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BRI IRB CIRB Application Checklist

	CIRB APPLICATION CHECKLIST


Return submissions to the IRB Office (Mailstop: IN-RC).  Note:  a) each question must be answered or marked “N/A”; b) forms must to be word processed or typed.  See the Clinical_Research_Glossary for definitions.  Password to unlock form is “benaroya”.  Contact the IRB with questions:  IRB@benaroyaresearch.org  [IRB Staff]
	IRB#:     
	Protocol ID:     
	Date of last CIRB Review:     
	VM/BRI funding #(s):     
	Date:     

	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 ( (IRB use only)
	GCP (  Ethics ( (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):      


I. BASIC INFORMATION:
A. 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 final IRB approval.  Training link is located at CITI Ethics/GCP Training.  
	Name
	GCP/Ethics (IRB use)
	Title/Role (e.g. Sub-I, coordinator) 
	Dept.
	Institution Affiliation

	     
	(  / (
	     
	     
	     

	     
	(  / (
	     
	     
	     

	     
	(  / (
	     
	     
	     

	     
	(  / (
	     
	     
	     

	     
	(  / (
	     
	     
	     

	     
	(  / (
	     
	     
	     


B. 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 (IRB use)
	Role in study (e.g. pulling files, consenting, etc.)
	Institution Affiliation

	     
	(  / (
	     
	     

	     
	(  / (
	     
	     


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 NO
	Is research being conducted at any affiliated sites outside VMMC/BRI? 

If “YES”, list all affiliated sites “engaged” in this research at VMMC/BRI below.

 FORMCHECKBOX 
 Cascade Cancer Center/Evergreen Hospital 
 FORMCHECKBOX 
 Pacific Medical Center

 FORMCHECKBOX 
 Valley Medical Center

 FORMCHECKBOX 
 Fairbanks Memorial  

 FORMCHECKBOX 
 Other:      


II. SUBMISSION CHECKLIST (ORDER OF ATTACHMENTS): Check each item.  See IRB_Forms for reference.
	 FORMCHECKBOX 
 Yes
	1. CIRB Application Checklist (this form and all attachments)

	 FORMCHECKBOX 
 Yes
	2. Most recent CIRB approval letter 

	 FORMCHECKBOX 
 Yes
	3. CIRB Application for Full Review

	 FORMCHECKBOX 
 Yes
	4. Most recent CIRB Approved Protocol 

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A
	5. CTSU form

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A
	6. BRI/VM Consent Document(s) modified CIRB version, VM “Bill_of_Rights”, and Sponsor Template Consent.  List all forms below.  (e.g. assents, short forms).  
         If no or N/A, state reason:     

	Title of Consent Form(s):
	Version #:
	Date of current version: (CIRB Protocol ver. / BRI ver.)

	     
	     
	     

	     
	     
	     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A
                                     FORMCHECKBOX 

                                     FORMCHECKBOX 

                                     FORMCHECKBOX 

	7. HIPAA Authorization Form:  If no or N/A, at least one box below must apply.
(a) HIPAA waiver requested and approved by CIRB at initial IRB approval.
(b) HIPAA language incorporated in main consent form. 
(c) Other (state reason):      

	
	Version #:     
	Dated:     

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A
(N/A if no drugs used)
	8. Investigator’s Brochure (required if existing.  If not, other drug safety information; e.g. package insert.)
	Version #:     
	Dated:     

	 FORMCHECKBOX 
Yes     FORMCHECKBOX 
 N/A
	9. Questionnaires / Surveys / Study Diaries / (any study specific items seen or heard by VM subjects)

	Title(s) of  Questionnaires / Surveys / Study Diaries / Phone Scripts:
	Version #:
	Date of current version:

	     
	     
	     

	     
	     
	     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A
	10. Advertising / Recruiting materials (print ads, radio scripts, brochures, etc.)

	Title(s) of Recruitment/Advertising material(s):
	Version #:
	Date of current version:

	     
	     
	     

	     
	     
	     

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	11. Additional attachments submitted?  (e.g. any relevant multi-center trial reports, etc.)

	Title(s) of Additional Attachments:
	Version #:
	Date of current version:

	     
	     
	     

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 N/A
	12. Affiliated site Screener Form(s) for non-local site(s)?  (click_here) (e.g. Fairbanks Memorial Hospital) 

If “YES”, list all non-local sites affiliated with this study “engaged” in research with VM:      


III. IRB Submission Requirements:
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
	Do you want to receive a Confirmation of Receipt email notification for this application?

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 N/A
	2 copies of all documents typed/word-processed.  (unless submitted through SharePoint)

	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 N/A
	Documents single-sided, binder or paper clipped. (no staples)  (unless submitted through SharePoint)

	 FORMCHECKBOX 
 Yes 
	The Principal Investigator has signed the application.

	Person completing application:
	 FORMCHECKBOX 
 PI   FORMCHECKBOX 
 Study Coordinator    FORMCHECKBOX 
 IRB Regulatory Contact     FORMCHECKBOX 
 Other: If other, who?(cite below)

	Printed Name:     
	Role in Study:     


INVESTIGATOR'STATEMENT and ASSURANCE OF CONFIDENTIALITY: (Only PI’s signature will be accepted):

As principal investigator of this project, I promise to ensure the names of any human subjects or any identifiable data from human subjects shall be treated as confidential information.  This information will not be disclosed to anyone other than those directly connected with the research project unless the patient has given prior approval in writing.  I will promptly report to the IRB any changes in research activity or unanticipated problems or adverse events encountered during the project.  I further agree any failure to perform the undertaking specified above shall be good cause for termination of the research project.  If this is a funded project, I certify that the funding source document is entirely consistent with the corresponding study protocol.  I certify I have not been barred from doing research by any regulatory agency or entity.  If I am a physician [or other licensed health care professional], I certify my medical [or other] license is current.
__________________________________
____________________________________________

Principal Investigator’s Signature


Date of Signature


FINAL IRB APPROVAL (IRB use only)
(Including all study documents listed above. e.g. protocol, consent form[s], ads, etc.) 

( Approved as Submitted          ( Approved per IRB-stipulated revisions of ________________ (date of IRB letter)








  




  




Name and Title




  
Signature



  
Date of Signature



Dates of approval: __________________ to ___________________               REVIEW DATE: ____________
        AGENDA DATE:______________




VALID ONLY AS LONG AS APPROVED PROCEDURES ARE FOLLOWED
FWA00001994 (VMMC) / FWA00001995 (BRI) / IRB00000057
Benaroya Research Institute at Virginia Mason Institutional Review Board (BRI IRB)
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