East Tennessee State University 

ETSU/VA and ETSU Campus Institutional Review Board

Modification Request  

1.  Study Identification

Principal Investigator: 
IRB #:      
Project Title:      
Is this a VA study?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  IF YES, MUST HAVE VA R&D OFFICE INITIALS HERE:_______

2.   Modification requested by:   FORMCHECKBOX 
 PI
 FORMCHECKBOX 
 Sponsor (include a copy of correspondence from Sponsor)

3.  Will this modification require a change to the informed consent document?    FORMCHECKBOX 
 No   FORMCHECKBOX 
  Yes 

      If yes, please indicate version/revision date of revised informed consent      
      Attach one copy of the currently approved informed consent, one copy of the revised consent with changes 

      highlighted, and one copy of the revised consent without changes highlighted for IRB stamping upon approval. 

4.  Check any other documents that were revised as a result of this modification and please remember to   

    attach one copy of each revised document to this modification request. 

 FORMCHECKBOX 

protocol 
                          
New version date:       


 FORMCHECKBOX 

Investigator drug brochure

New version date:       


 FORMCHECKBOX 
  Project Narrative                                       New version date:       
        FORMCHECKBOX 

Other (list document and new version date please):      

5. In lay language, describe the nature of this modification and the rationale for the change.  Itemize 
revisions resulting from this amendment.  If changing staff, list names of persons to be added or deleted.           

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
6.    Does this modification change the risk to participants?  FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes    If yes, please provide detailed 

       explanation and answer the questions A and B below.    If no, skip to question 7.
       Explanation:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
       A. How many participants are currently enrolled?      
       B. What is the current status of the study (i.e., is study still accruing, are participants still active in the study)?      
7.    Indicate how new information will be communicated to currently enrolled participants.  If this is not 

       considered necessary,  please provide explanation.     

     
8.   Does this modification request the addition of new study staff?   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes*
      * If yes, answer the following: 

      A. Have all proposed new study staff completed their IRB training?     FORMCHECKBOX 
 No*   FORMCHECKBOX 
 Yes   * If no, DO NOT submit a request to add study staff who have not completed their IRB training.

     B. Do any of the proposed new study staff have a conflict of interest as defined in IRB Policy 17a?
           FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes* (If yes, submit paperwork outlined in IRB Policy 17a) 

9.   Does this modification request the addition of a vulnerable population?  FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes*      *If yes, submit supplemental submission form if required. 
Please remember to attach any required documents, including any revised documents as noted

above, as well as any sponsor summary or other supporting material, if available. If this is a VA study and changes investigators that prescribe investigational drug, a form 10-9012 must additionally be submitted to the VA R&D.
_________________________________________________

________________________

Principal Investigator’s Signature




Date
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