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	Recruitment update
By the end of the recruitment phase, 49 children were recruited to the study:


19 in Newcastle


15 in Moorfields

8 in Sunderland


7 in York
25 were randomised into the surgery arm and 24 into active monitoring.



	Follow-up progress
Follow-up is well underway in all centres.  We are making really good progress, although one patient has been lost to follow-up and another switched treatment arm after originally being randomised into the surgery group.  Of the 24 still in the surgery group, almost all (22) have had their operations.  3-month follow-ups are complete for 41/49 patients, while 15 have so far had their final assessment.



	Data quality
There is very little missing data and we hope you agree that it is worth the effort ensuring that we have as complete a dataset as possible.  



	Second operations

So far one SamExo child has had to undergo a second operation – this is considered to be a serious adverse event.  If this happens to any other study participants please remember to complete a SAE form and fax to Vanessa within 24 hours.



	ENRs (Eligible not recruited)
We have started receiving data for these from most centres, so thank you for your input with this. 




	Parent interviews
We have conducted 48 parent interviews (14 of whom had agreed and 34 refused the trial).  The interviews have generated some very interesting data, not just about parents’ decisions but also suggestions for possibly improving trials like this in the future. We are hoping to publish these findings in a peer-reviewed journal.



	Publications / reports
We have a timeframe for writing up findings from SamExo:

· Protocol paper: submitted to BMC Trials - currently under review

· Parent interviews paper:  submit by end October 2012

· Final Report to funders:  due 12 April 2013

Although data collection for the trial officially closes at the end of November, we will continue to collect follow-up data on those recruited within the 3-month extended recruitment period, and the eligible not recruited patients, until all scheduled reviews have been completed (end of Feb 2013).  This means that a final analysis will be conducted in March 2013 and 2 further papers can be submitted for publication:

· Main outcomes paper: submit by June 2013

· Quality of life (IXTQ) paper: submit by June 2013




	Thank you for all your efforts and patience.
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