Online Resource 1: Trial Management Group
[bookmark: _GoBack]The trial management group (TMG) comprised the principal coordinating investigator (M.R.), the chief investigator (J.T.), the trial statistician (S.V.) and a research trial coordinator (F.J.). The TMG supervised the day-to-day conduct of the clinical trial, including safety oversight activities, and acted on advice from other individuals or groups. The TMG was also responsible for communicating essential protocol modifications to relevant parties, such as the site investigators.
