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Dear Ms Iratxe Puebla, dear editorial board, 
Herewith I confirm that the protocol underlying the submitted manuscript stated above has 
been reviewed and approved pre-study by the Institutional Review Board of the Medical Fac-
ulty of the Goethe-University Frankfurt (decision number: 67/12, file number 122/12). Fur-
thermore the protocol is in accordance to the Clinical Trial Registration Nr. NCT02444871. 
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