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The Strategy for Marketing
Approval of Medical Device

Program in JAPAN
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What is PMDA? (PMDA> TYa] ? )

@ Pharmaceuticals and Medical Devices Agency
Established; April 1, 2004
@ PMDA is Japanese regulatory agency, working
\together with Ministry of Health, Labour and Welfare. Y,

I Securing Safety . l Three-pillar System
and Efficacy Review Unique to Japan
Reduction in risk

Japanese ?‘ PMDA’s “Safety Triangle”:
citizens Comprehensive Risk

Safety Sl Management through the

Continuous risk for health damage
mitigation efforts caused by adverse

Gy | Three Functions
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Agenda

@ \What is “Device Lag” in JAPAN?
BERDT/INARZT &L

@ What is Medical Device Program in JAPAN?
BRIZEITEHTRTSLERKREE?

@ Common Misconception about Medical Device Program.

JOJ S LEEMIOHYMNLEREL

@ New Procedure of Medical Device Approval.
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What is “Device Lag” in
JAPAN?

BARDTINARTT &I ?



Common things of “Device Lag” in Japan

/Why can t you use this device in \

Japan? \
The US doctors can usually use it!

How long does PMDA need to

approval it?
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Huh..
K°. The device have not

6
\ 3 ‘ applied yet.
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There is NOT a lag of the pharmaceutical
approval period between Japan and US

(BXBEOHRBERICEL™>T > 1)

FY2014 FY2015 FY2016 FY2017 FY2018

Development lag
B 7% S /5 1. 2 O. 38 1. 9 2. 0 1. 4

Approval Iag

Device lag
7/\4279 \1. 2 0.8 1.9 ] 2.6 | 1.4

: : (vears)
Difference of the pharmaceutical approval

application time (New medical device)

(BRENDRFBFHDE)

Difference of the total approval
period between Japan and US.
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“Development
time” affects




What is Medical Device
Program (Software as Medical

Device) in JAPAN?
ARIZHEITHTAT S LERE
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Which one is Medical Device Program in JAPAN?
ENDTOTSLEEMFETLLED ?

A Spread Sheet Software A Health-tracking Platform =. e~ oleco e
(e.g.:Microsoft Excel) (e.g.:Google Fit) A Remote Patient
Management Platform
(e.g.:Sharesource/Baxter)

Ende 8RAIN

Q)

A Systematized Collection of
Patient
(e.g.:Electrical Medical Record )

Non-invasive Assessment of

Coronary Artery Disease Al-Equipper Colorectal Endoscopy

(e.g.:HeartFlow FFR.; /HeartFlow) Diagnosis Support Software
(e.g.:EndoBRAIN-EYE/Cybernet)



/Medical Device Programs(7 8% 3 L E%’E*ﬁé%ﬁ)\
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_ Non-invasive Assessment of
A Remote Patient Coronary Artery Disease  Al-Equipper Colorectal Endoscopy

Management Platform (e.g.:HeartFlow FFR Diagnosis Support Software

(.g.:Sharesource/Baxter) /HeartFlow) (e.g.:EndoBRAIN-EYE/Cyberne)
/NOT Medical Device Programs [ A

A Systematized Collection of
A Spread Sheet Software A Health-tracking Platform  patient

Q}.g.:Microsoft Excel)  (e.g.:Google Fit) (e.g.:Electrical Medical Recordy




/Medical Device Programs

The software be intended for use in the
diagnosis, treatment or prevention of disease in
humans or animals, or intended to affect bodily
structures and functions of humans or animals.
ERDOE, ZHME~ADFT S E THézsiz D E 2 FIk

Pharmaceutical and Medical Device Act; PMD-Act (Act implemented on November 25th, 2014)

A Remote Pa
Managemen

Cg.:Shares

/NOT Medical Device Programs

The software Not be intended to

diaghose human disease |
A Spread Sheet Software A )

\(e.g.:Microsoft Excel) (e.g.:Google Fit) (e.g.:Electrical Medical Recordy




Common Misconceptions
about Medical Device
Program.
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Clinical sites don’t like that....
CARTRT S LIEEBRKTIED L
v'Compared to conventional treatment, there are no

benefits to use a program.
BREDABERIIHLTIOYSLEFERAT HIRR T ybH A

—>There are no advantages for patients compared to

conventional technology.
SHERFAMELLERL TRBITA) YA

v'"No matter who looked, the useful of target patients does

not be clarified.
HENARTELRNREEA~DFRMENBELLSNTEL

—>No one knows, if using this program, who is happy?
SCDTAT S LEDDO-0HNFER(TELID MO B



-
High Sensitivity, but

Low Accuracy
k(EAU}E?:“(#J:(’CIEE?)%E\,L\)

[ Be all mixed up! (_% i
(RTEEN Y A) Intended use is beyond

program’s ability
(TRTSLOMEREZEEZ f=i#
\JLZE(FILELDET D) Y,

Without Versatile h

Program l
CRAMN NIRRT SL) ”l

Custom-made

(RFEDEELME
(ATELY)

That’s too bat! }
K 14




The important parts about developing medical

device programs.
EEMAR IO S LRARICEELRS

v' The Development Concept or Clinical Needs is clear

(BRI TR LLIIERER=—XHBAEIZ/E->TLVS)

v’ Have Data Integrity (Completeness, Accuracy, Consistency, Safety)

(T—2OT LR EREE-BEE-T2H)1HD)

v The Versatile Program
GCRAM HLSTAI I LITIEOTLND)

v’ Considering the Risk & Benefit of Clinical Use
(BRER LDV RIOARRD4INEBEEZTLND)
e.g.: Not only “Doctor’s perspective” but also “Patient’s perspective”

Bl EER B #R7ZIT TR BB BRTHAIL -




New Procedure of Medical
Device Approval.
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General Approval Process (—gi&ZE7n€R)

" 2 Partial Change :
Inltlal(*ﬂ@ﬁﬁﬁ a8 (_%Bﬁgﬁ_‘?\%EEEE% Partlal Change
Pharmaceutical Pharmaceutical Pharmaceutical w2
Submission Submission Submission
. Jl EEIE 4 J Review . J, Review
i = = we Xy - e 20 st
T Approva? FH# Approval FEH Approval e

New Approval Process (#HLLWEBRIO+R)

itial IDATEN Minor Change
WL (IDATENERES (BMEEE)
Pharmaceutical |mprovement Minor Change
Submission __ Design within —  notification ..
\ Review Approval for No Review
Approval Timely EXxL
Y Evaluation and
FHkl - NOHCOSt
— Notice FHEEL




PMDA established Office of SaMD!
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https://www.pmda.go.jp/

