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N |ZD#h® 3 | ERREHIEEE BB 2R T RR< 15 14,736 2,103 2,457 12,279 1,070 1,553
4 | Zoth 44 30,791 11,387 10,555 20,236 653 5273
N 58 89,311 13,860 18,493 70,818 1,723 6,830
At 205 1,677,319 999,139 575,619 1,101,700 128,600 439,817
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(B%) MTJAPANEEES D FE R EE

(B EHHM)

1| ERBEHY AT A 27 64,910 0 5,785 59,125 0 3,918
2 | EgZ T AXREEEBERVAR 21 2,337 6 1,291 1,046 485 241
3 | ERBREA BRI AT L 40 72,376 1,761 37915 34,461 2,436 2,562
4 | ERBREBRERS 15 10,055 873 7,030 3,025 0 5,764
5 | FESR AR 38 29,103 0 20,341 8,762 1,052 4,430
6 | ARAXIEFiTARS 56 83,868 5,752 9,821 74,047 1,744 7,198
0 |Z0ih@ 7 | R AR 7 3,897 0 3,630 267 0 10,720
8 | wRAH 7 6,865 0 1,093 5772 0 6
9 | MREBE HL. BRI FMARMEBER | 41 12,909 0 2,634 10,275 173 186
10 | RFI AR R UBEER S 10 111,527 356 7,988 103,539 23,846 0
1| HEMBROEERS EL. FIAFERL 20 12,651 0 7,616 5,035 10 0
12 | REFAER#R 9 5374 0 5,365 9 0 469
NEE 119 415,872 8,748 110,509 305,363 29,746 35,494
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About MTJAPAN Medical Technology Association of Japan

1967: Medical Plastics Conference established
*1990: Name changed to Japan Association of Medical and Material Industries (JAMMI)
1979: Japan Artificial Organ Industry Association (JAOIA) established
2000: JAMMI and JAOIA merged. Japan Medical Devices Manufactures Association (JMED) launched
2013: Reorganized as Medical Technology Association of Japan (MTJAPAN)

| General Meeting l

| Top Management Meeting }—{ Board of Directors l
I [

| Standing Committee | | Secretariat |
[ |
| Departments | | Committees |
+ General Hospital Products Dept. = General Implants Dept. + Industrial Strategy Com. - Safety Information Com.
+ Surgical Products Dept. = Orthopedic implants Dept. » Medical Insurance Com. + QMS Com.
- Atrtificial Kidney Dept. - Tissue Bioengineering Dept. - International Affairs Com. + International Standard Com.
- Artificial Heart & Lung Dept. = Wound Covering Materials Dept. + Technical Affairs Com. + Clinical Evaluation Com.
- Blood Purifiers Dept. - Instrument Maintenance Dept. - Distribution Com. + Public Relations &
+ General Catheters Dept. » Home Care Products Dept. + Environmental Com. Education Com.
+ Vascular Catheters Dept. » Regulatory Affairs Com. + Corporate Business Ethics

ACTIVITY

B Development of business from R&D to post-commercialization
+ To maintain the effectiveness and safety of medical devices
+ Maintaining stable supply

Post-market
monitoring
GVP GPSP

Research and
development

JIS ISO administration
notice

Manufacturing
QMS materials supply

Approval/
authentication/
Registration/
authorization

Pharmaceutical and
Medical Device Act

International
Expansion

Distribution

UDI distribution issues

Clinical Research Act
FDA MDR regulations
by country GCP GLP

Business for member companies

B New administration and industry trends declarations

M Hosting of training seminars and lectures, etc., for members only

B Presenting opportunities to configure networks with the industry and government, etc.
B Proposing corporate requirements to government as a voice for the industry

M Other businesses for members
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Group of products handled by MTJAPAN member companies

The products handled by our member companies cover a wide range including transfusion and infusion devices,

artificial kidneys, artificial hearts and lungs, blood purifiers, artificial heart valves, vascular catheters, artificial

joints, wound coverings, as well as peritoneal dialysis products for home treatment and home oxygen treatment

devices. We are also making rapid progress in research concerning the latest treatment methods along with

regenerative medicine, and we are involved in developing artificial organs and materials based on our research.

M Devices for blood transfusion/fluid infusion

@ Devices for blood transfusion/fluid infusion
@ Injection needles and syringes

M Vascular catheters

@ Catheters for angiography

@ Catheters for coronary artery surgery
@ Catheters for intravascular surgery

@ Thermodilution catheters

@ Central venous catheters

@ Catheters for anti-arrhythmic treatment
@ Other intravascular catheters

B Products for surgery and patient care

@ Surgical gloves
@#Non-woven products
®Bags

@ Stoma-related products

B General implants

@ Artificial blood vessels
@ Artificial dura mater

@ Hemostasic adhesives
@ Cerebrovascular clips

@ Artificial fiber cloths for tissue substitution
@ Staplers @ Microfiber collagen

@ Artificial esophagus & Stent

& Stent grafts

®Non-vascular stents

B Hemodialysis-related products

@ Hemodialysis equipment
@ Dialyzers
@Blood circuits

B Orthopedic implant-related products
@ Artificial joints
@ Fixative materials

@ Artificial bones
@ Bone cement

M Cardiovascular-related products

@ Artificial heart-lung apparatus

@ Artificial lung @1ABP

@ Heart-lung circuits

& Cardiac valve prostheses

@ Extracorporal circulation cannulas

BWound coverings materials

@ Grafts for lack of skin
@ Various dressings

B Plasma exchange-related products

@ Blood purifiers

®Membrane plasma separators
@ Plasma component adsorbents
@ Blood filters

B Home care-related products

#Home peritoneal dialysis-related products
@ Home enteral tube feeding-related products
¥ Home oxygen therapy apparatus

4 Home pain control-related products

B Catheters for general use

@ Gastrointestinal catheters
@ Renal catheters

@ Drain tubes

@ Respiratory catheters

@ Ventricular drainages

B Regenerative medicine products

@ Myocardial sheet
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The Status Quo of MTJAPAN

Domestic Market

+  The total volume of the 252 MTJAPAN member companies' domestic sales is JPY 1,677 billion.
+  This includes JPY999 billion worth of STMD products.
+  This accounts for 57% of the medical device market in Japan.

Total Medical Device Market in Japan
(JPY2,931B)

#Imaging Systems
#Patient Monitoring Systems
4@ Clinical Diagnostics Products
@ Hospital Facility Products
#Surgical Instruments
@ Dental Products

4 Ophthalmic Products

4 Orthopedic Products @ Intravascular Catheters

@ Implantable Devices (excl. Orthopedic Products) #Syringes, Needles, and Infusion Systems
@ Endoscope and Surgical Instruments @ Home Healthcare Products
#Hemodialysis Products @ Cardiac Rhythm Management

@ Disposable Hospital Supplies (incl. Kit, Pack) @ Tube and Catheters for non-vascular

@ Cardiovascular Surgery Products @ Wound Care Management

@ Apheresis Products #Others

X Special Treatment Medical Devices (STMD): reimbursed products

MTJAPAN Products Market

Orthopedic Products Domestic market (JPy100m)
l Intravascular Catheters
v

2,669 2,668 Implantable Devices (excl. Orthopedic Products) u Imported Products

Syringes, Needles, and Infusion Systems m Domestic Products

Endoscope and Surgical Instruments
Home Healthcare Products

Hemodialysis Products

Cardiac Rhythm Management
Disposable Hospital Supplies (incl. Kit, Pack)
Others
Tube and Catheters for non-vascular
1,126 1,113 l

Cardiovascular Surgery Products
913 815 893

l Wound Care Aoh .
Management Apheresis
553 + Products

691

v
232 218
0 0

1,451
1150 Export (JPY100m)
807 = Export Products
556
44 99 34 1 26 8 77 5 53 68
I L

* MTJAPAN Product Market: All products handled by MTJAPAN member companies (also includes some products from other
organizations).
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Results: MTJAPAN DATA BOOK 2019

»  Domestic sales of the 252 MTJAPAN companies’ products are grouped into 14 categories.

for non-vascular
4.1%

Supplies
4.9%
Cardiac Rhythm
Management
5.4%

Hemodialysis
Products
6.6%

Products
6.7%

8.265 8,791

2002 2003

Tube and Catheters

Disposable Hospital

Home Healthcare

Endoscope and
Surgical Instruments

Ratio Wound Care  Apheresis JPY1 ,6778
Management  Products i
Cardiovascular  1.4% 1.3% (205 CompameS)
Surgery Products Others
3.3% 5.3%
[

Orthopedic Products
15.9%

Intravascular
Catheters
15.9%

Implantable Devices
o

11.1%
Syringes, Needles,
and Infusion Systems

9.5%

8.5%

13,014 13,120 13,322
11,702 12,019

10,596

2004 2005 2006 2007 2008 2009 2010

Trend of Domestic Sales (MTJAPAN Products)

(JPY100M)

16,424 16,773
1 3
15,058 15,283 6.003

13,587 13483 13.848 14300

2011 2012 2013 2014 2015 2016 2017 2018 2019

Companies | Total (JPY100M) | Companies Total (JPY100M)

_____ 2002 | 2130 195! 915%| 188 14531| 166 8265
_____ 2003 | 2210 202  914%|  191;  15708| 167 8791
_____ 2004 | 2190 210;  959%| 198, 15227| 181 9,665
_____ 2005 | 2260 2210 o78%|  212i  17344| 193 10,596
_____ 2006 | 289 287! 992%| 224! 19439| 205 11,702
_____ 2007 | 289 287 992%| 227, 20038| 206 12019
_____ 2008 | 242, 242 100%| 234 19963| 211 13014
,,,,, 2000 | 2370 2370 100%| 234 20464| 208 13,120
_____ 2010 | 238 236 100%]| 233\ 20379| 201 13322
_____ 2011 | 288 238 100%]| 233} 21390| 199 13587
_____ 2012 | 288 238 100%|  282; 21735 189 13483
_____ 2013 | 2330 233 100%| 230 22965| 194 13848
_____ 2014 | 282 2820 100%| 228 23296| 195 14300
_____ 2015 | 2290 229, 100%| 223 24046 195 #15,058]
_____ 2016 | 2290 2290 100%|  223. 24398| 191 15283
_____ 2017 | 2270 2270 100%| 221, 27656 189 16,003
_____ 2018 | 240, 240  100%| 235! 29473| 198 16424
2019 252! 252 100% 244 32,670 205 16,773

* Total sales of medical devices include OEM products, parts, services etc.

* Data from 2015 onward reflects additional amounts due to reexamination of categories.
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MTJAPAN DATA BOOK 2019
Research Design

[Objective] Compile and provide basic data on MTJAPAN companies, provide policy
recommendations and strengthen ties with both foreign and domestic related
organizations.

[Items] (1) Member Companies’ Profile Summaries (Capital, Sales, R&D, Employees, etc.)
(2) Member Companies’ Products Summaries (Domestic sales by categories in FY18)

[Targets] MTJAPAN member companies (252 companies)
Response rate: 100%

[Methodology] Web research
[Term] June 2019 - August 2019
[3 party Researcher] INTAGE Healthcare Inc.

[Responsible Organization] MTJAPAN Statistics Committee

(Committee Members)

Director Yuki Nagasaki (Edwards Lifesciences Limited)

Chairman Kenji Ozawa (Edwards Lifesciences Limited)

Vice-chairman  Yasuo Nagano (Terumo Corporation)
Daisuke Akahane (Johnson & Johnson K.K.) *until Aug.2019
Manabu Umeda (Covidien Japan Inc.)
Nobuo Kawada (Boston Scientific Japan K.K.)
Kazutaka Koga (Asahi Kasei Medical Co., Ltd.)
Teruhiko Sunouchi (Johnson & Johnson K.K.)
Wataru Tanaka (JMS Co., Ltd.)
Takashi Tomiyama (Senko Medical Instrument Mfg. Co., Ltd.)
Toru Matsumoto (Toray Medical Co., Ltd.)

Executive office  Kaori Kai (MTJAPAN)
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Sales of Medical Devices in Japan

Total sales of medical devices (244 companies) including OEM product and parts, are
approximately JPY 3,267 billion.

The ratio of Japanese to foreign companies is 6:4.

158 companies out of 244 (65%), have sales of less than JPY5 billion.

Breakdown of Sales by Company Classification = Number of Companies by Revenue, in billions

2019 Results (JPY1B)
JPY3,267B

30< 25
apanese (176)

JPY2,018B

 others (70) 10-30 82
JPY2498

J
61.8%

Foreign company (68)
JPY1,249B

** Specialized (174)
JPY3,018B

5-10 29
1-5 78
92.4% <1 80
(Number of companies)

** More than 50% of sales generated from medical devices

*('): Number of companies

Medical Device R&D Costs

The average R&D cost in the surveyed companies is JPY860 million.

The average ratio of R&D cost to sales is 5.1%.

72 companies out of 158 (46%) have R&D costs below JPY50 million.

Average R&D Cost and Ratio of Sales Number of Companies by R&D Cost
by Company Classification (158 companies)
(JPY100M)
Number of 3 Average Number of 3 10< 19
companies | (JPY100M) | companies | (R
TOTAL 158 86 154 51% 5-10 19
Japanese 139 9.4 135 6.6% 1.5 25
Foreign company 19 2.7 19 0.8%
Specialized 104 11 104 4.8% 0.5-1 23
Others 54. 3.9 50 8.3% 0105 42
0.01-0.1 30
(Number of companies)
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Domestic Sales of MTJAPAN Products

- Total domestic sales of MTJAPAN member companies is JPY1,677 billion.

- The

largest segment is Orthopedic Products (JPY267 billion), followed by

Intravascular Catheters (JPY267 billion).

Domestic Sales by Segment (%)

Domestic Sales by Volume

Wound Care  Apheresis
Products

Management
Cardiovascular  1.4%
Surgery Products
3.3%

1.3%

Tube and Catheters
for non-vascular
41%

Disposable Hospital
Supplies
4.9%
Cardiac Rhythm
Management
5.4%

Hemodialysis
Products
6.6%

Home Healthcare
Products
6.7%

Endoscope and
Surgical Instruments
8.5%

JPY1,677B
(205 companies)

Others
5.3%
r

Orthopedic Products
15.9%

Intravascular
Catheters
15.9%

11.1%

Syringes, Needles,
and Infusion Systems
9.5%

Implantable Devices

(JPY100M)

Orthopedic Products 2,669

Intravascular Catheters 2,668

Implantable Devices

Syringes, Needles, and Infusion
Systems

Endoscope and Surgical Instruments
Home Healthcare Products
Hemodialysis Products

Cardiac Rhythm Management
Disposable Hospital Supplies

Tube and Catheters for non-vascular
Cardiovascular Surgery Products
Wound Care Management
Apheresis Products

Others

Snapshot

4

Domestic Sales of MTJAPAN Special Treatment Medical
Devices (STMD)

+  Total sales of MTJAPAN member companies’ Special Treatment Medical Devices is
about JPY999 billion (60% of total domestic sales) from 134 companies.

- The largest segment is Intravascular Catheters (JPY242 billion), followed by
Orthopedic Products and Implantable Devices.

Domestic Sales of STMD by Segment (%)

Domestic Sales of STMD by Volume

Apheresis Products
2.0%

Home Healthcare
Products
2.2%

Syringes, Needles,
and Infusion Systems
2.2%

Tube and Catheters
for non-vascular
4.2%

Cardiovascular
Surgery Products
4.6%

Hemodialysis
Products
71%

Cardiac Rhythm
Management
8.1%

Implantable Devices
18.0%

Endoscope and
Surgical Instruments
1.7%

Wound Care
Management

JPY999B
(134 companies)

0.5%
Others
1.4%

Intravascular Catheters
24.2%

Orthopedic
Products
23.8%

(JPY1 OOM) Intravascular Catheters

Orthopedic Products

Implantable Devices

Cardiac Rhythm Management
Hemodialysis Products
Cardiovascular Surgery Products

Tube and Catheters for non-vascular

Syringes, Needles, and Infusion
Systems

Home Healthcare Products
Apheresis Products

Endoscope and Surgical Instruments

Wound Care Management [i¢] 181

m Special Treatment

) . . Medical Devices
Disposable Hospital Supplies

= Non Special Treatment

Others Medical Devices

* STMD: reimbursed products
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Share of Imports

* Imported products account for 65.7% of total domestic sales. Cardiac Rhythm
Management (99.8%), Implantable Devices (90.0%), and Orthopedic Products
(84.1%) have high shares of imported products.

Share of Imports within Total Domestic Sales

m Domestic Products = |mported Products
Apheresis Products 95.4%
Home Healthcare Products 75.1%
Hemodialysis Products 74.9%
Disposable Hospital Supplies 58.2%
Syringes, Needles, and Infusion Systems 50.4%
Cardiovascular Surgery Products 40.1%
Endoscope and Surgical Instruments 35.6%
Wound Care Management 30.8%
Tube and Catheters for non-vascular 30.5%
Intravascular Catheters 29.4%
Orthopedic Products 15.9%
Implantable Devices 10.0%
Cardiac Rhythm Management | 0/247
Others 20.7%
TOTAL 34.3%

0% 20% 40% 60% 80% 100%

* Based on a total domestic sales rate of 100%

* Import numbers also include imports of Japanese company products from their overseas subsidiaries.

Snapshot
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Competitive Landscape by Segment

The Home Healthcare Products and Apheresis Products segments are highly
dominated by the top 5 companies in each segment, particularly, Home Healthcare
Products segment with top 3 companies representing 81.1% share.

Share of the Top 3 and Top 5 Companies by Segment

Share of Top 5

Share of Top 3 —¢

Home Healthcare Products (19) 93.7%

Apheresis Products (12) 93.3%
Endoscope and Surgical Instruments (58)
Hemodialysis Products (20)

Cardiac Rhythm Management (20)

Wound Care Management (31)
Cardiovascular Surgery Products (27)
Syringes, Needles, and Infusion Systems (73)
Disposable Hospital Supplies (42)

Orthopedic Implant (73)

Implantable Devices (59)

Intravascular Catheters (62)

Tube and Catheters for non-vascular (64)

Others (58) mTop3 mTop4-5

(): Number of entrants
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Segment Position by Product Classification, and Import vs.
Domestic Share

MTJAPAN member companies mainly produce therapeutic products. Import share is
higher in acute-care products.

Acute Phase Cardiovascular

Apheresis
Products

Disposable

Syringes,
Infusion

Diagnostic Therapeutic

Endoscope and Surgical

Instruments Hemodialysis

Products

Import ‘ Domestic

Chronic Phase Home Healthcare Products

Snapshot
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Sales Breakdown of Japanese Companies by Region

+  The weighted average global sales ratio of 67 Japanese companies is 55.8%.

The larger the scale of sales, the larger the ratio of global sales.

JPY2,892B

(67 companies) TOTAL 67| 44.2% 231% ' 17.5% ! 15.2%
‘J‘szalp Over JPY30B 16| 40.3% ! 24.5% ' 18.9% ' 16.3%
175 I I Sttt R Bt e ol Inaaded

21 py10-308 1] 723% ! 154% 52% 7.4%

2 ,,,,,,,,,,,,,,,,,,,,,,,,,,, Fo-—— -4 e m g fm————

L [JPY5-10B 10| 823%: 7.1%: 6.3%: 4.3%

0 DS R Bt ol 0 Iiaded

8| upyi-58 22| 780% 69% 89% 6.1%

(D ___________________ T- T T B b Bl

Below JPY1B 8| 837% 32% 45% 86%

* Companies operating abroad (consolidated)

* Excludes foreign companies and Japanese companies with
sales below JPY1M.
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Utilization Status of EDI Sales Order Process

9

in conjunction with sales-size.

26.9% of respondents utilize EDI sales order process. Utilization rate tends to increase

Ratio of EDI sales orders to total sales orders varies widely among EDI-utilized

companies. EDI sales order ratio is more than 90% in 10 out of 53 companies.

Utilization Status of EDI Sales Order Process

More than one third of the companies selected the answer “Not needed”.

(219 companies)

Companiesi % Companiesi %
Vtleng, o9 TOTAL 219| 59 26.9%| 160 73.1%
OverJPY30B | 25| 121 480%| 13| 52.0%
lupviosos | 20| 14| 483%| 15 51.7%]
S| wpvsios | 28| 11 305%| 17 60.7%)
Not utilizing (160) 8lpvise | 70| 13) 186%| 57 81.4%)
73.1% ?lBeowspvis | 67| 9 13.4%| 58 86.6%)

*('): Number of companies

* EDI: Electronic Data Interchange

Number of Companies by EDI Sales Order Ratio --- among 53 companies utilizing EDI sales order process

90%+<
80-90%
70-80%
60-70%
50-60%
40-50%
30-40%
20-30%
10-20%

<10%

10

(53 companies)

* Answers excluded other than exact number of sales orders (6 out of 59 companies excluded due to invalid answers)

* EDI Sales Order Ratio represents the ratio of EDI sales order to the total number of sales orders

Reasons for not Ut|I|Z|ng EDI Sales Order Process --- among 160 companies not utilizing EDI sales order process

Not needed due to the limited number of products and business contacts 58 36.3%
‘Have never thought of utilizing EDI sales order process a7 231%
Not suitable for consignment deals and complicated transaction forms | 20 12.5%
‘Low in effects by utilizing EDI sales order process 13 8%
‘Not familiar with EDI sales order process 13 8%
\ntroduction costis high or unknown 8 50%
Others 1 69%

TOTAL 160 100%
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