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R&D/F20 - Notification of Urgent Safety Measure Form

Notification of Urgent 

Safety Measure Form
This Form is to be used when reporting an urgent safety measure to the R&D Unit

Refer also to R&D/S68
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  Staff must ensure that they are adequately trained in the new procedure and must make sure that all copies of superseded versions are promptly withdrawn from use unless notified otherwise by the SOP Controller.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 Unit website: https://www.research.yorkhospitals.nhs.uk/sops-and-guidance-/ and/or Q-Pulse
	Form Reference:
	R&D/F20

	Version Number:
	5.0

	Author:
	Deborah Phillips

	Implementation date of current version:
	4th February 2021


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

	
	Signature:
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	Date:
	7th January 2021

	
	Name/Position:
	Sarah Sheath, SOP Controller

	
	Signature:
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	Date:
	7th January 2021


	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
	12th November 2009
	

	2.0
	21st November 2011
	Scheduled review. Change to reference.

	3.0
	15th July 2013
	Removal of references to the North and East Yorkshire Alliance.  Change of fax number.

	4.0
	24th August 2017
	Two year review, no changes required

	5.0
	4th February 2021
	Change of link to R&D Unit website.

	
	
	

	
	
	

	
	
	

	
	
	


NOTIFICATION OF  

URGENT SAFETY MEASURE FORM
 (To be completed by the Chief Investigator)
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1. Details of Chief Investigator / PI
	Name:
	
	Telephone:
	

	Address:
	
	Email:
	

	Contact details where Investigator can be contacted to discuss urgent safety measure:

	


2. Details of study

	Full title of study:
	

	Sponsor:
	
	IRAS number:
	

	Name of REC:
	
	EudraCT Number:
	


3. Details of Urgent Safety Measure

	Details of urgent safety measure implemented::




	Circumstances giving rise to the urgent safety measure: :



	Measures taken: :



	Date urgent safety measure implemented:
	

	Name of MHRA Medical assessor contacted:
	

	Additional notes: :




Continue on a separate sheet if necessary
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Email to R&D Unit IMMEDIATELY upon implementing an urgent safety measure 


� HYPERLINK "mailto:research.governance@york.nhs.uk" �research.governance@york.nhs.uk�





A confirmation email will be sent by noon of the next working day – if this is NOT received the reporting investigator must contact the R&D unit by 


telephone on 01904 726996 immediately.





Within 3 days of implementing the Urgent Safety measure the Investigator must give written notice to the MHRA and main Ethics Committee – refer to R&D/S68








Signature of person making report:__________________________


 


Date: DD-MMM-YY





Name (please print): _____________________________ 
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