Note to File

	CRRO Template Version 1.0, 12/19/2017


GENERAL INSTRUCTIONS – delete this box from the completed form 

A Note-to-File should:

· Explain clearly the reason for the error/omission/discrepancy or process/policy it aims to address.

· Be generated on a case-by-case basis, or used to describe multiple of the same error/omission/discrepancy or process/policy.
· Include the protocol number and participant ID number(s) it refers to, as applicable. 

· Be signed and dated by the individual who prepared it.
· Include any corrective action and/or follow-up action taken. 

· Be filed with the regulatory document, participant file, or in the study binder tab to which it applies.
Red text represents instructions to you – to be deleted from the final version.


Date: 
To:  Select one: Regulatory Files / Participant Files

From: Person preparing note


Re:


Protocol Number: H-

Principal Investigator:

Description:
 
· Include information about an issue, cause of the issue, and corrective actions taken to prevent issue from occurring again

· Explain alternative location that files may be stored


· Clarify a policy or process
__________________________________                      __________________

Signature                                                                           Date

