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Information Processing Unit

Area 6

MHRA 

Market Towers

1 Nine Elms Lane, London

SW8 5NQ

                                                                                                                                                                                                                                                                                                                                                                                                                          Dear Clinical Trials Unit 

Protocol number & Title: -

Trial Sponsor: – 

Please accept this letter as the annual safety report for the above clinical trial.

To date, we have recruited XX patients into the trial and XX patients have completed the protocol.  XX patients have withdrawn prematurely from the trial for the following reasons: - 

Delete table if none

	Subject Number
	Date of Randomisation
	Date of Withdrawal
	Reason for Withdrawal

	
	
	
	

	
	
	
	


The following/No safety issues have been raised in relation to this protocol at the current time. 

To date, we have the following/no reports of SUSARs, SARs or SAEs.

Delete table if none

	Subject Number
	SAE, SAR or SUSAR
	Description of Event/Reaction
	Action Taken
	Outcome

	
	
	
	
	

	
	
	
	
	


Should SUSARs occur in the next 12 months we will, of course report this to you in line with the Medicines for Human Use (Clinical Trials) Regulations 2004. 

It is anticipated that this trial will complete in mm/yyyy

Yours sincerely, 

Name

Chief Investigator

ac. Main REC (insert address)
 
R&D (insert address)
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CTA Number: insert


EudraCT Number: insert


Main REC Ref. Number: insert
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