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Prematurely ended - statement
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Full title of the study: Melatonin As A Novel Neuroprotectant In Preterm Infants−Trial Study
Study Contact: David Edwards
Sponsor: Imperial College London
Contact email address: d.edwards@imperial.ac.uk
Product: Melatonin Injection
Date of the early termination of the trial: July 9, 2012
Statement on discontinuation of the study: Study prematurely ended
We recruited 58 patients out of the 60 we planned in the protocol. The last two babies were recruited the 5th of July 2012 and they will receive the IMP until the 12th of July. We concluded the recruitment. We have already performed MRI scans in 24 babies and will finish the MRI scans, which is the end data point of the study, by the end of the year 2012. 
This early termination should have little impact on the evaluation of the results as we expect to achieve the required minimum of 40 MRI scans according to our study size calculation based on MRI analysis.
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