Human-Subjects Research Note to File Template
Notes to File are written to identify a discrepancy or problem in the conduct of the research study and document any corrections. 
The following page provides a template for the content and format of a Note to the Study File. Text in <brackets> should be filled in with specific details.
Not all elements may be needed for every Note to File.
Adapted from the Note to File Form provided by the National Center of Complementary and Integrative Health (https://www.nccih.nih.gov/grants/toolbox/forms-and-logs).

Refer to IRB guidance on Reportable Incidents to determine whether a discrepancy or problem should be reported. 
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Note to File
Date:  	<date the Note to File is written>
Written by: 	<Name, title, affiliation – signature recommended>
Re: 	<Study title, IRB #>

Issue: 	<Brief description or outline of issue>
Root Cause:	<The reason(s) that the issue arose>
Corrective Actions:	<Description of the corrective actions taken or planned by the study personnel. If personnel were instructed to perform these corrective actions (i.e., by the sponsor, monitor, or IRB), indicate by whom and as of what date.>
Resolution:	<Description of the procedures used to document resolution of the problem>
Effective Date: 	<Effective date for corrective action (may be the same date as in the header)>
Comments: 	<Any additional comments or information not noted above>
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