  
VA PITTSBURGH HEALTHCARE SYSTEM 

INSTITUTIONAL REVIEW BOARD (IRB)
MODIFICATION REQUEST FORM

Instructions: 

I. This form must be completed when requesting IRB approval for changes to study procedures and documents.  This Modification Request Form is not required for research staff changes alone (those that do not involve associated changes to the protocol or consent form); however this form must be completed and submitted if changes are requested as part of your IRB continuing review.

II. Please do not submit an amendment while a prior amendment is pending IRB review.  Multiple amendments should be consolidated onto one form or the investigator should wait for final IRB approval of a previous amendment before submitting any subsequent amendments. 
III. If this amendment may alter the risk associated with biosafety or radiation safety processes, appropriate committee approvals must accompany this amendment.
Principal Investigator:  

MIRB Number:  
Protocol Title:  

I request the following modifications to the currently approved research protocol/consent form(s).  Corresponding modifications are highlighted in the attached revised copies.

___________________________________


__________________

Principal Investigator (please sign)



Date

A.
PLEASE FILL OUT THE FOLLOWING INFORMATION:

1.
How many subjects have been enrolled into this study to date?


_____

2.
How many subjects are you anticipating enrolling into this study?


_____

3.
Is this modification being submitted with a continuing review application? 

 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO 


(Check one.)

4.
Is this modification is being made due to a subject safety issue or the addition of 
 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO



risks? (Check one.) 


If yes, attach copies of any relevant adverse events. 

5.   Does this modification include any changes to the Data Security 

      Checklist (Appendix C) or the Request for Approval of off-site storage/transfer?
 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO

B.
PLEASE DETAIL CHANGES IN THE PROTOCOL, CONSENT FORM, OR OTHER STUDY INSTRUMENT SUCH AS ADVERTISEMENT OR DATA COLLECTION FORM BELOW. YOU MAY ADD OR DELETE THE NUMBER OF CHANGES AS NECESSARY.

Remember to attach: (1) a current version of the document, (2) a copy with changes highlighted, and (3) a clean copy of the new version with changes incorporated.

 1.
( Protocol   ( Consent Form   ( Other: ____________ (check one): Page ___, Paragraph  ___

Changed from:

Changed to: 
Rationale/Justification for Change:

2.
( Protocol   ( Consent Form   ( Other: ____________ (check one): Page ___, Paragraph  ___

Changed from:

Changed to:

Rationale/Justification for Change: 

3.
( Protocol   ( Consent Form   ( Other: ____________ (check one): Page ___, Paragraph  ___

Changed from:

Changed to:

Rationale/Justification for Change: 

4.  ( Protocol   ( Consent Form   ( Other: ____________ (check one): Page ___, Paragraph  ___

Changed from:

Changed to:

Rationale/Justification for Change: 

5.  ( Protocol   ( Consent Form   ( Other: ____________ (check one): Page ___, Paragraph  ___

Changed from:

Changed to:

Rationale/Justification for Change: 

6.  ( Protocol   ( Consent Form   ( Other: ____________ (check one): Page ___, Paragraph  ___

Changed from:

Changed to:

Rationale/Justification for Change:
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