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<Clinical Site Visit>

We upgraded institutional regulation to properly receive visitors from private companies to clinical
sites at Kobe University Hospital where they could face patients. Concretely, we decided to ask the
companies to submit a document to confirm essential considerations for the visit as well as to take
informed consent from the patients who may be looked at. Additionally, we made and enforced a
rule to ask the companies to complete and submit another document which aimed to collect all
information about purposes and implementation status of clinical site visit from companies and
utilize the information to discover needs and seeds of medical devices and effectively support their
clinical development. In fiscal year 2016, a total of 160 people from 97 companies visited 11

department of our hospital.

<Training and Consultation on Research, Development and Commercialization of Medical
Devices>

We held 9 workshops on R & D and commercialization of medical device. A total of 175 people
from 75 companies participated in the workshop.

To strengthen our structure for consultation, we established a new consulting system conducted by
Clinical & Translational Research Center, Kobe University Hospital. In FY2016, We gave advice

and guidance to 72 people from 30 companies for a total of 119 hours.

<Symposium on Research and Development of Medical Devices>
On 3 March 2017, we held “Innovation Forum for Medical Device Development in Kobe”, inviting
wide variety of speakers from industry, government and academia. 119 people from academia and

60 private companies participated in the forum.

<Needs Collection>

We carried out a questionnaire survey to collect needs and ideas of novel and improved medical
devices as well as expanded indications of conventional ones from clinicians’ perspective through
“Clinical Research Managers”, who are senior clinicians assigned to each department in our hospital
and play the leading role in promotion of clinical research and medical device development in the
department. Moreover, we interviewed one or more clinicians belonging in each of all the 36
departments in Kobe University Hospital. In addition, we asked participating companies of the
Forum to answer a questionnaire. We aggregated and analyzed the collected needs and ideas, and
made them into a database to facilitate development of medical devices. In FY2016, 90 needs were

collected.
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