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研究者主導の医療機器開発において，
Academic Research Organization（ARO）が

果たしうる役割：チタンブリッジⓇの
薬事承認に至る事例を題材に
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Abstract
　　The Translational Research Center for Medical Innovation (TRI), an Academic Research Organization 
(ARO) in Kobe, has supported the investigators and their institution in terms of planning the developmental 
strategy, liaising with pharmaceutical companies, organizing the investigator-initiated clinical trial team, 
negotiating with regulatory agencies, planning strategies for insurance coverage, doing global business 
development in Korea, U.S.A., UK, China, and Taiwan, etc. As a result, a clinical trial notification was 
submitted by the Coordinating Investigator on June 26, 2015. The clinical trial was started on July 27, 2015, 
and 21 patients were enrolled. On June 25, 2016, the follow-up of the final case was completed. On June 30, 
2017, Nobelpharma Co., Ltd., submitted an application for manufacturing and marketing approval. In Japan, 
on December 15, 2017, TITANBRIDGE Ⓡ was pharmaceutically approved for adductor spasmodic 
dysphonia. This was the first case approved among the products selected for the SAKIGAKE designation 
system. Development of TITANBRIDGE is considered to be a good model case for the successful 
development of a medical device in academia through the support of an ARO.
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