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Institutional Review Board

Request for Amendment to Protocol 

and/or Informed Consent Document

(1) Study Title: ______________________________________________________

(2) IRB # (if known): _________________________

(3) Principal Investigator: _______________________________________________

(4) Effective Date of Proposed Amendment: ___________________

(5) Details of Amendment. (If necessary, use a separate piece of paper and attach it to this form.)

(6) Reason(s) for the Amendment (if not covered in item #5)

(7) Do you feel the amendment requires revision of the Informed Consent Document (ICD)?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 



          If Yes, attach a copy of the following documents:

                * A currently approved/dated Informed Consent Document 

                * The proposed revised Informed Consent Document with the changes

                   clearly highlighted 
                * A clean copy of the proposed Informed Consent Document
(8) If new risk information had become known and pertinent language has been added to the ICD, do you believe that it is of significance to warrant informing subjects currently enrolled in the study?

          Yes  FORMCHECKBOX 

  
No  FORMCHECKBOX 


If YES, please attach a copy of the proposed letter of subject notification with this amendment.


If NO, Please justify:  

(9) Is there anything else the IRB should be made aware of as it reviews the request to amend the protocol and/or the ICD?
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

           If YES, explain:

_____________________________________________________________________


Signature of Principal Investigator



Date

_____________________________________________________________________

Signature of Co-Principal Investigator


Date




Please attach a summary of all previously approved amendments.























8/15/06

Submit completed application to:

Saskia Shuman or Nandini Shroff
Institute for Family Health

16 E 16th Street

NY, NY 10003
5/11/11

