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NOTIFICATION OF  

URGENT SAFETY MEASURE FORM
 (To be completed by the Chief Investigator)

[image: image1]
1. Details of Chief Investigator

	Name:
	
	Telephone:
	

	Address:
	
	Email:
	

	
	
	Fax:
	  

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

	


2. Details of study

	Full title of study:
	

	Sponsor:
	
	R&D 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: 
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Email R&D IMMEDIATELY upon implementing an urgent safety measure 


(Email address: rduh.randdsafetyreporting@nhs.net)





An email receipt will be sent by noon of the next working day – if this is NOT received the reporting Investigator must contact R&D by telephone on 01392 406972 immediately.





Within 3 days of implementing the Urgent Safety measure the Investigator must give written notice to the MHRA and Ethics Committee (typically via email and a substantial amendment)








Signature of person making report:__________________________





Date:____/____/____





Name (please print):_____________________________ 
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