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A full data set to satisfy the requirements for the EudraCT upload is unavailable as the data analysis is incomplete for this trial. Following discussion with the UK regulator the MHRA its was agreed that the trial teams would not pursue publication for this trial and results analysis was halted.
It was agreed with the MHRA in September 2019 that a full data upload on EudraCT is not required.




Yours sincerely




Ms Clare Skinner	
Head of Research Integrity and Governance
University of Leeds

[bookmark: ex][bookmark: n7]* These amend the principal Regulations [Medicines for Human Use (Clinical Trials) Regulations 2004, S.I. 2004/1031] which implemented the Council of the European Union Directive 2001/20/EC and the Commission of the European Communities Directive 2005/28/EC.  

cc: Caroline Bedford, Clinical Trials Manager, Pharmacy Department
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