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NOTE TO FILE
Re:
…
A signed and dated Note to File can be used to document the following:

· Explanation of Investigator’s or research team members’ significant gaps in experience, special circumstances, or lack of previous study experience. 
· Explanation of why the Case Report Form (CRF) contains missing or incomplete data.

· Description of who made additions or corrections to the CRF after initial data was recorded and when and how this information was obtained. 
· Someone forgets to date the consent form, write a signed and dated note to file explaining why the dates are different. (Also could be documented on Note to File Documenting Informed Consent.)
· A written consent document is revised during the course of a subject’s participation in the research and the subject needs to be reconsented with the revised FHREB-approved consent document. 

	Signature:
	
	Date:
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