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Patient enrollment has started in Osaka University Hospital and Hamamatsu University
Hospital since the FY2015, and in Kinki University Sakai Hospital since April 11, 2016. As
previously scheduled patient recruitments, 95 patients in the three hospitals (Osaka University
Hospital, 69 patients; Hamamatsu University Hospital, 12 patients; Kinki University Sakai
Hospital, 14 patients) were enrolled in the FY2016 beyond the scheduled enrollment of 70
patients. Among the total target sample size of 144, the enrollment of 109 patients had been
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completed at the end of the FY2016. 27 patients has been enrolled in the continuation study, and
the target number of patients in the continuation study (20 patients or more) has been achieved.
According to the progress of the trial, the clinical trial office is properly being operated, and the
CRO is handling monitoring, data management, operations support of an EDC system, safety
information management, and audits. We actively advanced patient recruitment by
advertisements in a newspaper and a community magazine, and leaflets in neighboring
hospitals and clinics. We also consulted the PMDA about modifications of the protocol and some
issues of an application for the manufacture and sales approval.

The project manager negotiated with AMED to issue an additional grant, because the
accumulation of patient enrollment was advanced faster than the scheduled plan and a shortage
of research funding was expected. The timeline until the completion of this project was revised
with the project stakeholders time to time, and we were able to obtain consensus from CRO. At
the end of the FY2016, we had conducted the project as planned without delays.

Teijin Pharma Limited as an investigational device provider, promptly and appropriately
conducted training aid for the use of device, action against failure, and periodic inspection

according to SOP, at the study institutions.
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