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Medical Instruments Inc. * Aoki Medical Instruments. Inc. ~ Daiei Dental
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KEh A ZBESRMBREE - QSR KEIRAWD

1.Shimomura Gypsum Co., LTD. -Taku Shimomura/ COO

2.Production & Customer Support, Innomedics Medical
Instruments Inc. -Kouji Sogou/ General Manager

3.Aoki Medical Instruments. Inc.- Yukio Aoki/ President

4.Daiei Dental Products Co.,Ltd. - Tetsuya Oishi/ President

12/15(—)

*

R AARB SR BESRELFT ( BHEE ) kA

1.Shunichiro Nagumo/ Associate Director, Healthcare Industry
Group, Research & Consulting Division

2.Zhi Li/ Healthcare Industry Group, Research & Consulting
Division

12/16(=)
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12/17(M)

*

*

#5855 PG TECH INTERNATIONAL CO. LTD( &35/ ) shakA -
Steve Yoon/ President, PG Tech International Co., Ltd

#555 A+ Seoul (CRO AF] ) BARXA :

1.SangHee Kim/ Managing Director

2.HyoJung Kim/ Sr. QC Manager

3.EunKyung Heo/ Business Development Manager

12/18(h)

#£55 Osong Medical Innovation Foundation ( 4 ).

EINE
1.Kyung Sun/ CEO & Chair
2.MinSun Kim/ PR & International Affairs Team

12/19(7%)
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(1)Taku Shimomura/ COO, Shimomura Gypsum Co., LTD
(2)Kouji Sogou/ General Manager, Production & Customer Support,
Innomedics Medical Instruments Inc.
(3)Yukio Aoki/ President, Aoki Medical Instruments. Inc./ Vice Chairman,
Japan Association of Health Industry Distributors
(4) Tetsuya Oishi/ President, Daiei Dental Products Co.,Ltd.
3.7
(1)Shimomura Gypsum Co., LTD - F#ABH%IAEH - B1rA 1951
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2.7&8A : Steve Yoon/ President
3.&77 : PG Tech ABIAIIRR 2002 &£ 3 B - EmbPUMESRE - TEEAR
FRbaER - FinE - CT - BENHBERSS BLAEIOA -
MHEFEREE « 2011 & 5 BREFERIS UL 85E
2012 £ 11 ARBEE#HEESE UL 5858
2012 % 11 AREHER KRBEBHFHEES CE 058 -

4357/ : PG Tech NS E ZRBREZER « REBREWRAE - KRES L
o BRI REEER - CT MEBEEEN - oJEIEEESE
EmEEEER AFUKER - REBESEIN LGRS

= o
AR

i

5. 58 HERM ¢

ONMAEEERNBEERER - URENERBEREMEXRERREIR A
KRELE -

QEA NI AT EMREERTIF—BR - UERREBEGaESPT
¥& - BRIEWRAFBED -

()AL THRR - BEIBFSHHA QST RENEMMBBRZMHE - 5
FBREL B RSB RS RSB INE (EZ S B EBE B APET IS ) -
B FDA BEER(EWMME—FP5  RESFFERMBE
) -

AREREANBERESO-—FETRARERESHE  HEHBLTETE
TRREEER REBERRNIFNSATSIIESREBBEATET

i

10



REBEHE  BEEBEETEFIREHERD
G)EBEHARERIRM SRR - PREMING -
(6)F=BIHFHREM EXRDNERARIBRZSHE) -
(7VEEBERR M REFSRVEM) - SPEBRARBUESHERES

A(—RRE—R)  BmBEANN—F25
B)EHEBEELREAURRES —FHBEREY  BESTFEHRD

B -

( /9 ) 5K A+ Seoul Inc.

17Fa0HE 10412 H 17 H
2FFAN
(1)SangHee Kim/ Managing Director.
(2)HyoJung Kim/ Sr. QC Manager
(3)EunKyung Heo/ Business Development Manager
3.8 A+E22 5% CRO A8-PPC-EERERZF 1S PPCBAKNESE
EREZHABEARTREAEENNITER SR RITRE -
B.0ERE - 22EBE  HEER  BHEE2E - 252 - BEN
B2 ERE - RA - RS R - WERE - B8 BELEE -
RDWE - BERBRNHES - TEEPRE - IS KA ZEE
MRER AT EBRTHEERER - BONRIMSH - TEEF
BEROEURHNESRAG TEEEIRH | YRR

11



i~ B SR R T RE RO R BR 0 AT~ R B ol R AR T AT 55 A 35 -
ZY BRIl mZBRI N R  RIERRD T R EBRER
E - MBRSEYRERRER KEEBTEIESR ZELO -
AFERHEM : PPC 258EK CRO AS-EERER ZFAT - WHEERESS
MEBREBITEEANZTEEZEN R ETRIBEE - &I
EMBCEE - JZRERE - PITRKGR  WEINE
EIEMF - BRARLREAJAUME  MEEEER LHE
12 BBRARIFET - BERBEEMITAZBHSE - afFR
BYEAE - B R IEREIERE -
S5.EEHERM ¢
ONMAEEERNBEERER - URENERBERSEMEXREEREIR A
;E%%tﬂ o
QEA LA EMREERTIF—ER - BREIREBER M ERRLR
BRELARIZELRY  BREAEMERE  BREAUNBER -
(3)2El CRO X958 30 KX - B4 CRO AMHPR 5K -
4RBERATAFTEZAS B A ETRARGR  REVHEEET
BRREL AR - HRARR) - BEBEMBE oMU A CETHRRHRAE
# CRO -
(5)FR B AR IETT CRO ZEMANMEETRINEIGS - ERE
B 9hES FEIE -
(6)FR ¥ N BZEMBM BB AN - M RKESEERTEEEM
ZRIEH - HAIMAREBEBUINEMEZRBEARZL HSIBEER -

i

12



(h

) 55 Osong Medical Innovation Foundation

17 HE : 104 £12 H 18 H
27N
(1)Kyung Sun/ CEO & Chair
(2)MinSun Kim/ PR & International Affairs Team SangHee Kim/ Managing
Director.

3. AMRInEEAEEIREME IR 2010 £ 12 B - BUTEERYE
MBEPLAER A 4 EBENEXERLD - B2  E R
SIEPID - RIGEESRMAT BP0 - BERENY) /0K R R B
MELEPOHAEEN G 1,131 FF A AR -FEEEIER ¢
X EBEI SKENEMRREBEL - BERIMNMIFKEE 27
MEZERSFEXRME BEBEEXRAENEEAS - E1TH
RIMNBBEIRE

AFFEN: ARG EREEREVE LT SEREMBERLAHEE -
HREI%ES 4 EERMASZEDL - BEARFFNT 7 H#REE
BRI RBA BB ERERBRE ZRE - BUIRREE -
REESERRREE - BNBERGEES -

13



(1) 11 BhENEeEER ASEEES - ARITEHA/EE -

Q2EzPLBMERZECIRHFERE 3D JEIRES -

) 2EZTPLEREN P -

ARBRBEHNFRARERZE AN RGEEEXER  WRASEM L H

=M FDA #WEEEBIARE @ WRBAMEMEZEPD - RinE

Ba M S IZ PO - ERBYPORERABTELEERD - BE

FERASEBNEMESE  HARAKMREREM K MNK Biopolis £

MEEESFRRE -

\\)tt

14



2 LR/NESR

AR SEREERNE
ARA I XMBEEEERMEM
FEEREE - BUFR - BRIK
He2BEEASA AL -

4 A E5 %4 - E5| -

HAEMNZRE_SRUALEM

EHEFel - BRI - BERAEIRRER

E
S

LINEWHZE - #HESE AT FRH GBI
EMZ MR BEOFHE

s =

ARBER  ZALFREBUTREFZ

B -

BMEECERE/IN\E -
2105 F 2 BIEEFE 48 XEMME ; EX

BZ : CBCT
B - TRUERHY) BIER KBS Em
NEPEER ST

’N\}?

BREFREITELESE -
BERERE  HPFRNEmBEES
FrEaEE - IRFH - I - FIR

- MEEEINSEMR
ESNE R P ERER -
EEFIHERER

HENEMRIR

PN
[=p_}

AEF HAR/EN) 45
R 57.3 113 40
EZELS 10% 80% 33%
IS 90% 20% 67%
BIOMET 3i S S L)
. Nobel Biocare
smanm  (Dobey | Nebelbloare ML
Osstem Dentsply Dentsply
Osstem
Dentium BRE  BfE B
TERED KYOCERA Neo B ZHEH &
Dio ST INE
Megagen
BRARRSEHHEME N EEM E‘?Eﬂé =B 7R EREEE N NE -
T2 EED Z£RED FHERE
2015F R T EBEHIRE 2 o
A7 | 8 . s e %Eggﬁfﬁg”” B -
B, IRBOEBNTDEER
HEBRERMEGEALE
(2016-20204)13818NTD
= | B - o | BRSNS B EREE
BE | pormmoTapgsy BUHEENE0% | wmiecn,
BEENE - REHE
BEmEEEER ZE
— . | ER . 2EEED ERl-EEEE
pg SHEREVALSER mus. —mes) | toEElEs
_ = » | 100&NTD e

15



MES B ERE A HRNERESRVEUT - BRAAHBEHE - EmEEXKIL
MIREE AR EmRZREL -

L BREEJTSEOE

LIBNEREREAERRERBITHIA
HREBEREmMFEECRERRE TH - 72 EEEZF L - MULEERR
SEEHANBRSMESRERRBNELN ; RIENEMEEE - B
e BB BN AR Em - IR B M EUR IS SR - O] AF1ES
BEXOELREE  UESHBEMNEAEZHRE - LAEEREWER
REIE ; o MAZEREMBEAMEZRSE - fAHRIR - BREE
NEREE  KBEER - IERITHZBEEN B EBAINT B2 e

LHMERMELRERUBNREARENZEEERE .

RESRIEE - BRI ESEEZEINSRETE - UREERER
ZER - %8 KOL(Key Opinion Leader) sl S B EMEm - LIFHE
RESEZBERENERITR - UEBHSTHEETIZABRKRE - W
BEREMBERTH  UREEREREREATHEEXERRES - I
WOBRITIHRARE  IEREEPEEERT =iREHERAEHEY -
REHmEHEHERASEMRKZER  DAIZEaEERHREENE
g -

JEEF R ERMEEMERREE R NNRE B FRE—RM
MREMEE  CEBBEESMBRIRERE  HBHBEMEEFEIUA
hi%s - WEBZHAREE O G - Bl REEmTERER LT - N
BNERFEER 1L GMP i ~ 15013485 R INAR AR - 2 aabuaa 1208 AR
% BEEATEBIIR BB MEETEANIIEERSMAR(EE . §%
EBEER  FDA ~ CE F)WPBHE - IR ERPHE LMNEE - =#7
RETBEAGER Y MSGERE, EMEPHRARERCEAVER.

ERERAFEERERE - BaTa=swme -
SeEnle o MNRe il BRERE - BIVAR TN B E MRS B0 i
H

B
i BHBEMEZEABMEHTERR KON PE - ##E - REgmait
16

(8



- FREPREM AR EIE - M B B PR EAE B e e il R LUK B ER
RE-NUFD  NEPRELETEHBHIPOEE - LUNERE A E M
EmEAERTS -

4EZFZEEBROARE B RABEREDENR
EBRERERREZRFIZEABANEM Em 2 ERR - PEIKE
EEBRARBZHAERRESENBY EmEAPIE ;, S BBUTTEE
ENRE - BB - BRRAEVABRRESARKER - BREAEES
MEMRMAR -

17



E2 - M4

ME— - MR ER-STSP: Innovative Hub for the Medical Device Industry

P — ~ Mr. Yukio Aokiruf&#i-Medical device market and distribution in
Japan

M= - PG Tech International ASZEm7T 48

My ~ AR B R E SR IR B 4R

18



goog

“

STSP: Innovative Hub for the
Medical Device Industry

Southern Taiwan Science Park (STSP) Bureau,
Ministry of Science and Technology

¢ Park Bureau
: Ministry of Science and Technology

| Table of Contents

Introduction to STSP

Established Clusters

Medical Device Industrial Cluster
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¢ Park Bureau
Ministry of Science and Technology

Introduction to STSP

¢ Park Bureau
Ministry of Science and Technology

troduction to STSP

Taipei

Industrial Cluster of Southern Taiwan Science Park é

(1996; approximately 1,613 hectares) dnta A Clhictarar

Hsinchu Science Park

Tainan Science Park Kaohsiung Science Park (1980)

Industrial Cluster
of Central Taiwan <+—
Science Park

(2003)
%
A ¥

Tainan = ==

Kaohsiung

* 1,043 hectares

(1996) * 570 hectares

(2001)




¢ Park Bureau
Ministry of Science and Technology

SEWAN -

urnover

% 2014 : US$ 21.31 billion

25000 I

21.02 20,66
20000 - 17.44 1916
17.04 19.68
12.78 14
15000 -
10.93
10000 - 7.77
299 453
5000 - '
0.050.78 148
# Turnover
(USD/BiIIion)

7

1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014

0

¢ Park Bureau
Ministry of Science and Technology

‘Cumulative Number of Approved Companies

*  Foreign Tenant Companies

% 2015/11 : 386 Companies at the Park:

20 Japanese companies,

10 American companies,
200 - 2 Singaporean companies,
2 Netherlands companies,
and 1 German company.

* Foreign Business Services
300 - Providers: 8 Japanese
companies, 3 American
250 - 221 companies, 1 German
company and 1 Korean
200 - company. (e.g. Nikon
Precision, Hitachi, Canon,
150 - Universal Photonics, Brookd
Automation LG Chem, etc.)
100 - 66 Major foreign companies:
Corning, 3M
| 29 g, 3M,
012 a ﬂ APPLIED MATERIALS,

350 -

0 En e mm mm mm _mm _mm g SAFC Hitech Taiwan,
%9%\"»’5&%6’\%9%\‘»"3&% LAM Research, Epoch
O O »%“ N PSP Q@* Material, Applied Films,

v Aurora Imaging, Zygo,

Finex, SUMIKA,
International Nitto,
JNC(Chisso), ULVAC,
Nissan Chemical, Toray, NE{
and HEWI.




¢ Park Bureau
Ministry of Science and Technology

mployees

¢ November, 2015: 80,572
O TSP T2 994 O sl

= Doct(;rate
1% ™ lg /_ 170
Grade MOt
College

Graduate

¢ Park Bureau
Ministry of Science and Technology

Established Clusters




i EC h I n d U St ry U tence and Technology ’

e Four high-tech industry clusters
have been formed at STSP. e Two industrial focal points of the year:

Optoelectronics e Green Energy Industry

Precision machinery  Biotechnology

Medical Devices Industry

9

¢ Park Bureau
Ministry of Science and Technology

Medial Device Industrial cluster




The New Style of “One Stop Service”

SP Bureau

nnovatlon
Service

Platforny

Academia

11

DUSTSP Strategie® Tormedical deviee |

Unmet Needs Talent Brand IP Strategy

Talent IP Project Channel The “Wedding

Prototype Fund$ Reliability Company”
Services

Experience
Area

1

Access to
The Market

Trial Platform
Pre-testing and
Certification

VC and Ecosystem

Manufacturers ﬁ

International
Marketing (Key
Opinion

Innovative Plans Leader)

Grants for R&D

12




“Wedding” Company Services

Innovation
Service Platform

Technology Clinical Product
Matching Information Marketing
Service Platform Platform Platform

Pilot
Production

Clinical

: ; s .
Trial Registration) Production

13

Resource Links

BEIRERIFIR

Mational Applied Research Lahoratories

National

Labs ; (}\
Hospitals ‘m.?

14




Showroom for
one-stop shopping

ccess to Markets

International Exhibitions

15

million USD.

Kuang Yeu, Matise
EPED

Dental X-ray Dental Implant
Machine Hung-Chun BIO-S,

D&Y Intelligent, Huang Liang, Taiwan

Biomedical plantedh
Ceramics

Dental Handpiece

Coalition Tech Codent

Orthodontic
Appliance Dental CT
MEM Dental Tech Taiwan Caretech
Ultrarsonic CEREC 3D
Osteotome "
Arix

Sunny tec

DENTAL

Medical Device Cluster

49 companies moved in and the total investment amount reached 275

4 1
! HElEEns | Trida, MesoPhase,

g Kuang Tai

| Delzer 1| MR

= & =
Dental Chair Clinical Training Spinal System Fiberpure Aurora
System
y o Joy P A
Orthopediclmplant Yeastern, General C CBio-

United Orthopedic, Alliance Biologicals, Firstep Technology
ORTHOPEDIC Acupuncture Diagnostic
Needles Equipment
Biomate Tricorntech, Bio-
Collagen Surgical Laser Byblos
Life Fusion, Excelsius
Sunmax OTHERS
COSMETICS
FDA Approved: 11

CE Certificated: 18

16




These service platforms, which links
hospitals, industries, government, as
well as academic and research institutes,
facilitate transformation of a simple
screw to a sophisticated dental implant.

“A

!OW to encourage mga‘!!‘

device in Japan/Korea?

* What kind of supporting policy for
medical device manufactures?

* How is the government do?

* How the developing of medical device
in Japan/Korea?




¢ Park Bureau
Ministry of Science and Technology
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Medical device market and
distribution in Japan

Yukio Aoki (K £4)

CEO, Aoki Medical Instruments Inc.

Former Vice Chairman, JAHID

F 2= BUR

Vlasamune Date
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< Name: Yukio Aoki >
Position: <CEO & President>
Affiliation: <Aoki Medical Instruments Inc.,>

Specialty: <Distribution of medical device in Japan>

Experience:

*1996-Present  CEO & President, Aoki Medical Instruments Inc, Sendai Japan
*2012-Present  Executive Director, Maruki Medical Systems Inc, Tohoku Japan
+2012-2014 Chairman, Miyagi Pref. Association of Healthcare Industry Distributors
+2008-2010 Vice Chairman , Japan Association of Healthcare Industry Distributors

Education:

+1986-1988 MBA, Thunderbird School of Global Management, USA
Biography:

1963 Dec Born in Sendai Japan

1989 Jan Married with Classmate of Thunderbird

1990 Aug First daughter was born

1995 Oct First son was born

Outline

1. Medical care system and market in Japan
* Insurance system, Medical device market
2. Distribution of medical device in Japan
* the difference from distribution of drug
3. Function of Japanese medical device distributors
* Support for safety use of medical device
4. Compliances related to medical device in Japan
% Four key rules




Environment of market in Japan

The health care system in Japan provides healthcare services,
including screening examinations, prenatal care and infectious
disease control, with the patient accepting responsibility for 30%
of these costs while the government pays the remaining 70%.
Payment for personal medical services is offered through a
universal health care insurance system that provides relative
equality of access, with fees set by a government committee.
People without insurance through employers can participate in a
national health insurance program administered by local
governments. Patients are free to select physicians or facilities of
their choice and cannot be denied coverage. Hospitals, by law,
must be run as non-profit and be managed by physicians. For-
profit corporations are not allowed to own or operate hospitals.
Clinics must be owned and operated by physicians

Overview of the medical care system

. Patient . ] R
/Ages753nd over: \ o et [ Patients pay ¥agin | [Medical service structure]
Pay 10%o0f the bill
(30%for thoseeaming as muchas @ Ootg}gﬂﬁg%%cft% e .
working generations) 8,739 hospitals
 AgesTOto 74: (1,601,476 beds)
Pay 20of the bill <:| 99,635clinics
(30%for those earning as muchas (e (3) Diegnosis (141,817 beds)
working generations) 68,097 dental clinics
. I Medical careexpenses: ¥34.8tn I
- After enrolimentin 53,304 pharmacies
compulsory schoolingto age
69 . I Insurancecontribution: ¥17.0tn | (5) Payment
Pay 30%o0f the bill
- Beforeenrollmentin compulsory @Biling *Figures as of October 1, 2009;
schooling: (1) Insurance I ) the figure for pharmacies as of
Pay 20%0f the bil contribution L March 31,2009
Maintained at 10% since April 2008
[Health insurance
system ﬁ
Government (Majorsystems) (No. ofinsurers) (No. of Subscribers) / \
i National Health Insurance - st
bellc 1833 39million 286.699 doctors
Health insurance managed by ’ .
State Japan Health Insurance 99,426 dentists
Association 267,751 pharmacists
Prefecture (formerly government-managed) 1 3Bmillion 018 263 S
Municipalit Society-managed Health Insurance 1473 30million L public health nurses
Mutual Aid Associations o) 9million 30.130 midwives
*Both the numbers of insurers and subscribers as of the end of /
SUDDO MarCT2010 ~ *Figures for doctors, physicians, dentists
Medical care system for a7 14million and pharmacists as of December 31, 2008
| nsurers the latter-stage elderly , :
*Figures for nurses, public health nurses,
*The number of subscribers as of the end of J d midwives based on 2008 d;:z/

ierch—2616 compiled by the Nursing Division of




Health Insurance system in Japan

1) A universal public health insurance : Public
insurance covers all people in Japan

2) Free access : anyone can choose the hospital to
be cared

3) Low cost but high level of medical care : anyone
can be fully cared with affordable payment

4) Social insurance system with Governmental
support to maintain universal system

More about Insurance system in Japan

All residents of Japan are required by the law to have health insurance coverage.
People without insurance through employers can participate in a national health
insurance program administered by local governments. Patients are free to
select physicians or facilities of their choice and cannot be denied coverage.
Hospitals, by law, must be run as non-profit and be managed by physicians. For-
profit corporations are not allowed to own or operate hospitals. Clinics must be
owned and operated by physicians.

Medical fees are strictly regulated by the government to keep them affordable.
Depending on the family income and the age of the insured, patients are
responsible for paying 10%, 20% or 30% of medical fees with the government
paying the remaining fee. Also, monthly thresholds are set for each household,
again, depending on income and age, and medical fees exceeding the threshold
are waived or reimbursed by the government. Uninsured patients are
responsible for paying 100% of their medical fees, but fees are waived for low-
income households receiving government subsidy. Fees are also waived for
homeless people when they are brought to the hospital by ambulance




Serious Concerns in Japanese market

e Decrease of population

It is decreasing and will be drastically from 2025.

* An aging society with a low birthrate
one senior citizen will be supported by 1.2 people.

Trends in total fertility rate in other countries

Japan'’s fertility rate is among the lowest in the world, along with Germany, Southern Europe,
Eastern Europe and Asian NIES.
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Summary of Population Statistics (Sweden), National Vital Statistics Reports (U.S.), Birth and Death Statistics (Korea)




Change in the population pyramid (1990, 2010, 2030, 2055) — 2006 medium variant projection =~

1.2 people.

O Change in Japan’s population structure shows that one senior citizen is supported by 2.5 people in today’s society.
In 2055, when the society will be much aged and have fewer children, Japan will have a social structure where one senior citizen will be supported by
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Total market size

2.3 Trillion Yen

From JAHID 2010

research




Medical device market by category
-
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Market size trend in Japan
Medical device sales volume of domestic market is around 2.4 Trillion Yen in
2011
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Trend of important and export of medical device
I

O In 2011 import amount is exceeding export amount by 578 billion yen.

(B yen)

1,200
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/\,
O o :Import amount
200

F ST SIS

Import vs Export by Therapeutic unit and Diagnostic unit

O Import amount exceeds export for total medical device; however, export amount is larger
than import for diagnostic medical device. On the other hand, as for export amount of
therapeutic medical device is 4 times less than import amount.
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Device lag for medical device in Japan
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Strategy of SAKIGAKE a5-a Package

~Lead the world through the practical application of innovative medical products~

Promote the strategy package facilitating all the process from R&D, clinical research/trials, pre- and post- marketing safety, insurance coverage,
through globalization of innovative products which are to be put into practical use. Specifically, this package is targeting innovative
pharmaceuticals/medical devices/regenerative medicine which can cure serious illnesses (such as rare diseases/cancer etc.) unless established

therapy is available.
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Top rank access also makes problems

In Japan, services are provided either through public hospitals or through private
hospitals/clinics, and patients have universal access to any facility, though hospitals
tend to charge more to those patients without a referral. As above, costs in Japan
tends to be quite low compared to those in other developed countries, but
utilization rates are much higher. Most one doctor clinics do not require
reservations and same day appointments are the rule rather than the exception.
Japanese patients favor medical technology such as CT scans and MRIs, and they
receive MRIs at a per capita rate 8 times higher than the British and twice as high
as Americans. In most cases, CT scans, MRIs and many other tests do not require
waiting periods. Japan has about three times as many hospitals per capita as the
US and, on average, Japanese people visit the hospital more than four times as
often as the average American. Due to large numbers of people visiting hospitals
for relatively minor problems, shortage of medical resources can be an issue in
some regions. The problem has become a wide concern in Japan, particularly in
Tokyo. The so-called "tarai mawashi“ has been attributed to several factors such as
medical imbursements set so low that hospitals need to maintain very high
occupancy rates in order to stay solvent, hospital stays being cheaper for the
patient than low cost hotels, the shortage of specialist doctors and low risk
patients with minimal need for treatment flooding the system.

The role of medical device distributor

HCPs can rely on distributors
for matters on medical device

Support for safety
Security use
Distribute
medical
device in Stabilit Safty
stable and y

speedy




For Stable Supply of medical device

Organization of JAHID

JAHID started in October 1998 as the only
organization of medical device distributors in
Japan.

JAHID covers all of Japan and consist of 47
prefectural subsidiaries. Those subsidiaries are
build block as each area, such as Hokkaido,
Tohoku, Shutoken (Kanto/Koshinetu), Hokuriku,
Tokai, Kinki, Chugoku, Shikoku, Kyushu.

HAanERE, i ELG{EEENN—L. &
MoEREXADHIZBMELTVET,

B Number of member companies: 1,015
B Number of workers of above: 60 thousand

(As of March 2015)

Medical device supply structure for emergency
Especially for disaster such as big earthquake
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Basic distribution flow of medical device in Japan

-Most of medical devices are distributed to hospitals by medical device distributors in Japan.

-Support for safety use is provided by both medical manufucturer / traiding company and/or medical device
distributors.

medical

manufucture
Medical |:>
. 'deylce
distributor

manufucture W////% Hospital

Traiding

Company

m Support for safety use |:> Flow of medical device

From JAHID
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Difference between distribution style of
Medical device and Pharmaceutical Product

Distribution of Medical device Distribution of Pharmaceutical Product

Distributor Hospital Distributor Hospital

Supplies section

L

. Dqctor A

Pharmaci
@ Doctor B b
. Nurse
@ Paramedic
¥Doctor at clinic
« Supplies section place order and control routine supplies. « Drugs are under Pharmacists’ control
« Order or rental request for surgical devices are from Doctors. « Pharmacist manage order and inventor
« Questions and requests are directly from everyone including + Request from Doctor is also to Pharmacist
Doctor, Nurse, Paramedic and so on.
« Especially for emergency response, medical device must be Pharmaceutical products are well managed by
delivered in time by distributor. Then other process comes later. Pharmacist like portal site.

Therefore, distributors have smooth contact.




Necessary functions for Medical device distributor in

Japan
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Characteristic work of medica
Device distribution

%1 CDR: Cardiac Device Representative

%2 MDIC: Medical Device Information Communicator

%3 SPD: Supply Processing Distribution

s« From JAHID 2010 resarch

Main functions

of Medical Device Distributors in Japan

Function

Contents

Receiving orders and other
requests

- ER#EANrSOEGRE. FEMVELE

Delivery

¢ BRE. EPELETEHRENDHE

Support for safety use

o Fifi. FRILISERT 2ERMBNARLDIO. TODEBELLEDIMPHEFEMSEHSFHED
BlELIF, EARFETETI@HERAA, HHL).

o MRV, Fii, REFORSFHAH IV FBEEFAZELTIOFHi. REFITILR52E,
IRRFFHREETIHERLHD,

o Fit. RE. BHRMBOEERBENICHELAR . ERALEAEEKRT S GHEILY,

o BRRUEFIRISEE D=0, BEHFDHELYKRBREICES 24RO RIS EITOTLS,

Repair or exchange
malfunction product

s ERBEITOERPOFESGTIICIIRET 2BELHD,

Maintennce

o TIA—T+O—LLTEBREHRMARDATFUR

3% From JAHID 2010 research




Support for safety use

Support for safety use means that all kind of service to support doctors and paramedical stuff
to use medical devices and instruments safely and correctly.

For patients new technology and frequent brush up are reflected into medical devices and
instruments. Therefore, so many and different kinds of devices and instruments are used in
each operation or examination. In order to help and make smoothly, medical device distributors

provide those services.

Example: Case of Artificial Hip Joint operation

Other major operations:

o BIMBMEORA. LT (B AREDFHEMAR)

. TEIRZRMEL - MO ER SV L BEE
v R—RA—pH—

. fiiT R v 1ICcD
- RISV OHER. TEELYE v PCI
- AVTSUN. BHORE v RTINS
- EINBORDR. BEAHAXDRE(RED=HEEL-E5) . B o REE
- FERERHE.BHOEHL v NIRRREETE fail
- W&, BWMLR(hRMHE) v AIRRBAENE AT
. fliep v BHEEMN
- IzL . Aot
. fiitk v IERICILERIM
- FEEL&. EHEBMOER, RE . SR
- BWkE v SELFT

Cost structure of Medical device distributor in

Japan

Selling and Administration Cost

Cost of support for safety

Selling and receiving order + Delivery is 58%

use of medical device is
33%

) Other
Maintenghce 2 \
_Maintenance \
6%
Inventory
control at Selling and
hospital receiving order |
\ 13% 42%
" Giving \
information on //'/
site ) /,/' ) / \
7% Device and \
A instrument \
\\ rental \ \ 4
A / 7% Delivery \ g

16%

« 1t =Y FHERFTEERE (L2780
- BEERRERFTEERE 1,604EM

___________________________________________

* EKHHMRERTEERZEEL TSR (671)
A FRSFERERAERBBRERBRT 7 —bRUSHEY

« Selling and receiving order includes
Sales promotion, Order control, Inventory control,
Invoice, A/R control, etc

« Delivery includes

Daily routine delivery. Delivery on demand,
All cost related to delivery such as personnel cost and fuel
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Comparison between Japan and Europe (Germany and

France) for background of medical device distribution.

- —

e =2
Japan Europe R
*  Medical *  Medical « BATHEMARZHRTEENITOTLS
devices are devices are D, BARD ZLDEEKBEICIXFEHRIER
distributed by sent from D&OIGEMMERTIEOKEEEET
Pacemaker Distributors. manufacture BEPIAL . R EE I AR ELIE-
r TWAIENER

e Support for
safetyuseof ¢ Noneedfor « FRMTHEAISDEEFERAZIENTEL

medical device support to DE. EBFIHBEHSN TS, BRRIC
by distributors use devices AR w) X (EHf, £z(EaATHIL)
are very safely. AN AV3Y iets)

common.
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Positioning of 4 Ethics Rules for Medical Devices

for Establishment of Fair Business Practice in Japan

1. The Code of Ethics (JFMDA)

2. The Charter of Business
Behavior (JFMDA)

3. The Promotion Code of the

Medical Devices Industry in Japan
(JFMDA)

4. The Fair Competition Code
of the Medical Devices
Industry in Japan (JFTC)




Ethics Rules & Guidelines in Japan

1. The Code of Ethics (JFMDA)

2. The Charter of Business Behavior (JFMDA)

4 Ethics Rules
(JFMDA/JFTC)

3. The Promotion Code of the Medical Devices
Industry in Japan (JFMDA)

~N

[ 4. The Fair Competition Code of the Medical
Devices Industry in Japan (JFTC)

1. Transparency Guidelines

~

2. Guideline for Medical Devices’ Advertisement

5 Guidelines 3. Guideline for Medical Devices Exhibition |
(JFMDA) _ Under Application for Approval )
, 4. Guideline for Personal Information Management |

5. Guideline for Donation to Medical Society

History of the FCC Establishment

2012.4

Rules on Food &
2001.4 Drinks provision is

implemented
Rules on Kashidashi 'mp ‘
(free rental of ‘

Medical Devices for

product evaluation) . 2015.4
is implemented Rules on Training
for HCP is
® 20104 implemented
Rules on Tachiai
(Operation
() Observation) is
1999 4 implemented

. FCCis
JFTC is implemented

establishe -
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