Participants provided written informed consent, in accordance with all applicable regulatory and Good
Clinical Practice guidelines and in full respect of the Ethical Principles for Medical Research Involving Human
Subjects, as adopted by the 18th World Medical Association General Assembly (WMA GA), Helsinki, Finland,
June 1964, and subsequently amended by the 64th WMA GA, Fortaleza, Brazil, October 2013. The study
received approval from the local ethics committee (Ethics Committee of the Fondazione Policlinico
Universitario Agostino Gemelli IRCCS, Universita Cattolica del Sacro Cuore of Rome, Rome, Italy). Written
informed consent has been obtained from all participants.



