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1) Data research necessary for post-marketing surveillance and clinical trials of medical equipment

: Cooperation with Pharmaceuticals and Medical Devices Agency PMDA

The activities of The Japan Neurosurgery Society JNS for the Japan Agency for Medical Research and
Development AMED project began in last November, 2016, immediately after the project was accepted by
AMED. Firstly, we decided on the core committee members of the project in the JNS. Then,
we repeatedly met with related research groups at Clinical Innovation Network and confirmed the specialty
and expectation of this project which was accepted as the only one project for the development of medical
equipment. As per the request of AMED, we will work with reference to the policy of Prof. Takeda’s
Research Group and Prof. Hayashi’s Group, which are cross-sectional research groups in the Clinical
Innovation Network project. SUCRAM JAPAN conducted by Prof. Ohtsu might be helpful in establishing a
company consortium. A kick-off meeting was held with the Ministry of Health, Labor and Welfare, AMED,
Pharmaceuticals and Medical Devices Agency PMDA on December 27, 2016 and asked PMDA for

information on registration items necessary for post-marketing survey.

2) Establishment of data validation, data monitoring, audit rules
It was decided that, according to the preceding Flow Diverter Post-marketing Survey, the system should
include an independent audit committee, data monitoring committee, and case study committee for the

second layer of case registration leading to medical device development. Regarding the clinical research
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or post-marketing survey of a specific medical device in the third layer for medical device development, a
committee must be established for each academic-led clinical research or post-marketing survey, and
these members must be selected from the JNS members who do not use the project device in their clinical

practice. These processes must guarantee transparency and quality of information.

3) Construction and improvement of basic database

We first discussed about the concept of database for medical device development. Regarding the
registration items of the basic database, it is necessary to construct a basic database referring to the basic
database in the conventional National Clinical Database, then to link with the specialist system which will
be used for board certified examination. It was also confirmed that the second layer should be done in the
same registration system or another registration system and that it should be a system that can be shifted
from the same web screen at the very least.

Regarding the establishment of the basic database registration, we selected a consigned company by
bidding in February 2017, the Data Base Committee have already created the registration items by
Electron Data Capture and the draft of the web screen and repeated deliberations. We confirmed that we
aim to construct a user friendly system that can be input easily. As a target disease, JNS also carries out
treatments other than surgery, so that non-operative cases such as cerebral infarction treatment are also

targeted.
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