Portland VAMC Institutional Review Board

RESEARCH PERSONNEL CHANGE FORM

	Principal Investigator (PI):       

	Study Coordinator/Contact Person:  
     
	Extension:

     
	Mail Code:

     
	Beeper:

     
	E-mail:

     

	Project ID#:       

	Project Title:  

     


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.  

DELETION OF PERSONNEL (complete a new form for each individual)


1. Indicate the individual who should be removed from the research project staff:       
2. Employee must answer:  




       


  

a. Are you working on any other VA research for this PI?    

Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

b. Are you working on any other VA research for a different PI?
Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

Note:  If items 2a. and b. are both answered “NO,” your VA research appointment will be inactivated and all VA property (keys, ID badges) must be returned to Research Service. If you are a VA paid employee, please contact Human Resources to clear station. If you have a Without Compensation (WOC) appointment, please complete the “VA R&D WOC Employee Clearance from Indebtedness” form at www.portland.va.gov/research/documents/staff/woc-clearance.doc 
Signature of Employee/PI (PI may only sign if employee is no longer available, e.g., gone from both OHSU and PVAMC)
· Principal Investigator:  If no individual is being added, skip to question 10.
(office use only)

If this form addresses only deletion of personnel, confirm that:

 FORMCHECKBOX 
  MIRB Staff tab information updated

 FORMCHECKBOX 
  Personnel Database Updated
ADDITION OF PERSONNEL/CHANGE IN ROLE (complete a new form for each individual)
3. Name of individual being added/role revised and degrees held:       
4. Individual’s salary source:       
5. (New) Role in Study:      
Note: 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 and submit an Investigator Data Sheet (page 18) if one has not previously been submitted to Research Service.
6. Please complete the IRQ Appendix L – Scope of Work form for this individual for this study (http://www.portland.va.gov/Research/piservices/rd_forms.asp) for both added personnel and those with a revised role on the study team.
PROTECTION OF HUMAN RESEARCH PARTICIPANTS TRAINING

7. Has the individual named in #3 above completed the education requirements for the protection of human research participants?  

YES  FORMCHECKBOX 


NO  FORMCHECKBOX 


Please note:  Addition of personnel will not be approved until all appropriate certificate(s) indicating successful completion of the required education for this individual are submitted and on file with the Research Service. If you are unsure whether these certificates have been previously submitted or whether the education has been completed, please contact an IRB Analyst in the Research Service at (503) 273-5125. Education modules may be accessed through the Research Service website:  http://www.portland.va.gov/Research/training/index.asp  
RESEARCH APPOINTMENT AND CREDENTIALING REQUIREMENTS

8. . Does the individual named in #3 have a VA appointment or a Without Compensation (WOC) appointment in Research Service at the Portland VA?         YES  FORMCHECKBOX 

  NO  FORMCHECKBOX 


a. If NO, will the individual named in #3 work on PVAMC property?  
 YES  FORMCHECKBOX 


NO  FORMCHECKBOX 


b. If NO to 8, will the individual named in #3 see identifiable PVAMC research participant information? YES  FORMCHECKBOX 

  NO  FORMCHECKBOX 


c. If YES to 8.a. or 8.b., has the individual submitted appropriate hiring and credentialing forms to the Research Service Office?
 YES  FORMCHECKBOX 


NO  FORMCHECKBOX 


Please note:  Depending on the pay source of the individual named in #3, additional paperwork may be required at the VA in order for the individual to work on this research project. Further information and forms may be accessed through the Research Service website: http://www.portland.va.gov/Research/piservices/hiring/appointmentrequirements.asp   Once the individual has completed the appropriate checklist, s/he should be able to determine which forms are needed. Questions should be addressed to the Research Service at x55125. Approval for addition of personnel will not be approved until all appropriate appointment and credentialing requirements are met. 
CONFLICT OF INTEREST
9. These questions apply to the individual being added to the study team:  
a. Do you have equity interests, including stock options, of any amount in a non-publicly traded business that has financial interests in this research project?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

b. Do you have equity interests in aggregate (including your spouse and dependent children) of more than $10,000 or more than 5% ownership in a publicly traded business that has financial interests in this research project?

YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

c. Are you are an inventor of technology or work that is directly related to this research project? YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

d. Do you serve as an officer, director, or in any other executive position (paid or unpaid) for a business that has financial interests in this research project?   YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

e. Do you receive any payments (e.g., bonuses or “finder’s fee” payments) in connection with this study that are not directly related to the reasonable costs of the project?  YES  FORMCHECKBOX 

  NO  FORMCHECKBOX 

f. Do you receive or expect to receive in aggregate (including your spouse and dependent children) more than $10,000 in a 12 month period from consulting fees, honoraria, gifts or other “in kind” compensation from a business that has financial interests in this research project?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

g. Do you have a financial interest which would reasonably appear to be affected by the outcome of this research project?  YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

If any of the answers to the questions #9 a. – g., are “YES,” the individual must complete the Portland VA Medical Center “Conflict of Interest in Research Disclosure Form” and submit with this form. 

INFORMED CONSENT FORM (ICF) / COVER PAGE TO ICF LISTING STAFF
10. Does the addition, change in role, or deletion of the individual(s) on the study team require a change to the informed consent form?  YES  FORMCHECKBOX 

  NO   FORMCHECKBOX 


If YES, please attach two copies of the revised informed consent form, one with the changes highlighted and one clean copy. 
11. Does the addition, change in role, or deletion of the individual(s) on the study team require a change to a list of study personnel for participants?  YES  FORMCHECKBOX 

  NO   FORMCHECKBOX 

If YES, please attach two copies of the revised page, one with the changes highlighted and one clean copy.
RESEARCH FLAG PERMISSIONS
12. Will the individual being added to the study need to have the capacity to activate research flags on participants’ electronic medical records? YES  FORMCHECKBOX 

  NO   FORMCHECKBOX 

Assurance for Addition of Personnel: I hereby authorize the individual identified in #3 above to assist me in the conduct of this research project as indicated on this form and assure that I will appropriately supervise this individual in his/her responsibilities. 
Please sign below whether you are adding or deleting personnel from this study.
  ________________________________________________




PRINCIPAL INVESTIGATOR






Date

Keep a copy of this signed form for your records
For Office Use Only

Education Modules Complete 
 FORMCHECKBOX 
  CITI 




 FORMCHECKBOX 
  General Safety

 FORMCHECKBOX 
  Biosafety ( FORMCHECKBOX 
 N/A)

 FORMCHECKBOX 
 Radiation Safety ( FORMCHECKBOX 
 N/A)
 FORMCHECKBOX 
  Privacy and HIPAA
 FORMCHECKBOX 
 VA Privacy and Information Security Awareness and Rules of Behavior
Credentialing Paperwork Complete

 FORMCHECKBOX 
  Initial Review Questionnaire Appendix L - Scope of Work Form for this protocol
 FORMCHECKBOX 
  Education Verification Complete (including VetPro/RCVL if applicable)   FORMCHECKBOX 
 N/A – will not work at PVAMC nor see identifiable VA data.
Employment Paperwork Complete  FORMCHECKBOX 
 N/A – will not work at PVAMC nor see identifiable VA data.
 FORMCHECKBOX 
  Status “Active” or “ActiveHumanSubjects” – if “InActive”, contact Front Desk Staff
 FORMCHECKBOX 
  Paid by VA or WOC box checked (if not checked and not paid by VA, WOC appt must be completed prior to addition of personnel)
MIRB

 FORMCHECKBOX 
  Staff tab information updated
If New PI:

 FORMCHECKBOX 
 Is a page 18 on file or was one submitted with this form?

 FORMCHECKBOX 
 Was the IRQ assurances page signed and submitted with this form?

Flag:
 FORMCHECKBOX 
 If #12 above is answered YES, send an e-mail to the R&D flag contact, notifying them that the individual needs to have permission to activate flags. 

If Individual will be deactivated from the database:

 FORMCHECKBOX 
 Notify Front Desk staff to follow-up on clearance form, retrieving research space keys, etc. as appropriate.
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