VAPORHCS Institutional Review Board

RESEARCH PERSONNEL CHANGE FORM

	Principal Investigator (PI):       

	Study Coordinator/Contact Person:  
     
	Extension:

     
	Mail Code:

     
	E-mail:

     

	Project ID#:       

	Project Title:  

     

	Date of Personnel Change Form Submission:      


Note:  The final IRB written approval for a new individual must be obtained before the individual may begin work on the study. Also, if a study team member is identified by name in the IRB-approved protocol, and that individual is leaving the study and/or is being replaced, the protocol must be revised to reflect the personnel change(s) as appropriate. In this case, please submit a revised protocol and a “Protocol Revision/Amendment Form” in addition to this form. If the protocol does not list individuals by name, but rather uses titles, the protocol does not need to be revised during the addition or deletion of research personnel.  

Complete a new form for each individual.
Name and Degree(s) of Individual Being Deleted/Added:      
This individual is being:  FORMCHECKBOX 
 Deleted – complete section I





       FORMCHECKBOX 
 Added – complete section II (next page)





       FORMCHECKBOX 
 Given a new role in a study they already work on – see section II
I. DELETION OF PERSONNEL
1. Will this individual continue to work on any other VA research (i.e., on other studies by this PI, or on studies for other PIs)?
Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

If “NO,” the individual’s VA research appointment will be inactivated and all VA property (keys, ID badges) must be returned to Research Service. VA paid employees should contact Human Resources to clear station. Those with Without Compensation (WOC) appointments should pick up the “VA R&D WOC Employee Clearance” form from the VA Research Office.
2. Does the deletion of this individual from the study team require a change to the informed consent form?  YES  FORMCHECKBOX 

  NO   FORMCHECKBOX 


If YES, please submit a revised informed consent form in Word format, with the changes tracked. 
3. Does the deletion of this individual from the study team require a change to a list of study personnel for participants?  YES  FORMCHECKBOX 

  NO   FORMCHECKBOX 

If YES, please submit a revised page in Word format, with the changes tracked.
Does this study include an investigational drug and have a 10-9012 form? 

If YES, please submit a revised 10-9012 if this individual was a prescriber on the study.
Please see submission instructions at the end of this form.
II. ADDITION OF PERSONNEL/CHANGE IN ROLE 
Individuals should be added to a research team if they will do any of the following:

· Work onsite at the VAPORHCS
· Need access to CPRS patient records

· Directly interact with VAPORHCS participants

· See identifiable data for VAPORHCS participants
1. The individual is:

 FORMCHECKBOX 
 New to the research team - see “Additional Instructions for New Personnel” below
 FORMCHECKBOX 
 Serving in a new role on the research team - see “Additional Instructions for Revised Roles”
2. (New) Role in Study:      
3.  Email address:      
4.   Does the addition or change in role require a change to the informed consent form?
YES  FORMCHECKBOX 

  NO   FORMCHECKBOX 

If YES, please submit a revised informed consent form in Word format, with the changes tracked. 
5.   Does the addition or change in role require a change to a list of study personnel for participants? 
YES  FORMCHECKBOX 

  NO   FORMCHECKBOX 

If YES, please submit a revised page in Word format, with the changes tracked.
6.  Should this individual be added to one of the following mail groups (listed below), on which the 
     Research Office sends out announcements regarding changes in VA regulations, reminders of IRB 
     requirements, and other important news?      YES  FORMCHECKBOX 

  NO   FORMCHECKBOX 

     If YES, select appropriate mail group:

 FORMCHECKBOX 
 VA Clinical PIs

 FORMCHECKBOX 
 VA Clinical Research Coordinators

**All forms referenced below can be found on the VAPORHCS Research Service website at http://www.portland.va.gov/Research/piservices/rd_forms.asp#alphabetical, unless otherwise noted.**
ADDITIONAL INSTRUCTIONS FOR NEW PERSONNEL
· All individuals working on VA research must have some type of VA appointment (either paid or Without Compensation). Appointment status will be verified prior to approval to be added to the study team. If an appointment is needed, please go to the Research Appointment Requirements page at http://www.portland.va.gov/Research/piservices/hiring/appointmentrequirements.asp and follow the appropriate checklist prior to submitting this form. Questions regarding appointments should be addressed to the Research Service at x55125.
· Have the individual complete the IRQ Appendix L – Scope of Work and submit it with this form. 
· If the individual will be a prescriber for investigational drugs, update VA form 10-9012, as needed.

· All new personnel must meet the training requirements outlined at http://www.portland.va.gov/Research/training/index.asp and have the appropriate certificates on file before approval will be granted to be added to the study team.

· If the new individual is a Co-PI, Co-Investigator, Sub-Investigator, Study Chair (working at the VAPORHCS) or site-PI (for Cooperative studies), they must complete the Conflict of Interest in Research Form and submit it with this form.

ADDITIONAL INSTRUCTIONS FOR REVISED ROLES

· Submit a completed IRQ Appendix L – Scope of Work reflecting the revised role on the study team member.

· If the revision reflects that the person is an investigator (where their previous role was not an investigator), have them complete the Conflict of Interest in Research Form and submit it with this personnel change.

· If this form is indicating a change in Principal Investigator, the new PI must:

·  print and sign the last page (assurances) of the most recent Initial Review Questionnaire from the VAPORHCS Research Service website, and 
· submit an Investigator Data Sheet (page 18), if one for that individual has not previously been submitted (within the last year or two) to Research Service.

SUBMISSION INSTRUCTIONS
· Joint OHSU/VA Studies: This completed form and all other forms required by the instructions on this form should be submitted via eIRB. 
· VA-only Studies: This completed form and all other forms required by the instructions on this form should be emailed to PVAMC-IRB@va.gov  Please note that VA email will not accept emails larger than 5MB, and, if the email exceeds that limit, no notification of failure will be provided. If there is a chance the email will be larger than 5MB, please split the attachments into multiple messages. For any forms which require a signature, such as the Conflict of Interest form and the Scope of Work form, either scan the signature page(s) and attach to the email, or fax the signatures pages (with a cover memo identifying the PI, study title, and reference to the Research Personnel Change Form) to 503-273-5152.

Keep a copy of this form for your records
Rev 4/28/16

