Coordinating Center Supplement
New Application

Principal Investigator Name:             
Coordinating Center Name:                                                                                                                                     
Project Title:                                                                        
Date:                                    

Supplement Application and Submission Instructions
	·  This form must be completed by the applicable Center Director for all studies submitted to the IRB if a Coordinating Center is engaged in the research study.  This form must be submitted to the IRB as a supplement to the PI New Project Application. 
·  A separate form must be completed for each engaged Coordinating Center.  Do not complete 
        this form for research activities conducted by the CSP Clinical Research Pharmacy Coordinating 

         Center located in Albuquerque, New Mexico, that are part of their routine research support 

         activities.
·  After applicable signatures are obtained, this form should be included as part of the PI Application with the box on the front page of the IRB Form next to the name of this form checked off indicating the PI Application package contains this document.  



Section 1:   Coordinating Center Information  
	Project Manager Name at Coordinating Center:          

	VA Station Number:       
VA Facility Address:       
	Phone:       

	
	Fax:           

	
	VA E-mail:       


	1.  Is the Coordinating Center Project Manger going to serve as the primary Point of Contact for IRB communication regarding this study? 

 FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No.  If no, please indicate below who is the main point of contact.

Name:                                                            Phone:       
FAX:                                                          VA E-mail:        


	2.  Are any of the Coordinating Center personnel serving as investigators on this study?
              FORMCHECKBOX 
   Yes              FORMCHECKBOX 
   No
If yes, please indicate the individual’s name and capacity served below and include a copy of the individual’s CV with this supplement.
Project Team Member  

Degrees

5% or More 

Effort?  Yes/No

Project Role 
Access to Identifiable Participant Data?

 Yes/No

Date of most recent GCP Training
Note:  Additional project members may be added by inserting more rows in the table.  If some project members are unknown at this time, indicate this by inserting “TBD” in the project team member column.
If no, specify below the role of the Coordinating Center in this project:  A summary can be provided with references made to more detailed portions of the protocol document.
     


	3.  Will a Local Site Investigator Application also be submitted from this site? 
A separate Local Site Investigator Application must be submitted in addition to this supplement if the site is engaged in the research beyond the activities conducted or overseen by the Coordinating Center.
       FORMCHECKBOX 
   Yes       FORMCHECKBOX 
   No



Section 3:  Center Director
	As the Center Director, I have reviewed this supplement and certify the following:
· All personnel in this Coordinating Center who will be involved in this project have been appropriately credentialed, privileged, and have completed and are up-to-date on all required VA training the protection of human participants and in Good Clinical Practices
· The Coordinating Center will follow IRB SOPS in requesting changes in approved studies, the submission of continuing review requests, and in reportable items.
Please check one of the boxes below:

This VA facility will also serve as a participating site for this project in addition to Coordinating Center functions.  This VA facility is located at the same site as the PI or Co-PI of this study or a Local Site Investigator.  
        FORMCHECKBOX 
    Yes               FORMCHECKBOX 
    No

___________________________________                             __________________________________

Center Director                                                                          Date

___________________________________                             __________________________________

Printed Name                                                                             Phone and VA E-mail Address


	


Section 4:   Associate Chief of Staff for Research and Development (ACOS/R&D) or Chief 

                    of Staff at Local Facility CSP Center
(Signature of this supplement by the ACOS/R&D is only required if the PI or a Local Site Investigator will not be conducting the study at the VA Facility.)

	As the Associate Chief of Staff for Research and Development or Chief of Staff at this facility, I have this supplement and certify the following:

· The members of the CSP Coordinating Center have been appropriately credentialed, privileged, and have completed all required VA training in the protection of human participants and Good Clinical Practice.
· This facility has reviewed or is in the process of reviewing any potential conflicts of interest the any of the listed CSP project team members may have in accordance with our local policies and procedures.  A summary of the determinations made and any management plans is either attached to this application or will be forwarded separately for review by the IRB.

· This facility will adhere to the Memorandum of Understanding signed with the Institution  regarding the use of the IRB.
· This project will not begin at this facility until written approval has been received from both the IRB and from this facility in accordance with our local Research and Development (R&D) Committee policies.
ACOS/R&D or Chief of Staff Signature                                                                Date  

__________________________________                              Phone Number:  ____________________

ACOS/R&D or Chief of Staff Printed Name 
VA E-mail Address:  ___________________________________                                                                                       
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