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Information Processing Unit

Area 6, MHRA

Market Towers

1 Nine Elms Lane

London SW8 5NQ
22 July 2011
Study title: Do genes predict response to treatment in age-related macular degeneration (ARMD)?
EudraCT Number:  2008-007319-33

ISRCTN: 44202629
Leeds (East) REC ref number 08/H1306/123
Please find enclosed the following document in relation to the above clinical trial:

· Declaration of the End of a Clinical Trial form (22 July 2011)
The project has recruited a total of 398 subjects from Leeds (254 participants), York (80 participants), Sunderland (34 participants) and Hull (30 participants). The total figure is higher that the target of 350 in the study protocol (Version 2, dated 1 May 2010) for two reasons.  In the eligibility criteria, prior treatment for ARMD was allowed but peer reviewers for the journals Ophthalmology and the British Journal of Ophthalmology insisted that only treatment naïve eyes were included in the analysis. A small number of participants were also found to be ineligible after giving written, informed consent. 
The most recent final study visit for the last patient recruited was in March 2011 and all the clinical data has been entered onto the study database in an anonymised format.
Following REC approval in February 2009, annual safety reports were submitted to the MHRA on 2 August 2010 and 11 February 2011. There have been no new SAEs or SUSARs since the most recent annual safety report. 
Results from the analysis of an initial 100 patients have recently been published in the British Journal of Ophthalmology (Br J Ophthalmol. 2011 May 10. [Epub ahead of print] PubMed PMID: 21558292). The findings suggested that polymorphisms in each of the three genes studied not only increased the risk of neovascular ARMD but also influenced the response to treatment with intra-vitreal ranibizumab. The plan is now to repeat the same analysis on the remainder of the study participants. 
Yours sincerely,

[image: image1.jpg]T




Martin McKibbin

Consultant Ophthalmologist

St James’s University Hospital

Beckett Street
Leeds LS9 7TF
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Eye Department, St James University Hospital, Beckett Street, Leeds LS9 7TF

Telephone 0113 243 3144
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