
Note-To-File Template – Instructional
	Purpose:

A note-to-file (NTF) should be generated on a case-by-case basis to document clearly and specifically the reason for an error/omission/discrepancy or process/policy it aims to address.  Avoid using “one-size-fits-all” notes when providing details. Overuse of a blanket statement will take away from the value of a note to file.

A NTF can be “one-size-fits-all” only when the error/omission/discrepancy is the result of a single, re-occurring oversight/erroneous practice (e.g. failure to provide participant with a signed/dated copy of the consent form) or when it refers to a general practice such as the filing of regulatory documents in alternate locations/electronically. 

NTFs should be used to address missing/incorrect documents or address items that need clarity. They are not a substitute for a corrective action. They also do not replace the submission of reportable errors/incidents via an Reportable New Information (RNI) application.
Guidance:

The NTF should be printed on the institutional / departmental letterhead and include:
· The date written

· Name, title, affiliation of the author

· Completed title box / memo header

· Description of any corrective action
· Description of the  corrective and preventive action and any pending actions by study personnel

· Effective date for corrective actions if different from the date in the memo header



	Customization:

· Include any relevant study information, including but not limited to:

· Sponsor name

· Study identifier (protocol number)

· Site #

· Include the participant ID/# if applicable




The template starts on the next page.

<Insert Institution/Department Letterhead>
Note-To-File

	Study #:
	     

	Study Title:
	     

	Principal Investigator:
	     

	From:
	     

	To:
	      (Participant File, Regulatory File, etc)

	Re:
	     

	Date:
	     

	Effective Date of Resolution:
	     


(Describe in detail what the note-to-file is for.) 
Signature: __________________________ 
                 Date: _______________
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