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Healthcare Industry Added to the
Core Sectors in FDIs under FEFTA

Author: Masanori Bito

|. General

With respect to Inward Foreign Direct Investment (‘FDI")
under the Foreign Exchange and Foreign Trade Act
(“FEFTA”"), the relevant public notices have been partially
amended as of June 15, 2020, and certain healthcare
industry has been added to the designated business
sectors of FDIs subject to prior filing (the "Designated
Sectors") and the Designated Sectors in which FDIs are
likely to involve national security, public order or public
safety (the “Core Sectors”).

In the wake of COVID-19 pandemic, this amendment
intends to maintain domestic manufacturing base for
important healthcare industry relating to Japanese
people’s life and health.

This amendment applies to FDIs conducted on or after
July 15, 2020.
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[I. Summary of This Amendment

Summary of added healthcare industry
Business sectors added to the Designated Sectors and
the Core Sectors by this amendment are set forth in the

following:

Added Business Sectors

1 | Manufacturing of pharmaceuticals against pathogenic organisms and
parasites

2 | Manufacturing of intermediate of pharmaceuticals against pathogenic
organisms and parasites

3 | Manufacturing of specially controlled medical devices

Manufacturing of accessories to specially controlled medical devices

Manufacturing of parts of specially controlled medical devices or their
accessories

BFAManufacturing of pharmaceuticals against
pathogenic organisms and parasites
Pharmaceuticals against pathogenic organisms and
parasites are defined by items in numbers “87 61" to
“87 69" of the Japan Standard Commodity Classification.
Based on the purpose of this amendment, medications
(anti-virus agents) and vaccines against COVID-19 could
be included in these categories; provided, however, that
to be qualified as the Designated Sectors and the Core
Sectors, marketing approval for the pharmaceuticals

against pathogenic organisms and parasites by the

d



Minister of Health, Labor and Welfare under Act on
Securing Quality, Efficacy and Safety of Products
Including Pharmaceuticals and Medical Devices needs to
be obtained.

The Japan Standard Commodity Classification
corresponds to classification of drugs by efficacy.
Pharmaceuticals and Medical Devices Agency, which
has practical responsibility for the marketing approval,
decides whether each classification set forth in the
application for the marketing approval is proper.

The intermediate of pharmaceuticals against
pathogenic organisms and parasites means chemical
compound between materials and active ingredients,
of pharmaceuticals against pathogenic organisms and

parasites.

Manufacturing of specially controlled medical devices
The specially controlled medical devices mean medical
devices specifically designated by the public notice of the
Minister of Health, Labor and Welfare as those requiring
proper management due to their significant potential
risk to human life and health in the event of a side effect
or malfunction occurring. For example, they include
intracardiac catheter device and coronary artery cannula;
provided, however, that to be qualified as the Designated
Sectors and the Core Sectors, marketing approval for the
specially controlled medical devices by the Minister of
Health, Labor and Welfare or certification for marketing
the specially controlled medical devices by the registered
certification body under Act on Securing Quality, Efficacy
and Safety of Products Including Pharmaceuticals and
Medical Devices needs to be obtained.

Accessories to specially controlled medical devices
mean items which could not work without the specially
controlled medical devices.

Parts of specially controlled medical devices or their
accessories mean parts specifically designed only for the

specially controlled medical devices or their accessories.

Relationship with Specified Acquisitions
The Specified Acquisition means acquisition of issued
and outstanding shares or equity interests of a Japanese

non-listed company by a non-Japanese investor from

another non-Japanese investor by share transfer. This
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amendment only relates to FDIs. The above healthcare
industry has not been added to the Designated Sectors
or the Core Sectors concerning the Specified Acquisitions
(The Designated Sectors for the Specified Acquisitions
are limited to certain business sectors relating to national
security such as weapons, aircraft, space, nuclear facilities
and cybersecurity-related services. The healthcare
industry added by this amendment does not relate to the

national security.).

List of listed companies

The Ministry of Finance conducted a survey to Japanese
listed companies, and published the amended list of
classifications of listed companies regarding FEFTA prior

notification requirements on July 10, 2020.

I1l. The Related Information

For information of the amendment to FEFTA and the
relevant orders and regulations for the implementation of
the FEFTA which came into force on May 8, 2020, with
respect to FDIs, please see “Prior Notification Obligation
Exemption System Introduced” (TMI Associates
Newsletter Vol.4ff).

End

1) https://www.soumu.go.jp/main_content/000294493.pdf

(2)"List of classifications of listed companies regarding FEFTA prior notification
requirements” available at: https://www.mof.go.jp/international_policy/
gaitame_kawase/fdi/index.htm (last visited on July 14, 2020)

(3) http://www.tmi.gr.jp/newsletter/index.html
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(2) to work collaboratively at all levels to develop, test, and scale-up
production of safe, effective, quality, affordable diagnostics, therapeutics,
medicines and vaccines for the COVID-19 response, including, existing
mechanisms for voluntary pooling and licensing of patents in order to
facilitate timely, equitable and affordable access to them, consistent with
the provisions of relevant international treaties, including the provisions of
the Agreement on Trade-Related Aspects of Intellectual Property Rights
(TRIPS Agreement) and the flexibilities within the Doha Declaration on the
TRIPS Agreement and Public Health;
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