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File Note
This template should be used to document key events, deviations, clarifications that are not captured anywhere else in the study records. 
GREY text notes have been provided for guidance – remove when completing form.

	Section 1: Study details

	Study name
	

	R&D Study number
	

	Does this event involve a study participant?
	No     ☐    Yes ☐       Please record Study ID Number…………….

	Activity File note relates to
	




	Section 2: Event details

	Date/Time 
	Date issue was identified i.e., the date that file note was started

	Forum
	Meeting ☐  Phone call  ☐Other………………………….
Where/how was the issue discussed

	Name
	Name of individual completing form

	Other relevant staff
	Who else has been involved? Who has been part of the discussion about the issue and resolution?



	Section 3: File note details

	Details
	All details relating to the event/issue should be recorded here. Examples of information include but not limited to:
1. What happened
2. How was it identified?
3. Duration/quantifier 

	Impact assessment
	Record what impact the issue may have on the study/participants/data etc

	Initial actions 
	1. What actions have been taken to address the potential impact?
2. What actions have been taken to prevent the issue recurring?

	Outcome/further actions
	1. Review changes implemented – have they been effective and have all changes been effectively communicated to all required staff and how.
2. Have any documentation/procedure updates been identified– is a study amendment required? 
3. Is a protocol or GCP deviation record required?



	Section 4: Review and sign off

	Name
	Name of individual reviewing file note and has the responsibility for sign off

	Signature
	Signature of above

	Role
	Role of above


	Date of completion
	Date of signature – all actions must have been completed prior to sign off. 
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