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CHAPTER 01

Overview




Revenue of the medical devices market in Japan from 2018 to 2028 (in
billion Japanese yen)

Revenue of the medical devices industry in Japan 2018-2028
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3 Description: The revanue in the Madical Devices' segmant of the medical technology market in Japan was forecast to continugusly increase between 2024 and 2028 by o total 1.7 trillion JFY JFY) (+26.03 parcent). After the sixth consecutive increasing year, the r
indicatar is etirnated ta reach 53 rillian [Py | PY) and therefore a new peak in 2028, Bead mors _‘

Motegsk |apan; 2018 1o 2028
Source(s

Health Market Insights



Revenue of the medical devices market in Japan from 2018 to 2028, by
segment (in billion Japanese yen)

Medical device revenue in Japan 2018-2028, by segment
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w Over the last two obserdations, the revenue is forecast to significantly inorease in all segrments. As part of the posstive trend, the mdicatar reachas the maximum value far all six different segments at the end of the comparison period. Particularky H '—
ratewarthy is the segrmeant Other Medical Desvicas, which has the higheat walue of 1.5 trillion |PY (JPY). Bead more _‘

Notefsk |apan; 2018 to 2028
Source(sk

Health Market Insights



Production value of medical devices in Japan from 2013 to 2022 (in trillion
Japanese yen)

Praduction value of medical devices Japan 2013-2022

Production value in trillion Japanese yen

2013 2014 2015 2016 2017 2018 2019 2020 2021 2022

-
In 2022, the production value of medical devices in Japan stood at approximataly 255 trillion Japarese yen, The figure mcreased compared to arourd 1.91 trilon yen in 2013, The average production value of medical devices par manth in 2022 amountad Stat I Sta '—
o abaul 215 balan yen, f ‘
Motegsk |apan; 2013 1o 2022

Source{sk M HLW (Japan)



Share of production value of medical devices in Japan in 2022, by category

Share of medical device production value Japan 2022, by category

Share of production value
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-
Description: In 2022, medical mirrors accounted for the largast share of about 12 percent of the total medical device production in Japan. Cannulae or catheters of assorted tp configurations followad with 5.4 percent. Bead more '—
NotE): | apan: 2022, leading 20 calegaries _‘
Source(skc M HLW lapan)



NL,Ilmber of medical device manufacturers in Japan in 2022, by production
value

Number of medical device manufacturers Japan 2022, by production value
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-
Description: In 20232, there wera 475 medcal device manufaciurers in Japan with a manthly production vabus of below one milon Japanese yen. In the sams year, 47 manufaciurers regorted a manthly medical device production vabue of one béon yen and over an Stat I sta r
sverage. Bl |

Eesdmore
Motegsk |apan; 2022; manufactures that had manufaciured goods during the periad
Source{sk M HLW (Japan)



Average capital investment of general hospitals in Japan in fiscal year 2022,

by purpose (in million Japanese yen)

Average capital investment per general hospital Japan FY 2022, by purpose

Average capital investment in million Japanese yen per facility
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Total
Medical devices
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Dispensing equipment

Hospital indormation system (HIS) equipment

A survey canductad in 2022 found that the average total capaal imvastment of peneral hospitals i Japan amountad to approzimately 155 méon Japanese yen, &n average of around 80 million yen was spant on medical davices.
NOtER: |2 pan; Mlecal year 2022, the |apanece fiscal year stars on Aped 1 ol the stated year and ends on March 31 of the following year; 679 medical fadilities; based an survey resulls; haspitals whose revenuss [ram nursing care sccaunted Mo less than two percant of
the total revenue
Source{sk M HLW [Japan)
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195.76
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CHAPTER 02

Sales




Sales value of medical devices and pharmaceutical goods of medical device manufacturers
and sellers in Japan in fiscal year 2022, by product type (in billion Japanese yen)

Sales of medical device and pharmaceutical goods Japan FY 2022, by type

Sales value in billion Japanese yen
0 500 1,000 1,500 2,000 2,500 3,000 3,500

Therapeutic equipment and devices 2,8?5.28

Diagnostic equipments and devices 21,9??.56
Ophthalmic goods and related products 39%«'.25
Dental material and related devices

Medical devices for home use

Medical and hygienic products

Clinical equipment and supplies

-
'mI Description: In the fiscal year 2022, the valus of therapeutic equipment and device sakes of medical device manufacturers and sallers in Japan amounted to around 2.9 trilkon Japanese yen. Diagnostic equipmeant accounted for the second-highest sales value, at about Stat I sta r
v Lrillian yesn. f ‘

Mertmisk: |apar; fiscal year 2022; the Japanese fiscal year starts on April 1 of the stated year and ends on March 31 of the following year; including domestic and averseas sales
Sourcefsk MHLW [Japan): Statistics Bureau of Japan



Domestic sales value of nationally produced medical devices and pharmaceutical goods of medical
device manufacturers and sellers in Japan in fiscal year 2022, by product type (in billion Japanese yen)

Domestic sales of national medical device and pharma goods Japan FY 2022, by type

Sales value in billion Japanese yen
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=
11 Deseription: In the fiscal year 2022, the domestic sakes value of Japanese therapeutic equipment and devices amounted to approximately 874 billion Japanase yen. That yeas, the total domestic sabes of natianally produced pharmaceutical goads and medical devices of r
riedical dévice manulsoturars ard sellers in Japan reached abowt 1.7 willion yan. Bead mors _‘
Mertmisk: |aparn; fiscal year 2022; the Japanese fiscal year starts on Aprid 1 of the stated year and ends on March 31 of the following year; domestic sales vabie
Sourcefsk MHLW [Japan): Statistics Bureau of Japan



Overseas sales value of medical devices and pharmaceutical goods of medical device
manufacturers and sellers in Japan in fiscal year 2022, by product type (in billion Japanese yen)

Overseas sales of medical device and pharmaceutical goods Japan FY 2022, by type
Sales value in billion Japanese yen
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=

13 Description: In the fiscal year 2022, the overseas sabas of diagnostc equipment and devices of medical device manufacturers and sallers in Japan amounted to approximately 1.1 trillion Japanese yen The gverseas sales of therapeutic equipment and devices. r

accounted for the second-langecl share of the tatal aversess Lales valus, with arcund ane trillion pan. _‘

Motegsk: |apan; fiscal year 2022; the Japanese fiscal year starts on Apri 1 of the stated year and ends on March 31 of the following year
Sourcefsk MHLW [Japan): Statistics Bureau of Japan



Wholesale value of medical devices in Japan in fiscal year 2022, by
customer type (in billion Japanese yen)

Wholesale value of medical devices Japan FY 2022, by customer type

Sales value in billion Japanese yen
0 200 400 600 800 1,000 1,200 1,400

Haospitals 1,280.9
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Other
Clinics

Leasing business
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deice wholessbe companies in Japan amaunted to arsund 274 trillion yen.

Motegsk |apan: fiscal year 2022; the Japanese fiscal year stadts on Aprd 1 of the stated year and ends on March 31 of the following year
Sourcefsk MHLW [Japan): Statistics Bureau of Japan

-
'ﬂl Description: In the fiscal year 2022, hospitals were the largest customers regarding the wholesale of medical devices in Japan, accountng for a sales value of approomately 1.3 trillion Japanese yan, That year, the total wholesale value of medical devices at medcal Stat I sta '-‘
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Trade




Import value of medical devices to Japan from 2013 to 2022 (in trillion
Japanese yen)

Value of medical device imports to Japan 2013-2022
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15| hﬂT’:ﬂ:: gtu“zg.tipﬁloslmatel;rz_mr lign Japanesa yen of medical devices wera imported to Japan. Thes marked an ncrease compared to 2.74 tnilan yen in the prevsous year. Bead more Stat I sta E

Source(skc M HLW lapan)



Distribution of medical device imports to Japan in 2022, by main category

Share of medical device imports Japan 2022, by category

Share of medical device imports
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-
16| Description: In 2022, orthopedic article accounted for the largest share of the medical device imparts to Japan, with 15.8 parcent. Canrulae/cathetars of assorted tip configurations followed with 14.5 percent of the import value of medical devices to the country. faad Stat I sta 'i

S
Motegsk |apan; 2022; Basad on the import valus
Source{sk M HLW (Japan)



Distribution of medical device imports to Japan in 2022, by region

Share of medical device imports Japan 2022, by region

Share of medical device imports
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-

17 Description: In 2022, Japan imported the largest share of medical dewsces from the United States, which accounted for gver 35 percent of the total imported products, Ireland ranked second with a share of around 10 percent of imports. That year, the total value of r

riedical sguigment irmparts Lo Jagan armaunted 1o approsimately 2.9 trillion Jaganese pan, _‘
Motefs): |apan: 2022

Source{sk M HLW (Japan)



Export value of medical devices from Japan from 2013 to 2022 (in billion
Japanese yen)

Value of medical device exports from Japan 2013-2022
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1l| I!-:ﬁ!;l:dlr: gtu‘_zg.trgue;zmn walue of medscal devices from Japan reached to over one tilkon Japanese yen, up from about 530 billien yen In 2073, The expert value In 2022 increased by arcund nine percent compared to the previous year. Bead more Stat i sta E

Source(skc M HLW lapan)



Distribution of exports of medical devices from Japan in 2022, by main

category

Share of medical device exports from Japan 2022, by category

Share of medical device exports
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19 Description: In 2022, medical mirrors ranked first with 219 percent share among medical device exports from Japan, Testng instruments for blood followed with 13.5 percent share. faad more
Mortg): |apan; 2032
Sounce(sk MHLW (Japan)
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Distribution of exports of medical devices from Japan in 2022, by region

Share of medical device exports from Japan 2022, by region

Share of medical device exports
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0 Description: iith around 16 parcent, the United States recewad the largest share of Japanese medical davice exports in 2022, That year, the total value of medical deavice axports from Japan amounted to roughly one trillion Japanesa yen. fead more r
Mortg): |apan; 2032 _‘
Sounce(sk MHLW (Japan)
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Leading manufacturers




Revenue of Olympus Corporation from fiscal year 2014 to 2023 (in billion
Japanese yen)

Olympus Corporation’s revenue FY 2014-2023
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. '—
zzI Deseription: In the fiscal year 2023, the revenue of Olgmpus Corporation was close to 852 b#kon Japanese yen, the highest amount of the past decade. Read more Stat I sta _‘

Nots): |2 pan; Mlecal year 2074 ta 2023; comgrary's fscal year starts an Agril 1 of the predsaus year and @nde on March 31 of Lhe stated paar
Source{sk Clympus



Revenue distribution of Olympus Corporation in fiscal year 2023, by
segment

Olympus Corporation's revenue share FY 2023, by segment

mTherapeutic solutions 36.1

mEndoscopic solutions 62.6%

=
Description: In the fiscal year 2022, Olympus Corporatson ganerated about 34 percent of its total revenue in Morth America ard 25 peroent i Europe. Establishad in 1919, Glympus was the leader in gastrointestinal endoscopic equipment, retairnng tha majority of the '—
globral market share a8 of 2027 e ‘

Motefsk: |apan; fiscal year 2023; company's fiscal year starts on April 1 of the prevsous year and ends on March 31 of the stated year
Source{sk Olympus



Revenue of Terumo Corporation in fiscal year 2013 to 2022 (in billion
Japanese yen)

Terumao's revenue FY 2013-2022
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4 Description: In the fiscal year 2022, the revenue of Terumo Corporation amaunted to approcematedy 820 billion |apanese yen, representng an increase from tha previous fiscal year, Founded in 1921, Terumo (s one of the major medcal device manufacturers r
headgquartered in Tokyo Prefeciure, Japan f _‘

Motegsk |apan; fiscal year 2013 o 2022; comgany’s fiscal year starts an April 1 of the stated year and ends on March 31 of the following year, consolidated data
Source{sk Trrumo



Share of revenue of Terumo Corporation in fiscal year 2022, by business
segment

Terumo's revenue share FY 2022, by business segment

59%

=
In the fiscal year 2022, the cardhac and wascular compary generated around 5% parcent of the consoldated revenue of Teruma Corparaton. Terumoe's cardiac and vasoular segment mainky manufacures products such as radial compression devices, '—
intrasacoular devicas, holow fiber oxygenatorns, and surgical grafs. Faunded in 1921, Terumo s cne of the majer madical device manufaciurers headguarierad in Takya Prefeciure, |apan. i _‘
Motegsk: |apan; fiscal year 2022 company's fiscal year starts on April 1 of the stated year and ends on March 31 of the follewing year; consolidated data

Source{sk Trrumo



Net sales of Nipro Corporation from fiscal year 2014 to 2023 (in billion

Japanese yen)

Nipro's net sales FY 2014-2023
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Net sales in hillion Japanese yen
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In the fiscal year 2023, Nipro Corporation in Japan recorded net sales of approomately 545 béon Japanese yen, up from around 495 billion yen i the previous year, Tha medical products related busness accounted for the largast share of sales of the
corporatian in fiscal 3033,
Motegsk |apan: fiscal year 2004 o 2023; company’s fiscal year starts Apeil 1 of the previous year and ended March 31 of the stated yeas: consolidared data
Source(sk Horo

2023

statista ¥a



Sales share of Nipro Corporation in the fiscal year 2023, by business
segment

Nipro's sales share FY 2023, by business

mFharmaceutical-related 13%

=
w Description: In the fiscal year 2023, the medical products-related business accounted for the largest share of sales of Nipro Corporation in Japan, with around 77 percent. That year, Nipro generated net sales of approximately 545 billion Japanase yen. faad more '—

NObE): |2 pan; MNecal year 023, company's fiscal year starts Aped 1 ol Lhe previcus year and ended March 31 of Che stated yaar _‘
Source(sk horo
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Research and development
expenses




Average research and development expenses and capital investment of medical
device manufacturers in Japan from fiscal year 2014 to 2023 (in million Japanese yen)

Average R&D and capital investment of medical device manufacturers FY 2014-2023
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-
o Description: In the fiscal year 2023, itwas estmated that medical device manufacturers in Japan spent an average of about 33% million Japanesa yen on research and development (R&amp;0) and 335 million yen on capital investiment. The average expenses for '—
REamp, D peaked in Mfecal 2020 a1 daver bwo billion yen. Bead mara _‘

Motegsk: |apan: fiscal year 2014 to 2023*; the Japanese fical year starts on Apeil 1 of the stated year and ends on March 31 of the following yeas: *Estimate. Figures were based on a survey. The suney was conducted amang 500 certified medical [-] Bead maore
Sourcefsk MHLW [Japan): Statistics Bureau of Japan



Research and development expenditure of Olympus Corporation from
fiscal year 2014 to 2023 (in billion Japanese yen)

Olympus Corporation’s R&D expenditure FY 2014-2023
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30 Description: In the financial year 2023, the research and development (RE&D) expenditura of Olympus Corporation amounted to approximataly 76,9 billion Japanesa yen. faad more
Nots): |2 pan; Mlecal year 2004 ta 2023; comprary's fscal year starts an Agril 1 of the predsaus year and @nde on March 31 of Lhe stated paar
Source{sk Clympus



Research and development expenses of Terumo Corporation in fiscal year

2013 to 2022 (in billion Japanese yen)

Terumo's R&D expenditure FY 2013-2022

1 TR T T T T B T P T e PP T P TP R T T PP ISR PPT PRI EEI

60

£ L
= [==]

i
L=

R&D expenses in billion Japanese yen

10

2013 2014 2015 2016 2017 2018 2019 2020 2021

The resaarch and developmant {R&amp D) expanses of Terumo Corporation in the fiscal year 2022 amounted to approzimately §1.6 billon Japanese yen, representing an increase from the pressous fiscal year, Founded in 1921, Terumo is one of the magor

riedical dévice manulaoturars headguartered in Tokyo Prefeciure, Japan. Bagd rors
Motegsk |apan; fiscal year 2013 o 2022; comgany’s fiscal year starts an April 1 of the stated year and ends on March 31 of the following year, consolidated data

Source{sk Trrumo

2022
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Research and development expenses of Nipro Corporation from fiscal
year 2014 to 2023 (in billion Japanese yen)

Mipro's R&D expenditure FY 2014-2023
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R&D expenses in hillion Japanese yen
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kvl Description: In the fiscal year 2023, Nipro Corporation spent about 19,7 bilkon Japanesa yen on the research and development (RED) experses, an increase from the prewious fiscal year, Established in 1954 in Osaka Prefecture, Nipre operates mainly in the i r
rianulacturing butiness of reedical devices and pharmaceutical products. Bead mars _‘

Noteisk |apar; fiscal year 2014 o 2023; company's fiscal year starts April 1 of the previous year and ended March 31 of the stated yeas: consolidated figures
Source(sk Horo
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Approved products and
patents




Number of medical devices newly approved by the Pharmaceuticals and Medical
Devices Agency (PMDA) in Japan from fiscal year 2014 to 2022, by application type

Number of newly approved medical devices Japan FY 2014-2022, by application type
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2014 2015 2016 2017 2018 2019 2020 2021

Description: In the fiscal year 2022, over gne thousand medical devices were newly approved by the Fhammaceuticals and Medical Dewscas Agency (FMOA] In Japan, of which 364 were from rew applcatons. The PMODA fundions as a regulatory agency for
pharmaceulical producs and medical devices and warks tagather with the Ministry of Health, Labaur and Wellare in Japan. Bead rgre

Motegsk |apan; fiscal year 2014 to 2022; the Japanese fiscal year starts an April 1 of the stated year and ends on March 31 of the following year

Souroe(sk Fi0n




Number of medical devices newly approved by the Pharmaceuticals and Medical
Devices Agency (PMDA) in Japan from fiscal year 2014 to 2022, by category

Number of newly approved medical devices Japan FY 2014-2022, by category

B New medical devices B Improved medical devices (with clinical data) Improved medical devices (without clinical data)
B Generic medical devices B Re-manufacturing single-use devices (R-SUD)
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In the fiscal year 2022, ower 400 medical devices were newly approved by the Pharmaceuticals and Medical Devices Agency (FMD8] in Japan, of which 603 were generic medcal devices. The MDA functions as a regulatony agency for pharmaceutica statista r
praducts and medicsl devices and works with Jagans health ministry. Bead mara _‘

Noteisk |apar; fiscal year 2014 o 2022; the Japanese fiscal year starts on April 1 of the stated year and ends on March 31 of the following year
Source{sk Fi0a



Number of new medical devices approved by the Pharmaceuticals and Medical
Devices Agency (PMDA) in Japan from fiscal year 2013 to 2022, by year of submission

Number of approved new medical devices Japan FY 2013-2022, by year of submission
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-
36 Description: Eight medical davices that ware submitted in the fiscal year 2022 ware approved by the Fharmmaceuticals and Medical Dewsces Agency (FMOA] In Japan s far, The FMDA functions as a regulatory agency for pharmaceutcal products ard medical devices, r
ared works with |agan's heaalth ministry, _‘
Noteisk |apar; fiscal year 2013 o 2022; the Japanese fiscal year starts on April 1 of the stated year and ends on March 31 of the following year
Source(sk F1ui 4



Number of generic medical devices approved by the Pharmaceuticals and Medical
Devices Agency (PMDA) in Japan from fiscal year 2013 to 2022, by year of submission

Number of approved generic medical devices Japan FY 2013-2022, by year of submission

Number of approved products

2013 2014 2015 2016 2017 2018 2019 2020 2021 2022
Year of submission

-
En Description: 441 genaric madical dewsces that were submitted in the fiscal year 2022 were approved by the Pharmaceuticals and Medical Devices Agancy [PMOA] in Japan so far, FMO& funcions a3 & regulatony sgency for pharmacevtical products and medical devices, r
warking with |apans health ministry. _‘
Noteisk |apar; fiscal year 2013 o 2022; the Japanese fiscal year starts on April 1 of the stated year and ends on March 31 of the following year
FiDa



Business enterprises which filed the highest number of medical device
patent registrations at the Japan Patent Office in 2022

Companies with the highest number of medical device patent registrations Japan 2022

Number of patent applications
0 50 100 150 200 250 300 350 400 450

Koninklijke Philips N.V (Netherlands) 410
Canon Medical Systems Corporation
Fujifilm Corporation

Ethicon LLC (US)

Terumo Corporation

Olympus Corporation

Unicharm Corporation

Kao Corporation

Topcon Corporation

Konica Minolta, Inc

Canon Inc.

Becton, Dickinson and Company (US)
Biosense Webster (Israel) Ltd. (Israel)
Daio Paper Corporation

-
Description: In 2022, Kaninklijke Philips M. regstered 410 medical device patents in Japan, which was the highest number of ragistratons by an sdividual company during that year, Canon Medical Systems Corporatson topped among Japanese business enterprises, '—
filing 241 madical equiprnent patent regsirations during the measured period. Basd more _‘
Motefs): |apan: 2022

Source{sk |apan Patent Office
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