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A modification is a prospective change, alteration or addition to the written materials already approved by the IRB.  The IRB needs to determine if any of the basic IRB review criteria have been affected.  The regulation states: 

 “changes in approved research during the period for which IRB approval has already been given, may not be initiated without IRB review and approval except where necessary to eliminate apparent immediate hazards to the human subjects.”   45CFR46.103(b)(4)(iii) and 21CFR56.108(a)(4)

Inclusion of the following items are always required for review.  Check each that you have attached:


 FORMCHECKBOX 

This form, signed electronically or on paper
 FORMCHECKBOX 

The prior version with track changes

 FORMCHECKBOX 

A cover letter explaining what is being sought,
 FORMCHECKBOX 

A new clean version (new date and/or version       
optional

number)

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send package to submit@eandireview.com
	A. The Study

	Project Title
	     

	Sponsor/Agency 
	     

	Study Number
	     

	A.1.   E&I Review

	E&I ID Number
	     

	A.2.   Requestor

	Name

Role 
	     
 FORMCHECKBOX 
 Primary Investigator      FORMCHECKBOX 
 Sponsor     FORMCHECKBOX 
 Other:      

	Contact
	Phone number:           Fax Number:          and E-mail:      


	B. Overview of Change

	Presumably there was a reason for the study being written as it was.  What is the rationale for this change in the study? 
	     

	B.1.  To Whom Does This Apply

	
	 FORMCHECKBOX 
 One site       FORMCHECKBOX 
 All sites or     FORMCHECKBOX 
 A select few of multiple sites   Please explain:      

	B.2.  The Most Critical or Core Change

	From
	 FORMCHECKBOX 
 Change in number of subjects from       to      
 FORMCHECKBOX 
 Change in eligibility
 FORMCHECKBOX 
 Change in recruitment methods or materials
or  FORMCHECKBOX 
 Change in      

	To
	     

	Rationale
	     

	B.3.  Change That Most Alters Subject Participation and Risk

	From
	     

	To
	     

	Rationale
	     

	B.4.  Informed consent

	Should subjects be informed of the change?


	 FORMCHECKBOX 
 No or N/A
 FORMCHECKBOX 
 Currently enrolled subjects only

 FORMCHECKBOX 
 All subjects including those completed

 FORMCHECKBOX 
 Other (explain):      

	If subjects are to be informed, explain how.  

Attach any new or modified materials.
	Use the simplest method appropriate for the modification requested.
 FORMCHECKBOX 
 Verbal at the next visit or call, documented in chart

 FORMCHECKBOX 
 A letter, notice, postcard, etc.

 FORMCHECKBOX 
 A consent form limited to the new information

 FORMCHECKBOX 
 The original consent form with new information


 FORMCHECKBOX 
  with new information highlighted

 FORMCHECKBOX 
  Other -- explain:      


	C. Documents Affected

	X if altered
	Change
	CURRENT Document number, version and/or date
	REQUESTED Document number, version and/or date

	 FORMCHECKBOX 

	Protocol
	     
	     

	 FORMCHECKBOX 

	Test Article (drug, device, biologic)
	     
	     

	 FORMCHECKBOX 

	Recruitment plan or materials
	     
	     

	 FORMCHECKBOX 

	Consent form(s)
	     
	     

	 FORMCHECKBOX 

	Consent process
	     
	     

	 FORMCHECKBOX 

	OTHER DOCUMENTS

A CHANGE IN PI OR SUB IS NOT A CHANGE IN PROTOCOL WRITTEN DOCUMENTS
	     
	     


	Signatures
	Principal Investigator
	Person who prepared the form, if different

	Signature
	
	

	Printed name
	     
	     

	Title
	     
	     

	Date
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