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Daniele Nicolini, MD, PhD and Roberto Montalti MD, PhD performed the statistical 

analysis of this study. 

Prof. Flavia Carle from the Centre of Epidemiology and Biostatistics, Department of 

Biomedical Sciences and Public Health, Polytechnic University of Marche, Ancona, Italy 

reviewed the statistical methods of this study. Prof. F. Carle, as biostatistics member of 

Ethics Committee of Marche Region (CERM), required additional information regarding 

sample size determination, power and level of significance of the statistical tests employed 

for the study (CERM session of February 25, 2016). 

Daniele Nicolini, MD, PhD and co-authors provided the required information and the 

study was finally approved on CERM session of February 9, 2017 (Protocol NO: 2016-

0023). 
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