (IRB) Authorization Agreement (if applicable) 

17. Scan all documents and save under IRB/IRB-HSR/ Current Protocols and Consents/Approved Non Engaged Applications.  

18. Send letter to PI. .  The PI should receive the document with the original signature.  

19. Any remaining hard copies may be recycled.  
Appeal Process

Only the full board can not approve a study.  If a  Non engaged application  is not approved by the IRB Compliance Coordinator or an IRB Director,  or an IRB Chair or Vice Chair as an expedited protocol, the investigator may take the protocol to the IRB Chair or the full board for review.  If the protocol goes to the full board and the IRB-HSR votes to disapprove a protocol or to suspend or terminate research, a principal investigator may appeal the decision by writing a letter to the IRB-HSR requesting reconsideration. If after considering an appeal, the Board reaffirms the previous decision no further appeal can be considered.  The Vice President for Research will be kept informed of the fate of any such appeals, but does not have the authority to over-rule the final decision of the IRB-HSR.

Continuations
No continuation process is performed as UVa is non engaged in human subject research.

Modifications
The IRB-HSR Compliance Coordinators or a Director will review the submission.  If the changes do not affect the non engaged in human subject research status and if the submission is sent in  hard copy the submission will be stamped with a receipt acknowledged stamp with a copy sent to the study team. If the submission is sent via email, a reply email may be used to notify them of the notification that the study still fits the criteria of non- engaged.    The hard copy or email should be saved electronically with the original file under IRB/IRB-HSR/ Current Protocols and Consents/Approved Non-Engaged Applications.  A receipt event should be entered in IRB Online   The comment field of the receipt event should note that this was the receipt of a modification to a Non- Engaged study and document the modification did not affect the Non Engaged Status.

If the changes mean that the study no longer meets the criteria for non engaged in human subject research the study team will be advised on how to proceed with a new submission.  A copy of this communication should also be saved electronically with the original submission and a notation made in the IRB Online. 
If the PI of the protocol changes, the new PI should sign the existing Non Engaged Application and send a copy of it to the IRB along with a cover letter noting the name and contact information of the new PI. 

DOCUMENTATION:

Documentation will be kept electronically in the IRB-HSR office files.  
REFERENCES:

OHRP Guidance on Engagement of Institutions in Human Subject Research 
Appendix A:Authorization documentation to go to investigator 

(Print on IRB-HSR Letterhead)

IRB-HSR # 

Project Title:

Date

PI name and address

The IRB-HSR confirms that this project does not engage UVA in human subject research.   
If the study involves receiving coded data- insert the following sentence:

If you learn the data will be submitted to the FDA or if you unexpectedly learn the identity of any of the individuals whose information you are using, or believe you need to identify an individual for previously unforeseen reasons, you must notify the IRB-HSR and obtain approval to proceed.  
If you need to modify the procedures in this project you must notify the IRB-HSR first to determine if the protocol continues to meet the criteria of “ Non Engaged in Human Subject Research” 
For additional information regarding educational resources for research see http://www.virginia.edu/vpr/irb/hsr/education.html

Sincerely,

Name of IRB-HSR Compliance Coordinator or a Director
