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Form No.  21.1 – Approval Letter




Date:  ____________________  
To:     ______________________________________
 Re:  Protocol Title: ___________________________________________________________  
  __________________________________________________________________________________.
 REC Code No.: ______________                                             Submission Type: Initial  

  REC Review Date: MM/DD/YYYY                                    REC Review Type: Expedited/Full Board 

This is to inform you of the REC decision related to your above-referenced application for    review.  The REC met on MM/DD/YYYY and decided to approve the documents submitted effective MM/DD/YYYY.   
Please note that the approval is valid for 1 year and will expire on MM/DD/YYYY. The PI is advised to submit an annual Continuing Review Report 1 month before the expiry date.    
The approval covers the following submitted documents  
	Document Type
	Version#
	Date

	
	
	

	
	
	

	
	
	

	
	
	



Principal Investigator’s Responsibilities:  
  
1. Closely follow the approved Protocol 
2. Submit SAEs, RNEs, SUSARs when applicable.  
3. Amendment or any change in the approved protocol and should not be carried until after REC approval.  
4. Submit continuing renewal review Reports/Progress Reports and obtain approval before the expiration date  
5. Submit any Protocol Deviations / Violations/Final Report   
  
Prepared by:					Approved by:


Signature over Printed Name			Signature over Printed Name		 
Primary Reviewer  				REC Chairman
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