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HAB I TEOE N EE L B IR 23 47 & 1% (Pharmaceuticals and Medical
Devices Agency, PMDA ) Z SEHE A 7Bh H A JEA 25 @2 (Ministry of Health,
Labour and Welfare Health, MHLW )» $+F405 H ARBI A _F 72 B&4E i J B Resty
SREEE ~ AR R e - i R AT TR T R R RS SRS - A
TR FHEIER A S VT TR RS - Ryt Bh ey ME R S T 5
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BB KBS g5k - BIRRE S M L E BT S (PMDA-ATC
Medical Devices Seminar) B 2016 FEREAFF HAEME - 2019 72 11 H 25 HE
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2019.11.24 | Biig  (Hdb — HARESD)

2019.11.25 | 240 2019 HHHABITECEANE | 2019 PMDA-ACT Medical
~ B BRI RS AT S RS BRI 2 [BFE | Devices Seminar

2019.11.29 | BFFEsHf T BRI SR & HBE - HAR AT

2019.11.30 | &Xf2 (HARE — &ib)

(2) &=

2019 PMDA [ E s b F BRI T & 5 H B iR R
IR (11H258H)

09:30~09:45 Opening Ceremony
09:45~10:00 Seminar Outline
10:00~10:45 Outline of PMDA
10:45~11:45 International Harmonization

(International Medical Device Regulators Forum (IMDRF),
Asia Pacific Economic Cooperation-Life Science Innovation
Forum-Regulatory Harmonization Steering Committee
(APEC-LSIFRHSC), etc.)

Lunch




13:00~14:00 Review and Approval of Medical Devices (Definition,
classification, essential principle, review process, approval
process, etc.)

14:00~15:30 Regulations, Legislative Systems and Current Effort for
Medical Devices in Japan. (Approval system, certification
system, early conditional approval system, sakigake system,
etc.)

Break

15:45~17:45 Introduction of Medical Device Regulations by Participants

18:15 Friendly Get Together

2R (11H26H)

09:30~10:15 Consultation - from developing medical devices to getting
marketing approval

10:15~11:00 Review of Software (Categorization of Software as a

“Medical Device” or not, etc.)

11:00~11:45 Review of Reprocessed Single-Use Device

Lunch

13:00~13:45 Standards for Medical Devices (Utilization of international
standards, etc.)

13:45~14:30 Review Conducted by Registered Certification Bodies

Break

15:00~15:45 Selection and Supervision of Registered Certification Bodies

15:45~16:30 Manufacturer's Expectation toward Third Party Certification

System

23X (118278)

09:30~10:30 Good Clinical Practice (GCP)/ Good Laboratory Practice
(GLP) Inspection and Inspection Based on Standards of
Reliability for Medical Devices

10:30~11:45 Quality Management System (QMS) for Medical
Devices/Outline of Medical Device Single Audit Program
(MDSAP)

Lunch

13:00~15:00 Group Work on Review of Medical Devices 1 (Review cases
requiring discussion on clinical data,
etc.)

Break

15:30~17:30 Review and Approval of In Vitro Diagnostics (IVDs)

FA4x (118288)




09:00~18:00 Site Visit to Manufacturing Facilities -

5K (11H29H)

09:30~11:45 Group Work on Review of Medical Devices 2 (Review cases
where preparation of academic guidelines and/or training
was required as conditions for approval, etc.)

Lunch

13:00~15:00 Post-market Safety Measures for Medical Devices

Break

15:30~17:30 Development, Practical Application and International
Deployment

17:30~18:00 Closing Ceremony
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PMDA J* 2004 ££ 4 H 1 HBRIL > SEBIE (A RIE) MHLW SR H AR A
T B KB RA M  BELSE ~ AR R e AT T AT Al A R
SRS - MR S L TR RA e M DHBEATER SR - B 2019 4
4 H 1 HFEs1l » PMDA 48 A8 936 A » AR ZE A EBM (Review Department ) 561
22 2 Safety Department 0224 A~ fHE Rl #5 Ko P Relief Department )

39 NPARIEBRTHM =K (Others) 112 A » 4HARZEREAT T E]

As of January 1, 2019 Office of Review Administration / Office of Review Management \
@ Coordination Officer for Review of Breakthrough Products (Sakigake) ‘
—  Associate Executive Director & Affairs C

Pacif for P (R&D)
EnemA-:ll:cooML Executive Director of Center for ‘
Director Product Evaluation

Coordination Officer for the Practical Application of Innovation

|
Offices of New Drug |-V |
—  Associate Executive Director }—[1 Drug Re-examination Coordination Officer ]
Office of Cellular and Tissue-based Products \
— Associate Center Director }—[ Office of Vaccines and Blood Products ‘
Office of OTC/Quasi-drugs |
—‘ Associate Center Director }—B Office of Generic Drugs ‘
Office of Non-clinical and Clinical C \

i Senior Scientists.
W= L'J: Office of Medical Devices I-11 / Office of In Vitro Diagnostics |
Office of Standards and Compliance for Medical Devices. |
—  Senior Director it Office of fe Quality and I for Medical Devices |

— Senior Director }_L Office of Manufacturing Quality for Drugs
. |— Office of Informatics and Management for Safety
Chief Safety Officer Office of Ph I Il
i Senior
=3

Senior Director }—[{ Bfficelof Bosrams |
| Coordi /Liaison Officers
Senior Director of Asia Training = -
for Pha uticals Office of International Cooperation
[— Executive —— m::; M'mﬂmn“. dois . 1 Associate Center Director }—[
Director Regulatory Affairs Senior Coordinator for International Training

Office of
1 i Director Coordination Officer for Information technalogy Promotion

. I Resources Development / Office of Financial Maniiggment
evices Sem : -
A Executive Director Office of Planning and

- - _4 Chief Officer }_j Office of General Affairs / Director for Personnel Affairs and Human |

Horp st RaE e AP IR E b 7y 300 Ry 3 (EEEAL( 2019 FFH 4 {EFEAL

BeOF Ry 3 (EEEAL) - TR



Office of Medical Devices I Review for Cardiopulmonary, Cardiovascular, ICT,

Ophthalmology, Otology, Robot and Other region

Office of Medical Devices I Review for Brain, Digestive, Dentistry, Genital,

Orthopedic, Respiration and Vascular region

Office of In Vitro Diagnostics | Review for in-vitro Diagnostics

HAB RS ARt

AEEEFE (Japanese Pharmaceutical Affair Law ° 5% JPAL ) 7Y 1943 HFET7E »
1960 FRFEFE e e NEHHIE - 2014 FE— D HEREESMIRER - IE{E
42, 2 N R BEEE 8R4 (Pharmaceutical and Medical Device Act, PMD Act) » 72 2014

F 11 H 25 HiEUfiA T

=81k (Registered Certification Bodies, RCB) Z4%
FfRIE e ee i B AR T S HEHE - DU PMDAR &S &S E
b~ BEREES M - (BETRCB A4 M R RCBEGEE #i[E (scope ) @ #H ¥ mE fz H £
oo e (Certification Standards) ZinH » BEAKESrclass T (112575) K/
453 Class 11 (1178 ) Z B&FE3M > FZMERCB BB 8Ep5 (Marketing Authorization
Holders, MAH )7 2845 HH % » 38 w8 B8 g 5V 2 HH 4478 ( Quality Management System,

QMS) KL ERER - STz Ewm EEra] > AHEHPMDA K



MHLW > JRI240 T IE -

( \ —
Applicants (1) Application Certific.ation \\
(Marketing Bodies
Authorizati (2) Certification
on Holders) On-site inspection
(4) Follow-up inspection and/or
[Ma““fa““’e’SJ \Document review /

;/[MHLW] < 2

(3) Certified product report (Monthly)

P RRCBEEZAN NE » HSEE MMHLWERH H5S - FHPMDAMRIE R 7T
EERARIEI(PMD Act~ISO 17021-1 ISO 170655 )~ i FH 3% B 4% 244 [E ( scope )

i EE A 2 M (Sampling of certified product) DARFRE A% EIH B #EF TR

A

R EF S R HMHLWHET T R84 HIE » HUSRCBES R - 4 HPMDARETTHF

fiti » JWBFAR TR MIMHLW FHE5 P88 -

The reaistration process to be an RCB

2. Document review
6. Document review & decision on

whether to register the applicant
3. Request for assessment

5. Report of
assessment results

Linde

4. Implementation of assessment

The Pharmaceutical and Medical Device Act
ISOAEC 17021-1: 2015

ISOMNEC 17065 2012

/

1. Application

Certification Body

10



HETE#AIRCBEL & FAI13{E iR -

TUV SUD Japan

TUV Rheinland Japan
DQS 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)

Fuji Pharma

DEKRA Certification Japan

Intertek Japan

HAIRA 1138 Class B E e3R8 54 (Certification Standards ) #0°F

Class Il MD Certification Standards for Issued on
Pen type injector for insulin 25 November 2014
cardioptimonary orout wih 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 device for blood glucose 30 March 2016
Navigation system for neurosurgery 30 March 2016
Anaesthesia vaporizer 31 March 2017
H A B RS 5 5 R R A

H A B B B 23 0 DL o7 28 57 S (Japanese Medical Device Nomenclature,

11



IMDN) #47457H8 » A fIEIMDRF.Z GHTF/SG1/NTT:2012465 | » M ERAZE 55 K53
(EE BRI (4 EEFS) © —fEEsH (General Medical Devices » Class I » f{E
JEfz - BIGHTF Class A) » Bl #ast4 (Controlled Medical Devices » Class I » &
J&\fz - BIGHTF Class B) » DA & EERIEF 2544 (Specially Controlled Medical

Devices » Class Il FClass IV » s fEfs » BIGHTE Class CD) > 41 R [E] :

GHTF Classification Classification in Japan
Category Pre-market # of JMDN*
regulation

Class A | extremely low risk General MDs Self 1,199
X-Ray film (Class |) declaration

Class B | low risk Controlled MDs | Third party 1,982
MRI, bronchial (class ) Certification
catheters

Class C | medium risk

artificial bones, Specially Minister’s -
dialyzer Controlled MDs Approval

Class D | high risk e (Review by S
pacemaker, artificial PMDA)

heart valves

*JMDN: Japanese Medical Device Nomenclature  gag19 pMDA. All rights

B E UM L ERIM AN © Class HEFERPMDARER AR E S+ K
53 Class 1R /D3 53Class A 58#5 744 (Certification Standards ) 27 38 » B RCB
BT E B ARG N EM L2 ARMEEE B EiEr a8 A8 e
PHHTRUEE ~ Doy R AE 7 Class 11 ~ K#i43Class I K Class IVEE - HIIFEEHPMDA

T EEH RGN E LT 2AREFEE > IHAMHLWESE EiiETalzgs -
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HAHY 2014 Sl ~ JafsE ~ TAVI 2R 20U Hoad sk T BG Z 0k

B2 (Software as a Medical Devices, SaMD ) » N EAREREIR Byl — 24k » I AT

EXRR SR A ST > 2018 AT, Regulatory Science Center » S5 A= F1 PMDA i

Science Board ( FHEMHHR KBS E AR M2 &TE0M - LANERTH A

BERMY (40 Artificial Intelligence » Al) ZZ8# R aks » 2018 48 12 HAZX A EH] Al

oM o B N TR E G B2 245 EndoBRAIN > £ Cybernet Systems

BRI ER ) ity B RS SR [EINTEE - Rl 6 B KB I TER s - BRI

B IEREAR AT E 98% » SRS R 97% (—ReE A AR BEa2 B IEREAREY 0% ) ©

HAR 2017 47 H 31 HiLE@E A TR EE B R e EsH (Reprocessed

Single-Use Medical Devices, R-SUDs ) F:4E K ABREFES | - EEEREE SUDs ZHFHETHE

PRI AL 2 EE > Wi PMDA fEHHES - KEEEER%E FEF

] » PMDA & EEME S R-SUDs BEEE (Cleanliness of R-SUDs ) ~ R-SUDs €2

4B AV [E M (Equivalence between R-SUDs and original products ) ~ JEAEE i

FHREESE S 7 $eElFE i ( Method of change control for original products ) ~ #&f# R-SUDs

B > RS BE (Methods of securing the traceability ) 2 » 2019 4F 8 H 30 Hf%

AEEHIR-SUD 2 e » 7 ik Reprocessed Lasso 251500 i 25 AF Fil iy 22

HEERBEHA A N 74 A —#REt (Stryker Japan K.K.) > 8% R-SUD 7R3 B

2008 £ 9 H & 2012 5 8 HHUSF=E BN b kx4 -
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BUEME 25 (Olympus Corporation )

F AT ZEHES LA RO AT AR TR UE . (Olympus Corporation ) » &
FeHRRERE A FIE S - R R E RS - BAREERY 1919 FAINT
AT - B SRS BRI TE ~ AR R AR » BRI SR
NRSAERAES R E e G R4 IR NS R & BB Fr & F 2 NA 8530l - # F
RS FHEMELT Y8 (Olympus Museum) K ipEEE HU0 » AAE SIFEFE
MR RERE ~ Bang il (EMEZe e REBREHAE ) AUEEERS /M 4d ~ TR SR 4R
AIAHESELIE, AR T G A SRR R EL B A BRI - 21T P ATA £
B E A TN A B R BETTEIEE A BRI EIE » SR SES TN B T o 2 IR

[ > WEEE AR S KRR R A IRARER -
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HREH S — T RERE R 2 I M R AR e T e s I A N AR AL
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BZHIFEE -

(2) Rte BT ERE T E2S
ARIHPNE > H A S = 7 a0aa st B e B e it i H M T & K%
S EET A R AT AL Z YR B AR B B A 2 SR E] > W2 H
A =TT ae e R IR SRR  EEEIR B A E A 2 &M
AR R - (ERhe R T ERS st s\t % -

(1) FrEEIIE A B B Sa734R

15



i SahdIsk et E N B A RN FE S FEERY S H A &R BB EE

BB R T ~ S -~ BB R EIREHEME - AIEEEASHE

BREM E e T HEEEEEAR R AZHAIEAEEAEE 2

s/l R > S5El R SR R H AR e ~ (50 A i S RS RS - ARA AT

SN B R S SR B B  EHE M CATBR . Notify body) 2 23 -

{50/ o S E S NEDZ B BEE BN n] e 478 o B i BB R ~ F

AT IREE 2 LB AR (e R - S HIRBORYHE S B

FrEll -

16



NGs

EENRR -2 E

17



