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	PERSONNEL CHANGE FORM

	INSTRUCTIONS AND INFORMATION

· This form MUST be completed by a person who is already listed with the IRB-HSR on this protocol.

· This form should be completed whenever there is a change to key study personnel on a protocol. 
· NOTE: HealthSouth or nutrition services employees are not employees of UVa. 
· Personnel who do not have access to subjects or data with any HIPAA identifier do NOT need to be added to this protocol.
· Non-UVa faculty, staff, and/or students should NOT be added if all of the following apply:

· the individual is the PI at another site or is under the oversight of a PI at another site with which you have a contract,  

· the study will be approved by their IRB, ethics board etc 

· their institution has a Federal Wide Assurance(FWA) number.

· Personnel changes that require revisions to the IRB protocol and/or consent(s) (e.g. change in PI or addition of non-UVa personnel ) need to be sent to irbhsr-mods@virginia.edu for pre-review.  Details regarding PI changes and adding non-UVa personnel can be found towards the end of this document.
· If no revisions are needed to the IRB protocol and/or consent(s), e-mail completed form to IRBHSRadmin@virginia.edu.  Attach a completed IRB-HSR Routing Form to the email.  A receipt of acknowledgement will be returned to the contact person listed on the routing form.

· You may add or delete more than one person per form.  To add/delete more than one person, click on Tools-Unprotect Document, add as many tables as needed, then re-protect the document for filling in forms.  Your form will not work properly unless you click “Yes, Start Enforcing Protection”.
· All study personnel must have current human subjects training. 


IRB-HSR#:         (May add multiple IRB-HSR #’s)                  

Does this change involve a change of the Principal Investigator?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
  NO

Does this change require any additional changes to the protocol and or consent?
  FORMCHECKBOX 
 YES    FORMCHECKBOX 
  NO

DELETIONS
	First Name      
	Last Name      

	Email Address
	     


Enter a person’s official email address and not an alias (e.g. ABC@virginia.edu-- Allison Baker Copy @virginia.edu) 
Is this person listed as the contact person for an online advertisement with the UVa Health System website? 

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
  NO

IF YES, list name and contact information of new contact for online ad.       

Note:  The new contact must be listed as personnel for this study. 
	From which position do you want them removed?

	 FORMCHECKBOX 
 Study Coordinator I 


	 FORMCHECKBOX 
 Study Coordinator II



	 FORMCHECKBOX 
 Sub-investigator


	 FORMCHECKBOX 
 Study Coordinator I (to be removed as contact for website advertisement)

	 FORMCHECKBOX 
 IRB Coordinator


	 FORMCHECKBOX 
 Study Coordinator II (to be removed as contact for website advertisement)

	 FORMCHECKBOX 
 Department Contact
	 FORMCHECKBOX 
 Principal Investigator.  PI NOT leaving UVa 

	 FORMCHECKBOX 
 Principal Investigator : Leaving UVa

I confirm that the PI being removed is aware of the following:

1. I 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.  . I am to notify my 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. I must have IRB or Privacy Board approval from my new institution for any research data / identifiable** protected health information or specimens I plan to transfer.  Once  I have IRB or Privacy Board approval I will submit this document to the School of Medicine Grants and Contracts Office or to the Office of Sponsored Programs (OSP) if I am 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) will be encrypted and any non electronic PHI/ specimens will 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 I am taking with me that meet the criteria of a Limited Data Set** under HIPAA regulations. If I am taking a Limited Data Set with me, I may not also take a key to the code that would allow me to re-identify the subject. If I have a limited data set to transfer, I will submit it to the Clinical Data Repository (CDR).  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 I have health information that is de-identified** under HIPAA I will submit the file to the Clinical Data Repository (CDR).  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.  


Do you confirm that the personnel remaining on this study have the expertise to conduct this study?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
ADDITIONS
	Last Name      
	First Name      
	Middle Initial      

	Degrees      
	Email address      
	UVA- ID**      

	Telephone      
	Fax      
	

	Messenger Mail Address:  Box #      

	Mailing Address      

	School      
	Department      
	Division      

	Experience       
Provide a 2-3 sentence description of the experience of the new personnel in doing this type of research.  If this modification is for a PI CHANGE, this information should be added to the Protocol instead of this form. 

	Do you confirm that this person has current training in Human Subject Research Protection?  If an individual is not an employee of UVA you may attach proof of completion of Human Subject Research Protection training from their home institution.
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No



	Check the position they will hold for this project:  NO OTHER CATEGORIES ALLOWED.



	 FORMCHECKBOX 
 *Principal Investigator
	 FORMCHECKBOX 
 *Study Coordinator I 

	 FORMCHECKBOX 
 Sub-investigator
	 FORMCHECKBOX 
 *Study Coordinator II

	 FORMCHECKBOX 
 *IRB Coordinator
	 FORMCHECKBOX 
 *Study Coordinator I    Add as new contact for website advertisement.  Only one SC allowed as contact for website advertisement
Note to staff- update contact in IRB Online and in text of website advertisement. 

	 FORMCHECKBOX 
 *Department Contact
	 FORMCHECKBOX 
 *Study Coordinator II    Add as new contact for website advertisement.  Only one SC allowed as contact for website advertisement
Add as new contact for website advertisement.  NOTE:   Only one SC allowed as contact for website advertisement

	* Only one person is allowed in positions other than sub-investigator.  If you add new personnel to a position for which someone is already listed, the person currently in the position will automatically be removed!


CHANGE IN PRINCIPAL INVESTIGATOR
	How many subjects have been enrolled (i.e. how many consents signed, surveys collected, specimens collected, etc.) If you are changing the PI on multiple studies, you need to add the number of subjects enrolled for each study individually.
	     

	The following website address provides complete details regarding PI changes:

http://www.virginia.edu/vpr/irb/hsr/modifications_process.html#Personnel_Changes
In addition to this form, you will need to attach the following items in hard copy (following pre-review) if your protocol was not approved as an exempt or database protocol and is open to enrollment, temporarily closed to enrollment, or closed to enrollment subjects being treated

1. Current IRB protocol (if applicable) signed by the new PI and Department Chair. Make sure the Investigator’s Experience section has been updated. 
2. If your study does not have an active IRB protocol, submit a completed Investigator’s Agreement signed by the new PI and Department Chair.   
3. One (1) consent with tracked changes and two (2) clean copies with the new PI’s information. 

4. GCRC or PRC approval if applicable

5. IBC approval if any collection (e.g., blood drawing) and/or processing of a specimen at UVA (e.g., anything that involves the specimen container to be opened) occur OUTSIDE of a UVA clinic/hospital or clinical lab (e.g. in a research lab)

6. A completed IRB-HSR Routing Form



Are all personnel being added employees or students of UVA?      FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

IMPORTANT:  Review instructions on page 1 of this form to verify the individuals should be added to this protocol BEFORE you answer this question. 
· Submit an Unaffiliated Investigator's Agreement signed by each person listed on the protocol who is not affiliated with UVA and current completion form for Human Subject Protection Training; .    
For link to Unaffiliated Investigator Agreement see: :  
http://irb.virginia.edu/Template_Sections/HIC_Investigator_Agreement/unaffiliated_investigator_agreement.doc
· If NO, and the “Non UVA Personnel” section is in the current protocol, update this section, and send to irbhsr-mods@virginia.edu for pre-review.  
Submitted by:      




Date:      
For IRB-HSR Use Only
Does this study involve a change PI or additional changes to the protocol and/or consent?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, modification was sent to IRB-HSR Compliance Coordinator for review. 

Name:      

Date:       [image: image1.png]
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