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CHAPTER 1 – EXECUTIVE SUMMARY
With a well-structured and well-financed Universal Healthcare System, a super-aging
population, an appetence for new technology, and a high percentage of imported medical devices,
Japan may appear a perfect country to introduce an innovative MedTech device. But this
opportunity does not come without challenges.
In 2020, the Japanese MedTech market reached up to 30 US$ billion, making it the fourth market in
the world. Imported medical devices and technologies accounted for half of the total market, with
up to 80% (ophthalmic) of imported devices.
The Japanese market does not come without challenges, though. Local regulations should be
followed, leading in some cases to lengthy and costly equivalence studies even though the Japanese
authorities recently made efforts to streamline the process and homogenize regulations. A
mandatory first step is to partner with a local Market Holder Authorization that could be seen in
some cases as losing control on the regulatory, distribution, and sale process.
The language barrier, time difference, and the medical environment's conservative nature are also
barriers that may impair foreign companies' entry into the Japanese MedTech space. Hence, the
need to carefully analyze the market, highlight the specific needs and identify Key Opinion Leaders
(KOLs) that will be instrumental in promoting a new medical device.
The MedTech Japanese ecosystem is well structured, and the Government is active via the use of
grants promoting collaborative projects with foreign academics or companies. Bioclusters (private
or public) can also be of great help to set foot in Japan and explore the market's potential for a
specific product.
Quality of the products is critical when approaching Japan. The country should never be regarded
as a test market but a comprehensive international growth strategy.
Japan carries many opportunities for MedTech companies, but the hurdles are as high as the
potential rewards. Hence the need to be accompanied by a local partner.
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CHAPTER 2 – INTRODUCTION
2.1 – Overview of the Japanese Healthcare and Reimbursement System
Japan is famous for relying on a universal and costefficient healthcare system. The country achieved universal
health coverage in 1961 by implementing a mandatory National
Health Insurance (NHI) system1. All Japanese citizens must join
the health insurance scheme according to their employment
status and age.
Health Policy is multileveled in Japan. It is decided at the
national level, reformulated regionally at the regional level, and
implemented at the municipal level. Although more than 3,500
independent insurers exist, they are all integrated into a
uniform framework that the national government
mandates. Contrary to the United States, these insurances are
not-for-profit organizations.
All enrollees must pay 30 % of the medical bills for children up to 6 (20%) and adults aged 70 – 74
with lower incomes (20%), and those aged 75 and older (10%). For catastrophic illnesses with
expenses over a ceiling defined according to the income levels, only 1% is paid as co-payment.
When the Japanese Health Insurance system was put in place more than fifty years ago, taxsupported in-home services were predominantly for older adults with low incomes and little family
care. In 1973, the system started to provide free medical care (i.e., no co-payment) for everyone
over 70. However, increasing expenditure for older adults became a significant issue for society, and
in 1983, free medical care was ended.
To tackle these problems, universal health coverage for long-term care was introduced in 2000
under the Long-Term Care Insurance (LTCI) system. The aims of establishing the LTCI system include
shifting the burden of family caregiving to social solidarity, shifting cost-sharing via an insurance
premium system, and integrating long-term care and welfare services.

1 https://japanhpn.org/en/section-3-1/
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The Japanese Healthcare system aims to provide high-quality care at a low cost through regulated
fees. In Japan, almost all medical facilities are paid through the social health insurance scheme.
Reimbursement is based on the national tariff schedule. In principle, this reimbursement schedule
is revised every two years following negotiation at the Central Social Medical Insurance Council
(CSMIC). This council includes representatives from payers' organizations, providers' organizations,
and other members representing the public interest from the Ministry of Health and Welfare
(MHLW).
In terms of access, individuals have free choice over which services they access, and most health
care is reimbursed on a fee-for-service basis. With few mechanisms to control demand, the primary
tool for controlling costs is the provider fee schedule. Review committees in each region monitor
claims and can deny payment for services deemed to be unnecessary.
On March 30, 2018, there were 8,389 hospitals (1,400 in France), 101,860 clinics, and 68,756 dental
clinics in Japan (20,000 in France). More than 80% were privately owned. One of Japan's most
pressing health resource utilization problems is its unequal distribution among geographical regions
and sub-specialties. Physicians are free to choose where they will practice, which causes unbalanced
spreading within the country.
National Health expenditure in Japan is increasing but stays below what we can see in other
developed countries. The figure below presents a comparison of the per capita yearly healthcare
expenditure for France and Japan. Despite having 8% more 65+ years old (Percentage of 65+ years
old in 2019: France, 20.8%; Japan: 28%), Japan has lower spending per capita.
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The low-cost and high-quality Japanese Healthcare system does not come without challenges and
is deemed unsustainable by some Health Economists2. For example, the Japanese visit a doctor
nearly 14 times a year, more than four times as often as Americans. Very long waiting lines to see a
doctor for a couple of minutes of consultation is the norm. Hospitals are overcrowded and often
refuse patients brought by paramedics regardless of their condition or situation, leading to dramatic
outcomes in some cases.
Japan is the prototype of what a super-aging world will be. In 2025, Japanese baby boomers will
turn 75 years old, putting tremendous pressure on the Japanese Healthcare system. In 2042 a
maximum will be reached; more than 38 million people will be over 65 years old. More than
structural reform, Japan aims at using technology to solve some of its over-crowded healthcare
system problems. Hence, companies can develop innovative medical technology solutions to
address the Japanese Healthcare system's inevitable issues.

2.2 – Overview of the potential and specificities of the Japanese Market for
Medical technologies
In almost all the Asia Pacific Region (APAC) countries, healthcare spending has outpaced
GDP growth3 . In 2023, Japan's healthcare spending will reach 721 US$ billion representing 11.3% of
its GDP. From the 2014-2023 period, Japan's growth in healthcare spending per head (%) is planned
to grow at a 3.9% CAGR (Compound Annual Growth Rate).
2 https://health-medical-economics.imedpub.com/Is-the-Japanese-MedicalPaymentSystem-Sustainable.pdf
3 The ~ USD 320 billion healthcare challenge in ASEAN
https://www.solidiance.com/insights/white-papers/the-usd-320-billion-healthcare-challenge-in-asean/download?token=mxEZJwAOBo
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Japan's aging population mainly fuels this growth in healthcare spending. In 2023, Japan's average
life expectancy is estimated to reach an all-time high of 84.8 years.
In 2022, The Japanese Medical technology market is
planned to reach close to US$ 34 billion in Japan,
showing a 4.6% CAGR for the 2018-2022 period 4 , 5
making it the fourth in the world after the United
States (US$ 198 billion) and Germany (US$ 44 billion).
Japan has a robust domestic manufacturing market.
Many major Japanese producers, such as Canon,
Hitachi, Omron, are very well-known outside Japan.
Japan has historically been strong in diagnostic
systems and continues to be a significant global
market leader for flexible endoscopes, with a market share of 98%. Japan also holds a global market
share of 31.9% in MRI systems and 24% in diagnostic imaging equipment.
On the other hand, growth has been slow in treatment systems, especially for products like vascular
stents. Japanese companies hold only 1.2% of the global market share and artificial joints, where
Japan has virtually no market share.6
The following table summarizes the reliance on imports in different segments of the Japanese
medical device market.7

4 "Worldwide medical device market forecasts," Fitch Solution report
5 https://www.statista.com/statistics/1098248/global-medtech-market-size-outlook-by-country/
6 https://www.intralinkgroup.com/getmedia/c0863ea5-b365-4dd9-9828-72fd6ae1e8a8/market-study-medtech-japan-2018-11
7 Development Bank of Japan, Japan Economic Research Institute (2017), JPY 1 = CHF 0.0088 (as of October 2018)
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Thus, the market for medical devices in Japan relies heavily on imported products. In 2020, imported
medical devices and technologies accounted for 49% of the total market in Japan.
In the coming years, the market is expected to remain heavily dependent on imported advanced
medical technologies, mainly due to the high demand for quality products from senior citizens in
their later years of life.
There are three important initial steps that foreign companies should take in considering and
planning their Japan market entry:
1. Understanding Japanese standards, regulatory approval requirements, and timelines.
2. Determining the relative reimbursement pathways and implications for product pricing.
3. Finding a distributor to support product launches and ongoing sales and marketing efforts8.

When addressing the Japanese market in general and especially for MedTech products, an
important point relates to the need to customize the product to the Japanese market's expectations.

8 https://tcgmedtech.com/entering-the-medical-device-market-in-japan/.
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Even if the quality is the main adoption driver, a simple "copy-paste" of a product is a sure way to
failure. Japanese consumers are famous for being demanding when it comes to customer support.
Language barriers and time differences may constitute hurdles for European companies that will
need to be addressed either by relying on a well-informed and prepared distributor or considering
a local presence.
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2.3 – Japanese MedTech Dynamics
2.3.1 – SWOT Analysis

2.3.2 – Summary of the Market Forces
The Medical Technology market in Japan carries many potentials and is driven by
numerous positive market forces. The main ones being:
- An aging Japanese population.
- A well-funded Universal Healthcare system.
- A high appetence for new technology.
- A mature market and well-established distribution channels.

15 | P a g e

On the negative side, the regulatory hurdles are somehow high to cross and require a substantial
investment and time to reach the market. For foreign companies, registering the products via a local
distributor may be a negative point. It may be challenging to switch to another distribution channel
once the approval has been granted.

Foreign companies willing to enter Japan will have to assess the potential of the Japanese Market
initially carefully for the selected product and make sure that the decision to enter Japan is part of
a global and well-funded strategy. The Japanese market can be as challenging as it can be rewarding.
It should never be considered as a test market for a new product. The time difference, language
barrier, specific medical and regulatory ecosystems all contribute to increasing the entry barrier in
Japan.
Entering Japan requires a thorough knowledge of the competitors and market demands. Identifying
Key Opinion Leaders (KOLs) that will locally support the medical device is also a critical element to
consider. Japanese Healthcare is conservative by nature, and changes in common practices can only
be achieved from the inside.
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CHAPTER 3 – MARKET OVERVIEW
The global MedTech market is still more fragmented than the biopharma market,
although consolidation continues9.

3.1 - Revenues
Revenues are divided into Medical devices as a whole and MedTech more
specifically.
The overall Japanese medical device market, including MedTech and other equipment, is
set to reach from $54.5 billion in 2018 to $74.7 billion in 2025, growing at a compound
annual growth rate (CAGR) of 4.6%, according to GlobalData10.

9 https://www.mckinsey.com/industries/pharmaceuticals-and-medical-products/our-insights/the-medtech-opportunity-for-japanesecompanies Last accessed 27/01/21
10 https://drug-dev.com/japans-medical-device-market-set-to-reach-74-7-billion-in-2025/
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More specifically, the Global MedTech revenues were estimated to reach close to $540
billion in 2020, with Japan representing the fourth biggest market with $30 billion in sales11.
Japan's aging population and a strong history of adopting new medical technologies have
fueled the Japanese market's medical devices growth.
While the country has a sizable medical device industry, particularly in imaging technologies,
depending on the specific field, up to 80% of Japan's medical devices are imported from the
United States and Europe 12 . This reliance on imported devices constitutes an excellent
opportunity for foreign companies considering they follow the necessary steps and
practices to succeed in Japan.

3.2 – Trends
3.2.1 – Mergers and Acquisitions (M&A)
To pursue their growth and address new markets, Japanese Medical devices
companies are pursuing an aggressive M&A strategy.
The drive toward MedTech by well-known Japanese companies continues; in fact,
out of the 20 largest Japanese companies today, over three-quarters of them are
already involved in this business segment. In 2016, Canon's takeover of Toshiba
Medical Systems, the fourth-largest diagnostic-imaging player worldwide, is a prime
example of a company expanding in this space in a big way13,14. The acquisition of
Hitachi by Mitsubishi Electric's particle therapy business15. Terumo also acquired
the Chinese Stent company, Essen16.

3.2.2 – Shifting Production Overseas
To control production costs, Japan slowly shifted part of its production
capacities overseas. As in many countries, Sales & Marketing and Managerial
decisions are still made in Japan, part of the production is outsourced. Consequently,
working with Japanese medical device manufacturers could open further
11 https://www.mckinsey.com/industries/pharmaceuticals-and-medical-products/our-insights/the-medtech-opportunity-for-japanesecompanies
12 https://tcgmedtech.com/entering-the-medical-device-market-in-japan/.
13 https://global.canon/en/news/2016/20161219.html
14https://www.mckinsey.com/industries/pharmaceuticals-and-medical-products/our-insights/the-medtech-opportunity-for-japanesecompanies Last accessed 27/01/21
15 https://asia.nikkei.com/Business/Hitachi-to-buy-Mitsubishi-Electric-s-particle-therapy-business
16 https://www.terumo.com/pressrelease/detail/20190107/235/index.html
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opportunities for suppliers and serve as a gateway to other markets, particularly in
Asia.
With the Covid-19 pandemics, this trend may somehow not be long-lasting, and
Japan has already started to switch back to domestic manufacturing to be less
reliant on China17

3.2.3 – Open Innovation
Even though Japan is among the world's largest investors in science and
innovation, domestic corporations were famous for their closed-innovation
strategy, spending close to 3.5% of their GDP. This is changing, partly due to
companies need to react quickly to technological changes and the increasing
importance of innovation in a deteriorating economic environment.18
At the Government level and following the Tohoku earthquake, which enlightened
Japan's need to decrease its self-reliance and open to the world, programs and
grants have been implemented to facilitate global R&D partnerships.
Multinationals in Japan are competing with their peers in the U.S., Europe, etc., for
emerging international markets such as China. In this situation, the shift of R&D
activities overseas is inevitable.

17 https://www.reuters.com/article/us-health-coronavirus-japan-production-a-idUSKBN23F2ZO
18 https://www.ifri.org/sites/default/files/atoms/files/asievisions45kmotohashi.pdf
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3.3 – Variables
3.3.1 – Market segmentation
Due mainly to the rapidly aging society, most of MedTech companies'
opportunities relate to age-related conditions that act as a magnifier for chronic
disease.
The main segments of interests are the followings:
- Cardiovascular and surgical implants: Among adults over the age of 20, it
is estimated that half have hypertension. Cardiac issues later in life are increasingly
common. A growing number of U.S. and European companies are getting their
cardiovascular devices approved in Japan. A variety of Western companies have also
marketed advanced stents in Japan over the past several years. Japan has one of
the largest intravascular imaging markets in the world. Other surgical implantable
devices that meet the needs of the elderly, such as cochlear implants and vision
correction implants, are also seeing increasing demand in Japan.
- Oncology: Cancer is the top cause of mortality in Japan. The most
prevalent cancers are lung and stomach. Japanese cancer treatment centers and
hospitals often offer advanced diagnostic and treatment systems like gamma and
particle knife technologies. Western companies' cancer devices are in high demand.
- Orthopedics: Knee arthroplasty is estimated to reach more than 20,000
procedures every year in Japan and is fueled by the aging population.
- Home Care. The Japanese government has implemented specific
healthcare coverage insurances devoted to maintaining the elderly at home for as
long as possible. The Long-Term Care Health Insurance provides benefits in kinds
depending on the level of dependency of the people. Medical technologies allow
remote treatments in high demand and will continue to expand in the years to come.
It is the same as for Digital Health solutions planned to reach $US 2.2 billion in 2025
from $US 0.7 billion in 2020.
The figure below represents the ratio of the different categories of medical devices
used in Japan as of 2020 (Source: Statista).
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3.3.2 – Key market drivers
3.3.2.1 – Government incentives
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Due to government incentives, medical technologies that can allow
for better and more convenient home care—for instance, decentralized
healthcare delivery or supportive medical robotics—could quickly scale up
domestically.
Various initiatives have been launched, such as the public-private
partnership "Realizing the Robot Revolution," which intends to broaden
insurance coverage for robotics in nursing care and expedite the medical
robots' review process19.
In 2018, the Japanese government also started the Future Investment
Strategy as part of Prime Minister Abe's Society 5.0 vision to create a smart
society incorporating IoT, big data, and A.I. into industries and daily life.
Through this initiative, the Japanese government has created support
networks for medical device development, provided clinical trial test sites,
and hosted conferences to facilitate a robust R&D environment in the
MedTech sector.20

3.3.2.2 – Fuel domestic companies' growth via innovation & collaboration

Japanese Companies interested in growing a MedTech business
need to innovate their products and their operating model. There are five
key success factors for companies with an interest to grow in MedTech.
These apply to both organic and inorganic growth strategies:
1. Drive a targeted and resilient investment strategy.
2. Open to innovation models and collaboration opportunities.
3. Build critical regulatory and medical capabilities.
4. Keep a global perspective from day one.
5. Bring existing manufacturing expertise but build competitive
muscle.

19 The MedTech opportunity for Japanese Companies. https://www.mckinsey.com/industries/pharmaceuticals-and-medicalproducts/our-insights/the-medtech-opportunity-for-japanese-companies
20 https://www.kantei.go.jp/jp/singi/keizaisaisei/pdf/miraitousi2018_en.pdf
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There is a need for Japanese companies to move rapidly. As the global
medical-device market has tripled in size over the past 20 years, many new
innovative players have entered, and business models have changed and
evolved.
However, over that same period, the top global players have also
consolidated and now generate over half of the worldwide MedTech
revenue.
Growth remains the central value-creation lever in MedTech, with a great
deal of white space available, but the window of opportunity to grow the
Japanese economy may close soon due to the decrease in demographics
and increased consolidation between the different players21

3.3.2.3 – Aging Population
The rapidly aging Japanese population, increasing number of
patients with chronic and lifestyle diseases, universal health insurance
coverage, and regulatory measures drive the Japanese medical device
market. Even though the increasing elderly population provides a unique
business opportunity for many international medical device companies to
innovate new products, foreign investment into the untapped Japanese
market was due to a lack of domestic companies' knowledge22.
Japanese physicians are enthusiastic, early adopters of novel medical
technologies. Unfortunately, in the past, Japan's onerous regulatory
requirements meant Japanese physicians were often behind their U.S. and
European counterparts in getting access to the latest medical devices.
Thus, Japan's medical community has been one of the primary drivers for
regulatory reforms that have streamlined the process of getting new
medical devices approved and reimbursed in Japan.
Medical device selling prices in Japan are higher, on average, than in other
geographic markets. Historically, Japan has paid the highest prices globally

21 https://www.mckinsey.com/industries/pharmaceuticals-and-medical-products/our-insights/the-medtech-opportunity-for-japanesecompanies Last accessed 27/01/21
22 https://drug-dev.com/japans-medical-device-market-set-to-reach-74-7-billion-in-2025/
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for advanced medical technology, higher than the United States and much
higher than most European countries.
High reimbursement enables many device manufacturers to realize higher
product prices and profit margins than in many other geographic markets.

3.3.3 – Key Market restraints
3.3.3.1 – Regulation
In the past, challenging regulatory requirements have led many
smaller medical device companies in the United States and Europe to
forego Japan. But Japan has streamlined its regulatory processes
considerably in the last ten years, including a much greater willingness to
accept foreign data in submissions.
The medical device regulatory environment in Japan has been historically
challenging for foreign companies. In the past, the Pharmaceutical and
Medical Device Agency (PMDA) had required foreign medical device
companies to conduct local clinical trials. More recently, the PMDA has
begun to accept foreign clinical data in support of foreign product
registrations.
Besides, the regulatory agency has also streamlined the review process and
reduced approval times. While still significant, the Pharmaceutical and
Medical Device Agency's (PMDA) timeline for approval is significantly less
than it was just ten years ago.
For more complex or novel devices, PMDA may require clinical studies in
Japan. While this can be a significant expense, it also creates an
opportunity to build relationships with Key Opinion Leaders (KOLs) in Japan
ahead of a market launch.
3.3.3.2 – Lack of knowledge among the decision-makers
Two contradictory facts define the Japanese Healthcare Tech
market: on the one hand, a lagging ICT infrastructure in hospitals and clinics,
as well as poor I.T. literacy among decision-makers and healthcare
providers; on the other hand, a high-level penetration rate of smartphones,
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wearable devices, and connection to high-speed internet of the general
population (81.7%)23.
3.3.3.3 – Reduction of reimbursement prices
While the regulatory environment is expected to continue
improving and the market for U.S. medical equipment in Japan remains
strong, U.S. firms face challenges with pricing and reimbursement due to
the GOJ's efforts to contain overall healthcare costs in Japan's aging
population.
In the short term, the postponing of scheduled tax hikes from 8% in October
2015 to 10% in April 2017 has created a more challenging financial
environment as it generated additional revenues to fund healthcare
expenditure and raised concerns with price revisions happening for three
years in succession from 2016-2018.
Should new price revisions under the proposed 2017 consumption tax raise
occur, and the scheduled biennial price revisions occur in even-numbered
fiscal years (2016 and 2018), this will lead to de facto annual revisions.
3.3.3.4 – Local competition
The primary product categories comprising Japan's domestic
medical device production include diagnostic imaging equipment,
therapeutic and surgical equipment, bio phenomena measuring and
monitoring systems, home therapeutic equipment, dialyzers, and
endoscopes.
Japanese medical device companies maintain a high market share in those
product segments. Top Japanese medical device companies, in terms of
sales, include Terumo, NIPRO, Olympus Medical Systems, Toshiba Medical
Systems, Hitachi Medico, Nihon Koden, and Fukuda Denshi.
U.S. medical device companies produce a wide variety of medical devices.
Still, they are solid in sophisticated segments of the medical market such as
pacemakers, advanced interventional cardiology products, orthopedic
implants, laser surgical equipment, and advanced diagnostic imaging
equipment.
23 https://www.s-ge.com/en/article/global-opportunities/20181-japan-medtec-opportunities-health-tech-sector
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3.4 – Opportunities
3.4.1 – Demographic
With 33% of the population currently aged 60 or older, Japan is
home to a super-aged population. In Japan, the challenge of population
aging is particularly pronounced, as people over the age of 65 years account
for 26% of the population while people under the age of 15 years only
account for 13% of the population24.
The figure below illustrates the demographic evolution of the
elderly population in Japan. It stresses the need for foreign companies to
act quickly when trying to access the Japanese elderly population.

As Asia's population grows older, the burden of chronic diseases such as
cancer, diabetes, heart disease, musculoskeletal diseases (such as
osteoporosis), and chronic respiratory diseases increases.

24 https://www.healthcareglobal.com/technology-and-ai-3/aging-populations-are-captive-market-medical-device-industry
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Treatment for chronic diseases is more complex, so the demand for more
medical technology among Asia's aging population has risen. Therefore,
Asia's medical device and pharmaceutical markets have much room for
growth in the coming years. Many Asian countries are modifying their
healthcare approaches to accommodate the aging population.

In Japan, more than a quarter of the population is over the age of 65. This
age group is predicted to make up about 40% of the country's population
by 2060; therefore, there is excellent potential for long-term growth in the
medical device and pharmaceutical markets.
There is especially a high demand for orthopedic devices, cardiovascular
devices, and surgical implants to treat chronic diseases.
Japan is even working in the robotics field to create robots that can help the
elderly population. Digital Health offers numerous opportunities and is
expected to counterbalance the lack of carers in Japan.
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Japan is unique because its culture is a lot more open to these products
than other countries. Robots include mechanical swing lifts that help move
patients (Robear, which is presented in the picture above is an example of
carer robot developed at RIKEN in Yokohama), robotic arms that allow
patients to complete tasks free of pain, and even a robotic animal seal that
has been proven to reduce anxiety, stress, depression, and perception of
pain. The seal especially helps to alleviate dementia patients, and it has
even been able to replace heavy doses of psychotropic drugs.

3.4.2 – An efficient and well-organized healthcare system
Given Japan's aging population and the increasing number of
patients with chronic and lifestyle diseases, medical devices that alleviate
pain, complement lost functions, and improve life quality should show
steady growth in demand. Also, the markets for in-home care devices,
technologies, and health I.T.-related products are expected to grow as the
number of people in out-patient care increases. Other promising growth
areas include self-care and preventive care medical devices and products
due to more substantial consumer health concerns.
Finally, Japan's healthcare system is one of the most advanced with
sophisticated and organized healthcare infrastructure. If the medical
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technology devices offered are of high quality and can answer a medical
need, Japan should undoubtedly be one of the leading markets to consider.

3.4.3 – Regulatory
In 2014, the government launched new regulatory procedures at a
national level aimed at innovative medical devices. Approval times have
shortened overall, and some premiums for innovative products are now
available. It generally takes between 1-3 years, depending on the
classification, for a new Medical Device to be approved in Japan. Hence, the
need to carefully analyses the market potential and ensure that the
demand will justify the overall investment.
In parallel, as cost pressures mount and prefectures take more
control at the local level, there is the potential for a more significant
consolidation of facilities over time. In combination with Japan's
demographic insularity, which could support the accumulation of
standardized data, Japan could be an attractive launch pad for any new
medical device25.
Against this backdrop, the Japanese government has taken new initiatives
to streamline the regulatory approval review process and accelerate the
launch of innovative medical products.
Also, various steps were taken by the Ministry of Health, Labor and Welfare
(MHLW) to improve the transparency of the approval review system
substantially to accomplish a quick review process, which is equivalent to
or faster than that of North American and European markets.
The government also introduced Medical Information Database to provide
medical records for the innovators, which has led to quicker medical device
development and faster patient access26.

25

The MedTech opportunity for Japanese Companies. https://www.mckinsey.com/industries/pharmaceuticals-and-medicalproducts/our-insights/the-medtech-opportunity-for-japanese-companies Last accessed 27/01/21
26
Japan's Medical Device Market Set to Reach $74.7 Billion in 2025
https://drug-dev.com/japans-medical-device-market-set-to-reach-74-7-billion-in-2025/
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The regulatory review system changes resulted in increasing partnerships,
licensing deals, and research collaborations among Japan's medical device
companies.
For example, German-based KARL STORZ partnered with Medicaroid
Corporation to develop robotic-assisted surgery systems. Fujirebio and USbased Janssen Pharmaceuticals collaborated to develop AMYLOID β 42/40
RATIO immunoassay for Alzheimer's dementia. FUJIFILM Corporation
collaborated with Indiana University School of Medicine to develop
Artificial Intelligence (A.I.) applications in medical imaging diagnostic
support systems8.
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CHAPTER 4 – MARKET SEGMENTATION
The figure below presents the major segments within the Japanese medical device market
as of 201727.

4.1 – Cardiovascular
4.1.1 – Market Size
In 2015, the global market size for cardiovascular devices was $65.6 billion,
with Japan accounting for 16.4 % or $11.82 billion28.
According to Mordor Intelligence, the Japan Cardiovascular Medical Devices Market
is expected to register a CAGR of 2.6% from 2021 to 202629.

27 Development Bank of Japan. Japan Economic Research Institute
28 What is the total market value of the cardiovascular market?
https://askwonder.com/research/what-s-total-market-value-cardiovascular-market-l1c65oh2m
29 https://www.mordorintelligence.com/industry-reports/japan-cardiovascular-devices-market
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Electrocardiogram (ECG) is expected to dominate the diagnostic and monitoring
segment.

4.1.2 – Main Drivers
The main market driver is linked to the increase of the senior population in
Japan who are more prone to chronic diseases such as cardiovascular diseases,
contributing to its growth.
Following the peak in the number of cardiac surgeries reached in 2020 linked to the
Japanese demographic peak, the number of cardiac surgeries is somehow planned
to decrease in line with falls in the Japanese population30.

30 Usui A, Abe T, Araki Y, Narita Y, Mutsuga M, Oshima H. The number of cardiovascular surgeries in Japan may decrease after 2020.
Nagoya J Med Sci. 2015 Aug;77(3):389-98.
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Example of the Japanese Registry for Mechanically Assisted Circulatory Support (J-MACS)
The Japanese registry for Mechanically assisted Circulatory Support (J-MACS) was
established in 2009 and is the first national registry designed to be harmonized with the Interagency
Registry of Mechanically Assisted Circulatory Support (INTERMACS)31.
J-MACS's primary aims are to utilize Ventricular Assisted Device (VAD) data collected by the
J-MACS registry to improve clinical assessment and management and treatments and related
technologies for severe heart failure patients.
J-MACS is a public-private partnership that includes seven different academic societies and
participating hospitals and relevant VAD manufacturers. It is funded by the Pharmaceuticals and
Medical Devices Agency (PMDA).
In 2017, J-MACS's
organization was changed to
the council for clinical use of
ventricular assist devicerelated academic societies
that consist of members
elected from ten societies32.
Participation in JMACS is mandatory for device
manufacturers to meet the
conditions of approval and
hospitals
to
obtain
reimbursement from the national health insurance system. Membership in J-MACS is one of the
essential conditions for an authorized hospital to use an implantable
The goal is to detect device failures and adverse events to facilitate prompt actions by regulators
and manufacturers. As of 2018, 711 primary LVAD were implanted. The included table lists the VADs
included in the J-MACS registry.

31 Nakatani T, Sase K, Oshiyama H, Akiyama M, Horie M, Nawata K, Nishinaka T, Tanoue Y, Toda K, Tozawa M, Yamazaki S, Yanase M,
Ohtsu H, Ishida M, Hiramatsu A, Ishii K, Kitamura S; J-MACS investigators. Japanese registry for Mechanically Assisted Circulatory
Support: First report. J Heart Lung Transplant. 2017 Oct;36(10):1087-1096.
32 Kinugawa K, Nishimura T, Toda K, Saiki Y, Niinami H, Nunoda S, Matsumiya G, Nishimura M, Arai H, Morita S, Yanase M, Fukushima
N, Nakatani T, Sakata Y, Ono M; J-MACS investigators. The second official report from the Japanese registry for mechanical-assisted
circulatory support (J-MACS): first results of the bridge-to-bridge strategy. Gen Thorac Cardiovasc Surg. 2020 Feb;68(2):102-111.
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4.1.3 – Main Company Profiles and Products

Terumo Corporation was established in 1921 as a thermometer
manufacturer. Nowadays, they employ more than 26,000 employees in more than
160 countries and regions.
The company is a global leader in the medical technology field and has an extensive
portfolio of products ranging from vascular intervention and cardio-surgical
solutions, blood transfusion, and cell therapy technology to medical products for
daily clinical practice such as transfusion systems, diabetes care, and peritoneal
dialysis treatments.
Terumo is the market leader in minimally invasive cardiac interventional
technologies such as stents, balloons, and sheaths. One of their innovative products
is ANGIO-SEAL®, an active vascular closure device consisting of an innovative intraarterial anchor, suture, and collagen that are fully bioabsorbable within 60 to 90
days.

The device allows same-day discharge for patients undergoing percutaneous
coronary interventions33.
The latest financial results (March 2020) showed sales close to 5 billion euros. The
company is listed at the Tokyo Stock Exchange34.

33 Atonsen L, Jensen LO, Thayssen P. Outcome and safety of same-day-discharge percutaneous coronary interventions with femoral
access: A single center experience. Am Heart J 2013; 165:393-9.
34 https://www.terumo.com/about/profile/
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Nihon Kohden is the largest worldwide supplier of electroencephalogram
(EEG) and is also very active in electrocardiograms (ECG) and electromyograms
(EMG). The company was founded in 1951 and Takuo Aoyagi, one of its lead
researchers, developed and patented the first pulse oximeter. The company
patented the product in 1974.

Nowadays, the company is faithful to its
roots and continues developing electronic
medical equipment such as bedside
monitors, defibrillators, and hematology
analyzers.
The company is now present in more than
30 countries, employs more than 5,000 people, and is listed at the Tokyo Stock
exchange. The latest turnover for the year 2019-2020 was close to 1.2 billion euros.

Fukuda Denshi was founded in 1935 and developed the first
electrocardiogram device in Japan. The history of Fukuda is intimately
linked to the progress of technology to improve ECG devices.
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With more than 1 billion U.S. dollars of turnover in 2020, the company
offers a complete range of
electrocardiograms, Holter ECG,
defibrillators, vascular screening,
patient monitoring, ultrasonic
devices, spirometers. They
recently also started providing
devices for geriatric patients to
improve fitness and cognitive
abilities.
Fukuda Denshi also distributes
pacemakers, home medical care
devices, and numerous other
devices. They are a wise choice for foreign companies willing to enter the
Japanese market with innovative cardiologic devices.

Omron Corporation is a company founded in 1933 initially as
automation. The company is still active in developing industrial robots and
electronic and mechanical components. Omron is very famous for its blood
pressure monitors. The sphygmomanometers developed by the company
are innovative and used both in clinical settings and for home monitoring.
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In 2019, Omron introduced a new type of blood pressure monitor, including
EKG capability. The Omron Heart Guide is also the first FDA-cleared
smartwatch based on the same technological principles or inflatable cuff
used in traditional devices.

During the latest reported fiscal year, Omron turnover was more than 5
billion euros. Due to increased competition for consumer health-related
products, its net sales have somehow decreased by more than 18%.
In Healthcare, the company focuses on cardiovascular, respiratory diseases,
and pain management. The healthcare segment represents 20% of the total
revenues. The company focuses on innovative products to offer the
consumers open opportunities for startups to partner with a wellestablished company.

Kawasumi is one of the Japanese leaders in blood-related products
and endovascular repair medical devices. Kawasumi Laboratories was
Japan's first manufacturer of disposable blood collection and transfusion
sets made of plastic.
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The company was founded in 1957, counts close to 2,500 employees, and
registered a turnover of 205 million $ U.S. in 2020.

JMS focuses on Infusion and Transfusion Therapy, General Medical
Suppliers, Hemodialysis and Peritoneal Dialysis, and cardiovascular therapy.
The company provides cardiopulmonary equipment, membrane
oxygenator,
heat
exchanger,
pacemakers,
microcatheters,
cardiopulmonary blood tubing sets, and artificial kidneys.

JMS develop its products and act
as
a
distributor
for
cardiovascular-related products.
As an example, Sorin pacemakers
are distributed by JMS in Japan.

The company is listed in the 1st
section of the stock market and
registered more than 532 $ U.S.
million in 2019.

Tokai focuses on cardiology-related devices, interventional
radiology, neuro intervention, pediatric interventions, peripheral
intervention, and endovascular intervention.
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Founded in 1981, Tokay is a
reasonably sized company that
can be a partner to consider for
cardiovascular-related
technology companies willing to
market endovascular products in
Japan.

AND is the prototype of Japanese corporations being involved in
many different fields that may appear as unrelated: from metal detectors
to noise and vibration instruments, blood pressure monitors, and scales.
The common denominator being measurements and weighting. In
Healthcare, the company offers blood pressure monitors to be used by
professionals or for home monitoring. AND is also exploring numerous
telemedicine projects and developed a line of diagnosis software for
ambulatory blood pressure monitoring.
With 22 offices in Japan and 15 overseas, AND has the abilities and
experience to introduce and sell medical devices related to blood pressure
and weight measurements.
Its last reported turnover was close to 450 million US$.

4.1.4 – Competitive Landscape and Opportunities
The Japanese cardiovascular devices market is consolidated and
considered to be competitive. The major players have established
themselves in specific segments of the market. Partnering with an
established player is a mandatory pre-requirement to address the market
needs efficiently.
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Automated diagnostic Software is gaining traction and could be a point of
entry to partner with current players and enhance the value of the products
they currently sell—most of the major players being foreign companies. An
indirect approach may also be a path of entry.

4.2 – Dentistry
4.2.1 – Market Size
Dentistry is a growing and highly competitive market in Japan. With 87 dentists for
100,000 people 35 , there are 31% more dentists in Japan than in France. As of 2018,
approximately 15% of all general hospitals in the country operated dental medicine
departments accounting for 1,100 dentistry departments.
According to Mordor Intelligence, the dental equipment market is expected to grow at a
CAGR of 8.8% from 2020 to 202636
According to Statista, the dental device and material market in Japan reached 2 billion euros
in 2019 and will continue to grow in the coming years.

4.2.2 – Main Drivers
The growth of the market is sustained by the dramatic dental health awareness in
the past 40 years, mainly linked to public health efforts.
As the number of the senior population rises, so are the dental disorders contributing to the
market's growth soon.
Besides, the market is fueled by many aesthetic dental procedures. In recent years, many
women have undergone dental procedures to enhance their appearance.

35 Kinugawa K, Nishimura T, Toda K, Saiki Y, Niinami H, Nunoda S, Matsumiya G, Nishimura M, Arai H, Morita S, Yanase M, Fukushima
N, Nakatani T, Sakata Y, Ono M; J-MACS investigators. The second official report from the Japanese registry for mechanical-assisted
circulatory support (J-MACS): first results of the bridge-to-bridge strategy. Gen Thorac Cardiovasc Surg. 2020 Feb;68(2):102-111.
36 https://www.mordorintelligence.com/industry-reports/japan-dental-devices-market
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4.2.3 – Main Company Profiles and Products

DGSHAPE started operation in 2017 as a subsidiary of Roland Digital. The
company provides solutions to manufacture artificial teeth using 3D digital
acquisition technologies.
DGSHAPE offers a wide range of dental mills to be used in digital dentistry.

Nakamura Dental specializes in the handpiece for dental clinics and dental
laboratories. The company started developing and selling contra-angles in 1956 and
could partner with MedTech companies offering innovative dental equipment.

Yoshida was founded by Uhachi Yamanaka in Tokyo in 1906. Nowadays,
Yoshida is one of the oldest available dental equipment manufacturing companies
in Japan.
The company has more than 400 employees, two factories, a service center based
in Hokkaido, and four affiliated companies selling dental equipment in Japan.
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Yoshida is an innovative company that offers complete dental unit systems, imaging
systems, laser units, and small equipment.

Nissin started as a Dental material laboratory in Kyoto in 1948. The
company is now concentrating its developments and sales on dental training
products.
They developed a full range of dental simulators relative to prosthetic dentistry,
conservative dentistry, periodontal area, and oral surgery.

Simodont is their spearhead solution devoted to dental education. The device
integrates high precision simulation and forces feedback. A high-resolution 3D
display is co-located with the dental handpiece to help students in developing
psychomotor.
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Nissin also developed Dentaroid, a realistic robot training to mimic the actual
clinical setting.

4.2.4 – Competitive Landscape and Opportunities
The Japanese dental equipment market is competitive. The players are
focusing on research and development to form stable and safe products.
The market has been noticing technological developments on a large scale for the
past couple of years. 3M, TAKARA BELMONT, Tokuyama Dental Corporation, MANI,
INC., Dentech Corporation, THE YOSHIDA DENTAL MFG. CO., LTD., Dentsply Sirona,
NISSIN DENTAL PRODUCTS INC., and G.C. Corporation are some of the market's key
players.

4.3 – Oncology
4.3.1 – Market Size
According to Allied market research, the Japan oncology drugs market size
was accounted for $9,405 million in 2018 and is expected to reach $14,109 million
by 2026, registering a CAGR of 5.2% from 2019 to 2026. Different types of cancers
such as colorectal, stomach cancer, and others are predominant among the
Japanese population.
The lung cancer segment is expected to experience the fastest growth during the
forecast period. This is due to technological developments in cancer diagnostics and
the rise in awareness of cancer's early diagnosis.

4.3.2 – Main Drivers
The rise in early diagnostics offered for free by many municipalities has
increased cancer detection in Japan. Hence the increase in the number of detected
cancers.
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Up to recently, Japan had no actual policy to reduce smoking. It is still possible to
smoke in many bars and restaurants in Japan even though smoking in the street is
rude. These ambiguous policies have contributed to the increase of lung cancers in
the Japanese population.
Furthermore, the geriatric population's surge also contributes to the market's
growth as the elderly are more prone to certain cancers such as prostate cancer.

4.3.3 – Main Company Profiles and Products

Sysmex was founded in 1968 and is mainly devoted to IVF diagnostics. They
offer assays and hardware in the fields of immunochemistry and are active in
developing personalized tests that can be used for personalized diagnostics of
cancers.
Sysmex has a policy of open innovation and value technologies from universities,
research institutions, and other companies. They also offer the FOCUS
supercomputer access to their partners to develop new tests based on big data
analysis.
The company is indeed a partner of choice that can help during the development
and sales phases.
The following companies are by far the biggest company in the MedTech field in
Japan and combine over 20 billion US$ in revenues.
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Olympus Medical Systems Corporation provides medical devices. The
Company mainly manufactures and sells endoscope systems for digestive,
respiratory, urology, anesthesiology, and other medical use. Olympus Medical
Systems also offers surgical treatment equipment and endoscope system peripheral
machines.
In 2020, the consolidated revenue of the company reached more than 7
billion US$. The company aims at becoming the worldwide leader for surgical field
equipment.
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Hitachi offers numerous healthcare solutions, including MRI, CT system, Xray diagnosis system, Ultrasonic diagnostic equipment, Bone density measuring
devices, particle beam therapy system, radiation therapy system, cryosurgery,
optical tomography equipment, and many other testing devices.

Canon and Fujifilm are also very active companies in imaging, diagnostic,
oncology radiation therapy. Even if their medical divisions are not their primary aim,
they generate billions of dollars in revenues.

4.3.4 – Competitive Landscape and Opportunities
The market comprises significant market players, and these players are
focusing on research and development to form a stable and safe formulation.
Most of the players are global corporations such as Abbott, Becton Dickinson,
Biomerieux, Bio-rad, and Qiagen.
There are undoubtedly rooms for startups or SMEs developing IVD instruments or
tests to partner with local distributors.

47 | P a g e

4.4 – Orthopedics
Demand for orthopedics is booming as the aging Japanese population looks to
remain active. Joint replacements, spinal implants, and fixative materials are seeing strong
demand.

4.4.1 – Market size
According to Medtronic's internal research, Japan is the second-largest
market for spinal devices. The market consists of sizeable joint reconstruction
devices, small bone, joint orthopedic devices, extremities, and trauma devices.
Large joint reconstruction devices, especially hip, and knee prosthetics are
significant sales contributors to the nation's orthopedic implants market. Japanese
hip and knee implant market is expected to exhibit moderate growth soon as the
market has relatively matured. The spine implant market is expected to emerge
with a strong growth forecast.
Japan's sizeable joint device market is nearly $2 billion. Japan's small bone and joint
device market is smaller but expected to grow to $150 million by 2022. Currently,
hand and wrist devices account for more than 70% of the small bone and joint
market37.

4.4.2 – Main Drivers
The demand for orthopedic devices in Asia is thriving, primarily due to aging
populations. The more significant number of elderly adults' results in a higher
prevalence of osteoarthritis and other conditions leading to injuries requiring
orthopedic devices.

4.4.3 – Main Company Profiles and Products
The leading international orthopedic vendors in Japan include Stryker
Corporation, Zimmer Bionet Holdings, Smith & Nephew, and Depui Synthes.

37 https://www.medtechintelligence.com/feature_article/lifestyle-aging-population-continue-drive-asian-orthopedic-device-market/

48 | P a g e

Cyberdyne is a company that Yoshiyuki Sankai has founded to develop an
exoskeleton to help the paraplegic and aging population with posture and gait
issues.
HAL for Hybrid Assistive Limb is a robot that people can wear to assist in their posttrauma recovery. The system will receive signals from the leg muscles and translate
them into mechanical forces, thus enhancing neuroplasticity.

Japan MDM (Japan Medical Dynamic Marketing) specializes in joint
prostheses, hip joint products, knee joint products, spinal fixation devices, and
artificial bone substitutes products.
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The company manufactures its products but can also act as an importer and trading
company in significant hospitals throughout Japan. As of April 2020, the company
had 442 employees and generated US$ 95 million in sales.

Teijin Nakashima is a relatively recent company founded in 1987 and
focuses on developing, manufacturing, and distributing medical devices, such as
artificial joints, trauma devices, and spinal devices.
They specialize in Joint Prostheses and
Trauma devices. The company offers
innovative solutions to joint replacement
prostheses by adding Vitamin E to reduce
the components' degradation. They also
provide implants suited to Japanese and
other Asian people and "personalized
implants" customized to each patient.

4.4.4 – Competitive Landscape and
Opportunities
With the ever-increasing aging population, osteoarthritis and rheumatoid
arthritis. The Japanese orthopedic market is attractive due to the aging population
and the substantial reimbursement and pricing in this field.
According to Curt Jennewine, President of Asia MedPartners: "the big four
multinational companies make up about 75% of the market, while the remaining
25% consists of Japanese companies and a few mid-tier U.S. and European
companies."
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4.5 – Chronic Diseases
4.5.1 – Market Size
The latest GBD 2019 Risk Factors Collaborators study published in October
2020 highlighted five metabolic risks (high blood pressure, high fasting plasma
glucose, high body mass index, kidney dysfunction, and high LDL) and three
behavioral risks (tobacco, dietary risks, and alcohol use) among the ten highest risk
factors responsible for the most death and disabilities. Diabetes is listed as the 10th
cause of death and disabilities in Japan.
In a study published by Mitsutake et al. (2019) on the occurrence of chronic disease
among older adults, it was found that 65% of the patients three or more cooccurring diseases. The most common 3-way pattern was hypertension, coronary
heart disease, peptic ulcer disease in men (12.4%), hypertension, dyslipidemia, and
peptic ulcer disease (12.8%).
Japan's diabetes market reached a value of US$ 4.52 Billion in 2020 and is planned
to continue its growth.

4.5.2 – Main Drivers
Apart from the aging population, the main drivers for chronic diseases are
linked to the changes in lifestyle and diet westernization which lead to a dramatic
increase in diabetes and heart conditions.

4.5.3 – Main Company Profiles and Products

Nipro was established in 1954 and now count more than 29,000
collaborators. The company is the industry leader in renal products. They also
develop vascular, anesthesiology products, and medical devices. The company is
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listed in the first section of the Tokyo Stock Exchange and counted more than 4,000
employees in Japan and close to 33,000 globally.
The company is a leader in research relative to dialysis and artificial organs. They
offer a combination of medical devices and pharmaceuticals products.

Arkray is one of the leaders in diabetes management, clinical diagnostics,
and oral wellness. They offer various blood glucose monitoring systems for
consumers or medical professionals. The Headquarters are based in Kyoto, and the
company counts more than 1,600 collaborators globally.

Arkray has developed unique technologies for glucose, urine, point of care,
hematology, and genetic testing. They are significantly extending their reach on the
digital health market. The company recorded close to 430 million euros in Sales
during the last reporter fiscal year.

4.5.4 – Competitive Landscape and Opportunities
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Most players are well consolidated, and competition is fierce between the
different players. New entrants must offer a different technology that could
increase the value of the products and devices already on the market. Digital
health and telemedicine are natural avenues to open collaboration avenues with
the Japanese market leader.
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CHAPTER 5 – REGULATORY
5.1 - Regulatory Landscape
On November 25, 2014, the Japanese government revised the Pharmaceutical
Affairs Law (PAL). It implemented the new PMD Act ("Act on Securing Quality Efficacy and
Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products,
Gene Therapy Products, and Cosmetics").
The new PMD Act was based on previous ordinances implemented in the summer of 2014.
Two of the main points of this revision are to increase safety measures for medical devices
and introduce new cellular and tissue therapeutic product regulations38.

5.1.1 – Organization of the Japanese regulatory authorities
The Pharmaceuticals and Medical Devices Agency (PMDA) is the
government organization in Japan in charge of reviewing drugs and medical devices,
overseeing post-market safety, and providing relief for adverse health effects.
The current PMDA was established in 2004 by incorporating the Pharmaceuticals
and Medical Devices Evaluation Center of the National Institute of Health Sciences
(PMDEC), the Organization for Pharmaceutical Safety and Research (OPSR/KIKO),
and part of the Japan Association for the Advancement of Medical Equipment
(JAAME).
The PMDA is part of the Ministry of Health, Labor, and Welfare (MHLW), and they
both handle a wide range of activities, from approval reviews to post-market
surveillance. Within the PMDA, the Office of Medical Devices Evaluation supervises
medical devices' manufacturing, enforces standards, and grants approval to
manufacture and market devices.

5.1.2 – MHLW

38

https://www.medtechintelligence.com/feature_article/new-japan-medical-device-regulations/
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The Ministry of Health, Labor, and Welfare (MHLW) (Koseirodosho in
Japanese) was established by a merger of the Ministry of Health and Welfare
(MHW) and the Ministry of Labor on January 6, 2001, as part of the government
program for reorganizing government ministries.
The MHLW oversees pharmaceutical regulatory affairs in Japan (veterinary drugs
are under the jurisdiction of the Ministry of Agriculture, Forestry and Fisheries), and
the Pharmaceutical Safety and Environmental Health Bureau (PSEHB) undertakes
the primary duties and functions of the Ministry; it handles clinical studies, approval
reviews, and post-marketing safety measures, i.e., approvals and licensing.
The Health Policy Bureau handles the promotion of R&D, production, distribution
policies, and drug pricing, i.e., functions related to pharmaceutical companies. The
Pharmaceuticals and Medical Devices Evaluation Center (Evaluation Center) in the
National Institute of Health Sciences was established to strengthen approval
reviews, introduce a specific system for reviewing tasks for drugs, etc., on July 1,
1997.
To confirm the reliability of reviews and application data, the Pharmaceutical Safety
and Research (OPSR) Organization conducted compliance reviews on application
data. The OPSR also began offering consultation services on protocols at the clinical
trial stage. This was followed by integrating the Evaluation above Center, OPSR, and
part of the Medical Devices Center on April 1, 2004, to form a new independent
administrative organization, the Pharmaceutical and Medical Devices Agency
(PMDA).
The role of the PMDA is to provide consultations concerning the clinical trials of new
drugs and medical devices and conduct approval reviews and surveys of the
reliability of application data. Following this reorganization, the PSEHB and PMDA
handle various activities from clinical studies to approval reviews, reviews
throughout the post-marketing stage, and pharmaceutical safety measures.
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5.1.3 – PMDA

The Pharmaceutical Medical and Medical Device Agency (PMDA) is an
Independent Administrative Institution responsible for ensuring the safety,
efficacy, and quality of pharmaceuticals and medical devices. The agency is part of
the Ministry of Health, Labor, and Welfare.
The agency is tasked with the following:
-

Drug and medical device testing:
- Scientific review of market authorization applications based on Japanese
pharmaceutical law.
- The advice in clinical trials or the preparation of dossiers for the
registration procedure (New Drug Applications (NDA))
- Inspection and conformity assessment of Good Clinical
Practice (GCP), Good Laboratory Practice (GLP), and Good Practice
Systems and Programs (GPSP)
- Auditing of manufacturers to ensure they conform to Good
Manufacturing Practice (GMP) and have a suitable Quality Management
System (QMS)

-

Post marketing drug safety:
- The collection, analysis, and distribution of data on the quality, efficacy,
and safety data of medicines and medical devices
- Advising consumers on approved products
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- Research on the development of industry standards
-

Victim compensation:
- Payment of medical costs lost wages and pain and suffering for those
who suffer injury or disability resulting from medical products.
-Disbursement of funds to those infected with HIV because of blood
transfusions

Consultation with PMDA should be conducted in Japanese, and all the documents
should also be submitted in Japanese. It can be challenging for foreign companies,
hence the need to rely on a local partner to support the regulatory process.
All the consultations with PMDA are invoices depending on the stage of
development. Medical devices intended to be used for Orphan diseases -the criteria
being that fewer than 50,000 patients should use the device- the fees are reduced.
The table below summarizes the latest consultation fees depending on the phase of
development. Considering the cost associated, a clear plan and a well-validated
market are critical before entering the Japanese regulatory pathway.

5.1.4 – National Institute for Biomedical Innovation, Health, and Nutrition (NIBIO)
For the development of products aimed at Orphan Diseases. The National Institute
for Biomedical Innovation, Health, and Nutrition (NIBIO) can provide advice and contribute
to the development by providing funding and support.
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5.2 – Medical devices classification
For medical devices manufactured, imported, and sold in Japan, Japanese Medical
Device Nomenclature (JMDN) codes and generic names are set regarding the medical device
names determined in the ISO/TC210 GMDN project.

Then, generic names are classified into Class I, II, III, or IV according to their risk level. These
classifications were determined by reference to the classification rule of GHTF (Global
Harmonization Task Force).
The table presents the medical device classifications, their European counterpart,
and the certification path.

5.2.1 – Class I
General medical devices (Class I) are those other than specially controlled medical
devices and controlled medical devices that MHLW deems to pose an almost insignificant
risk to human life and health in the event of malfunction or side effects. Although they do
not require approval, the notification must be submitted to PMDA, and the requirements
outlined below must be met.

Class, I medical devices can be marketed after a registration process known as a notification.
Notification applications should include device descriptions (appearance, dimensions,
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materials, specifications, manufacturing process, etc.). Notification involves no review – it
is a process of self-certification. No QMS audit is required.
The applicant must have a 3rd-grade Marketing Authorization Holder (MAH) license. The
manufacturing facility must have a license for medical device manufacture.
The followings are examples of medical devices classified
X-ray film, steel surgical instruments, in-vitro diagnostic devices, etc.

to

Class

I:

5.2.2 – Class II
Controlled medical devices/designated controlled medical devices (Class II) are
those other than specially controlled medical devices that MHLW deems to require
management about the relatively low potential risk they pose to human life and health in
the event of malfunction or side effects.

Most Class II medical devices require a certification process, which involves review by a
registered certification body (RCB). RCBs review line with the applicable certification
standards and implement QMS auditing.

Applications for certification must include device descriptions (appearance, dimensions,
materials, specifications, manufacturing process, etc.) and a STED (Summary of Technical
Documents), in which conformity to the certification standards should be shown.
Class II medical devices that do not meet the requirements for certification must undergo
the process of approval. For more details, see the description for Class III and Class IV below.
Medical devices categorized as Class II are further regulated as follows:
Medical devices, which have not applicable certificate standards, are categorized as
controlled medical devices and need approval reviewed by PMDA.
Medical devices that meet applicable certification standards are categorized as designated
controlled medical devices and need certification reviewed by the Registered Certification
Body (RCB).
The applicant must have a 2nd-grade MAH license. The manufacturer must have a license
for medical device manufacture. The manufacturer must comply with the quality
management system (QMS) requirements set by MHLW ordinance 169.
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The followings are examples of medical devices classified as Class II: MRI units, electronic
sphygmomanometers, electronic endoscopes, ultrasonography equipment, dental alloys,
etc.

5.2.3 – Class III / IV
Specially controlled medical devices (Class III & IV) are those deemed by MHLW to
require appropriate management about the relatively high or potentially fatal risk they pose
to human life and health in the event of malfunction or side effects. Such devices are
categorized as Class III or Class IV.
Class III and IV medical devices require submission of applications for approval, reviewed by
PMDA (the Pharmaceuticals and Medical Devices Agency). Class III and Class IV cover various
medical devices. The followings are examples of medical devices classified as Class III or IV.
•
•

Class III: hemodialysis equipment, artificial bones, joints, mechanical ventilation
apparatus, balloon catheters, etc.
Class IV: pacemakers, artificial cardiac valves, stents, etc.

The following requirements apply to all Class IV medical devices.
An application for approval must be submitted to the Pharmaceuticals and Medical Devices
Agency (PMDA – the approvals review body).
The applicant must have a Marketing Authorization Holder (MAH) license. For GQP & GVP
requirements, the manufacturing facility must advance registration for manufacture.
The manufacturing facilities must comply with the quality management system (QMS)
requirements set by the MHLW ordinance.
Regarding the device for Class III are further regulated as follows:
Medical devices without certification standards that are classed as specially controlled
medical devices need PMDA approval.
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Medical devices with certification standards that are classed as specially controlled medical
devices need review by an RCB (registered certification body – a third-party organization).
For Class III medical devices without certification standards, an application for approval
must be submitted to PMDA.
For Class III medical devices with certification standards:
- Certification by an RCB is necessary.
- The applicant must have a MAH license.
- GQP & GVP requirements:
The manufacturing facilities must comply with the quality management system (QMS)
requirements set by the MHLW ordinance.
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5.3 – Medical Devices Registration and Approval Process
5.3.1 – Process
5.3.1.1. Product registration
To register a medical device in Japan, a foreign manufacturer must submit
a complete dossier that includes an application with attachments and a
Summary Technical Document (STED). In addition to this dossier, a Quality
Management System (QMS) and foreign manufacturer (FMA) are required.
In the past, Class I and some Class II products in Japan could be approved
by an independent third party via Certification. In contrast, other Class II
products and all Class III and IV products would need to get PMDA approval
(equivalent to the FDA). In general, getting many Class II, III, and IV products
registered via the PMDA can be long and difficult. With the new PMD Act,
however, Japan will increase the number of products that can receive thirdparty Certification (i.e., do not require PMDA approval).
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Thus, all Class II and some Class III medical devices can also be registered
via an independent third party via certification. Some Class III and all Class
IV products will still need to go through the PMDA approval route.
In allowing more third-party certifications for additional Class II and some
Class III products, the PMDA will require more stringent requirements for
third party certification; the quality of the reviewers will be improved, more
information on QMS will be reported to the PMDA, and the overall
supervision of third parties will be increased39.
Medical device manufacturers who wish to have their products approved
in Japan must deal with the regulatory requirements. The Act provides the
legal framework for these regulations on Securing Quality, Efficacy, and
Safety of Pharmaceuticals, Medical Devices, Regenerative and Cellular
Therapy Products, Gene Therapy Products, and Cosmetics (PMD Act), which
replaced the Japanese Pharmaceutical Affairs Law (PAL) on November 25,
2014.
Specific legal requirements may be further specified by other regulations
(e.g., Ministerial Ordinances) under the Japanese Ministry of Health, Labor
and Welfare (MHLW) supervision. The regulatory authority in Japan is the
Pharmaceuticals and Medical Devices Agency (PMDA).
Manufacturers must also follow and comply with Regulation MHLW No. 169
on quality management systems. This Regulation lays down additional
requirements for a quality management system for manufacturers certified
to the ISO 13485 standard. Manufacturers must also apply for a Foreign
Manufacturer Registration (FMR). This procedure is used to register
production sites. The MAH or the DMAH usually processes the application.
The Marketing Authorization Holder (MAH) applies for the approval of a
medical device on behalf of a foreign manufacturer. This may be a company
resident in Japan or a legal entity resident in Japan. The Marketing
Authorization Holder is the official holder of the product approval and
cannot be changed easily.
Therefore, the European manufacturer should well prepare and reflect on
the choice of the Marketing Authorization Holder. The MAH shall maintain
a quality management system and a surveillance system for the products
39 https://www.medtechintelligence.com/feature_article/new-japan-medical-device-regulations/
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placed on the market. A medical device distributor may also assume the
duties of a Marketing Authorization Holder.
In this case, he is called Designated Marketing Authorization Holder
(DMAH). He then only must comply with the principles of Good Quality
Practice (GQP) and Good Vigilance Practice (GVP). MAHs must maintain a
Device Master File that corresponds to the documentation submitted to the
authority.
The market approval of Class 1 products takes place using a Marketing
Notification. The market approval is subject to licenses issued by the
authority for the MAH and the production site. The quality management
system's conformity with the applicable regulations must be established –
but is not required for every Class 1 product. This approval path is known
as Todokede.
A Registered Certification Body allows class 2 products to the market upon
successful Certification. This path is called Ninsho. Registered Certified
Bodies (RCBs) are private certification bodies, like Notified Bodies in the
E.U., which monitor manufacturers and are also authorized to carry out
third-party audits. RCBs may also certify class 3 generic products, but these
must be like those already on the Japanese market. Notified Bodies
established in the E.U. may also act as RCBs in Japan at the same time.
For specific Class 2 and Class 3 products and all Class 4 products, the MAH
sends the registration documents to the PMDA. The market release is made
directly by the MHLW. This approval procedure is called Shonin.
Here, the manufacturer must assure the MAH in writing every year that the
documentation for a product approved in Japan is still up to date. For these
products, the PDMA or regional regulatory authorities carry out third-party
audits themselves. The MDSAP program may also cover the audit parts by
the Japanese regulatory authorities.
Market approval for Class 1 products can be obtained quickly since only a
notification is involved but not a review process. For Class 2 products
certified via an RCB, the processing time is approximately three to six
months. For all other products, a processing time of eight to 16 months
must be expected. Licenses and QMS certificates issued shall be valid for
five years. Licenses and certificates must then be renewed.
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In Japan, a medical device customer, usually a health care facility, can
request a refund of the purchase price for specific products. For this
purpose, the product must be listed in the National Health Insurance (NHI)
system. There are six product classes A1, A2, B, C1, C2, and F. Products in
classes A1, A2, and F are not refundable.
Once a product has been released for sale, a manufacturer needs to apply
for reimbursement to the MHLW. The processing time of the application
depends on the product class. For products in classes C1 and C2, the
processing of the application takes longer. Manufacturers can negotiate the
price for the refund of the product with the MHLW after accepting the
application. Achieving the highest possible price is of great economic
importance for manufacturers who want to market their products in Japan.

5.3.1.2. Quality Management System (QMS)
In the past, device manufacturers trying to get approval in Japan
needed to file a very detailed QMS document. The old QMS requirements
regarding audits for compliance were product-specific, meaning they were
based on a comprehensive evaluation of the product's risks, the complexity
of the manufacturing process, and previous inspection results. Additional
requirements included the product standard code, retention periods of
documents and records, and infrastructure requirements.
However, going forward, the QMS inspection will be simplified and changed
to a QMS certification system that will be conducted according to product
groups, not individual products.
Also, rather than requiring an application for every facility that must be
inspected, the new system only requires a single application covering the
entire process from product design and development to release the
product to the Japanese market.
The PMDA or a registered certification body will conduct inspections of all
relevant manufacturing site facilities submitted with one application. Upon
receiving approval, device manufacturers will not have to do additional
inspections for five years if the product group name, facilities, and MAH
remain the same.
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Like the QMS, FMA documentation is also required to get device approval
in Japan. In the past, the FMA approval was a license and accreditation
process based primarily on document review.
The required documents included a product and process list, an outline of
the facility building, an executive organization chart, forms related to the
health and personal history of the person responsible for the manufacturing
operations, and various licenses and certificates for the product.
With the new PMD Act, FMA approval has been changed from a license and
accreditation process to a registration process. The manufacturing site will
now consist of only the facilities which are responsible for manufacturing.
Under the old system for license and accreditation, additional facilities
involved with cell tissue, sterilization, labeling/storage, etc., were also
required.
In the future, the required materials for FMA approval have been simplified,
so the manufacturer will need to submit the resume of the person who is
responsible for the manufacturing operations, a document confirming that
the applicant is not under the influence of illegal substances such as
cannabis or narcotics, and a map depicting the areas surrounding the
manufacturing site.

5.3.1.3. Software as a standalone medical device
In the past, medical Software was always approved as a component
of an approved medical device. In other words, if you were trying to register
a computerized tomography (C.T.) scanner, the Software within the device
would be approved as part of the device approval. In the future, Software
will be registered independently from the hardware.
The Japanese Pharmaceutical Affairs Law has been revised as the "PMD
Act," and it has been in effect since November 25, 2014. One of the
revision's significant points was implementing revised GHTF Essential
Principles (2012), which introduced standalone medical device software
into the Japanese regulatory system.
The Software can qualify as a medical device or as a non-medical device.
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The Software qualified that as medical devices create indices, images,
charts for diagnosis or treatment using processing data from medical
devices or Software that support the decision of treatment plan or
treatment method (including simulation software).
The Software qualifies as non-medical device are those which transfer,
store and display data from medical devices uses as medical records,
Software which process or computerize data except image data for the
purpose other than diagnosis, Software for education, Software for a
patient explanation, Software for maintenance, Software for hospital
business support or Software for health management. They are equivalent
to General Medical Devices (Class I equivalent).

Software considered Class I will not be regulated in Japan, and the JMD
codes for other software products are still being developed. Thus, it is still
unclear how medical software products will be registered independently
and what documentation will be needed to do so. The PMDA has indicated
that they will have more definition on what requirements independent
software registration will have soon.

5.3.1.4. Summary of the regulatory steps before marketing a
product in Japan.
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Japan's premarket approval process is complex, even though some
new PMD Act regulations have made the process simpler in recent years.
The process to start marketing a new medical device in Japan is summarized
in the following scheme.

5.3.2 – Timeline
Over the last ten years, the Japanese government has continually said they
would approve products on a timelier basis. In the new PMD Act, there are
additional measures to shorten and standardize the review time for medical device
approval.
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Again, the government promises an increase of reviewers with better background
knowledge. The shortening of the review time will also be applied to in vitro
diagnostics (IVDs).

70 | P a g e

5.3.3 – Fast-Track Review
MHLW has established a fast-track review process for pioneering devices
and IVDs utilizing novel or breakthrough technologies and intended to treat or
diagnose life-threatening diseases or diseases with no practical alternative
treatments; qualifying devices must be submitted for registration in Japan either
simultaneously or before submissions to other market regulators. Key
considerations regarding the review process include:
Qualifying for a pioneering medical device or IVD designation entails applying for
such designation to MHLW. (Opportunities to submit pioneering device or IVD
designation applications will occur twice per year.)
- MHLW reviewers will evaluate applications and determine designations
based on input from the Pharmaceutical Affairs and Food Sanitation Council,
an advisory body to the Ministry.
- Before applying for a pioneering device or IVD designation, a
manufacturer must request a "Pre-Sub" consultation with the
Pharmaceuticals and Medical Devices Agency (PMDA) to discuss
submission-related issues and challenges regulator.
- Review timeframes are expected to be six months.
- Qualifying applicants must meet post-market surveillance as well as rereview/renewal requirements.

5.3.4 - Conditionals fast-track reviews
PMD Act revisions have also established a conditional fast-track review
pathway (link in Japanese) for additional types of medical devices and IVDs. There
are two separate sets of criteria through which a device may qualify for this pathway.
The first set of criteria whereby a manufacturer may obtain conditional fasttrack review are:
- Product is intended to treat or diagnose a life-threatening illness or one
for which no effective treatment currently exists.
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- Some clinical evidence already exists supporting the product's safety and
effectiveness claims.
- New clinical studies or clinical performance tests for the product are
difficult to conduct because of the targeted disease's orphaned status or rare
incidence.
- Guidelines for proper use of the product may be established via
collaboration with a relevant clinical entity such as the Japanese Society for
Cardiovascular Surgery.
- Post-market surveillance processes may be implemented for the product.
A device may meet a separate set of criteria to undergo fast-track Japanese
regulatory review:
- Product is designed to affect human anatomy or body functions physically.
- Product is expected to be used for other indications or meet unmet clinical
needs.
- Product's existing clinical data can indirectly support these other
indications without the need for additional clinical or non-clinical studies.
- Proper-use guidelines may be established via collaboration with relevant
clinical entities or societies.
- Post-market surveillance may be established once the product is
commercialized in Japan.
Manufacturers interested in conditional fast-track reviews for their devices
will also need to conduct PMDA Pre-Sub consultations. Qualification determinations
will be made based on whether devices under consideration are highly needed in
the Japanese healthcare system; PMDA will conduct "preferential" reviews of these
devices, with nine-month targeted timeframes.

5.3.5 - IDATEN review framework
A third new review pathway included in the phase-one PMD Act revision is
the Improvement Design within Approval for Timely Evaluation and Notice, or
IDATEN, system.
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MHLW established IDATEN for medical devices, and IVDs are expected to undergo
ongoing modifications, improvements, or phased design changes during their postmarket lifecycles.
Manufacturers previously had to file amendment applications each time their
PMDA-approved devices underwent improvements or design changes.

5.3.6 - The Medical Device Single Audit Program
A Marketing Authorization Holder (MAH) must submit quality system
conformity assessments on a product to get the Quality Management System (QMS)
certificate since 2014.
However, now PMDA accepts audit reports to reduce the required workload for
QMS documentation when Medical Single Audit Program (MDSAP) participating
member countries performed QMS compliance inspection for a medical device.
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5.4 – Medical Devices Pricing and reimbursement Process
Almost all medical devices sold in Japan are ultimately paid for by Japan's National
Health Insurance (NHI) system. It is illegal in almost all Japanese cases to purchase medical
devices that their government has not reimbursed.
There are four main reimbursement categories for medical devices in Japan: A, B, C, and F.
A and B are for already categorized medical devices. At the same time, C and F are relatively
new medical device reimbursement categories. Some medical devices are reimbursed
through procedure fees, while others are reimbursed based on the product category.
Reimbursement prices for medical devices are revised about every two years based on one
of two factors: the "reasonable zone" (R-zone) and foreign average pricing (FAP).
R-zone reductions are based on the margins that distributors offer to hospitals for products
in a specific functional category. The MHLW conducts a distributor pricing survey to assess
the prices being charged to hospitals and the resulting margin as a percentage of the
prevailing reimbursement rate.
FAP reductions only occur when the reimbursement rate is 1.5 times higher than the
average price of the product in the same STM category in major foreign reference countries.
The reference countries are the U.S., U.K., Australia, France, and Germany.
Reimbursement in Japan typically takes nine months after product approval. However, if
you are trying to increase reimbursement and categorize your product into a higher
reimbursement category, the process can take more than one year.
Obtaining favorable reimbursement for novel Western products can be difficult due to the
government's desire to constrain rising healthcare costs.
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CHAPTER 6 – MARKET ACCESS

Japan has a robust and well-funded public and private insurance and reimbursement
system. Whether domestic or foreign, all medical device products must be approved for listing in
Japan's reimbursement system.
Device manufacturers apply for a reimbursement rate, or price, to the Ministry of Health, Labor and
Welfare (MHLW). Sometimes the MHLW may require additional healthcare outcome information
in consideration of a product price request. Once granted, the product price is effective under all
insurance schemes, whether public, private, or employer based.
When approval is achieved, a U.S. or European firm must designate a local Marketing Authorization
Holder (MAH) as its local representative. This can be a distributor or one of many Japanese
companies that exist to serve as MAHs for foreign companies.
Determining the optimum sales channel and finding an effective distributor is vital for a successful
product launch and continued sales growth in Japan. Many of the large, multinational medical
device firms work closely with a network of dealers and distributors and have their direct sales
organizations in Japan.
Many medical device distribution companies specialize in working with medium and smaller-sized
firms from the United States and Europe. Many of these distributors have traditional sales and
marketing capabilities and substantial customer service, education, and regulatory capabilities.
The first step for foreign medical device companies is to identify a Japanese distributor with solid
experience in the target specialty (e.g., orthopedics, interventional cardiology, rehabilitation
medicine, etc.).
The device manufacturer can work with the distributor to evaluate a product's potential in Japan
and understand its regulatory pathway. Many Japanese distributors will do this initial market and
opportunity assessment at no cost to the manufacturer. Their main interest lies in getting new
products for their sales organizations to sell.

6.1 – Market Access Overview
6.1.1 – Japan Market Specificities (the JIS Standard)
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Before accessing the market and applying to PMDA, medical devices must
comply with the Japanese Industrial Standard (JIS), a mandatory standard for
performance and electrical components. In many cases, the mandatory JIS standard
is equivalent to an IEC standard.
The new version, JIS T 0601-1:201240 (IEC 60601-1:2005 modified), replaces JIS T
0601-1:2009 (IEC 60601-1:1998+A1:1993+A2:1995 identical).
Suppose a device has already been tested for markets outside of Japan. In that case,
it is possible that some of the mechanical and engineering decisions can be made
based on previous tests, especially if the device is not electrical (nonactive) or if a
switching power supply is used.

6.1.2 – Government Initiatives
In Japan, a recent issue that required an urgent response was the
streamlining of regulations concerning clinical trials of medical devices. On July 31,
2017, the Ministry of Health, Labor, and Welfare enacted a new regulatory
framework called the fast-break scheme for innovative medical devices to expedite
patient access while reducing clinical trials' premarket regulatory burden and
enhancing post-marketing commitments.
The new framework is expected to provide more significant benefits to patients
who require access to new medical devices and companies via improved
transparency and predictability and reduce medical innovation's social and medical
costs41.

6.1.3 – The Pharmaceutical and Medical Device Act Regulation
Significant revisions to Japanese regulations of medical devices, IVDs, and
other healthcare products have begun taking effect, with phased
implementations of new and updated requirements planned through 2022.

40 https://www.medteq.net/article/2019/7/10/jis-t-601-1
41 Konishi A, Isobe S, Sato D. New Regulatory Framework for Medical Devices in Japan: Current Regulatory Considerations Regarding
Clinical Studies. J Vasc Interv Radiol. 2018 May;29(5):657-660
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The first round of changes to Japan's Pharmaceuticals and Medical Devices Act
(PMD Act) took effect on September 1, 2020. Additional revisions will come into
force in August 2021 and December 2022.
On a high level, PMD Act revisions will include new regulatory pathways for some
medical products, additional roles, responsibilities for pharmacies in Japan, and
clarified requirements for compliance frameworks for licensed entities dealing with
medical devices, IVDs other medical products.
Japanese market registrants should also anticipate stricter procedures for the
private importation of unregistered medical products and stiffer penalties for PMD
Act violations.

6.2 – Import Tariff and consumption tax
Japan does not levy customs duties on medical devices. Consumption tax is imposed
at the rate of 10% (standard tax rate) or 8% (reduced tax rate) on, in general, all goods
imported into or manufactured in Japan. The amount of consumption tax payable on
imported goods is calculated based on the Customs value of the goods plus Customs duty
payable and, where applicable, other excise taxes payable.

6.3 – Corporate Structures and Taxes
Entering the Japanese market can be approached with various structures—each of
them presents pros and cons and potentially impacts the taxation levels.

6.3.1 – Representative Office
The most accessible type of office to set up is a representative office for
promoting the company's business. To do this, only a few registration documents
are necessary, and expenses are minimal. However, at least theoretically,
representative offices cannot move past promotional activities to perform any
business transaction, including sales, importing, shipping, or invoicing.
The activities of a representative office are restricted. Only marketing research,
advertising, collecting, and supplying information for the headquarters can be
allowed. Since a representative office is not allowed to engage in any commercial
transactions, no sales are recorded at a representative office.
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Therefore, no corporate and local taxes are imposed, so they do not have to file
corporate and local tax returns. If the head office files tax returns in the home
country and the profit from a branch office should be included as the taxable
income, a foreign tax credit may be applied in the home country's tax return. To
apply for a foreign tax credit in the head office's country, the Certification of tax
payment in Japan is needed, issued by tax authorities.

6.3.2 – Branch Office
A branch office can perform the business duties denied to a representative
office; however, there are higher costs associated with setting up a branch office.
For the company to begin operating, for example, the branch office must be
registered, specific fees must be paid, and the government must approve certain
procedures and paperwork.
Specific procedures involve filing the company's representative seal, registering tax
and related expense items, and submitting proxy notifications. Branch offices in
Japan are usually subject to corporate income tax.
A branch-office in Japan of a foreign company, or a third-party agent in Japan that
is effectively controlled by or dependent on a foreign company, creates a
permanent establishment of the foreign company in Japan, in which case:
The Japanese branch office or dependent agent must report all income from all
sales that it, or its foreign parent with its help, make to customers in Japan. If the
foreign head-office sells directly in Japan using other distributors or resellers, it
must either make sure that the branch office is not involved in those sales or the
branch office must report those sales are its direct income.
The Japanese branch office or dependent agent must report Japanese consumption
tax (sales tax) on all sales that it, or its foreign parent, make to Japanese customers.
This includes all sales that its foreign head-office sells directly in Japan using other
distributors or resellers.
Suppose the Japanese branch office or dependent agent of a foreign company
imports products from that foreign company. Still, the tax office decides the branch
office or dependent agent paid an inflated price ("transfer price") for such products.
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In that case, the tax office will apply transfer price taxation to the difference
between the contracted transfer price and what the tax authorities consider a fair
'arms-length transfer price.

6.3.3 – Subsidiaries
A subsidiary corporation offers advantages over representative or branch offices,
such as the faster arrangement of local financing, local employees' attraction, and office
space leasing.
Subsidiaries, however, demand a minimum capital investment of about $100,000. The
Japanese government also requires subsidiaries to have a full-time director in the country.

6.3.3.1. – Godo Kaisha (G.K.)
Godo Kaisha (G.K.) is the Japanese term for the Limited Liability Company
(LLC). Unlike the K.K., the G.K. is of recent vintage, only coming into legal existence
in 2006. Like the KK, G.K.s provide limited liability protection for its shareholders,
making it an ideal structure for small business owners who want legal protection
for their assets.
The registration process for G.K.s is comparably more straightforward and less
expensive compared to K.K.s. G.K.s are not required to submit Articles of
Incorporation, establish a board of directors, or hold member meetings.
Unlike the K.K., the G.K. cannot be listed in the Japanese stock exchange; it cannot
sell shares or issue stock options, limiting the ability to raise additional business
operations capital.
There is also no organizational separation between ownership (shareholders) and
management (directors)—in contrast to K.K. investors, G.K. investors are legally
considered partners who help run the company. The investment amount is not
proportionate to authority in a G.K., which may be disadvantageous if future
outside investment is desired.
G.K. incorporation is generally more appropriate for small to medium companies.
However, a few major American subsidiaries are registered as G.K (Amazon, Google).
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G.K.s are not as well-known as K.K.s, which may hinder the company's chances of
attracting new customers or acquiring employees.
This image is slowly changing. While it is possible to change your company
registration from G.K. to K.K. later, or K.K. to G.K. down the road, it can be a long
and expensive process. Therefore, it is always a good idea to seriously weigh each
option's costs and benefits before making your final decision.

6.3.3.2 – Kabushiki Kaisha (K.K.)
The K.K., or joint-stock company, is the structural equivalent to the
American C Corporation. As the predominant type of corporation in Japan, it
commands a perception of prestige from customers, employees, and the business
community at large.
The K.K. protects shareholders from personal liability and can raise additional
capital through various ways (selling shares, stock options, etc.). There is a clear
organizational distinction between ownership (shareholders) and management
(directors), though it is possible to be a shareholder and director at the same time.
All K.K.s must have at least one representative director, and this person can be a
resident or non-resident.
K.K.s are the most expensive type of company to register and must meet more strict
requirements than its LLC counterpart. Its organization is scalable and can
accommodate most companies of varying sizes. The K.K. designation is most
appropriate for medium to large companies. Still, many small or "one-man"
businesses can choose to incorporate it if the image of a K.K. is preferred.
Because K.K.s are held in high esteem in Japan, it can be easier to attract local, new
customers and business partners for growing your business depending on the
industry.
Most locals prefer to work for K.K. companies, which helps attract the best native
employees. K.K.s are also more amenable to expansion since stock companies can
attract additional outside investors in the public stock market.

6.3.3.3. Taxes on corporations
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For corporate tax, Domestic corporations are defined as all corporations
that have their head offices in Japan. Also, subsidiaries of foreign corporations
established in Japan are regarded as domestic corporations.
The tax base for determining corporate taxes stems from the income generated in
the business year. The main types of corporate income tax in Japan are as follows:
- Corporation tax (national)
- Local corporate Tax
- Corporate inhabitant tax (prefectural)
- Corporate inhabitant tax (municipal)
- Enterprise tax (local)
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6.4 – How to succeed in Japan's Medical Device Market
The Japanese market offers numerous opportunities and potential but addressing
it requires a well-defined and structured strategy.
The first critical step is to analyze the market and the potential of the product thoroughly.
Frequently, the international sales and marketing executive within a device company will
request that their regulatory professionals register the device in Japan without further
information about the product's prospects for sales or growth in the Japanese market.
Conducting severe independent research on the Japanese market for each product,
including an analysis of the current market size and expected growth rate, is a crucial step
that must occur before registering a product. Many medical device companies spend a lot
of money registering their product to find out that there is limited or no demand for them
in Japan.
The second element to consider relate to the KOLs. The opinions of Japanese KOLs in the
appropriate field for each medical device should be included in the initial market research.
However, simply asking for Japanese doctors' opinions after giving a product demonstration
is often not enough to gauge their true thoughts.
Japanese KOLs are almost always very polite to foreigners and will give positive comments
about the medical device product. Therefore, it is a good idea to have a local Japanese
executive conduct extensive, lengthy in-person interviews with the KOLs in their native
language to obtain their genuine feedback.
Finally, reimbursement should be addressed appropriately to maximize the potential
revenues. Japan has universal Healthcare for all its citizens, and almost all devices are only
bought when the product or procedure is reimbursed. Despite recent cuts by the Japanese
government, the reimbursement system is still excellent.
Thus, it is crucial to evaluate the cost and timeframe for obtaining maximum reimbursement
for a medical device when determining whether to enter the Japanese market.
One important point to note is that if Japan's reimbursement code for an improved device
is associated with older existing technology, the reimbursement amount may be too low for
its product sales in Japan to be profitable.
While higher reimbursement codes can be set for newer technologies (codes C1 and C2),
getting this reimbursement level can be very difficult and require time and negotiation.
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Assuming that the market analysis has been thoroughly conducted, two main strategies will
exist to start implementing a new medical device in the Japanese market.
The key to success in the Japanese device market is engaging Key Opinion Leaders (KOLs)
who are enthusiastic about the new product because they help determine the registration
process and reimbursement.
The Japanese regulatory body allows these opinion leaders to import nonregistered
products for their personal use, providing a hands-on way to learn about the technology.
But the limited use arrangement means if the importing doctor uses it on a patient, the
device will not be reimbursed.
Companies need to demonstrate that the product is a significant improvement over existing
alternatives or entirely novel with no predicates on the market to maximize reimbursement.
Either of these can trigger the creation of a new reimbursement code.

6.4.1 – Partnership with a distributor
The first option is for foreign device companies to conduct very little or no
in-depth market research before signing up a Japanese distributor or partner and
then have the distributor register the product.
In this case, the device company may not ever comprehend the dynamics of why
their product takes so long to register or why their sales are increasing or decreasing
in the future since they never conducted any independent research on their own.
In this scenario, the Japanese distributor will almost always pay for the product
registrations (and perhaps the clinical trials), and they will "own" the registrations.
Suppose the distributor does not perform well and the foreign device company
wishes to switch to a new distributor. In that case, the foreign device company may
have to pay the original distributor a large amount of money to transfer the
registrations to the second distributor. The original distributor may even refuse to
cooperate to make a friendly transfer of the registrations via a buy-out. The product
will have to be registered again from scratch.
In addition to the cost and time required to re-register, the product may be off of
the Japanese market for some time. When this happens, competitors may spread
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the news that the product cannot be sold in Japan until the re-registration process
is complete.
They could tell Japanese purchasing managers that the foreign device company is
an unreliable supplier. This poses a challenge to foreign medical device companies,
as they may need to fight to regain their old market share.
The advantage of this strategy is that the initial upfront costs will be reduced.
Employing this strategy, it may take 26 months to get a medical device on the
Japanese market. This includes eight months to sign up for the Japanese distributor,
12 months to register the product (assuming no clinical trials are needed), and six
months to obtain reimbursement.

6.4.2 – Subsidiary and maintain control over the product registration.
The second strategy is usually applied only when the medical device
company is reasonably sure that the market opportunity is relatively large and
wishes to pursue the opportunity by doing more work independently, including
registering the product and keeping control of the registration.
This option is the most expensive since the device company will need to conduct
the initial upfront market research and pay an independent third party DMAH/MAH
to register their product.
There are two main advantages to pursuing this strategy. The foreign device
company will own and control their product registration in Japan. Therefore, if they
need to terminate their original Japanese distributor for any reason, they can do so
quickly and switch to a second distributor without disrupting their business in Japan.
Suppose the foreign medical company decides to register via an independent third
party DMAH/MAH in Japan. In that case, they can simultaneously conduct the
product registration while finding and signing up a distributor. This reduces the
timeframe to get a product on the market.
Thus, it requires four months for the upfront market research, eight months for the
distributor search, four additional months for product registration (assuming the
time spent for distributor search will be used for product registration), and six
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months to obtain reimbursement. This will total to 22 months, which compares
favorably to Option 1 (26 months) and Option 2 (30 months).
If the company decides to open its own office in Japan, it can implement this
strategy, and once the DMAH/MAH registers the products, they can transfer the
registrations to the local office.
The downside to this option is that the device company must pay a lot of money
upfront to get on the market sooner. Thus, the device company needs to determine
the value of getting on the Japanese market earlier versus the significantly higher
upfront costs.
Besides, if the foreign device company decides to set up their operation in Japan,
doing so will not be cheap.

6.5 – Distribution Network
6.5.1 – Organization of the distribution network
The distribution network in Japan involves intricate and interdependent
partnerships among various participants. However, the government's pressure
to reduce reimbursement rates imposes all value chain participants to streamline
the distribution process.
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There are nearly 2,500 medical device and equipment dealers in Japan. Hospitals
will primarily procure medical devices and equipment through one dealer, known
as a 'hospital-link dealer". Along with the hospital-linked dealer, there are other

agents as well. Nearly 80 percent of sales are facilitated through a dealer.
However, when dealing with more expensive medical equipment for public medical
institutions, central government, and other public entities, deal directly with
manufacturers through open bidding.
Dealers, hospitals, and doctors have a very close relationship, leading to a
monopolistic situation. For foreign companies, it makes more sense to establish
relationships with regional partners/doctors instead of establishing a subsidiary in
the country and prospecting sales independently.
To distribute medical devices, different licenses are needed and will encompass the
whole life cycle of the product from the manufacturing up to the repair and
maintenance.
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Depending on the product, there are two main models of sales:
- sell-out model with a discount: All shipments are billed, but customary discounts
are calculated based on the number of goods sold from the agency to the end-user
hospital.

- consignment model: It is divided into a long-term format that is always deployed
in the hospital as holding stock, and a short-term type that is deployed per surgery,
etc. However, under this model, only the used goods are charged out of the total
shipment. This model is used for highly managed medical devices used in surgery,
etc.

Other players in the medical device value chain in Japan that play a crucial
role are third-party (3PLs), distributors, forwarders, distributors as
contractors, and distributors from the manufacturers.
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The role of each entity in the medical devices’ distribution value chain.

6.5.2 – Main Distributors
6.5.2.1 – Century Medical

Century Medical is one of the lead Japanese importer and
distributors of medical technology. They focus exclusively on the Japanese
market.
They distribute products in the Cardiovascular, peripheral intervention,
intensive care, wound care, beast disease management, endoscopy,
laparoscopic surgery, and neuro-surgical fields. They also distribute
Transcranial Magnetic stimulation and implantable assisted ventricles.
Century medical offers nationwide coverage and has eight local sales offices.
They also have the capabilities to help in the registration and regulation of
potential products.
As of April 2020, they had 336 staff members and realized a turnover of
over 115 million euros during the last fiscal year.
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6.5.2.2 – IMI

Founded in 1974, IMI is a distributor of medical devices and
equipment that covers Japan's whole. Headquartered in Tokyo, IMI has 18
customer services centers as well as two devoted education centers.
They concentrate on monitors, ventilators, and equipment for critical care
centers, operating rooms, and Intensive care units.
The company also offers maintenance services and can either sell or rent
the equipment.

6.5.3 – How to identify and work with a Japanese distributor?
Identifying a distributor can be performed in multiple ways. The LifeScience clusters or associations can be an excellent first step when looking to
introduce a local partner.
Japan's business culture is somehow primarily based on networking and interaction.
It takes time to find the right distributor, and mutual trust must be achieved before
any business relationship.
As in most Asian countries, the Japanese also value the culture of interacting with
potential business partners and creating personal relationships during a dinner.
The Japanese business culture's specificities require a local partner in Japan to talk
face-to-face with the partner. Due to the language barrier, negotiations in Japanese
are often more effective and provide better results than just emails or contract
exchanges.
Entering Japan is a difficult task and takes time. Once found, the distributor's
relationship needs to be nurtured, and regular contacts should be made to discuss
success and potential problems.
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Japanese will often not be proactive in their communication. Even if a problem
arises, it is possible that the Japanese Distributor will not revert to the foreign
companies and will just wait. This passive approach can be very detrimental when
trying to sell a new product in Japan.
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CHAPTER 7 – JAPANESE HEALTHCARE AGENCIES AND MAIN CLUSTERS
7.1 – Governmental Agencies
7.1.1 – Organization of the government-business agencies
Japan's constitution came into effect in 1947 and relied on a constitutional
monarchy based on a parliamentary cabinet system. There are the same three
branches in the Japanese government in the U.S., consisting of Legislative, Executive,
and Judiciary.

7.1.2 – Ministry of Economic, Trade, and Industry (METI)
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The Ministry of Economic, Trade, and Industry's primary goal is to develop
Japan's economy and industry by promoting economic vitality in private companies
and advancing external economic relationships.
METI oversees the global healthcare policies. In recent years, METI has become
more involved in health care and the medical industry. In 2013, the Central
Government published the Japan Revitalization Strategy, in which health care was
determined to be one of the top driving forces for revitalizing the Japanese economy.

7.1.3 – Japan External Trade Organization (JETRO)

JETRO, or the Japan External Trade Organization, is a government-related
organization that promotes mutual trade and investment between Japan and the
rest of the world. Initially established in 1958 to promote Japanese exports abroad,
JETRO's core focus in the 21st century has shifted toward promoting foreign direct
investment into Japan and helping small to medium-sized Japanese firms maximize
their global export potential.
The scope of JETRO is broad, and its four main missions are to:
1 - Facilitating Innovations Through Inward Foreign Direct Investment (FDI) in Japan
and Supporting Overseas Expansions of Startups,
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2 - Supporting Exports of Japanese Agricultural, Forestry, and Fishery Products and
Food,
3 - Assisting Japanese Companies with Their Overseas Businesses,
4 - Contributing to the Activities and Trade Policies of Japanese Companies
Through Surveys and Research
JETRO provides foreign and foreign-affiliated companies (including startups) with
information on Japan's investment environments, markets, industries, licensing,
and much more. The organization also helps to establish business bases for
companies entering Japan for the first time and expanding operations for those
already present. At the same time, they facilitate open innovation by Japanese
companies through collaboration with overseas startups.
To support Japanese startups' overseas expansion, promote international
collaborations, and create globally active startups, JETRO supports overseas
business expansion with the Japanese government and related organizations. In line
with this, Japan's Ministry of Economy, Trade, and Industry (METI) began a J-Startup
Program in 2018. J-Startup focuses on promising startups. JETRO provides hands-on
support for participating in exhibitions linked to business ecosystems worldwide
and various pre-dispatch intensive training courses like "boot camps" and
mentoring programs.
JETRO local offices are present with more than 40 countries and provide
information on how to benefit from government grants and plan an expansion in
Japan.
In Europe, the local offices can be reached in the following countries.
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7.1.4 – Agency for Medical Research and Development (AMED)

The Japan Agency for Medical Research and Development promotes
integrated research and development in medicine, from basic research and clinical
trials to practical application. Created in April 2015, it is an independent Japanese
medical research and development organization, overseen by the Office of
Healthcare Policy of Cabinet Secretariat, the Ministry of Education, Culture, Sports,
Science, and Technology (MEXT), the Ministry of Health, Labor, and Welfare
(MHLW) and the Ministry of Economy, Trade, and Industry (METI).
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AMED was funded to overcome:
- Insufficiency of the system to provide consistent support for research from
primary stages to practical application because MEXT, MHLW, and METI subsidize
R&D individually
- the system for collecting the data of clinical research and advancing clinical trials
is insufficient. It takes a long time for preliminary research results to lead to new
drugs, etc.
Although the market related to pharmaceuticals and medical devices is growing
both inside and outside of the country, Japan's trade deficit in pharmaceuticals and
medical devices increases (almost 2 trillion yen in 2011).
The roles of AMED are mainly devoted to the:
- Implementation of R&D and arrangement of a better medical field environment
(commissioned projects).
- Dissemination and promotion for practical use of the outcomes originated from 1).
- Subsidization for R&D and arrangement of a better environment in the medical
field
So far, AMED has identified the following limiting factors and defines mid-and longterm goals to make Japan one of the most innovative countries in developing
medical technology projects.
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Foreign companies are eligible to be part of projects potentially financed by AMED. The
different projects should relate to:
1. Projects for Advanced Drug Discovery and Development
This project conducts pharmaceutical R&D considering the characteristics and
properties of modalities in areas ranging from target identification to clinical research to
promote the practical application of drugs to address high medical needs.
For example, essential R&D such as developing new modalities, each modality's design,
compound optimization, activity assessment, evaluation methods of efficacy/safety, and
manufacturing technology are covered by this project.
Besides, it aims to realize innovative drugs by utilizing technologies and knowledge about
various modalities for diseases from a cross-sectional perspective. It also focuses on
establishing the infrastructure to support drug discovery, including technologies for drug
design, compound libraries, and sharing of analytical tools.
2. Projects for Medical Device and Healthcare
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This project supports R&D of medical devices/systems and Healthcare, which
integrated A.I./IoT technologies, measurement technologies, robotics technologies, etc.,
aiming for improved diagnosis, treatment, and disease prevention.
A call for projects for regenerative/cellular medicine and gene therapies has been
specifically designed. This project supports basic research on regenerative medicine/cell
therapy, non-clinical and clinical research, development of foundational manufacturing
technology, research utilizing disease-specific iPSCs, and the establishment of necessary
foundational structures for R&D in the field of gene therapy.
3. Projects for Genome and Health-Related data
For the realization of the genome and personalized medicines, this project promotes to
activate some infrastructures and utilizations based on genome and its relating data and
supports the medical R & D to contribute various disease onset, prevention from a severe
illness, diagnosis, and therapy, which are correlated to between genetic mutation and
polymorphism and various disease onset, overlooking a personal life-stage.
Moreover, this project will support various studies for implementing a new diagnosis and
intervention utilized medical data (e.g., medical registries) and collection of an intangible
(knowledge/experience) medical technology and correction of its relating system.
Therefore, AMED will progress the data-sharing based on this project.
4. Projects for Basic Medical Research
This project supports basic R&D to understand better various functional aspects of life
phenomena such as brain functionality, immunity, and aging and elucidate disease
mechanisms in various diseases. Results will be linked with clinical R&D and other integrated
projects, while R&D that incorporates clinical issues will be supported.
5. Projects for seeds development and research base
This project supports fundamental research and international joint research to create and
develop bases combining different fields, modalities, and innovative seeds to create new
modalities. It also promotes the development of systems to discover/transfer seeds. It
conducts high-quality clinical research & trials, establishing a base of reverse translational
research & empirical research in translational research among support centers and core
clinical research hospitals.
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Call for Proposals: AMED regularly publishes calls for proposals42. Each call's requirements
are detailed on their website, but one of the key points is that the research should
collaborate with a Japanese Research Institution or Japanese Partner.
These calls can be a good opportunity for foreign research institutes or companies to get
involved in the Japanese Scientific ecosystem. As an example, the latest call published on
April 1 involves scientific collaborations between Lithuania and Japan.43

42 https://www.amed.go.jp/en/news/proposals.html
43 https://www.amed.go.jp/en/news/program/0301A_00022.html
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7.2 – Major MedTech Japanese Associations
Numerous associations exist in Japan and support companies involved in Medical devices.
They primarily act as networking platforms and connectors between companies and the
regulatory authorities.

7.2.1. – Medical Technology Association of Japan

MTJAPAN's mission is to provide safe and innovative medical technology
and contribute to improving medical quality and the development of the medical
device technology industry”.
The association regroups more than 253 companies representing more than 73,000
employees. When looking for a partner company in Japan, MTJAPAN is undoubtedly
a perfect place to start. The sales of the members' sums to 14 trillion dollars.
The Association can help in all the product life cycle stages: Research and
Development, Approval / Authentication / Registration / Authorization,
Manufacturing, Distribution, and Post-market monitoring.
The list of the member companies can be found on the Association website44.

7.2.2. – Japanese Association of Medical Equipment Industries

44 https://www.mtjapan.or.jp/jp/mtj/en/memberlist.html
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The Japan Association of Medical Devices Industries (JAMEI) was
established in 1974.
The association's activities range from surveying the medical device industry's
current conditions, collecting various types of information, standardizing ISO and
JIS, responding to internationalization such as GHTF, and holding seminars and
seminars.

7.2.3 – The Japan Federation of Medical Associations

The Japan Federation of Medical Devices Associations (JFMDA) was
founded in 1984 by regrouping 36 local medical device associations and healthcare
and medical devices under the same banner.
The association regroups more than 7,000 companies. It acts as a liaison between
industries, government agencies, and international entities. The goal of the
association is to "Improve the presence of Medical Devices Industry, providing the
latest medical technology quickly to the medical professionals and patients,
ensuring further safety of medical devices and increasing global competitiveness by
the development of new medical devices and technologies."
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The current members of JFMDA include:

7.2.4 – Japan Association of Health Industry Distributors
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With more than 1,000 member companies, JAHID is undoubtedly the most
prominent association in Japan regarding Healthcare-related products. The
association also has local offices in most of the prefectures in Japan. The list of the
members (in Japanese) can be found directly on the Association website45.
The Japan Medical Device Sales Association (abbreviation: Medical Device Sales
Association) was established as the only medical device sales organization in Japan.
Medical device distributors for doctors nationwide have joined.
When looking for a distributor, it is undoubtedly one of the most valuable resources.

7.2.5 – Medical Device Incubation Platform (MEDIC)

MEDIC is not an association per se, but a platform established by the
Mitsubishi Research Institute dedicated to helping companies during medical device
development. The Japan Agency supports MEDIC for Medical Research and
Development commissioned a medical-engineering collaboration innovation
promotion project.
MEDIC acts as a support for public funding in the Medtech field. From 2010, more
than 191 have been selected and received funding. They also offer consulting
services, product evaluation services, and human resources development.

7.3 – Life-Sciences Clusters in Japan

45 http://www.jahid.gr.jp/pdf/meibo2019.pdf
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Even if Tokyo is Japan’s capital and the heart of Japan’s economy, the country is
vastly decentralized when it comes to innovation. Japan counts 18 major Life-Science
clusters spread all over the country.
These clusters are mainly industrial clusters and take their roots in companies' historical
concentration in a specific field of healthcare. They can also be associated with Prefectural
devoted entities responsible for coordinating and helping companies devoted to the
cluster's relevant thematic.
The figure below shows the prefecture encompassing numerous Life-Science industries
and healthcare clusters.
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Japanese Prefectures with strong Life-Science, Nutrition, and Healthcare related
industries
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The table below presents the main specialties in Life-Science of the various
Prefectures.
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Below is the map of the main clusters and associations related to life-science,
Pharmaceutical, and MedTech in Japan. The selected clusters are interested in Medtech,
even though some may be more generally related to Pharmaceuticals.

7.3.1 – Kobe Biomedical Innovation Center (KBIC)

Kobe Biomedical Innovation Center was founded in 1998, funded in the
aftermath of the 1995 Great Hanshin Earthquake. It is the biggest Biocluster in
Japan.

106 | P a g e

It offers more than a networking platform. Innovative companies in the medical,
pharmaceutical, and biological fields, including the medical device and regenerative
medicine fields, can benefit from numerous Research Institutes, including Riken,
Hospitals, and a clear Prefectural will make an international attracting pole for the
Biomedical field in Japan.
As of February 2021, the Business Expansion on Kobe’s Port Island counted 370
companies46 in all the fields relative to Healthcare. The list of companies can be
found on the cluster website47.
KBIC also regroups nine hospitals and high-level research centers.
KBIC has been designated as a “National Strategic Special Zone” by the Japanese
government in 2014.
KBIC count 100 companies involved in Medical devices, including HAMADA
Corporation, specializing in medical devices development, Johnson & Johnson
Advantest, which develops diagnostics devices using bio-chips, or J.Morita MFG,
which develops devices for endoscopic laser treatments.
The medical device team is very experienced and has successfully helped launch 45
products into the market. The cluster also provides a training facility (MEDDEC) to
innovators to evaluate newly designed mockup products in a real surgical
environment.
KBIC offers numerous services free of charge to its members.

7.3.2 – InnoHub – Healthcare Innovation Hub

46
47

https://www.fbri-kobe.org/kbic/english/company/
https://www.fbri-kobe.org/kbic/english/upload/company_pdf/listing_companies_e.pdf
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Located in Nihonbashi at the heart of the Pharmaceutical historical center of Tokyo,
Innohub, managed and funded by the Ministry of Economic, Trade, and Industry
(METI), is an organization devoted to helping companies, especially startups,
benefit from public support.
In that sense, Innohub is fully funded at the Government level. Innohub is not a
Biobluster per se but is a supporting organization aiming to provide support to
develop a new company, concept, identify investors or grants, and navigate the
Japanese regulatory pathways.
Innohub connects university laboratories, investors, Corporate venture
departments of traditional companies, and healthcare startups with advisors from
the supporting organizations.
The supporting organizations include Pharmaceutical companies, Venture Capital
companies, Banks, and associations devoted to developing life science in Japan,
such as J-Link and regulatory association. Innohub aims at becoming a one-stopshop for startups in their needs for answers in a vast array of topics relative to LifeScience.
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Innohub includes 16 Venture Capital companies, 14 major Pharmaceutical
manufacturers, 16 Medical Equipment manufacturers, 7 Medical Institutions, 6
Universities, Research Institutes, 22 Public Institutions/Municipalities, and more
than 200 supporting organizations.

Innohub also connects companies with external advisors, such as the President of
Link-J, Akihiko Soyama, or investors, to develop a Japan project.
Being a one-stop-shop or a connector, Innohub is undoubtedly the first place to go
when willing to know more or expand in Japan.

7.3.3 – Osaka Bio Headquarters
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The Osaka Biomedical cluster is a Prefectural cluster devoted to
promoting the life science industry in Osaka Prefecture. The cluster aims as
acting as a hub by regrouping the activities of other clusters in Saito 48
(Incubation facility for venture companies related to life science), Kento49
(health and biomedical), Umekita (consolidated drug discovery support
organizations), Doshomashi (pharmaceuticals), Nakanoshima (regenerative
medicine).
The cluster is also planning to open an International Hub for Medical
Innovation, including genomic medicine, artificial intelligence, and IoT. This
hub will be the first in Japan to include hospitals, ventures, and support
organizations under the same roof. This project is perfectly aligned with the
goal of the cluster to facilitate collaborations with international companies.
The cluster offers numerous services, including subsidies from the local
government50, contacts with PMDA51, promotion of clinical trials52, support
for entry into the medical device field 53 , PMK Initiative 54 (industryacademia-government collaboration network), seminars, and networking
events55.

48 https://osaka-bio.jp/english/hub/saito/
49 https://osaka-bio.jp/english/hub/kento/
50 https://osaka-bio.jp/auxiliary/
51 https://osaka-bio.jp/pmda_kansai/
52 https://osaka-bio.jp/support/chiken/
53 https://osaka-bio.jp/ent_support/
54 https://osaka-bio.jp/protein/
55 https://osaka-bio.jp/support/hbnet/
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The Osaka area counts numerous high-level universities and institutions
such as the National Cerebral and Cardiovascular Center (NCVC) and the
National Institute of Advanced Industrial Science and Technology (AIST)
that concentrate on diagnostic development devices.
The Osaka Bio Headquarters also aims at promoting international
collaborations such as the partnership concluded between the Foundation
Pasteur and the Osaka Chamber of Commerce. The Osaka prefecture is also
renowned in projects relative to the practical use of regenerative medicine
and immunology.

7.3.4 – Link-J

Founded in 2016, J-Link mainly started as a networking initiative and realestate location in Tokyo's center for the companies in Life-Sciences. They aim to
create an international environment of companies and universities to facilitate
exchanges and potential collaborations.
Link-J should be more considered a cluster due to its private nature and to the fact
that the Government does not fund it at the National or Prefectural level.
Link-J initially started as a networking and real-estate platform offering office
spaces and laboratory space. Its missions have expanded, and J-Link now offers a
full range of services through its Acceleration Program Support. Counseling, advice
for collaboration, and venture-capital support can be provided.
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The “Zen Tech” program is sponsored by Indee Japan 56 , an investor, and open
innovation company. They offer a 6-month program to young companies, which will
receive both an “angel type” investment and the possibility to acquire the
knowledge needed to grow their business successfully.
The association also offers specific training programs and Pitch contests, which offer
companies the possibility to approach investors directly. The BRAVE program is
devoted to connecting technology startups in need of seed funding with investors.
Link-J’s parent company, MITSUI FUDOSDAN, is specialized in real estate and
offers offices and laboratories to startups.
Link-J is very strong in international collaboration and has numerous collaborations
on-going with American and European Science clusters.

7.3.5 – Fuji Pharma Valley Initiative

The Fuji Pharma Valley Initiative is the Shizuoka Prefecture life-science
cluster. This prefecture is considered the cradle of pharmaceutical and medical
devices.

56 http://www.indee-jp.com/
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The Pharma Valley center promotes local research centers and supports life-science
companies in their national and international expansion.
This prefectural cluster also promotes the sales of medical components
manufacturers that can develop Medtech projects57.

57 http://mtfuji-channel.fuji-pvc.jp/
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7.3.6 – Life Innovation Platform Yokohama (LIP)

LIP is part of the Kanazawa Prefecture health cluster. This Prefecture is
home to Kirin Company, Japan Tobacco, Shisheido, Mitsubishi Tanabe and has
recently grown in popularity. PerkinElmer, Thermo Fisher Scientific, and Pfizer are
some of the foreign companies that are part of an ecosystem of more than 6,000
life science companies based in the Yokohama area.
In 2016, the city launched its own Yokohama Life Innovation Platform (LIP). This
cluster aims to strengthen collaboration between various stakeholders to create
innovative projects that support R&D and commercialization projects led mainly by
SMEs. RIKEN has a branch in Yokohama.
In the Medtech space, we can cite MediGear58 , which develops, manufactures, and
sells medical equipment, especially equipment and systems for IVR medical
treatment. They also have innovative nano-devices to be used to deprive
inoperable tumors of oxygen and nutrients.
The city has hosted numerous matching events, seminars, and exchanges between
members through the platform, promoting collaboration with overseas life science
clusters and managing grant programs and other financial schemes to help SMEs
commercialize their latest discoveries.

7.3.7 – iPark Shonan

58 https://medigear.co.jp/
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Shonan Health Innovation Park (Shonan iPark) began operations in April
2018 to create a co-location ecosystem comprised of researchers, industry experts,
venture startups, government, and academia who collaborate and accelerate
research.
iPark was created on the premises of Takeda Shonan research center. Mainly
devoted to Pharmaceuticals, iPark also counts Terumo and Eppendorf as members
specialized in the MedTech area.
This cluster aims to provide tenants with office and laboratory spaces and create
relationships between academia, industry partners, and young companies.

7.4 – Academic partnership opportunities
As of May 2020, Japan counted 795 universities (86 National, 94 Public, and 615
private), with close to 3 million students enrolled.
Around 11 percent of universities are national universities funded by the central
government. These include The University of Tokyo, Kyoto University, and Tohoku
University, all of which most recently made up the three leading universities.
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Technology transfer from science to the industry has not been mainly well developed in
Japan traditionally. Things are changing and can lead to mutual fruitful collaborations. Those
above three national universities and the national Osaka University took the top spots on
the ranking based on the number of collaborative research projects with companies. In the
fiscal year 2018, the University of Tokyo conducted close to 1.8 thousand collaborative
research projects with business enterprises, representing the highest number among
universities in Japan.
Research in Japan is on a world-class level. While domestic industrial conglomerates
undertake substantial research, there are many sources for foreign companies to acquire
knowledge through industry-academia collaboration.
Top researchers at lesser-known universities may be interested in working together, as are
the country’s public research institutes.

7.4.1. RIKEN
RIKEN is Japan's largest comprehensive research institution renowned for
high-quality research in diverse scientific disciplines. Founded in 1917 as a private
research foundation in Tokyo, RIKEN has grown rapidly in size and scope,
encompassing a network of world-class research centers and institutes across Japan.
RIKEN encompasses various campuses located in Wako, Tsukuba, Yokohama,
Kobe, and Harima. It is divided into four main categories:
- Strategic Research Centers: These centers focus on specific research fields such as
the Center for Biosystems Dynamics Research 59 , Center for Brain Science 60 , and
the Center for Integrative Medical Sciences61;
- Research Infrastructure Centers: Mostly in the fields of Computer Science,
Physics and Bioresources.
- Pioneering Research.

59 https://www.riken.jp/en/research/labs/bdr/
60 https://www.riken.jp/en/research/labs/cbs/
61 https://www.riken.jp/en/research/labs/ims/
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- Cluster for Science, Technology, and Innovation Hub: This hub supports the
transfer of science into commercial products. The Baton Zone at RIKEN promotes
R&D through collaborations between RIKEN and industry in basic research and
practical research outcomes. These centers aim to create new research fields by
collaborating with industry. As of April 2021, eleven centers were operating.

7.4.2. Other Universities involved in Clinical Medicine and Medical

Technology
Japan encompasses numerous prestigious universities in the field of
medical device research. Among the best ones, we can cite:
- The University of Tokyo – Department of Medical Engineering and the Research
Institute for Biomedical Science and Engineering62;
- The University of Osaka with its Department of Medical Innovation 63 and
Department of Biomedical Engineering64;
- The Keio University, with its Designated Medical Device Department 65 , which
concentrates on personalized medicine,
62 https://www.u-tokyo.ac.jp/adm/fsi/en/projects/sdgs/projects_00011.html
63 http://www.dmi.med.osaka-u.ac.jp/dmi/english.html
64 http://www.oit.ac.jp/english/education/eng/biomed/
65 https://jkic.med.keio.ac.jp/en/research/medical_device.html
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- The University of Tohoku, with its Biomedical Research Engineering Institute66 and
Medical Device Innovation center67

7.5 – Funding opportunities for co-development, research, and education
7.5.1. Ministry of Education, Culture, Sports, Science, and Technology
(MEXT)

The Ministry of Education, Culture, Sports, Science, and Technology (MEXT)
and the Ministry of Economic, Trade, and Industry (METI) are the ministries to
contact when it comes to collaboration and potential funding.
MEXT does not contribute directly to the financing of individual projects and acts
more as a policymaker. They can direct potential requests to specific calls or
agencies. The ministry also provides scholarships and support to students willing to
study in Japan68.

7.5.2. Japan Society for the Promotion of Science (JSPS)

The Japan Society for the promotion of Science (JSPS) is a governmental
agency devoted to supporting science and collaborative research.

66 https://www.mech.tohoku.ac.jp/en/lab-guide/lab-bme/
67 http://www.bme.tohoku.ac.jp/english/labo/field_06.html
68 https://www.mext.go.jp/en/policy/education/highered/title02/detail02/sdetail02/1373897.htm
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They offer research fellowships, grants, and international fellowships that can help
establish an international collaboration. A Japanese partner should, of course,
always be involved in the proposed project.
The grants supported by JSPS range from basic research to more appropriate fields.
Foreign fellow researchers can also apply for financial support regarding transborder collaborations.69 The table below summarizes the different types of grants
offered by JSPS.

69 https://www.jsps.go.jp/english/e-grants/grants01.html
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7.5.3. Other Governmental Policy Programs
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Specifically, the Japanese government can promote research and
development as part of the global country policy.
Recently (February 2021), the Japanese Government announced a US$95 trillion
endowment fund to support research programs. The funding is expected to start in
2022 with an initial US$43 billion. Some clarity is somehow still needed on how
these funds will be accessible.

7.6 – Trade Events related to Medical Technologies.
Just like in many Asian countries, Japanese society is highly reliant on creating
personal relationships. Business or Scientific partners should build a friendly relationship
before conducting business together. Trade events are an excellent opportunity to
understand Japan better and meet counterparts face-to-face. The importance of trade
events should not be underestimated. With numerous and conveniently located business
centers, Japan hosts numerous trade and scientific events.
Numerous events related to Medical Technology are held yearly in Japan. Most of the
associations will conduct regular conferences or webinars dealing mainly with Japan's
industry trends and regulations.
The table below presents the leading international conferences that include MedTech. Even
though BioJapan is a generalist conference. As a first step, it is highly recommended to
participate in this event better to understand the general landscape of Healthcare in Japan
and as a way to start networking and build personal connections with the parties involved.
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CHAPTER 8 – CONCLUSION
For foreign companies involved in the Medtech sector, Japan represents a great opportunity
and carries numerous challenges that have to be carefully assessed before considering entering the
country.
As the super-aging country prototype, medical devices' demand is expected to continue growing in
the years to come and represents the foremost opportunity, especially in diagnostics, orthopedics,
dental and aged-related diseases.
It is somehow crucial to be well prepared when entering Japan. Thoroughly analyzing the market
is only the first step, and Key Opinion Leaders (KOLs) should also be identified to promote the
products locally. Japanese is a highly conservative country and changing the mode of operation can
be a long and painful process.
Japanese companies are, for most of them, very reliable. Entering a relationship with local
companies or distributors can take time, but the reward will be to work with a reliable partner for
the years to come.
When approaching a company, it is critical to be well informed and ready to answer a precise
question. Japanese executives are comprehensive in their analysis. It is expected that their foreign
counterparts will have done their homework carefully and will be ready to answer most of the
questions asked.
The decision process takes time in Japan, and companies should be ready for a long waiting period.
Most of the decisions will have to be consensual hence the need for time.
Also, Japanese culture favors interpersonal relationships. In the Pandemic age we live in,
videoconferences are becoming the norm, but an in-person visit will also be regarded as a very
positive point and a sign of respect. In Japan, people should know each other before conducting
business relationships. This can also take time. Patience is critical to succeeding in Japan.
When conducting business in Japan, it is essential to understand that a clear answer will never be
provided…. Mastering the art of nuances and unsaid is critical to be successful.
In Japan, quality is paramount. Japan should never be considered a test market. Also, the products
must be customized to the market needs. Hence the importance of studying the competitors and
refining the value proposition. A local representative may also be needed to ensure prompt
responses and flawless customer and after-sales services.
The language barrier and regulations may appear as significant hurdles, but local partners' help can
overcome them. With modern healthcare and a clear appetence for technology, Japan is a prime
market for MedTech companies.
Some of the key points for success are considering Japan as the right time, doing your homework
diligently, and being ready to offer a clear added value to the current products. With high
reimbursement prices, Japan can be a significant opportunity when adequately addressed.
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Having been inaccessible to foreigners for many centuries, Japan is now opening to the world, and
numerous Prefectural Bioclusters and Associations have been founded to nourish international
collaboration.
The Japanese Government is also promoting via calls for projects scientific collaboration between
companies and universities. Starting with a collaborative scientific project may be a cost-efficient
and smart way to learn about the Japanese market's needs and prepare for a successful entry of a
new MedTech device in the country of the rising sun.
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