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BRI IRB Study Modification Form

 BRI IRB Study Modification Form

	STUDY MODIFICATION FORM

	 Submit two (2) sets of all documents (plus one set of tracked changes), to the IRB, Mailstop: IN-RC (address in footer).  Applications must be typed - no staples. Password to unlock form is “benaroya”.  Contact the IRB with questions:  IRB@benaroyaresearch.org  [IRB Staff]


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

	TITLE OF RESEARCH PROPOSAL (PROTOCOL TITLE):       

	Revision/Amendment/Mod# assigned by sponsor:       
	Date of Modification:       


	Principal Investigator (PI):       
	Study Coordinator:       

	Dept & Mailstop:       
	Dept & Mailstop:       

	Phone:       
	Phone:       

	Email:        
	E-mail:        

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


	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. MATERIAL REVISED/AMENDED/ADDED INCLUDES: (check all applicable)
	 FORMCHECKBOX 
 Protocol (If Retrospective Chart Review, Application serves as protocol)     FORMCHECKBOX 
 Consent Form (see “Informed_Consent_Requirements” to ensure required elements are retained/included).
 FORMCHECKBOX 
 Other (e.g. add/remove key personnel):       


II. DESCRIPTION AND REASON FOR MODIFICATION: (attach separate sheet[s] if necessary):
	1. Describe “all” changes in detail:       

	(a) Has any “key personnel” been added and report a Conflict of Interest (COI) for this study?

If “yes”, is COI management plan in place and being followed?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No (explain):      
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A

	(b) Were changes made to the Consent Form/study that could affect a subject’s willingness to consent to research?  If yes, describe:       
	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No    FORMCHECKBOX 
 N/A


III. SCOPE/OBJECTIVE CHANGE:
	Will the revision/amendment change the scope or research objectives of the project?  (The following are examples of actions considered to change the scope or research objectives:  (a) a change in the specific aims approved at the time of funding; (b) a change from the previously approved use of human subjects; (c) shifting the emphasis of the research from one disease to another, etc.).  If yes, describe:       
	 FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No


IV.  STUDY STATUS CHANGE:  (complete this section only if applicable; choose one):
	1) Are you changing the status of your study?  (If no, skip to section V.)
	 FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No

	 FORMCHECKBOX 

	Temporary Closure to Accrual:              Date Effective:       

Reason:       

	 FORMCHECKBOX 

	Permanent Closure to Accrual, Study Participation/Intervention Continues:                Date Effective:       
How many subjects were ever enrolled at this site?       
How many subjects are still on treatment at this site?       
How many subject (total of all sites) were enrolled in this study (if applicable and if known):       

	 FORMCHECKBOX 

	Permanent Closure to Accrual, Only Long-Term Follow-Up and/or Data Collection/Analysis Continues (no active participation/intervention continues)          Date Effective:      
How many subjects were ever enrolled at this site?      
How many subject (total of all sites) were enrolled in this study (if applicable and known):       


V.  NEW FUNDING SOURCE:
	1) Are you proposing to add a new funding source?  (If no, skip all questions 2-6)
	 FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No

	Funding Source (FS) Type:   FORMCHECKBOX 
Grant         FORMCHECKBOX 
Contract      FORMCHECKBOX 
Subcontract     FORMCHECKBOX 
Fellowship      FORMCHECKBOX 
Other, (specify):      

Principal Investigator on FS:               FS Title:       
Funding Agency:       
Agency ID# (if known):       

VM/BRI funding # (if known):       
Note:  Prior to submitting this Study Modification Form, the FS must be submitted either to the BRI Grants and Contracts office (if the FS involves federal or not-for-profit foundation funds), or to the BRI Clinical Research Program (all other FS’s) at Mailstop IN-RC.

	2) Briefly summarize, below, the procedures involving human subjects in the new funding source:       

	3) Describe any differences between the approved IRB application and the new funding source:       

	4) If there are multiple aims in the new funding source, please specify which aim(s) pertain to this specific, approved IRB application, and flag or indicate the corresponding page(s) of the funding source document:       

	       5)    If this funding source will modify the population, purpose or procedures, be sure to outline these changes under the

               “Scope/Objective Change” on page 1 of this form:      

	6) Two copies of the new funding source attached?   FORMCHECKBOX 
Yes     FORMCHECKBOX 
No (explain):      


VI. List all attached documents:
	Title of Form:
	Version #:
	Date of current version:

	     
	     
	     

	     
	     
	     

	     
	     
	     


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

	 FORMCHECKBOX 
 Yes 
	2 copies of all documents typed/word-processed (plus one tracked copy of any revised documents).

	 FORMCHECKBOX 
 Yes 
	Documents single-sided, secured by binder clips or paper clips (no staples).

	 FORMCHECKBOX 
 Yes 
	The VM Principal Investigator has signed the application.

	Person completing this application:  
	 FORMCHECKBOX 
 PI      FORMCHECKBOX 
 Study Coordinator    FORMCHECKBOX 
 IRB Regulatory Contact     FORMCHECKBOX 
 Other: Cite below.

	Printed Name:      
	Phone#:      


INVESTIGATOR'S STATEMENT: (Only the Principal Investigator’s original signature will be accepted):
As PRINCIPAL INVESTIGATOR, I acknowledge that I am responsible for reporting any emergent problems, serious adverse effects or reactions, or proposed procedural modifications and that no modifications will be put into effect without prior Institutional Review Board (IRB) approval except where necessary to eliminate apparent immediate hazards; that unless otherwise directed by the IRB Chairperson, I will renew this application with the IRB every 11 months (or at more frequent intervals if requested by the IRB); that the research project is being conducted in compliance with the IRB's understanding and recommendations; that the IRB is provided all the information on the research project necessary for its complete review; and that this research project will not be put into effect until final IRB approval is received.  If I am a physician [or other licensed health care professional], I certify that my medical [or other] license is current.

__________________________________
____________________________________________

Principal Investigator’s Signature


Date of Signature

FINAL INSTITUTIONAL REVIEW BOARD SIGN-OFF (IRB use only)

Minimum Informed Consent Recommendations: ( N/A 
     ( Re-consent not required     ( Consent all new subjects with modified consent form(s)
( Re-consent active participants receiving test article       



  
( Re-consent all subjects including those who have completed the study.  ( Other:









  




  




Name and Title




Signature



  

Date of Signature



Approval Date:   ___________________________________________       Review Date:   ____________

     Date reported on IRB minutes:  ______________


Type of Review:  ( Full         ( Expedited
( Cooperative
( CIRB Facilitated







VALID ONLY AS LONG AS APPROVED PROCEDURES ARE FOLLOWED
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