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Date:  
Principal Investigator: 
Title of Research Project: 
1.  Is the sponsor initiating the proposed amendment?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

If yes, provide the amendment number 
2.  Mark all that apply:

 FORMCHECKBOX 
 Administrative change (check appropriate box(es) from following list):


 FORMCHECKBOX 
 Addition or deletion of study team members


 FORMCHECKBOX 
 Addition of procedures that do not significantly increase risk to subjects

 FORMCHECKBOX 
 Removal of research procedures resulting in a reduction in risk to subjects


 FORMCHECKBOX 
 Addition of nonsensitive questions to unvalidated survey or interview procedure

 FORMCHECKBOX 
 Addition of or revisions to recruitment materials or strategies


 FORMCHECKBOX 
 Administrative changes (e.g. correction of spelling, grammar or typographical errors) to 

      approved documents

 FORMCHECKBOX 
 Protocol revision(s)

 FORMCHECKBOX 
 Consent form revision(s)



 FORMCHECKBOX 
 Other (specify) 
3.  Describe modification/amendment (use/attach additional pages if necessary):


4.  Will there be any increased risk, discomfort or inconvenience to the subjects?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, provide detailed explanation and justification as an attachment

5.
Do you consider the requested changes to be   FORMCHECKBOX 
 Minor (minimal risk) or  FORMCHECKBOX 
 Substantive?

6.
Number of subjects currently enrolled at all sites for which you are the PI: 
7.
If re-consenting currently/previously enrolled subjects, method of re-consenting will be:

 FORMCHECKBOX 
 New, revised form  
 FORMCHECKBOX 
 Addendum showing changes (w/copy of new, revised form given to subject)

8.
Are there changes in subject eligibility/exclusion criteria?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

9.  Please submit the following:

· Consent form.  If changes to the consent form are necessary, provide a copy of the revised form or addendum, with additions highlighted and deletions marked with strikeover.  If no changes to the consent form are necessary, provide a copy of the most recently approved form
· A copy of the revised protocol with any modifications clearly indicated

· A copy of any supporting documentation (e.g. surveys, advertisements, new curriculum vitae for new investigators etc.) which has been modified, with modifications clearly indicated 

· A justification for all changes (e.g. communication from the sponsor or sponsoring agency etc.)

Note:  Approval of this amendment does not change the date for continuing review for the study.

Signature of PI and Date: ____________________________________
Signature of Faculty Adviser (if PI is a student) and Date: ____________________________________
October 20, 2009

