[image: image1.png]RUTGERS

THE STATE UnIvERSITY
OF NEW JE




INSTITUTIONAL REVIEW BOARD (IRB)

Request for Modification of Approved Research
Clearly type all portions of this form.
[image: image2.emf] 


	1.  PROJECT INFORMATION  

	IRB Protocol Number

     

	Date of Last IRB Review

     

	Date of Submission

     

	Protocol / Clinical ID Number

     

	Title of IRB-Approved Protocol

     


Federal regulations require that the IRB review and approve any changes in the approved research prior to implementation except when necessary to eliminate apparent immediate hazards to subjects.
	2. PRINCIPAL INVESTIGATOR

	 Last name, first name, MI, highest earned degree
     

	 FORMCHECKBOX 
Rutgers University Faculty

 FORMCHECKBOX 
Rutgers University Staff

 FORMCHECKBOX 
Rutgers University Student /Trainee

	Academic Title(s)  

     

	Other:  

     

	School & Department, Patient-care Unit or Administrative Office  

     

	Phone  

      

	Rutgers University Institute/Center  

     

	Pager or cell phone  

     

	Mailing address  

     
	Fax         


	
	E-mail       


	ADDITIONAL CONTACT: If additional information is needed, specify the contact person if other than the PI (e.g., study coordinator)

	 Name (Last, First, MI)

     
	E-mail       


	
	Fax          


	
	Phone       



	3. TYPE OF MODIFICATION   (CHECK ALL THAT APPLY)

	 FORMCHECKBOX 
 Industry / Multi-Site Amendment
	Amendment #:      

Date of Amendment:       

	 FORMCHECKBOX 
 Change in Procedure
	 FORMCHECKBOX 
   Add

 FORMCHECKBOX 
   Delete

 FORMCHECKBOX 
   Modify 

Attach copy of revised research methods/research plan, amendment, protocol, or investigator's brochure, as applicable.



	 FORMCHECKBOX 
 Change in Study Personnel
	 FORMCHECKBOX 
   Add

 FORMCHECKBOX 
   Delete

 FORMCHECKBOX 
   Modify 

Attach list of added/deleted personnel including their role in the project, CITI training certificate, Investigator Financial & Other Personal Interests Disclosure Form and signature in Section 5 of this form.



	 FORMCHECKBOX 
 Change in Principal Investigator
	New Principal Investigator:       
Existing Principal Investigator:       


	 FORMCHECKBOX 
 Change in Research Site
	 FORMCHECKBOX 
   Add If adding an additional site, please attach IRB Approval from each site.
 FORMCHECKBOX 
   Delete

 FORMCHECKBOX 
   Modify 

Attach list of added/deleted sites.



	 FORMCHECKBOX 
 Change in Subject Enrollment
	 FORMCHECKBOX 
   Increase by: 

 FORMCHECKBOX 
   Decrease by:  

Resulting total to be enrolled:       


	 FORMCHECKBOX 
 Consent Change
	Attach a copy of the current approved consent document and a copy of the proposed document with changes highlighted. (Revise version date.)

	 FORMCHECKBOX 
 Advertisement
	Select all that apply and attach copies of the advertisement or the text of the announcement. If an audio/video clip, please provide the recording and copy of the script.

 FORMCHECKBOX 
 Newspaper

 FORMCHECKBOX 
 Radio Announcement

 FORMCHECKBOX 
 TV Advertisement

(Include Version dates)

 FORMCHECKBOX 
 Flyer or Brochure

 FORMCHECKBOX 
 Other -- specify type:



	 FORMCHECKBOX 
 Change in Funding Source
	Old Funding Source:      
New Funding Source:      
Attach three complete copies of grant.

	 FORMCHECKBOX 
  Additional Funding Source
	Provide:

Grant Title: 

     
PI of Grant:

     
Projected Start Date:

     
New Sponsor:

     
Attach three complete copies of grant.



	 FORMCHECKBOX 
 Other Change
	Specify type:      


	4. NARRATIVE

	Provide a narrative summary of all proposed modifications with a description of how the modifications affect research risks and benefits. Also describe any event or new data that precipitated the change.  Provide supporting material as appropriate. 

      



	5.
ADDITION OF NEW CO-INVESTIGATOR(S) AND STUDY PERSONNEL
Note: Signatures must be obtained from all new co-investigators and study personnel.

	“I have reviewed the study protocol and acknowledge my participation.”

	Name

(typed or printed)
	Degree(s)

	Role in Study
	Date CITI Passed
	Signature

	     
	     
	     
	     
	

	     
	     
	     
	     
	

	     
	     
	     
	     
	


	6. PRINCIPAL INVESTIGATOR’S SIGNATURE

	“I understand that I cannot initiate any changes in my approved protocol before I have received approval and/or complied with all contingencies made in connection with that approval.”



	
	

Signature of Principal Investigator
	
	     


Date
	


	7. INSTRUCTIONS FOR SUBMISSION

	Select one:

	 FORMCHECKBOX 

	Substantive Change

	
	The original and fifteen (15) copies of this application and any attachments.

	
	

	 FORMCHECKBOX 

	Minor, Non-Substantive Change

	
	The original and two (2) copies of this application and any attachments.

	
	

	If you are submitting this amendment with a continuing review request form, please attach a complete copy of this amendment to each continuing review packet.
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