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Institute for Family Health
Amendment to IRB - Approved Research





Submission Instructions:
Submit this original completed application and any other materials required to the IRB.

	Mail to:

Saskia Shuman

16 East 16th Street

New York, NY 10003
sshuman@institute2000.org 
	Nandini Shroff

16 East 16th Street

New York, NY 10003

nshroff@institute2000.org 


For questions or help with this form, please call: Saskia Shuman at 212-633-0800 ext.1391
Amendment form must be submitted if there are any changes to the study protocol and/or informed consent documents. Please complete the entire form. Failure to do so may result in delayed IRB approval for current or future projects. 

	Protocol # : 
	Study Start Date: 
	Study End Date:  


	PI:


	Co-PI: 

        

	Title:



1. Please provide details of the amendment, including reason for the amendment. 
	


2. Please provide a summary of all previously approved amendments. 
	


3. Do you feel the amendment requires revision of the Informed Consent Document (ICD)?                     FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No 
If yes, attach a copy of the following documents:
· A currently approved/dated Informed Consent Document

· The proposed revised Informed Consent Document with track changes
· A clean copy of the proposed Informed Consent Document

4. If new risk information had become known and pertinent language has been added to the ICD, do you believe that is it of significance to warrant informing subjects current enrolled in the study?                     FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No           FORMCHECKBOX 
N/A
If yes, please attach a copy of the proposed letter of subject notification with this amendment. 
If no, please justify.
	


5. Describe how new study data will be stored and how confidentiality will be protected.


Note: You may copy and paste this from your original application. 

	


6. Do you, any of the PIs, key personnel, or members of immediate family have financial interests in this study?

 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No 


 If yes, explain and complete the financial conflict of interest (FCOI) disclosure.
	


7. Is there anything else the IRB should be made aware of as it reviews the request to amend the protocol and/or the ICD?
 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No 


 If yes, explain.
	


8. The Principal Investigator’s original signature is required.  

By signing below, the Principal Investigator assures the information contained on this form is true and accurate.
	
	

	Original Signature of Principal Investigator
	Date

	Phone: 
	Fax: 
	E-mail: 

	
	

	Original Signature of Co-Principal Investigator
	Date

	Phone: 
	Fax: 
	E-mail: 


Revised Nov 2013
Revised Nov 2013

