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Institutional Review Board 
Modification Request Form


	For Office Use Only            FORMCHECKBOX 
46.404       FORMCHECKBOX 
46.405        FORMCHECKBOX 
46.406


A. Study Information
	IRB Study #:      
	Date:      

	Project/Study Title:      

	Principal Investigator:      
	Phone:      

	Department, Division     
	Center Affiliation:  FORMDROPDOWN 


	IRB Contact Person:      
	Phone:      


B. Modifications Proposed – Please check all categories that apply and supply requested information as applicable.
1.  FORMCHECKBOX 
 Change in Research Personnel 
	Name
	Add or Remove
	Role on Project & Title
	Phone
	**SCH Workforce?
	Human Subjects Training Date & Type/Location
	Will s/he obtain consent?

	     
	 FORMDROPDOWN 

	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	 FORMDROPDOWN 

	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	 FORMDROPDOWN 

	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	 FORMDROPDOWN 

	     
	     
	     
	     
	 FORMDROPDOWN 



*REMINDER: All added investigators must submit a Significant Financial Interest Form to the Office of Research Compliance. If the Investigator does not have access to Children’s internal website, please email Nicole Jacobs Nicole.Jacobs@seattlechildrens.org
* *Seattle Children’s workforce:  employees of Seattle Children’s, Children’s University Medical Group (CUMG) members, and residents and fellows working at Seattle Children’s.
2.  FORMCHECKBOX 
 Changes in Research Design and Methods
 FORMCHECKBOX 
 Treatment regimen

 FORMCHECKBOX 
 Research procedures 

 FORMCHECKBOX 
 Drug used in the research  (e.g. dosage change)
 FORMCHECKBOX 
 Device/s used in the research

 FORMCHECKBOX 
 Visit schedule
 FORMCHECKBOX 
 Data collection methods or instruments (e.g. if adding) 

 FORMCHECKBOX 
 Randomization methods
 FORMCHECKBOX 
 Duration of follow-up 
 FORMCHECKBOX 
 Specimen collection/use

 FORMCHECKBOX 
 Other (describe):      
* REMINDER (If Any Boxes in Section 2 are checked): By virtue of submitting this form, the PI attests that both the FRA and Study Manager data for this study will be updated accordingly. 
3.  FORMCHECKBOX 
 Changes Pertaining to Research Participants
 FORMCHECKBOX 
 Sample size change
 FORMCHECKBOX 
 Addition of a new cohort or sample

 FORMCHECKBOX 
 Eligibility/exclusion criteria

 FORMCHECKBOX 
 Recruitment/approach

 FORMCHECKBOX 
 Consent/assent process 
 FORMCHECKBOX 
 Methods for documenting consent
 FORMCHECKBOX 
 Risks and benefits 
(e.g. new treatment side effects;  radiation requiring safety committee review--attach relevant documents) 
 FORMCHECKBOX 
 Privacy of research participants
 FORMCHECKBOX 
 Confidentiality of research participants’ data

 FORMCHECKBOX 
 Research Site/Location (attach relevant letters of cooperation)
 FORMCHECKBOX 
 Other (describe):      

4.  FORMCHECKBOX 
 Materials Revised/Amended: Check all documents being revised or amended at this time.  Submit revised documents in electronic form with tracked changes to facilitate IRB review. 
 FORMCHECKBOX 
 Protocol, Version:      
 FORMCHECKBOX 
 Investigator’s Brochure, Version:      
 FORMCHECKBOX 
 Consent, Version:      
 FORMCHECKBOX 
 Assent, Version:      
 FORMCHECKBOX 
 Recruitment materials* (e.g. flyer)
 FORMCHECKBOX 
 Data collection form

 FORMCHECKBOX 
 HIPAA/Oath of Confidentiality

 FORMCHECKBOX 
 Translated study documents (must include Affidavit; see IRB Policy 021)

 FORMCHECKBOX 
 Other (describe):      
 FORMCHECKBOX 
Questionnaire/Survey, Please List:     
*See following link re information & templates for recruitment materials: http://research.seattlechildrens.org/rss/irb/advertising.asp
5.  FORMCHECKBOX 
 Funding Information (Funded Awards Only) **Please submit an electronic copy of the funded proposal.  If this proposal applies to more than one IRB application, please submit a modification form for each study separately.
	Title of Funding Proposal:      

	Type of Funding Proposal:  FORMCHECKBOX 
 Grant      FORMCHECKBOX 
 Contract     FORMCHECKBOX 
 Subcontract   FORMCHECKBOX 
 Supplement    FORMCHECKBOX 
 Other (Please explain)      

 FORMTEXT 
     

	Name of PI on Funding Proposal:      
	If Subcontract, name of main PI       

 FORMTEXT 
     

	Name of Funding Agency:      
	Sponsor Grant Identification Number (if known; eg. R010123456-01A1):      

	Funding based at?   FORMCHECKBOX 
 Seattle Children’s     FORMCHECKBOX 
 UW     FORMCHECKBOX 
 Fred Hutchinson     FORMCHECKBOX 
 Other (Please explain)      

	Proposed Funding Period (dates XX/YY/ZZ-XX/YY/ZZ):      

	Are research activities described in this funding proposal consistent with the current IRB application? :  FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No, If No, Please explain which aims of this study apply.        
Please provide rationale for the differences between the grant and the IRB application.      

	Are there future aims without current IRB approval? :  FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No   If Yes, please explain your plans to obtain approval.      


C.  Modification Summary and Rationale: Please address ALL of the following, use additional pages if needed:
a) Describe each change/revision in sufficient detail:      
b) Provide the rationale for the proposed changes:      
c) Explain whether these changes add new risks or increase the current risks of study participation:      
D. Signatures and Approvals
PI Signature: ______________________________________________________     Date: ___________

(Optional Signature if submitted from PI’s e-mail account.)
	IRB Approval
	 FORMCHECKBOX 
 Approve       FORMCHECKBOX 
 Disapprove    FORMCHECKBOX 
 Noted        FORMCHECKBOX 
 Reviewed via expedited procedures, 45 CFR 46.110(b)(2)

	IRB Chairperson/Subcommittee Signature: 
	Date Approved:      

	 FORMCHECKBOX 
  Subject to the conditions/contingencies detailed in IRB correspondence dated:  ___________

  Conditions/contingencies met on:  ___________




	VALID ONLY AS LONG AS APPROVED PROCEDURES ARE FOLLOWED
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