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SR BRI B B A RIS € (PMDA-ATC Medical devices Seminar 2018)
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b ~ JER% ~ B0 ~ & ~ HIe ~ BT ~ &h0fr - 2360 - W~ - HEEw
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H ARS8 117 BUA N B 48 o B SRR 25 &% &t (Pharmaceuticals and
Medical Devices Agency » T PMDA) Z ZEBBE G H KEA 5B A
(Ministry of Health, Labour and Welfare > 7@ : MHLW) » $FHEARHA H AR
b BB B A S AR R e T BT R i A R
HARRHES SR - MR AT i SR e 2 &5 HBEHRARIERCR - &
{557 i H A B EEs A E AR - JRE 2010 2018 PMDA BUFRES e tf T B TR RALTST
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BB G E SRR s A B T AR B B B AR B K A T 1H) - R
GfE REESRAAF 8 - IR & AR -



(—) T
HE A B A A R S B E R A m A RIE A S > 2 2018 £ 11
H 11 HEEHAER 5200 2018 PMDA BUFREEfRtas i £ EHRRESIGRES S & - At
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2018 PMDA [HFE B ststt £ B RISk & HAZR

1 HAsT# BT B AR i e R

2017.11.11 | BE(BIE->HASED

2017.11.12 | 2412018 PMDA ER[EEEHEs | 2018 PMDA-ATC Medical devices
~ M T B MR | SR ) Seminar

2017.12.16 HhEL : HA R
2017.12.17 BIE(HARR->E0)
()i
AR SR E ~ HIE - EARrEn ~ JEEREE -~ mIF - togEFERILAIE -

SE
EARE ~ BN~ B - B EIJE ~ BTE - L ZRE BT AR
HHEEfEnd R BT 17 (#EI% - 3225 A > Btdoral > Hor Ry 54 > DIOEES
Bl & Z RO > el e H SRR TR

1K1 H12H)

09:30~10:00 Registration

10:00~10:15 Open Ceremony,Photo Session

10:15~10:30 Seminar Outline

10:30~11:00 Qutline PMDA

11:00~12:00 Regulation, ordinance and current effort for medical
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device 1n japan

Lunch

13:00~14:00 Review and approval of medical devices
14:00~15:00 Rview of software, categorization of software as
medical devices or not,etc.
Break
15:30~17:30 | Introduction of regulations by participants
18:15~ Friendly get-together
B2KR(A1LHI13H)
10:00~11:00 Review of reprocessing system for single-use device
11:00~12:00 Overview of reviewing for additive manufacturing
technology, included three-dimensional printing,
and customized patient specific devices.
Lunch
13:00~14:00 Consultation-from developing medical devices to
getting marketing approval
14:00~15:00 GCP/GLP inspection for medical devical
-GCP 1inspection
-GLP 1nspection
Break
15:30~16:30 Quality management system for medical drvices
16:30~17:30 Standards for medical devices
FI3IR1 A14H)
10:00~12:00 Review and approval of IVD
Lunch
13:00~15:00 Group work on review of medical devices 1
(Review cases requiring discussion on clinical data,
and so on)
Break
15:30~16:30 Registry system for medical devices

-Registry system for post-market surveillance
-Consideration for registry system(International
Medical Devices Regulators Forum(IMDRF) registry

working group, Clinical Innovation Network(CIN),and
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SO on)

16:30~17:30

Introduction of Harmonization By Doing(HBD)
activities-Collaboration with Food and Drug
Administration(FDA) in the U.S., MAHs and Academic

parties-

$F4KR(11H15

H)

09:00~18:00

Site visit to manufacturing facilities
-SEED

%5 R(11 H 16

H)

10:00~12:00 Group work on review of medical devices 2
(Review cases where preparation of guidelines and/or
training was required as a condition for approval)
Lunch
13:00~14:00 Supervise and guidance of registered certification
bodies
14:00~15:00 Medical devices innovation
-Gobal Market Strategy
-Difficulties of Regulatory Application for Global
Expansion
Break
15:30~17:30 Post-market safety measures for medical devices
17:30~18:00 Closing ceremony
18:00 Close
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PMDA 4H 484514

H AL TEOE N B S8 m B R e S A (PMDA) 72 2004 42 4 H 1 HILARK
I B E G H AR A5 E)E (Ministry of Heal th, Labour and Welfare -
MHLW) - $+3807° H AR i 2 B 8 on S B8Rt - M EmE ~ AR &4
PEIEAT B iRl es & s e HEARRA S SR A% - W oA Bt s R 2
afl > BHEEMH BRI RFE R - H Aif PMDA = RSE#5 7 A B 48 A BE 915 N (& 2018
FA4H 1 HEIE)  ARFEHT(Review Dept . )575 A ~ Za#HHEFI(Safety

Dept.)198 A ~ (REEHE RO HIPT(Relief Dept.)39 A &HEGRZRFEAIT

As of April 1, 2018 Offee of Review Nkt
Office of Review Management
— Director {Coordination Officer for Review of
_I Executive Hmacmm e e ReD)
Coordination Officer for the Practi ion of i
Advancements
— iate Center Director Office of and Guideli
Offices of New Drug I-V
—  Associate Executive Director Drug Re-examination Coordination Officer
Office of Cellular and Tissue-based Products
— Center Director |J: Office of Vaccines and Blood Products
Office of OTC/Quasi-drugs
- iate Center Director : Office of Generic Drugs
Office of Non-clinical and Clinical Compliance
— iate Center Director | —— _ Office of Medical Devices I-1ll / Office of In Vitro Diagnostics
[ senior cientists__|
Chief
Executive —
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Office of Medical Devices I

Review for Orthopedic, Robot/ICT, other
region

Office of Medical Devices
IT

Review for Respiration/Brain/Vascular,
Digestive/Genital, Dentistry region

Office of Medical Devices
111

Review for Ophthalmology/Otology,
Cardiopulmonary cardiovascular region

Office of In Vitro
Diagnostics

Review for In-vitro Diagnostics products

H A& e B ER R

H ARBE S A BH o 4R CAE (T apanese medical device Nomenclature,JMDN)

LT WARIERR SR > o3 B 3 (EEERL]  —feBa/atasts (General Medical

Devices, Class I, E[@mE{K) ~ EHEFEZSM (Controlled Medical Devices.

Class 1) = EEHHEERE M (Specially Controlled Medical Devices, Class

I1T Kz Class IV) » #40°NIE] :

GHTF Classification Pharmaceutical and Medical Device Act classification
Category Regulatory requirements Japanese MD
Nomenclature
Class A | Extremely low General MDs Self declaration
risk (Class 1) Approval of the product is not required, 1,199
e.g., X-ray film but marketing notification is necessary.
Low risk Third party Certification
e.g., MRI, Controlled MDs | Certification by a registered certification 1,982
digestive (class 1) body is required. (1,517 for 3
Catheters 'Certiﬁation Standard Party)
Certification Minister’s Approval
ClassC | Medium risk (Review by CB) | (Review by PMDA) 786
‘ e.g., dialyzer Spedially The Minister's approval for the (43 for 3¢
Controlled MDs - :
product is required. Party)
(class 111 & 1V) 2
ClassD | High risk Approval standard
; * Review guideline 359
?‘ e.g., pacemaker




H AR R B AR AL
HAKZE=E % (Japanese Pharmaceutical Affairs Law, ffifl JPAL)FY 1943 £E57
E > HARERSEM E 1960 FHREFIGNE » NS NEEFr &R - HAXE
25 E A AT EAS A TPAL A KIS > 2013 4F H AZEE AN Medical Deices
B IF N 42 BBy K B 22 474 (Pharmaceutical and Medical Device Act, PMD
Act) > A 2014 4 11 H 25 HIEREH « ATUEERS Rt BHA0R
(—) EFE =58 (Registered Certification Bodies » ff# RCB) MY
soHEiE - HPpEEKESY Class 11 REY A BEEAE(Certification
Standards)HY Class TIT Bfgasts » DAFR ARG re B DL 2R fSH (Y B rifiz -
T RgRE8 H 1% AT PMDA k55 = Bt hsT -
HRTHAS =T s HArE & TR0 13 (Et%e

TOV SUD Japan

TOV Rheinland Japan

DOS Japan

BSI Group Japan

SGS Japan

Cosmos Corporation

Japan Quality Assurance Organization(JQA)

Nanotec Spindler Corporation

Japan Electrical Safety & Environment Technology Laboratories (JET)

Japan Association for the Advancement of Medical Equipment (JAAME)

Fuj1 Pharma

DEKRA Certification Japan

Intertek Japan

HRTHA Class 11 B3 aia8 B4 ¢

Class IIT MD Certification Standards for Issued on

Pen type injector for insulin 25 November 2014
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Blood filter and bubble eliminator for
artificial cardiopulmonary circuit with

heparin

25 November 2014

Infusion pumps

25 March 2015

Manual type lung resuscitator

30 September 2015

Electrosurgical unit with substances

18 November 2015

Monitors such as Arrhythmia monitoring system

18 November 2015

Non-absorbed thread

24 December 2015

CPAP

24 December 2015

Self Measuring devices for blood glucose

30 March 2016

Navigation system for neurosurgery

30 March 2016

Anaesthesia vaporizer

31 March 2017

B (Main Assembling Plant) ~ JHER(Sterilizer) M 7S 2H kg

(Domestic Distribution Center)3FESZz 1t -

B R E TR SCEL 1S0 13485 B Fedfifl o Ryl DT BUR &% A

3

H o Hp TR

BB A —EUIFN > RS BURE S 2 H AR AN SIS R PMDA

(=) oSSR 2 B ¢ R R EOREGE TSR (Design Factility) ~ 8IS

(=) BB SIS E 240 (Qual ity Management System > QMS) : fEIE

=i
,@E&

Product Inspection Authority

-Class 1V

-New medical devices

PMDA

-Cell/Tissue-base medical

Medical 1 0 os TIT and ClassIT
- ass an ass
Devices PMDA

(without CS)

IVDs

-Radioactive drugs

-Class III and ClassII Registered certification
(with CS') body
-New drugs PMDA

11




-Products without CS PMDA

Registered certification
body

-Products with CS

*CS:Certification Standards
(P9) BEH#RASE (Sof tware as a Medical Devices » SaMD) &4 A B a4 e T e
IR RAR A Ry B S R — (B S L[ - BRE R 2 ~ T Rl
M2 RS IR A B S B -
(FL) By AR E LB E e EL A E R -

H AR R B TS

BT R T RE N B ) > BED ISR PREABR R % - T EE SR BR3=0
B TINE B &SRR K Z AR e atasts < Liiisfs - PMDA #2 8t AR
Hi%AE (Condi tional Early Approval )iz » RS S EWCERED B R S UBREE SR
RIATE A _ERTRTEEE - AL ERC B R E R E - Mo Btk - Bk b
1 b B R P A (I E L DAY B i M R4S R R i R 2
R o

BRI AR b A I 2R (Single-Use Medical Device(SUD)
Reprocessing) ~ {5f5 SUD &&Hfrfi# ~ J57E ~ BH4H/(E1R - NS HEEBRE ]
PR B - FERERR 1% > SUD FE4C PMDA 254 » T FFpE B e ZH 2 RE P A2 R SUD

BT ET -

BUERS
AR LR BEIPHR 8 T SEED - fERR/MHE A EIE LR - Sy =R
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B RS Double Molding Process(Injection moldong~Dispening/Fitting »
Polymerization/Demolding ~ Swelling/Primary packaging(blister) »
Sterilization A Secondary packaging(box and shrink)) - &F4HBETT—{r H
BN & > 29 TR F A DI - B EIRT A B S E RS - N2
1% SEED AHEEF e A\ BB B Bl 2 A AR 2R - (S E HIBP RS
HIZE mmasat ~ B8 ~ WEUTESES THAERERA T -

BT

EHREEALRIFREN ~ PTARE ~ EIIFEE ~ FE2ICPH T ~ JRERE - REJR ~ CHIEFRARILRIEY -
mEAERE ~ JORE B - B/ EE ~ BT S - ZRE - HrERE R - HEE
feniFE S\ BREt ) /T MR/ NEE SRtz & B plE a2 Bk
PEETARRH A TR - W R AHAYE R - R BRI H A
AR R RS R AR s A R A TR -
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