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Sponsor Reference No & Date:                           




	R&D Office Use Only
Serious Breach Tracker Sheet, v1.1 February 2015
(NB: Grey boxes = Sponsor Duties Only)

	Telephone Notice of Breach Received By:
	Date and Time Received: 


	Study Breach Record Form Provided to Document SB
(if necessary) 
(Confirm yes & initial)
For hosted studies instructed to contact Sponsor)?
(Confirm yes & initial)

	Date and Time Provided:


	Written Notice/Breach Record Form Received By:

	Date and Time Received: 
(24hrs from Tel notice)


	Confirmation of Receipt sent within 24hrs?
(Confirm yes & initial) 


	Date Sent (email/fax/tel?)


	Senior Manager (SM) Verbally Notified?
(Confirm yes & initial) 


	Name of SM, Date and Time Contacted:


	Telephone Notification Date Written onto White Board?

	(Confirm Yes & Initial)

	MHRA CTU contacted for CTIMP?
(Confirm Yes/No & initial & date)

	Name of Assessor


	Serious Breach Confirmed? 

	(Confirm Yes/No & Initial)

	If YES, confirmed Serious Breach
Date of Serious Breach 7 day clock 

	

	All Breach entered onto Breaches & Incidents Database and uploaded to G drive
Here
	(Confirm yes & initial) 



	Serious Breach Holding File Created
	(Confirm yes & initial) 



	 Investigator Meeting Held?

	Date :
Attendees


	Notice of Serious Breach Form Completed?
 (Confirm yes & initial) 


	Date sent to MHRA:
(By 7 days of clock?)

	

	
	Date sent to REC:
(By 7 day clock?)

	

	
	Date sent to PI and sites
(give details below):

	

	CAPA Completed and follow up report sent
(for hosted studies may be requested by Sponsor)

	Date sent to MHRA

	

	
	Date sent to REC:

	

	
	Date sent to PI and sites
(give details below):

	

	Serious Breach Documentation Filed in the TMF and R&D Project File & G drive Serious Breaches File

	(Confirm yes & initial) 
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