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CLINICAL TRIAL OF AN INVESTIGATIONAL MEDICINAL PRODUCT (CTIMP)

FINAL REPORT TO MHRA
To be completed in typescript and submitted by the Chief Investigator.  Please send this report only to the main REC.  For questions with Yes/No options please indicate answer in bold type.
1. Details of Chief Investigator

	Name:
	Michael Papesch

	Address:


	ENT Department
Whipps Cross Hospital

Whipps Cross Road

London E11 1NR

	Telephone:
	0208 5395522 and ask for ENT secretaries

	Email:
	m.papesch@virgin.net

	Fax:
	


2. Details of study

	Full title of study:
	A comparison of the efficacy of 10% lidocaine solution and EMLA cream as local anaesthetic for the insertion of tympanic membrane ventilation tubes


	Name of main REC:
	Fife Forth Valley and Tayside RES

	REC reference number:
	07/S0501/29

	Date of favourable ethical opinion:
	22 June 2007

	Sponsor:
	Whipps Cross University Hospital NHS Trust

	EudraCT Number:
	2007-000166-21


3. Commencement and termination dates

	Has the study started in the UK?

	No

	If no, what are the reasons for the study not commencing in the UK?


	The study received ethical approval in 2007 but due to a reduction in the flow of patients who could be eligible for recruitment into the study no patient was enrolled. The ethical opinion was then extended to allow the investigators an opportunity to continue. and an additional investigator was added to the team. However patient flow remained poor and by the end of January no patients were approached or recruited into the study
The decision was taken by the sponsor to close the study as it was now unlikely that the study could be successfully concluded.

The study therefore did not achieve its objectives, there will be no research publication or the need to disseminate findings  as there were no participants in this study.
There will also be no impact on the marketing authorisations of the CTIMPs 



	Has the study finished?
	Yes
If yes, complete and submit “Declaration of end of trial” form at Annex 3 to ENTR/CT1, available at: http://eudract.emea.eu.int/document.html#guidance


4. Site information

	Number of UK research sites proposed in original application:

Number of UK research sites recruited to date:


	1
1


5. Recruitment of participants

	*Number of participants recruited:


	Proposed in original application: 40
Actual number recruited to date: 0

	*Number of participants completing trial:
	Proposed in original application:  40
Actual number completed to date: 0

	*Number of withdrawals due to:

	(a) lack of efficacy
	0

	(b) adverse events
	0

	(c) self-withdrawal
	0

	(d) non-compliance
	0

	Total number of withdrawals:


	0

	Have there been any serious difficulties in recruiting participants?


	Yes 

	If yes, give details:


	See above



* In the case of international trials, please provide separate figures for UK and non-UK participants.

6. Safety reports

	Have there been any Suspected Unexpected Serious Adverse Reactions (SUSARs) in this trial in the UK?


	 No

	Have these SUSARs been notified to the Committee within 7/15 days under Article 17 of EU Directive?

If no, please arrange urgently and give reasons for late notification.
	N/A

	On what date was the first clinical trial authorisation given for a trial of the IMP in any EU member state?

This date determines the dates on which periodic safety reports should be sent to the main REC during the trial.
	Xylocaine spray 7/07/2002
EMLA cream 16/05/1996

	Have all quarterly safety reports been submitted?

Applies only to sponsors undertaking this trial or other trials of the IMP outside the UK.
	N/A

	Has the Annual Safety Report been submitted?


	Yes in 2008


	When is the next ASR due?


	N/A


7. Amendments

	Have any substantial amendments been made to the trial during the year?


	No

	If yes, please give the date and amendment number for each substantial amendment made.
	N/A



9. Declaration
	Signature of Sponsor representative
	

	Print name:
	

	Date:
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