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	Statistical Center
Supplement


	Date:
	     
	IR File#:
	
	Protocol #:
	

	Principal Investigator:
	

	Study
Title:
	


Note:
If you are the coordinating center for this study, complete a Multi-Center Supplement. 
The Statistical Center Supplement is only for statistical centers that are not also serving as the coordinating center.
1.
Please describe how you determine that the privacy of subjects and the confidentiality of data are adequately maintained.  Include description of the collection of data, transfer to the statistical center, analysis at the center and storage of the data.

	


2.
How will you confirm that each performance site providing data to the statistical center holds an applicable Federal Wide Assurance (FWA) registered with OHRP?

	


3.
Please describe the procedure for confirming that the study is reviewed and approved by the performance site’s IRB prior to the enrollment of research participants.
	


4.
Please describe the procedure for confirming that informed consent is obtained from each research participant in compliance with federal, and if applicable, international regulations.
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