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1. Key Points for your Development Strategy in Japan

| Japan’s Advantage

W 2"d largest market of Medical Devices.

: P
B ALL citizens (125 Mil.) are covered by NHI. 71
B All medical devices are covered by the NHI )

in principle and no HTA before the inclusion. g n/

B Regulations are harmonized internationally.

B v, /
B Hospitable support for venture companies. WJ—’J‘("‘
Vil

A Key for World-Wide Development
of Medical Products!



H | 2. Strategy Consultation

B trtuhrrabu - Develop strateqgic plan in Japan -

| Regulatory Science Consultation on R&D Strategy

B PMDA supports the establishment of an exit strategy via Regulatory
Science (RS) Consultation on R&D Strategy.

B Facilitate the development of medical products by developing a more
reliable roadmap. PMDA offers 90%

discount to
venture companies.
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3. High Predictability of Review Process

| Regulatory Submission and Approval Process

B In the medical device review process, review team reviews the data
submitted for a product.

B During the process, the reviewers exchange opinions with external
experts to enable more highly specialized reviews.

B Could be approved without Clinical Evidences or with Registry Data.

-

Approval

Inquiry/Response # ‘ Filing of application

) Minister of Health,

Review Labour and Welfare
M report Consultation
Expert
Discussion Pharmaceutical Affairs and
J Food Sanitation Council 4
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| Medical Device Classification and Regulation

B MDs are classified into 4 categories (Class | to V) according to risk level.
B Pre-market regulatory process for MDs differs depending on the

classification.
s v CE Ty
i i i Class | Class I Class Il Class IV
Classification under PMD Act General Medical Devices Controlled Medical Devices Specially Controlled Medical Device
A Certification by registered - N )
Notification to PMDA certification bodies Approval by the Minister of MHLW (based on scientific review by PMDA)
Devices that may pose an Devices that may pose a Devices that may pose a Devices that are highly invasive
extremely low risk to the human relatively low risk to the human relatively high risk to the human and thus may pose a
body in case of a malfunction body in case of a malfunction body in case of a malfunction life-threatening risk in case of a
Examples: Examples: Examples: malfunction
¢ In vitro diagnostic devices ¢ MRI system ¢ Dialyzer Example:
o Steel made small devices ¢ Electronic endoscope © Bone prosthesis © Pacemaker
(including a scalpel, tweezers) ¢ Ultrasonic system ¢ Automated external defibrillator © Artificial cardiac valve
® X-ray film » Dental alloy (AED) o Artificial breast
© Devices for dental technique © Mechanical ventilator © Stent graft

* Classes | — IV correspond to GHTF categories (Class A - D) °
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| Medical Device Review Times

B PMDA ensures a more predictable review process by achieving review
time of 14 months for new MDs, and 10 months for priority review.

Total Review Time for New Medical Devices (Standard Review Applications)

percentile 80th 80th 80th 80th 80th
Total review time 12.0 11.1 10.8 11.9 12.0
Number of approved applications 36 27 29 33 19

Notel: Values indicate the data for approved applications that were filed in or after 2004

Total Review Time for New Medical Devices (Priority Review Applications)

percentile 80th 80th 80th 80th 80th
Total review time 8.3 7.3 8.4 8.9 8.8
Number of approved applications 2 3 2 1 2

Notel: Values indicate the data for approved applications that were filed in or after 2004
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| Accelerated Review Systems in Japan

B Japan offers various supporting schemes for R&D companies.

Conditional Approval

Type Area Product features
Expedited review In a particular situation requiring expedited review
Designated as:
Priority review 1. Orphan
2. Apparent improvement of medical care for severe diseases
Any product . .
cateqories * Innovative medical products
categornes » For serious diseases
SAKIGAKE * Development & NDA in Japan: The NDA submission being the world’s
(Forerunner designation) first or simultaneous with other countries
» Prominent effectiveness expected based on non-clinical and early
phase clinical study data
s Early application through confirmation of a certain degree of efficacy

and safety in clinical trials other than confirmatory clinical trials

Medical Devices

* High clinical needs
= Balancing the pre- and post-market requirements

Conditional and Time-
limited Approval

Regenerative
Medical Products

» Based on the clinical data from the limited number of patients, efficacy
is predicted in a shorter time compared with the conventional process.

» Early-phase adverse reactions, etc. can be evaluated for safety in a
short period of time.
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| Utilization of RWE to Evaluate Clinical Outcomes of Medical Devices

W Utilization of RWE through pre/post marketing phase is often effective for
development of MDs required repeating improvements and MDs for orphan disease.

Source of RWD Purpose of Utilization in regulatory use

® National / International
® Academic/ Sponsor
o Procedure/ Medical Device o External control of clinical trials

........
____
.

< 9
— s e . .. .
b f : e Primary data or complement of clinical trials
. Patient Admmlstratlve
“.. Registry .~ Clalm . . .
. : Efficacy and/or safety evaluation of conditionally
% @. approved items
' % .
:  Medical : : Mobil : o Post-marketing surveillance for safety measures
. Examination” obile

“.  data . “.Technology.



ﬂ | 4. Internationally Harmonized Regulations
s o o - Acceleration of International Development -

| Multilateral Cooperation
B Cooperate with international harmonization frameworks for MD regulations.
B Multilateral cooperation will support the expansion of MDs into international

market.
ﬁ- International Medical Device
: & IMDR _
)C'CH N -y D Regulators Lo NCAR Secretariat,
Vice-Chair of MC, Pe ) g JVE Chair and Secretariat (2025-)
EWG rapporteurs A A /" 7 . :
- it — -
@ICMRA st Japan is the founding member of IMDRF (GHTF) and ICH g.}{ﬂ World Health
e Y — NS Organization
Vice-Chair ,‘ @ N ——
' ; Japan's medical device
A) r g M approval system is a
ép“;is / /\ model for WHO
4 e

.f‘ . . /—
' Q &= -~ i
Cha @ ~—= Global Harmonization Working Party
MEDICAL DEVICE SINGLE AUDIT PROGRAM air Asia-Pacific GgHwp Towards Medical Device Harmonization 9
Economic ion
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s o o - Acceleration of International Development -

| Bilateral Cooperation

B Promote regulatory reliance including review and post-market safety
through bilateral cooperation between two countries.

* E%E&heanuh‘ilon
> EMA> European Union g:giaig-aganada,
g B =3
S\ EDQM; the Council of Europg\"MPA\MFQS \ é

ChP. "~ Japan

China Taiwan FDA,
SFDA ia \‘ y aiwan
_ SFDA; Thai FDA,' -, J Vietnam,
Saudi Arabia Sland
Th\gll\landw n,}\%

i NPRA, Oy HSA,.
z Malaysia%'(_s‘i‘riga;iue_
AZ Y.

Indonesian FDA,,

Indonesia TGA, «
Australia
o /J’
As of Aug. 2021
* Confidentiality Arrangement signed A\ Cooperative Arrangement signed
_ Joint symposium held ACooperative Arrangement on cooperation of pharmacopoeia signed
Il PMDA staff stationed at the agency &Cooperaﬁve Arrangement signed between

10

the Interchange Association of Japan and East Asia Relations of Taiwan
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- Acceleration of International Development -
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| Examples of countries/regions which recognize Japan as
reference country [As of September 2022]

Medical
Country/ S Popqlgtion* Devices Market
region ystem (million) _scale
(2022) (billion USD)
(2018**, 2020+ *+%)

Taan | Reduton ofdocumens o quaty mansgementsyserns o1 | g9,
Singapore + Accelerated medical device and IVD review (2010) 5.6 2.0
Malaysia * Accelerated medical device and IVD review (2014) 32.6 1.4**
Mexico + Accelerated medical device review (2012) 126.0 54.0**

+ Acceptance of QMS investigation results in Japan for
India medical devices and IVDs (2015) 1417.2 48.9**

+ Exemption from conducting clinical trials in India (2017)
Australia + Accelerated medical device and IVD review (2018) 25.8 4.6%**
Thailand + Accelerated medical device and IVD review (2019) 66.1 14.7**
<Source>

* https://www.mofa.go.jp/mofaj/index.html ** https://healthcare-international.meti.go.jp *** https://www.trade.gov/ **** https://www.statista.com/

Not only providing review reports PMDA supports these RAs by responding to their queries!
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| Take-Home Messages

» Japan is the world’s 2"d largest MD market.

» All citizens are covered by the National Insurance System.

» PMDA provides generous development consultation and discount fee for SMEs.

» Product review is completed within a standard period with high predictability.

» Expedited/priority review is applied depending on the characteristics of MDs.

» RWOD during pre/post market stages can be accepted.

» Regulations are internationally harmonized, and many countries use Japan as
a reference country.
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| Information about 30-minute free regulatory consultation at meeting room

t
GGGGG

MR11
#MR15
MR12

Please send your meeting request to pmda-md-intl@pmda.go.jp or
via medtech app with specific questions and a preferred day/time
If you are interested in having a private meeting with us.
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Thank you!




