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	Date:
	

	PI:
	

	Study Title:
	

	IRB #:
	

	Re:
	Include subject ID(s) if NTF pertains to a particular subject or subjects


Description of the issue/process/problem being documented, including (if applicable) how, when, and by whom the issue was identified, cause of issue (if known), corrective and preventive actions taken (when and by whom).
Author’s Signature	Date
PI’s Signature	Date
Note to File Guidance:
Notes to the Study File are written to acknowledge a discrepancy or problem with the study’s conduct, or for other administrative purposes (such as to document where study materials are stored). Notes to the Study File should be written by the individual responsible for its content, and the author should sign and date the note. If the Note to Study File pertains to an item for which the PI is responsible (subject protection, data integrity, etc.), the PI should co-sign and date the note to acknowledge his/her awareness of the issue. Notes to the Study File should be kept on file in the study records and made available to study monitors or auditors reviewing the site’s documents and procedures.
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