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There are two main administrative processes for launching a medical device. Medical device
regulatory affairs process requires verification of efficacy and safety, and insurance process
requires rationales for pricing. Between the two processes, the purpose of explanation is different,
but some of the items used in explanation are common. If there is no recognition of the common
part, it is possible that the content of the explanation will be decided by considering only one of the
processes and the negotiation may become disadvantageous in the aspect of the other process.

In this survey study, it was decided to identify and review the items common between the
application related to medical device regulatiory affairs and the application for insurance coverage
utilizing the author’s careers and experiences in the Pharmaceuticals and Medical Devices Agency
(PMDA), the Ministry of Health, Labour and Welfare and a medical device manufacturer so that
the administrative information generally needed would be available.

In addition, in the recent medical service fee evaluation for new medical devices in Japan, it is
felt that premium pricing cannot be anticipated, and severe prices are increasing. This is
considered to be the result of disclosing the difficulty in showing the presence of added value in
comparison with the existing therapy using sufficient evidences. The premium pricing may no
longer have direct influences on the business success because of the bonus-like positioning. It is
rather considered important to precisely estimate, as the market, the number of patients for whom
the medical device concerned can be released with the minimum presumed profit. The purpose of
this survey study is to investigate open data that can be utilized for preparing documents for
regulatory and insurance applications and to provide such data in a usable form, with a view to the
development of new products in mind. We conducted a survey on the systematic use of NDB and
other open data from the viewpoint of market verification in medical device development.

According to the summary of the items required in the administrative notifications, as the items
to be copied on filing the application for insurance coverage from the documents used in the
application related to regulatiory affairs, the following are included: brand name, classification, non-
proprietary name, each column of application form, conduct of clinical trial, and designation of
orphan medical device. As other items not to be copied, the following are necessary on filing the
application for insurance coverage: approval number, approval date, time clock control slip, and
review report, which are issued by the regulatory authority in review of regulatiory affairs. Many of
the items necessary on filing the application for insurance coverage are related to the items
described on filing the application related to medical device regulatory affairs, and the items



considered as not related are pricing-related item, product code related to distribution, and
pamphlet and instruction manual not clearly positioned in the pre-market review process. The items
considered as related are name column of application form (non-proprietary name), column of
intended use or indication, column of shape, structure and principle, column of raw material,
column of storage method and effective term, column of manufacturing site for the product
manufactured and marketed, column of remarks (package insert [draft]), and columns of attached
materials (1.1 Product outline, 1.2 Development history, 1.3 Comparison with similar medical
device, 1.4 Use in foreign countries, 4. Summary of documents for design verification and
reasonability confirmation, 5. Package insert [draft], 8.1 Clinical trial results, etc., 8.2 Summary of
clinical trial results, etc., and 9. Plan of post-marketing surveillance, etc.). It was found necessary
to examine what influences the contents described in these columns on filing the application related
to regulatory affairs would give on the contents described on filing the application for insurance
coverage. In addition, since the approval conditions and the review report which are not directly
prepared by the applying company are also influenced, it was recognized again that careful
attention should be paid in content negotiation with PMDA.

Concerning the number of patients calculated using the open data, the patient survey results in
the statistical surveys conducted by the Ministry of Health, Labour and Welfare can be utilized as
the entire image, and the NDB open data and the data of survey or registry conducted by each
academic society can be utilized in each patient or disease stage. In case of NDB open data, it is
possible to grasp also the number of devices used in each procedure, although attention is needed
in interpretation in a case where the insurance coverage limitation is set when the correspondence
indicators can be obtained like the relation between specified insurance medical material and
corresponding procedure. For drug therapy, it is difficult to clarify the number of drugs used in each
patient, and it is difficult to directly analyze each disease stage at least in the form of open data. It
may be used to estimate the number of patients with a specific disease, such as a drug with a fixed
indication and dose. In case of product development in the field where the existing examination
and treatment are available, it is basically sufficient to grasp the number of procedures concerned,
but in case of a product used only when patients with a certain disease meet special conditions, it
is considered appropriate to make additional investigations with the epidemiological data obtained
from the guidelines and articles. In data analysis, it is important to grasp the collected
characteristics of the data, and it is considered necessary to pay attention on grasping the medical
practice with public expenses since it is said that the public expense receipts are not included in
NDB open data.

This research paper is intended to be a material for research and discussion. It may be cited and discussed for research

purposes, but any damage or loss caused by citing and/or discussing and/or referencing it is not compensated by the author,

Japan Association for the Advancement of Medical Equipment, and/or the Medical Device Strategy Institute.

The opinions and/or ideas described in this research paper are the author’s and do not represent the official views of the Japan
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