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	Memo to File Guidance



WHAT is a Memo-to-File?
A Memo-to-File is a note or memo that documents and explains any study discrepancies and deviations, or clarifies any questionable data or study procedures.   
Includes the following information

1. Topic of memo/event (e.g. informed consent, subject visit, IRB communication)

2. Date of event

3. Detailed Description of event and any follow-up as necessary

4. Reason event occurred

5. If applicable and possible, actions taken to prevent future action

WHEN is a Memo-to-File required?          
It is recommended for all studies create a Memo-to-File whenever a study events occurs (e.g. deviation, study discrepancy) that would otherwise go undocumented.
WHY would you need to write a Memo-to-File?
Study files should be documented and organized as to present a detailed and accurate history of the study, from protocol initiation to termination.   This history is captured through study documentation, case report forms, source documentations, IRB forms, actions and approvals, and other study tools implemented to organize a study.  These documents should capture all issues discussed with the IRB, sponsor or other research entities, the data collected as outlined in the protocol and all IRB reviews, actions and approvals.

A memo-to-file captures information that would not otherwise be documented in the current study forms.  In the event that any of the elements are missing or fail to capture an event that is pertinent to the study history, it is highly recommended to describe the event in detail in a Memo-to-File.  This Memo should capture detailed information to clarify any discrepancies, explain missing documents, or add an explanation of procedures to better understand information already captured, all with the intention to create a complete history of the study.

HOW do you use it?

Write a memo or note that adequately describes the study event, why it occurred and what actions were taken in response.  Generally, a memo-to-file should capture enough information to fill in any gaps in the protocol history.  
A Memo-to-File should be submitted to the IRB if the PI deems the event significant, and any other research entities as needed.

WHERE do you put it?

A Memo-to-File should be filed in the appropriate study or subject file, in the order and place to which it applies.  If the Memo is submitted to the IRB or other research entity, please document this and file any responses together.
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