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                                                                                     Protocol Disposition Form
Benaroya Research Institute    

BRI IRB Coversheet & Checklist for Quorum
Please type or word process all portions of this form.  Handwritten forms will be returned. 

	[Shaded areas for BRI IRB Office Only]

Date Received:


IRB of Record:   FORMCHECKBOX 
 Quorum Review  
 FORMCHECKBOX 
 OK for External IRB ____IRB Staff init.

	CONSENT FORM OPTIONS - Please show your consent preferences below.  
Please note that BRI and Quorum have developed client template consent language.  This language includes BRI’s logo, IRB number, Bill of Rights, and injury language).
Check any of the following boxes that apply to your submission. You may check more than 1 box if applicable. For example, please check all 3 boxes if you would like the consent to include all 3 language options described below. 
 FORMCHECKBOX 
  Include BRI logo, IRB number, and Bill of Rights (to be inserted by Quorum).
 FORMCHECKBOX 
  Include BRI injury language (to be inserted by Quorum in place of sponsor injury language).
· If Quorum is the central IRB: Please include sponsor approval for BRI injury language with your submission. 
· For single-site study submissions: Sponsor approval does not need to be submitted.
The following option and instructions are only applicable if Quorum is the central IRB, and are not applicable to single-site study submissions. 

 FORMCHECKBOX 
  Include changes to the model consent form that are unrelated to BRI template language.  (e.g. Conflict of Interest language)
· Please track your changes into the sponsor’s model consent form.  Please contact Quorum if you need a copy of the model consent.

· Please include rationale and sponsor approval for this language with your submission.  



	IRB Number:      
	VM/BRI funding #(s):      

	TITLE OF RESEARCH PROPOSAL (PROTOCOL TITLE): 
      

	Principal Investigator (PI):     
	Study Coordinator:      

	Dept & Mailstop:      
	Dept & Mailstop:      

	Phone:      
	Phone:      

	Email:      
	E-mail:      


	Address (if not VM/BRI):      
	Address (if not VM/BRI):      

	GCP ( / Ethics ( / FDS (  (IRB use only)
	GCP ( / Ethics ( / FDS ( (IRB use only)


	IRB Regulatory Contact* (optional)
(if designating someone other than the study coordinator) 
	GCP/Ethics/FDS (IRB use)
	Phone: 
	Email:

	     
	( / ( / (
	     
	     

	Dept. & Mailstop:      
	Address (if not VM/BRI):      


*Add to SIQ Question 22 in order to have contact cc’d on all formal correspondence
BASIC INFORMATION:

List all VM/BRI “Key Personnel” for this study (excluding PI & study coordinator).  Key_Personnel_defined 
Note: Documentation of GCP & Ethics Training is required for all “Key Personnel” prior to granting Authorization to Commence.  Training link is located at CITI Ethics/GCP Training  Contact the BRI IRB with questions:  IRB@benaroyaresearch.org  [IRB Staff]
	Name
	GCP/Ethics/FDS (IRB use)
	Title (e.g. Sub-I, coordinator) 
	Dept.
	Institution Affiliation

	     
	( / ( / (
	     
	     
	     

	     
	( / ( / (
	     
	     
	     

	     
	( / ( / (
	     
	     
	     

	     
	( / ( / (
	     
	     
	     

	     
	( / ( / (
	     
	     
	     


A. Are any “Key Personnel” non-VM/BRI employees?   FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 No   If yes, define the role each individual in the study below:  

	Name
	GCP/Ethics/FDS (IRB use)
	Roles in study (e.g. pulling files, consenting, etc.)
	Institution Affiliation

	     
	( / ( / (
	     
	     

	     
	( / ( / (
	     
	     


Potential Conflict of Interest:
Have all the Financial Disclosure Statements (click_here) required for all key personnel been submitted?     FORMCHECKBOX 
 Yes
i.   Is there a conflict of interest (more_info) for any of the key personnel?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

ii.  If yes, has it been mitigated with Legal?      ( Yes
iii. Is there language to be added to the consent form?    ( Yes  ( No
iv. If yes, is the language to be added to the consent form attached?    ( Yes
Institutional Jurisdiction (i.e. Hospital Wavier):
The Investigators named above are authorized to conduct the above referenced investigational research study in this institution.  This institution maintains an institutional review board or human subjects committee (Review Board) and the Review Board waives jurisdiction and accepts the review services of Quorum Review.
Document Checklist:

PLEASE NOTE: 

(1) Before you submit this IRB application, all other applicable review requirements (STEPS 1-4 listed at the following link) must have been completed:  

(2) DO NOT SUBMIT DIRECTLY TO QUORUM REVIEW.  Quorum IRB will not accept direct submissions from VM/BRI investigators.  Complete this coversheet & checklist and submit all required documents electronically (via SharePoint*) for review.   

* If you do not have access to SharePoint, a flash drive is available.  Contact BRI IRB Staff or IRB@benaroyaresearch.org.  

1.   BRI IRB COVERSHEET & CHECKLIST FOR QUORUM (this form) 
 FORMCHECKBOX 
 yes  
2.   IF THIS IS A GENE TRANSFER STUDY REVIEWED BY THE BRI INSTITUTIONAL BIOSAFETY COMMITTEE (IBC)
      ENSURE THE FOLLOWING ITEMS ARE ATTACHED:

BRI IBC Minutes excerpt for the study
 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 N/A
BRI IBC Approval letter
 FORMCHECKBOX 
 yes   FORMCHECKBOX 
 N/A
3.   COMPLETED QUORUM REVIEW SITE INFORMATION QUESTIONNAIRE:  PRIMARY 
 FORMCHECKBOX 
 yes 
      RESEARCH FACILITY link (Note: On the application check “NO” on #15
       and “YES” on #9(a-d).  The Hospital Jurisdictional Wavier is addressed above.)
4.   All applicable ATTACHMENTS required in the Quorum Review Site Submission Checklist
 FORMCHECKBOX 
 yes  FORMCHECKBOX 
 N/A
      [e.g. Site Information Questionnaire (SIQ)] 

5.   COMPLETED SINGLE SITE QUESTIONNAIRE (if Quorum is not the central IRB)
 FORMCHECKBOX 
 yes  FORMCHECKBOX 
 N/A
6.   CONSENT FORM (sponsor provided)







 FORMCHECKBOX 
 yes  FORMCHECKBOX 
 no
      [If Quorum is the central IRB, they will insert BRI logo, IRB #, Bill of Rights in all consents]







TRACKED VERSION OF CONSENT FORM





 FORMCHECKBOX 
 yes  FORMCHECKBOX 
 N/A 
7.   PROTOCOL (If Quorum is the central IRB for study DO NOT submit protocol.)
 FORMCHECKBOX 
 yes  FORMCHECKBOX 
 no
8.   CV for Principal Investigator 
 FORMCHECKBOX 
 yes  FORMCHECKBOX 
 no
      (Each PI is required to submit the CV to Quorum Review only once, unless information has changed))

9.   VERIFICATION THAT ALL LISTED KEY-PERSONNEL HAVE 

      COMPLETED GCP & ETHICS REQUIREMENTS 
             FORMCHECKBOX 
 yes   FORMCHECKBOX 
 not yet completed
(For information and instructions, click here CITI Ethics/GCP Training.)
10.  FINANCIAL DISCLOSURE STATEMENTS link
 FORMCHECKBOX 
 yes (required of each Investigator & the Study Coordinator)


Attach the following if ANY Investigator(s) is a NON-VM Employee, AND meets the listed criteria:

11.  UNAFFILIATED INVESTIGATOR AGREEMENT

 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 N/A

   Criteria must be reviewed for “Unaffiliated Investigator Agreement” at the following link.
	QUORUM USE ONLY (DESCRIBES CURRENT HANDLING REQUIREMENTS FOR THE INSTITUTION)
*Please refer to the Accounts Special Handling Document associated with the Virginia Mason Medical Center Account for processing instructions.


Benaroya Research Institute at Virginia Mason Institutional Review Board (BRI IRB)




Version 3.1 - Rev. 04/17/12
1201 Ninth Ave., Mail stop IN-RC, Seattle, WA 98101     
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