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R&D/F06 - Serious Breach Notification Form – to MHRA and REC (CTIMPs only)

Serious Breach Notification Form 

– to MHRA and REC (CTIMPs only)
This Form is for Sponsor use

Use this form in association with R&D/S04
IT IS THE RESPONSIBILITY OF ALL USERS OF THIS FORM TO ENSURE THAT THE CORRECT VERSION IS BEING USED
All staff should regularly check the R&D Unit’s website and/or Q-Pulse for information relating to the implementation of new or revised versions.  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.  

The definitive versions of all R&D Unit SOPs appear online. If you are reading this in printed form check that the version number and date below is the most recent one as shown on the R&D website: www.northyorksresearch.nhs.uk/sops.html and/or Q-Pulse
	Form Reference:
	R&D/F06

	Version Number:
	8.0

	Author:
	Deborah Phillips

	Implementation date of current version:
	19th September 2018


	Approved by:
	Name/Position:
	Lydia Harris, Head of R&D

	
	Signature:
	Signed copy held by the R&D Unit

	
	Date:
	22nd August 2018

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
	Signed copy held by the R&D Unit

	
	Date:
	22nd August 2018


	This SOP will normally be reviewed every 3 years unless changes to the legislation require otherwise


Version History Log

This area should detail the version history for this document.  It should detail the key elements of the changes to the versions.

	Version
	Date Implemented
	Details of significant changes

	1.0
	6th February 2009
	

	2.0
	28th September 2009
	Put into new template. Review dates revised.  

	3.0
	6th November 2009
	Revised MHRA Form used

	4.0
	21st November 2011
	Scheduled review; change to SOP Controller; change to title of Form to clarify purpose; applicable to non-CTIMP studies.

	5.0
	22nd April 2013
	Reviewed with R&D/S04

	6.0
	17th December 2015
	MHRA logo update

	7.0
	14th August 2017
	Two year review, no changes necessary

	8.0
	19th September 2018
	Updated to reflect revised MHRA Notification of serious breaches form (version 5, 18-05-18)

	
	
	



Notification of Serious Breach of Good Clinical Practice or Trial Protocol

(Ref: UK Statutory Instrument 2004/1031 Regulation 29A, as amended by 2006/1928)

Please forward this notification to GCP.SeriousBreaches@mhra.gov.uk OR MHRA, 151 Buckingham Palace Road, London, SW1W 9SZ
	Your Name: 

	Your Organisation:   


	Your Contact Details:  

	Date Breach Identified by Sponsor:  


	
	Date Breach Notified to MHRA:  


	

	Details of Individual or Organisation committing breach:  

	Details of related study (if applicable):
(e.g. EudraCT No, CTA number, study title) 

   

	Report:

Tick appropriately
	Initial

Report
	Follow-up

Report

	Please give details of the breach

	Potential impact to patient safety and/or data credibility:

	
	Patient safety
	
	Scientific value / data credibility

	
	Patient confidentiality
	
	NA/None

	
	Approval Issues
	
	Other Non-compliances (specify)

	
	IMP
	
	

	Background:  
(continue on additional sheets if required)

	Other relevant information:  
(i.e. study status, site(s), ethics, trust, CRO /sponsor details etc.)
(continue on additional sheets if required)



	Please give details of the action taken:

	This should include: Any investigations by your organisation, details of investigations by other organisations (e.g. CRO/ethics/trust), the results and outcomes of the investigations (if known or details of when they will be available/submitted), how it will be reported in the final report/publication, the corrective & preventative action implemented to ensure the breach does not occur again.

(continue on additional sheets if required)

	Actual impact to patient safety and/or data credibility:

	
	Patient safety
	
	Scientific value / data credibility

	
	Patient confidentiality
	
	NA/None

	
	Approval Issues
	
	Other Non-compliances (specify)

	
	IMP
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