VA Western New York Healthcare System

IRB Addition of Research Personnel

	MIRB#:
	     
	Date:
	     

	Title:
	     

	Principal Investigator:
	     


	Addition of Study Personnel

	Personnel Name:
	     
	Title/Credential(s):
	     

	Appointment Type:
	 FORMCHECKBOX 
  VA Paid

 FORMCHECKBOX 
  WOC

 FORMCHECKBOX 
  IPA

 FORMCHECKBOX 
  Other:      
	Role on Study:
	 FORMCHECKBOX 
  Principal Investigator

 FORMCHECKBOX 
  Co-Investigator

 FORMCHECKBOX 
  Coordinator

 FORMCHECKBOX 
  Staff

	Description of Duties:
	     

	Functional Statement:
	 FORMCHECKBOX 
  Functional statement on file accurately reflects responsibilities for this investigator

 FORMCHECKBOX 
  Revised functional statement / addendum has been included with this request

	The following items are attached:
	 FORMCHECKBOX 
  Conflict of Interest Statement                           FORMCHECKBOX 
  Signed and Dated CV/Resume

 FORMCHECKBOX 
  Proof of Completed Education                          FORMCHECKBOX 
  Proof of WOC Appointment;    FORMCHECKBOX 
  N/A          

	Informed Consent:
	Will the personnel be obtaining informed consent?   FORMCHECKBOX 
  Yes      FORMCHECKBOX 
  No

	
	If yes, please complete below:

Has consenting process been reviewed with staff?                                               

 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

Does staff member demonstrate good comprehension of procedure?            

 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

Has staff member completed Informed Consent Training with the Research Compliance Officer?      
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No; If no, please contact the RCO to schedule training.


_________________________________________________                                    _________________________ 

Principal Investigator Signature





             Date
For Administrative Use Only

	 FORMCHECKBOX 

	Appointment  & Education Review 
Completed by the Research Office
	

	
	
	Signature


	TO BE COMPLETED BY IRB REVIEWER:

	IRB Reviewer:
	     
	Date:
	     

	Reviewer Conflict of Interest
Indicated by marking YES or NO if there are any financial conflicts of interest or arrangements of concern (describe below) that apply to the reviewer:

     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Review Type:        FORMCHECKBOX 
 Full Committee         FORMCHECKBOX 
  Expedited

If review is expedited, please complete the “Expedited IRB Review Worksheet”

	

	1.  Was the change initiated without IRB review and approval to eliminate apparent immediate hazards to participants? If yes, the IRB should have been promptly informed of the change (within 3 days)
If yes, document whether the change is consistent with ensuring the participant’s continued welfare:       
	YES    NO                    FORMCHECKBOX 
     FORMCHECKBOX 
    

	2.  Does this study involve vulnerable participants or adults with impaired decision making capacity?

Document whether additional training for staff is needed and has been provided. 
Contact PI for discussion of staff training regarding vulnerable populations and adults with IDMC.
Please explain:       
	YES    NO                    FORMCHECKBOX 
     FORMCHECKBOX 
    

	3.  Is this staff member being added as the result of information which may relate to participants willingness to continue to participate?  (i.e., more clinical back-up is needed)

If yes, please explain:       
	YES    NO                    FORMCHECKBOX 
     FORMCHECKBOX 
    

	4.  Does the addition of this staff member change the risks to participants in any way?
If yes, please explain:       
	YES    NO                    FORMCHECKBOX 
     FORMCHECKBOX 
    

	5.  Role of personnel to be added:   FORMDROPDOWN 

a) Will this person be obtaining informed consent?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Please verify the requirements for the role of the personnel to be added:

	Principal Investigator
 FORMCHECKBOX 
 VA Paid

 FORMCHECKBOX 
 Conflict of Interest 

 FORMCHECKBOX 
 Education Complete

 FORMCHECKBOX 
 Functional Statement or Scope of Practice

 FORMCHECKBOX 
 CV/Resume
	Co-Investigator
 FORMCHECKBOX 
 VA Paid   or     FORMCHECKBOX 
 WOC
 FORMCHECKBOX 
 Conflict of Interest 

 FORMCHECKBOX 
 Education Complete

 FORMCHECKBOX 
 Functional Statement or Scope of Practice
 FORMCHECKBOX 
 CV/Resume
	Research Coordinator
 FORMCHECKBOX 
 VA Paid   or     FORMCHECKBOX 
 WOC
 FORMCHECKBOX 
 Conflict of Interest 

 FORMCHECKBOX 
 Education Complete

 FORMCHECKBOX 
 Functional Statement or Scope of Practice
 FORMCHECKBOX 
 CV/Resume
	Research Staff
 FORMCHECKBOX 
 VA Paid   or     FORMCHECKBOX 
 WOC
 FORMCHECKBOX 
 Conflict of Interest 

 FORMCHECKBOX 
 Education Complete

 FORMCHECKBOX 
 Functional Statement or Scope of Practice
 FORMCHECKBOX 
 CV/Resume
	Collaborator
 FORMCHECKBOX 
 VA Paid or  FORMCHECKBOX 
 WOC
      FORMCHECKBOX 
 N/A
 FORMCHECKBOX 
 Conflict of Interest


 FORMCHECKBOX 
  Approved

 FORMCHECKBOX 
  Not Approved
____________________________________________                                                   _______________________ 

IRB Reviewer Signature







  Date

IRB Received:
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