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Japanese Initiatives to Promote Medical Device
Development: Lessons Learned from HBD Activities and
Future Expectations for Japan

Yuka Suzuki
Clinical Research, Innovation and Education Center,
Tohoku University Hospital (CREITO)
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The Transition of Medical Device Regulation in Japan

(Device Lag and HBD)

BEODEEHKGZREHDEE (F/84 X7 £HBD)
The 1990s: Dawn of a New Era for Medical Devices
1990 #FHT-LEEESBRIFRKOERT

Andreas Gruntzig (1939-1985)

In 1977, the catheter he invented succeeded in the first
clinical trial in human coronary arteries. It was the first balloon
catheter for coronary artery dilation, a treatment method that -
gained widespread adoption due to its low burden on the
body.
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2000s: Technological Innovation and A Rush of Development

200018 HTEMEREFET v a

. The Rise of Endovascular Therapy (Drug-Eluting Stents, Stent Grafts...)
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« High Resolution, Evolution of Imaging Technology = &RE. BEREMTOEL
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« Japan has many patients for whom open surgery is difficult,
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Actualization of Device Lag

TNARXF7 7 DIETEL

manufacturer-made aneurysm stents remain unapproved in

yet even now, eight years after approval in the US,
Japan.

JAPAN-US HBD East 2025 Think Tank Meeting
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Development Overseas Leads the Way, Japan Follows it.
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Actualization of Device Lag

TNARXT7 7 DIETEL

« Why has this situation arisen”? Japan's device approval process is complex,
clinical trials are not covered by insurance making them costly, and both
companies and government agencies lack sufficient staff. For example, the
number of reviewers assessing medical devices is less than one-twelfth that of
the US. While Japan's independent verification of safety and efficacy is
meaningful—preventing the misuse of devices or drugs approved prematurely
iIn Europe and the US that later proved ineffective.
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Actualization of Device Lag

TNNA X7 DIETEL

* Nevertheless, it's unfortunate for Japanese patients if it takes years t

O aCCesSs

standard global treatments. Beyond the stent, numerous medical devices and
drugs used worldwide remain unavailable only in Japan. Similar to finance and
economics, the approval systems for medical devices and pharmaceuticals

require globalization, based on international evaluation.
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How was Japan that the year HBD was established?
HBDERIIDFIZARICE > TEALBFE?

December 2003: HBD established HBDZ%3r
December 2005: Launch of global clinical trial planning through DES
DES7%# & U7-ERFEEREREE. g~
Japan‘s Situation HZARDIKR
[Organizational Structure]
1997: Pharmaceuticals and Medical Devices Evaluation Center (PMDEC) established
EEmMERRBRERE L X —&
2004: Pharmaceutical and Medical Devices Agency (PMDA) established
(enhancing consultation systems) & REE#IR G AMEERT (BARFEOTE)
2005: Revision of the Pharmaceutical Affairs Law 3EZE520E
- Manufacturing Approval, Import Approval — Manufacturing and Marketing Approval
(Clarification of Distribution Responsibilities)
SUE AR, BIAAGES>ELEIRGEARE (@D EFEDRE)
- Issuance of Medical Device GCP Ordinance (International Standard)E &%z GCPE S #H H
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What kind of year for Japan was the year HBD was established?
HBDERILDFIFHAFICE > TEALBRE?

2009-2013: Action Program for Speeding Up Medical Device Reviews
EEEZROBERARCT a7 R T LA
- Strengthening the review system (Increased reviewers: 39 — 104)
BEAH OB (BEEEE 39—-1040)
- Development of review standards, etc. EEEEZEDIER
- Increased review fees EE FHFEEE

2014: Revision of the Pharmaceutical Affairs Law

(Revision based on the characteristics of medical devices)
HEEAWE (EEMESEORFEZ R X X 7-80E)

The entire medical device industry was in a situation of lacking expertise

since it was a transition period toward a scientific review system.
RZERN L EBBFANOBITHRICH U EREGREREEDERITE DR
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Medical Device Review Division Review System
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Note: The number of medical device reviewers in the

United States is approximately 300 to 400.
KEICEITAEERZROEETAEIZ300A~400AIRE
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Estimated Device Lag T/SM X7 7 DRE
Pl Fvat1  Fv0t2  FY2003  FYa013

Development Lag

(Note 1) 1. 3 years 1. 8 years 0. 3 years 1. 2 years 1. 2 years
Review lag
(Note 1) O. 5 years O. 2 years O years O years O years
Device Lag (Note 1) 1. 8 years 2. 0O years 0. 3 years 1. 2 years 1. 2 years

(Note 1) Development Lag: Median difference in application timing between Japan and the U.S. for new medical devices newly submitted for approval in
Japan during the fiscal year *Figures for FY2010-FY2012 include new medical devices approved during those years, some of which
involved partial approval changes HFEICEAN THHRARBRRB S NIZHHEBRRZRICOWVWT, KEICBIT5HRERKHLOEDH
RME TSl FPR2Q2FE~FRAFEDOHIEIL. —HE %%; 7& 2UHRFEICARL 7‘_*)?[%:‘1%%%%0) 18

Review Lag: Difference in total review period (median) for new medical device approvals between Japan and the U.S. during the fiscal year (calendar
year for the U.S.) *Comparison assumes equivalence to the U.S. period January 2013—December 2013 (14.3 months) (using data
from “CDRH Performance Data Action through March 31, 2015”). However, for FY2013 and earlier, comparison assumed
equivalence to FY2005 (14.5 months) in the U.S. H X EE CKEIZES) (ZHI175H K 00 37 B B 32 00 3748 AR SR 0 A 5 25 A

(FFRfE) mE XKEDFEM25.1~H25.12 (14345 B) LRAFELIRE L’Cttﬁx ( [CDRH Performance Data Action through
31 March 2015] D7 —%%EM) 77/2L. FH2SFEUFIHEKEDOFRITFE (14545 B) RZFCRE L THER

Device Lag: Sum of development lag and review lag FIF 7 7 L EE T 7 D

(Note 2) In the Third Medium-Term Plan and Collaborative Plan, to enhance predictability of reviews, the review period target was changed from the
conventional median to a target based on the 80th percentile. 25 3 HiFRHAGHE X MBp@ETEICE WL TIE, BEEOFREMEZEH 5 7-
W, BEPFEBESRTELZRROFPREN S8 0% XA IETOEE~NEEE LT,
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[Japan at HBD‘s Establishment HBDEXIIE:D HZAK]

The entire medical device industry was in a situation of lacking expertise
since it was a transition period toward a scientific review system.

RZENLEBEEBERGANDOBITREICH ) EEESREREENDRERTE DR

The Height of Device Lag 7 /34 X T 7 £ B%HA

* Japan, with its large market and high insurance reimbursement prices, was one of the world's
most attractive markets MiHZHNKE L REBEEMEL S VEHRIIER TELEHOB I H 55
« U.S. companies eager to enter Japan marketearly HARIZE < S A L7z W KEDE

« Understanding the roles of industry, government, and academia is essential to introduce
innovative medical devices into Japan.

SHNEEEIRZ HARICEAT 2 7-OICIIEBFOREIOEEN NE
« Reducing Japan-specific requirements to accelerate prompt introduction
HAFEOERSBIEZ RO L TEARRLER S
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[Japan at HBD‘s Establishment HBDZ%3iL
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The Height of Device Lag 7 /31 X 7 7/ 2B

« A system designating medical devices requiring urgent introduction (Early Introduction Rewew

Panel for Medical Devices with High Medical Needs, 2006-)

teE T EIE (EE-— X050 EEER%E B HE A RTT22006E~)

 While progress has been made in resolvmg review lags, challenges remain in addressing
developmentlags. BEE 7 7 IIBRDHEHEN - - 7ch. BHEZ 7 OFEEITE

%

BRICEADNMBL EREER

Need understanding and mutual cooperation among industry, government, and
academia to utilize innovative medical devices appropriately and share the

maximum effectiveness and safety of the devices with the public.
ESISS

= HTHY 75
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Role of HBD HBD)&E

Global Clinical Trials as Proof of Concept, Problem Solving
POC& L THOEBEHRIAER. RERRR
- Providing a Pathway to Resolve Development Lags R 7 7 BAR~NDROICE S

« Japan's Situation: While experience is limited, factors include the establishment of consultation
systems, GCP Ordinance, and the existing capability to conduct global clinical trials.

EIZIKUNK/R THE %‘f@ XE. GCPESL L, BREII VDT VWH oD, ERHERIRERA TE 200

JAPAN-US HBD East 2025 Think Tank Meeting

Frank Exchange of Opinions Among Industry, Government, and Academia in Japan
and the US HXODEEZFOXRELRRRHE

» Fostering awareness of challenges and mutual understanding through Town Hall Meetings at
Japan-US academic conferences

HXZFETDTown Hall Meetingd Ee % 18 U 7- REEH & BAEDEER
* Fostering mutual understanding and trust through Think Tank Meetings
Think Tank Meeting|Z & 2B 5 I & (Z3E14E DEERY
« Ongoing activities through regular meetings (teleconferences)
THI—FT 47 (FLAYV) IT&DERNAES
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Industry-Government-Academia Collaboration Forum
(Town Hall Meeting) EEFEEDIS

F4E BARLMEHT—TIVAEERFSR 2004.9.23 &8 [ERBBORKIEE]

%420 BHAAIEHRFS 2004.10.6 & EHEEFORKHER]

CCT 2004 2004.10.22 #F Review system of Medical Devices in Japan]

22nd Live Demonstration in Kokura 2005.4.14 /N& TH ADEERDIRIK]

F14E BARLDMEA F2—R2I 3 V%4 2005.6.16 THADARBROIRIKI

%50 HADLDMELT—TILERFS 2005825 RR IHBDDEHE]

F19E BHREFS 2005.12.10 KXk EEEBERABROERN—FEF /43> (GHTF) OEHREZTDEE (HBD) |

NPOZA TRIRw bT—% 2005.12.15 #E T3 LLVABRZEDORFE ERERKIZTDOLTI
24th Live Demonstration in Kokura 2007.6.3 /N& D E S M BARIZH |1 B B ER A

EILE#EEIF— 2006211 #F [REEZEETEOERE
700 BAEBHIFES 2006325 KYHHMT., LYRLHE
%50 HAWEIMMEAEFSR 2006.4.15 TR L—X L EREE
$F120 BAMERAEFRMRE 2006630 BE IEHEMED
%22E HAREEOENEGEFESR 2006.11.18 fES MMkiiE]
#6E HALDMEHT—TILEEFS 2006.11.25 [ARBTH

$£36E BARIVREZSR 2007526 R TMEFHLWLI VRT/NA R

E6E BABIKMEARESFS 2007.6.16 [C A SDIFFERZIZDLNTI

% 2[E Japan Endovascular Symposium 2007.8.28 BRIR [EFEMEFDOERARERETDRK EFRE ~RIELERERMRZ FDIC

$F23E BARKMBEMEREERFS 20071117 [HLWOWTNAS ROERBERE THEYGFEREED-HIZ)

%1[E] Japan Endovascular Treatment Conference 2008.4.11 =& 0D BHAE A (Z [ (+1=H Y $HA

25th Live Demonstration in Kokura 2008.6.1 137 L (\DESO&ZREZE]

F 70 BAHEMMIEREFSR 2008.6.13 [RT 2 IR —ITEROIZNS—|

J-DESSERT ¥ w9 #4I73—F 1 >4 2008.7.13 I ERZEERMZEDEEH]

%240 BARHROENEEFSE 2008.11.15 [EEBBORIAEE —SHOEZE—)

¥8EH BHADLMENT—TIVERFR

2008.11.25 TDES/BMS D ER R A ER 123 4 HSPMDADE Z 75 )
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Achievements from HBD activities HBDEENAH7-5 LFE-FKE
Major vascular stents approved in US & Japan

US study + small
Japanese stud
Foreign*** study

Foreign study

Foreign study + small
Japanese stud

US study + Japanese
stud
Foreign study

MRCT (US, Japan,
German
MRCT

MRCT +Japanese study

MRCT (US, Japan) +
Japanese study

A _[oA[auwsi222 20070550 (20030013 (20040504 | 36

Achievements 75 L7=pER |

» In the cardiovascular field, application lag has been
certainly reduced.
BIRZFREICE T, BE 7 7 A EEISED

» It wasn't said only companies participating in HBD
activities reduced application lags.
HBD/EENICSI L 71T D REE 7 7 DR - 7
DI TIER WL

» HBD has led to the normalization of global clinical
trials. HBDA'EIBRHFRRER 7 —fx{t ~E 7o

»HBD related product
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What truly proved effective in eliminating dewce lag?
TNARZTDBEICKFEICURDH > =D ABDH ?
What did the many measures bring about? %< OEERMAH7=HL7=HDIZEH 7

1.  Widespread recognition (awareness) that device lag exists and must be resolved
T/\4X7775‘%5 t ﬁq:/j%—g_/\gfji)%) tbr_<nbn_ljz ( %D)

People are responsible
When people (and their recognitions) change,

the situation changes dramatically
2 HBoTVBDIEA
(&) PELNITRREEIREEDDS

3. Promoting mutual understanding #8E B D2

Blaming someone/something — What can each party do from their respective positions?

OO EBEWN — ZINENDIAUZFTTESZ EE AL
L
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The Difference Between Device Lag and Device Loss
TNARZTETNAZARDIEL

Device lag and device loss both refer to situations where medical devices developed overseas
are not introduced in Japan, but their causes differ.
TNARZTETNAZRAXFWINEBATHEINZER#ESZPEARICEAINGZ W
12, TDRANER S

Devicelag 7T/X14 X777

* During the device lag experienced in the early 2000s, Japan's insurance reimbursement
prices were higher than in Europe and the US, and its medical device market was the
world’s second largest, leading to strong corporate interest in introducing products. 2000
FRBIFISRERL72TNA X T 7 DOKIE, BADRBRERMISIIHAKL Y &L, EFEERSR
miZHHER2MTH Y . BREIDEAENRITIED -7

« The origin of device lag lay in the review system’s inability to keep pace with demand,
leading to extended review periods. However, while administrative system improvements
were underway, the lack of sufficient understanding among overseas companies regarding
Japan’s review philosophy exacerbated the device lag. EEAG| OEFHIFEIE VLT H
3. BEHBOERNVELCTZONTNNAXZ T DRIGIZH DD, ITEU OEF A IALIT
L TITONDIRADFR T, BALRENBEAOEEDZEZ AZ THEBETET LW LA
TINART 7B I
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The Difference Between Device Lag and Device Loss
TNARZTETNAZARDIEL

Deviceloss T/ X O X

» Declining appeal of the Japanese market (lower insurance reimbursement prices, yen
depreciation, etc.) HAMZOBEAHMET L7-Z & (REBEEEMELNEZ V., AEE L)

« The primary drivers of medical device development have shifted to academia and startups,
leaving them without the capacity to plan for global development (especially in Japan, a
market lacking appeal) from the outset. EEEBEXDOFEN T HT I RX—FT v
JICEBLTEY, ARV, 7 O—NILEKE FICHENEBI0RWAARTORH
¥) ZETET 2RNDHE N

Device loss cannot be resolved using the same methods as device lag.
TNARZTERBUBETCTNARARZBRT B LIFTERL
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JAPAN-US HBD East 2025 Think 'VVhat can be done to address device Ioss’?

TNAZAARFRICAITTTESZ L E[H?

1. Since "Japanese patients have fewer medical options available,” wouldn't it be
good if appropriate options could be presented?
— Develop inovative products in Japan to provide options.
[BARDBENZIT ONDEFEOEREA DG GD] 2T, BYLERKNE
RCENIETLVDOTEE B WA-EFNAEMmZ HARATHET 5 2 & TERKZRMH
A) Translational Research Promotion Center (#&:E L i iE#LA)

BENOREMEOHVARFRRECHRRE 50 =— XK & —XDHIE - R U
KRB, SERRBR~DENZE CER~OERILEXIET 2 ALEERT (1144

B) Medical Start-up Support Center (EEZRAZ—F7 v ITXiE) 404

C) Core Clinical Research Hospital (E& KT #%5m5E)

BN TEEMCERKSRECLEGRRMECEMEELGRZHET 5O ILKEIZHE
Skt (1644R8)




S TRNVER. A .

AR

JAPAN-US HBD East 2025 Think -What can be done to address device loss?
TNARAARBERICEITTTEAZ &I MAH?

2. What can be done to make it easier for overseas companies to enter?
BNEENEALRCT KT H7BDICRAINTE SN
PMDA7 > > k »D.C.EXPFr (PMDA Washington DC Office)

Asia Traning Center for Pharmaceuticals and Medical Devices Regulatory Affairs in
PMDA

3. Is the environment for medical device adoption optimized?
EEEBEADREIIRBELIN TS DN,
DCTFIC L 2aBRD3nEAM., BEF LD RERDOHEE




Discussions that assume the status quo won't change won't lead

to change. Could we find a solution using the industry—
government—academia collaboration cultivated through HBD...?
RIRZZZABVER CiEm L TOLWTIEED bR LY,
HBD T - 7 EBZRDEE TR RAODAROZE A DT oL LD -

Pooling the wisdom of industry, government, and academia, we will

save patients worldwide through HBD!
EEZ0OMEZEEL, HBDICKWHROEEZ IS !




Thank you/Questions

Disclaimer

This document was produced by the HBD steering committee. There are no restrictions on the reproduction or use of this document; however, incorporation of
this document, in part or in whole, into another document, or its translation into languages other than English, does not convey or represent an endorsement of
any kind by the HBD steering committee.

Copyright 2025 by the HBD steering committee.
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