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OBJECTIVE:

The objective of this administrative guidance is to provide procedures to follow when a researcher notifies the IRB stating they are leaving UVa. 

GENERAL DESCRIPTION:

Faculty Members leaving UVa will be given an Exit Checklist to complete by their department.  One of the items on the checklist is for the faculty member to contact the appropriate IRB if they are doing human subject research. The hope is that the Exit Checklist will be used by those other than faculty, if involved in human subject research.  The following guidance should be followed in communications with the researcher when they contact the IRB-HSR prior to their departure.

Information on website for researchers. 

Faculty Exit Checklist
PROCEDURE:

1. Look up investigator's name in IRB online.  

2. Review any open protocols/ grants with investigator noting their job duty for each project.  (e.g. PI, sub investigator, study coordinator, department contact). If needed, help the researcher determine if data/ specimens obtained with or without consent.  They will need this information to submit closure form.  
3. Send PI the letter in Appendix A and save a copy of the signed letter on IRB letterhead on the U drive under IRB/IRB-HSR/Documents/Info/Exit Documents.  

4. Assist the investigator with locating the appropriate documents to submit for the changes required as outlined below.  

a. If PI of Protocol

i. If protocol is completed and will close and not take data with them: Closure Form
ii. If transferring protocol to new institution and closing study at UVa OR protocol will be closed at UVa/ not opened at new institution but taking specimens/data with them. Instruct PI to submit a Closure Form .
iii. If plan to keep protocol running at UVa and will not take data with them will require changing PI:  Provide PI with link below for instructions: http://www.virginia.edu/vpr/irb/hsr/modifications_process.html#Personnel_Changes
b. If Sub-investigator on Protocol

i. A sub-investigator may NOT take data with them when leaving UVa unless they have written permission from the PI to take data with them. 

ii.  If not working on the protocol after leaving UVa- Personnel Change Form to remove their name from the protocol personnel
iii. Will continue to work on the protocol after leaving UVa

1. Will retain an appointment with UVa- no changes required

2. Will not have an appointment with UVa- 

a. Modify protocol to add/modify section personnel_non_uva.doc 

b. Modification must include an Unaffiliated Investigator Agreement
c. Investigator to verify with Grants and Contracts office to determine if a contract is needed for them to continue to work on the protocol 

c. If study coordinator or department contact on Protocol

i. Submit Personnel change form to remove their name from the protocol personnel

d. If PI of a grant:

i. Instruct PI to send an email to the IRB closing the Grant at UVa

ii. Instruct PI to notify OSP/ Grants and Contracts Office for additional instructions

e. If investigator holds the IND/IDE

i. Enter IRB Online to document that the IND/IDE holder is NOT a UVa employee

ii. Instruct researcher to notify SOM CTO that they are leaving the institution and taking IND/ IDE with them

TIPS.  
· If a protocol involves a Certificate of Confidentiality it automatically transfers with the protocol. 

· The HIPAA Authorization embedded in the standard consent form template covers the principal investigator to take identifiable health information with them.  
DOCUMENTATION:

Per applicable forms/ letters as noted above.  

REFERENCES:

None

Appendix A: Cover Letter to PI planning to leave UVa
Print on IRB-HSR Letterhead.  

Date:

Researcher Name

Researcher Address

The IRB-HSR has been notified that you are leaving UVa.  If you plan to take data, protected health information (PHI) and or specimens obtained from research studies with you to your new institution you need to be aware of several requirements before this transfer is begun.

1. You should use the Exit Checklist found on IRB-HSR website at http://www.virginia.edu/provost/facultyexit.pdf.
2. Original study files are considered institutional records and may not be transferred.  You are to notify your department administration regarding where the originals will be kept at UVa. 
3. No data/health information or specimens may be taken from UVa without a signed Material Transfer Agreement (MTA) between OSP/SOM Grants and Contracts Office and the new institution.  The material transfer agreement will delineate what copies of data, health information and/or specimens may be taken outside of UVa.  It will also approve which HIPAA identifiers may be taken outside of UVa with the health information or specimens. 
4. You must have IRB or Privacy Board approval from your new institution for any research data / identifiable protected health information or specimens you plan to transfer.  Once you have IRB or Privacy Board approval submit this document to the School of Medicine Grants and Contracts Office or to the Office of Sponsored Programs (OSP) if you are not in the School of Medicine.  Nothing will be transferred until the MTA is signed by both parties.  During transfer, any electronic data with identifiable** protected health information (PHI) must be encrypted and any non electronic PHI/ specimens must be securely maintained against theft or loss. NOTE:  Any identifiable health information or specimens collected without consent will NOT be allowed to leave UVa. 
5. A HIPAA Data Use Agreement will be incorporated into the Material Transfer Agreement to cover any health information you are taking with you that meet the criteria of a Limited Data Set** under HIPAA regulations. If you are taking a Limited Data Set with you, you may not also take a key to the code that would allow you to re-identify the subject. If you have a limited data set to transfer, submit it to the Clinical Data Repository.  They will review it to confirm it meets the criteria of a Limited Data Set under HIPAA regulations.  The CDR will provide OSP/ SOM Grants and Contracts office with this confirmation prior to the Material Transfer Agreement being signed. 
6. If you have health information that is de-identified** under HIPAA submit the file to the Clinical Data Repository.  They will review it to confirm it meets the criteria of de-identified under HIPAA regulations. The CDR will provide OSP/ SOM Grants and Contracts office with this confirmation prior to the Material Transfer Agreement being signed. 
** If you are unsure if the health information in your files is identifiable, limited data set or de-identified- submit the file to the CDR for their review.  
If you have any questions please contact the IRB-HSR at 924-9634.

Sincerely,

Insert name of IRB staff member sending letter. 

cc:

If sending data meeting the criteria of Limited Data Set or de-identified:  

Clinical Data Repository Box800674
If researcher not from SOM:  
OSP 
If researcher IS from SOM:

SOM Research Office insert name of Assistant Dean for Research Box 800793

SOM Grants and Contracts Office insert name of contracts person in charge of department of PI Box 800793

