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Submission Cover Sheet

For Advarra, Inc IRB Studies
(All fields on the form must be typed with the exception of signatures/initials.  Handwritten forms are not accepted.)

	CIRBI IRB#:
	Pro     
	
	EVMS Grant #:
	      


	Principal Investigator Contact Information

	Name:
	     

	Phone:
	     
	E-Mail:
	      


IMPORTANT:  The PI of the study must make the electronic submission of the protocol to Advarra.  Any individual can enter the submission into the CIRBI program and serve as the Contact Person, but the final submission, must be made by the PI logging into CIRBI and choosing “Submit”. 

	Contact Person for this Submission

	Name:  
	     

	Phone:  
	     
	E-Mail:  
	     


	Sponsor:
	     
	Sponsor’s Protocol #:
	     

	Study Title:
	     


	LIST ALL CO-INVESTIGATORS, RESEARCH TEAM MEMBERS, AND/OR CC RECIPIENTS

	Name
	Department / Address
	Status
	INTERNAL USE ONLY

	
	
	
	HSP
	COI

	     
	     
	 FORMDROPDOWN 

	
	

	     
	     
	 FORMDROPDOWN 

	
	

	     
	     
	 FORMDROPDOWN 

	
	

	     
	     
	 FORMDROPDOWN 

	
	

	     
	     
	 FORMDROPDOWN 

	
	

	     
	     
	 FORMDROPDOWN 

	
	

	     
	     
	 FORMDROPDOWN 

	
	

	     
	     
	 FORMDROPDOWN 

	
	

	     
	     
	 FORMDROPDOWN 

	
	

	     
	     
	 FORMDROPDOWN 

	
	


	CONFLICT OF INTEREST POLICY
(COI submissions must be made directly to the 
Office of Research, Waitzer Hall, 757-446-8480)

	Do you have a sponsored project?     If yes, answer questions 1-3 below; if no, skip to next section
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

	

	Even if you answered ‘No’ to all of the questions in the Advarra application but a COI exists based on EVMS policy/VA state regs then you must make a submission to the Institutional Official.  If a COI does exist, you need to add that information on your Advarra submission by inserting “VA state laws regarding Financial Conflict of Interest” where appropriate.  You also must add a disclosure to the consent form that you are submitting to Advarra for review.

Refer to the Office of Research Policy on Conflicts of Interest in Research and Sponsored Projects (COI).
For questions regarding the COI Policy contact the Office of Research at 446-8480.

 Notes:
 “Investigator” is defined by the policy as ALL Key Personnel (Principal Investigator (PI), Project Director and other person identified as senior/key personnel) listed in a grant application, contract, progress or other report, and any other individuals, regardless of title or position, who have responsibility over the design, conduct, or reporting of research or a sponsored project, which may include research assistants, post-docs, fellows, students, collaborators or consultants.


“Sponsored project” is any project that receives funding, supplies, equipment or other materials from a third party.


	1. If you have a sponsored project do you attest that prior to or contemporaneously with this application a Proposal Approval Form or an Office of Research Grant/Contract Compliance Form, which identifies all individuals who the PI has deemed as an Investigator, has been completed for this study and submitted to the Office of Research, Waitzer Hall.
	 FORMCHECKBOX 
 Yes

	2. If you have a sponsored project, do you attest that each person deemed by the PI as an Investigator has completed a Disclosure of External Financial and Time Commitments Form and it is on file with the Office of Research to indicate that the Investigator is in compliance with the EVMS COI Policy?
	 FORMCHECKBOX 
 Yes

	3. In addition, any research team member (RTM) who has a financial interest in the sponsor must do the appropriate filing.  Do you attest that each RTM who meets this criterion has completed a Disclosure of External Financial and Time Commitments Form and it is on file with the Office of Research?
	 FORMCHECKBOX 
 Yes

	If your project is sponsored and you cannot answer “YES” to all of the above (items 1-3) you must meet the COI Policy requirements before you can proceed with an application to the IRB.


	Signature for Principal Investigator’s Certification

	It is necessary for each PI to verify the scientific merit of a new study before submitting the study for IRB review.  Based on information submitted by the principal investigator, the appropriate department chair (or designee), certifies the conduct of the study under his/her department. 

	I confirm that I have sufficient staff and facilities to conduct this study.

	I agree to abide by EVMS IRB Assurance which specifies compliance with OHRP Regulations for Protection of Human Research Subjects, and agree to conduct my research: 1) according to the guidelines of this statement, 2) according to human subjects regulations outlined in the human subjects training which I have completed, and 3) according to the information I have supplied in the Application.

	IMPORTANT!!!
Advarra requires that sponsors sign an agreement indemnifying Advarra.  Before submission, the investigator is responsible for ensuring that the study sponsor will sign the agreement.  In addition, the sponsor/CRO MUST PAY ADVARRA DIRECTLY.  If not, the study cannot be sent to Advarra for review and you will need to use an EVMS IRB.


	Signature for Principal Investigator’s Certification

	PI Initials
	I agree to pay all costs associated with the review of this protocol if the sponsor fails to pay any IRB fee or related charges.

	I confirm all of the information provided on this form and agree to all requirements and assurances.

	PI Signature:
	
	______ / ______ / ______

   MM         DD           YY


	Chairman or Designee Certification: 

	This protocol has been reviewed by me or an appropriate designee and I agree that this study has scientific merit.  (If the chair is an investigator on the study, a designee not associated with the study who meets the requirements described in the 2007 EVMS IRB SOPs must sign below.)

	______________________________________
______ / ______ / ______
Department Chair/Designee Signature
 MM         DD           YY
	[NOTE:  The two items below MUST be completed]

Printed Name:       
Dept Name:       


Nov 2022
Page 1 of 3
PI Initials:  ____________

Feb 2023
Page 2 of 3 
PI Initials:  ____________

