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Memo of Odd Data and Errata (MODE)

Tool Summary Sheet

	Tool:
	Memorandum of Odd Data and Errata (MODE)

	Purpose:
	To document
a) the existence of specific data oddities and other data errors; 
b) the handling of those data issues; and 
c) the approval of that special handling.
To ensure that these issues are properly considered and handled during statistical analysis and during report and manuscript preparation.

	Audience/User:
	Statistician, Data Manager, Principal Investigator, Manuscript Authors

	Details:
	This tool acts as a running log of identified data issues within the clinical database.  Some issues may be associated with correct data that are outside of the bounds of expectation.  In other cases, true data errors may be identified following database lock, when the clinical database is unable to be reopened.

Here is an example of data that are correct but outside the bounds of expectation:  a male subject with a medical history of a hysterectomy.  This subject had female to male gender reassignment surgery years after the hysterectomy occurred.  The study team decided to keep the subject’s gender recorded as “male” and to treat the subject as male in all statistical tables.  The key efficacy endpoint table was also run with the subject re-categorized as female to confirm that the models were robust to this decision.

	Best Practice Recommendations:
	· This log is maintained collaboratively by the statistician, DCC study coordinator, and data manager during the conduct and analysis of the study.  

· At a minimum, the statistician and the DCC project leader should be involved in the decision about how to handle the item.  The principal investigator should be involved, depending on the item.

· It is rarely possible for data management to check all data points against all other relevant data points.  Therefore, some data errors/oddities are discovered during the final analysis and reporting process, well after the database is locked.  In such cases, adjustments may be made to an analysis dataset (preferred method) or within a particular analysis.  The MODE provides an opportunity to clearly document all of these decisions, making such decisions transparent, and providing a useful audit trail. 

· Data that are able to be queried and changed would be handled through the standard data management process and would therefore not appear in this memo.
· It is not necessary to document data oddities here if those items require no special handling, but it is acceptable to include other oddities if the team so chooses.
· Decisions about the process for item approval should be made at the beginning of the study and documented in the MODE.

· In the template, the instructions and explanatory text are indicated by {blue italics} (“CROMS_Instruction” style).  Instructional text will also be enclosed in braces to signify this text for screen-readers used by the visually impaired.  

· Text enclosed with <> is a placeholder for a specific detail (e.g., <protocol title>); replace as appropriate.
· Remove the Tool Summary Sheet prior to use of the tool.
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MEMORANDUM OF ODD DATA AND ERRATA (MODE)

	PROTOCOL ID/NUMBER:
	<Protocol number or ID>

	PROTOCOL TITLE (Abbrev):
	<Protocol title>

	PRINCIPAL INVESTIGATOR:
	<PI Name>

	TO:
	Study file

	RE:
	Data Issues to follow and handle


	Reference Number
	Issue
	Description of Approach to Issue 
	Date Included in MODE
	Name of Issue

Owner
	Approval

(Name, date, documentation)

	1
	
	
	
	
	

	2
	
	
	
	
	

	3
	
	
	
	
	

	4
	
	
	
	
	

	5
	
	
	
	
	

	6
	
	
	
	
	

	7
	
	
	
	
	


Item Approval Process

{Detail the process for item approval herein.}
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