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             Note to File Template, Version 1.0

A note to file should:

· List the protocol number and protocol title;

· Describe the error/omission/deficiency and the reason for the occurrence(s) referencing relevant policies/procedures/SOPs;

· Note any corrective action or follow-up when applicable;

· Be case specific unless the error/omission/deficiency is the result of a certain re-occurring erroneous task (e.g., failure to provide subject with a signed/dated copy of the consent form) OR when it refers to a prospective change in process/practice such as a revision to a data collection sheet that has been in use but is being modified due to an identified error or to provide clarity; 

· Be signed and dated by the individual who is writing it;

· Be legible if handwritten; and

· Be filed with the subject file or behind the study binder tab to which it applies.

Sample Note To File:

PROTOCOL #:
2008-0123
TITLE:
Phase III Trial of ‘Investigational Drug’ in Adults with ABC Syndrome
From: 


Janet Jones, Study Coordinator {staff name, include role on study}

To:


Subject File

Re:


Subject # 07-ABC {insert subject identification}
Date:


January 24, 2008
On January 8, 2008, Dr. Smith (co-I) conducted the consent interview with the subject. At that time, the subject signed the consent form.  Dr. Smith in error provided the subject with a copy of the unsigned consent form in violation of the study procedures.  On January 24, 2008, I informed the subject of the error and provided the subject with a copy of their signed and dated consent form.  Dr. Smith was informed of his error and a reminder was added to the informed consent checklist regarding the provision of a copy of the signed and dated consent form to enrolled subjects.

Signature:  
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