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105.11.06 | B2 (&1L -> HARR)
105.11.07 | 2402016 HARBIATECA NEEEE | 2016 PMDA-ATC
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2016 PMDA [[& Bttt B MR SRS & HAEER

FIR 1IHTH

0930~1000 Registration
1000~1015 Opening Ceremony, Photo Session
1015~1030 Seminar Outline
1030~1100 Outline of PMDA
1100~1200 Regulations and Ordinance for Medical Device in Japan
Lunch
Review and Approval of Medical Devices
1300~1500 (definition, classification, review process, bio-products,
combination products, etc )
Break
1530~1630 Consultation for Medical Devices
1630~1730 Clinical Trial for Medical Devices
1800 Friendly Get-together
2K 11H8H
1000~1100 GLP/GCP inspection for Medical Devices
1100~1200 Quality Management System for Medical Devices
Lunch
1300~1500 Post-Marketing Safety Measures for Medical Devices, Medical
Safety Measures, Package inserts
Break
1530~1730 Introduction of Regulations by participants
3K 11H9H
1000~1200 Group work on Review of Medical Devices
(Review cases where preparation of guidelines and/or training was
required as a condition for approval)
Lunch
1300~1400 Patient Registration system
(outline of Japanese registry for Mechanically Assisted Circulatory
Support, J-MACS)
1400~1500 Standards for Medical Devices
(utilization of international standards, etc)
Break
1530~1630 Review of IVD
1630~1730 People Development (significance and approach)

F4K 11H10H




0700~1800 Manufacturing Site Tour -
Toshiba Medical Systems Corporation
1385, Shimoishigami, Otawara-shi, Tochigi 324-8550, Japan
5K 11H11H
1000~1200 Group Work on Review of Medical Devices
(Review cases requiring discussion on necessity of clinical data /
Review cases of me-too products, etc)
Lunch
1300~1400 International Activities on Medical Devices Regulations
(IMDREF guidelines, etc)
1400~1430 Wrap-up
1430~1500 Closing Ceremony
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PMDA {HERE2ZEHE

Bora L B SR e S (Pharmaceutical and Medical Devices Agency,
PMDA)H H AL 2004 7 4 H 1 HILAROL » HA (#EF%) FETERVEH
FEHEE HAREA 588 (MHLW)EY BT 1 H A ZE G B e R 5715 5 (PMDA)
ES AR SS g R E S F - (R HARRYREERT - HAl PMDA = REFITTHIAR
SREURy 873 AN(BE 2016 F- 4 A 1 H) » A&Kepa A Hl I (Review Dept.) 560 £ - %
S ¥ SRER (Safety Dept.) 185 44 ~ fFE#LE KUK AL (Relief Dept.) 37 £ - &P
SRR N BT

Organization Chart) Assoolate Oenter Office of Regulatory Science 4
e Office of Review Administration .

Assoolate Exeoutive Office of Review Managemen
Direotor Coore ' Products (Sakigake)

Coordination Officer for Pharmaceutical Aflairs Consuftation on R&D

(as of June 21, 2016)

“m;'.’:g"'" Office of Standards and Guidelines Development
kb
Dicectos Office of New Drug I

Assoolate Oenter Office of New Drug Il

Direotor =
Direotor of Office Drug 3R
Center for — -1
Produot Office of New Drug V 2
Evaluation Office of Cellular and Tissue-based Products ‘?E
Office of Vaccines and Blood Products 23

Office of Non-clinical and Clinical Compliance

Chief Executive

[ sutor | S0

Assoolate Exeoutive Office of Intemational Programs
Direotor International Coordnation/Liaison Officers

R — Advanced Review with Electromic Data Promotion Group 'Y
Direotor Office of Safety |
Office of Safety Il
Ohlef Safety Offloer . . —
Office of Medical Informatics and Epidemiology
Office of Manufacturing/Quality and Compliance Dy
Assoolate Exeoutive Information Technology Promotion Group B3
Senlor Direotor - - - = e
Exeoutive Coordination Officer for laformation Technology Promotion o ®
Direotor ® Dk
TS
B =)

Kansai Branch
Hokuriku Branch
Chief Actuary

Office of Relief Funds ;ﬁg

‘ Office of General Affairs ‘.-"_..ﬁ

—— Drcctor for Personnel Affirs and Human Resousces Development o

Office of Financial Management 'gg
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PMDA > 2016 EFE4RSZ HY Ry 331.8 JKHIE - = RSEFTTHIHVAEULA 267.7
JEHE > &9 80%E Al AESE H e » Hakih HABUF e - bR Gl Rkt
FEAAFT RO L2 RET ~ k&S B RO AT Hp &
PR AASFIUAS S SRS H T ARy © 44%/46% ~ 16%/16% ~ 40%/38% -

HARFR S B

H AR tas b SR e on m] BE A R HY e - o0 By 3 (ENEAREHIAR 1 © —feed
P22 (General Medical Devices, Class 1) ~ & ¥ B pE1#% 25 (Controlled Medical
Devices, Class 1) ;7 = & & H B 14 23 (Specially Controlled Medical Devices, Class
111~ Class 1V) - Class | & i {E 85 H L st rla85 779 A PMDA ZEffi-&EC © Class
I~ Class III ~ Class IV tt PMDA {RUGEE 5 LR R R 0k T e iees s
(Brand-new MD) | ~ " i BB 2844 (Improved MD) | Bl T —fGEERE25 84 (Generic
MD) ;> Htf Class Il & Class I t1 &> B 20824 (Certification Standards) > 47
S B AR T TR R S B (MHLW R 55 = J7 30 e e
EHRTEEREE © FRIEEZAN - HAh Class 11 ~ Class 111 ~ Class IV B ttas AR
&€ PMDA (T LiE# - MM NE

GHTF Classification Pharmaceutical and Medical Device Act classification
Category Regulatory requirements Japanese MD
Nomenclature
Class A | Extremely low General MDs Self declaration
) risk (Class1) Approval of the product is not required, 1,195
e.g., X-ray film but marketing notification is necessary.
Low risk Third party Certification
1 | e.g., MR, Controlled MDs | Certification by a registered certification 1,800
| digestive (class 1) body is required. (1,369 for 3
catheters * Certification standard Party)
Certification Minister’s Approval
(Review by CB) (Review by PMDA)
!. &l . i — 756
@ |ees. dialyzer Specially The Minister's approval for the
el Lol product is required.
(class 1l & 1V)
-Approval standard 343
r e.g., pacemaker -Review guideline

HaiHAEA Certification Standards 7 474 78 Class 11 /5 1369 IE-Class |11




A 10 JE(E £ 2016 47 3 H) - ifi MHLW B2V 5 = 7056 TR L ZH T & ISO/IEC
17065:2012 &z ISO/IEC 17021:2011 » i fH MHLW #%285028 7 & fE8ml - B8
JE$% MHLW Periodical Inspection - 2016 = MHLW FZf#ERYEE = el so R a8
13 ] : Japan Association for the Advancement of Medical Equipment (JAAME)~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) ~ Fuji Pharma - DEKRA Certification Japan ~ Bureau Veritas Japan - (%44
HE http://www.jaame.or.jp/jyusho/ninjyu.html)

b BUSR A E B E G & i B EEG RH FE X - &%
N EV R BLES - 7€ PMDA BN BUSREEES (FMA) © BRI/ NER 3
e e 1Y EE A DA HEEHRAS - [F) > HAS MY SR A TSt — AT
PHZFENTAE] (MAH) - I sz AR HA - F RS B R iI&a =7 -

HARFR S B ARSI F A &

HA (=% ) (Pharmaceutical Affairs Law, i PAL ) & H AR5 FHVES#E
gt~ BN ETEUE - BUEE R SR bl B AR L TOAERIRRE - 2013 4
HAZEZE R A Medical Device & 1E 2 5 44 5y 888 ) B 28 777 (Pharmaceutical
and Medical Device Act, PMD Act) FLjA 2014 4E 11 A 25 HIENEHi - AXEED
H Y Fys bRt ea bl M StV E B LU PR B ~ AR fe et - Hp B 55
aa M EEIIABUL AT 28 - DUTIR Raii]

1. [EE =551 (Registered Certification Bodies » f&5if RCB) HYExE5 0
PR EE =Ty eeas B Y BaEEa E (scope) > H ELEARER Sy class I K E A
U8 ELHE (Certification Standards)fy class 1 BEFEESA - FEALRL G S L 2R fE{(FRY
TRAR

2. B2H#EE (Software as a Medical Devices, SaMD)4y A E&pEes i & B FulE © AR

10



2l JER TRV SRS R R A - (R BIART RIS (software
or program) K RERG T Fy— %8t [BTARIEGA SR A Ry B AR AR AT -
3. & AYNRE/4HEE &% (cellular and tissue therapeutic products) = 4R B EAH RS
HURH - FHIH AR S SRS aF ST R > BEAR - WM EHE

JEE Y e IE Ry FE AR B R 2 h (Regenerative Medicine Products, including Cellular

Therapy Products and Gene Therapy Products) » i A 55 (2% 5L BB R 5861 2 4f
YMITEE T AR G BERL RSN ER R LA EE AR
TR T AR SR SR T e PR U

4. IRUGESREEa M AR M A E A A

>

BULRE R S ek L #lE © BV APTAREIJH S kY S B B = LS RT  EEAE
W~ R EERTENEREE L MEERRAIE B E MGt
T~ 8 EmfVAHEE R HEREMR Y - B A e EEE S HA 5%
BAVEEIES  WakEt - i - WEEIRE T EAE - BHE R EE
H 248 (QMS) 2 3058

IR E 2 0] 55 (Marketing Authorization Holder, MAH)5& /b 248 14 S HE ¢
AR S E A A RS QMS K2 GVP(Good Vigilance Practice) s » FE 5 /8
Pres (QMS) e Z & HI(GVP) 2 BB 5 - W EiiEm/E AR E T - HIHEE
P E B E LA B 2 RS - A iR ks B S ~ SHEEEUE R
% BAMEREERUE BRI TIEN G 2 - & 27 ez BUEM 2 MU Al
WEE T BAR - TRE N S L B H S o DR E M i E e R -
DLEE ftEf (product families) 73 &3 QMS © FrEE Y E S (product families)
& LUBS A LR ~ S8RE ~ (OG0~ BB R0 R o BRI - A [ElE an B
AAHBIER BT — 21 (generic names) - Horb EE S BFBL B AT — e 4T 2 A
[88 14 Rl ZH 55 225 1R & (Notification) » fi40

No | BEAf—Ff&44%# Generic name 7 L EE product family
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1| REEREE R AL MR 2 FH 2 B T B s i
2 | HIEFH B AG (B EmBRER A S
3 | HIEFHBEFAIR AL PURIR At FH 2 2547)
1 | BIMERE A S {5 RS IH A R
2 | ERERAER e e IIRE 2 B IR e
3 | HIEHEAGRES )

4 | RN - EALHEFRE B R RS

HH_ERETRD > AR sk T AEAR DAL ~ DOREF MR R A —E ke -
DIEEEEE M S/A A HEER QMS » (AR [F—(EE i T H A QMS - 41
IE TR P R F Ry BT S QMIS 3B - B IIR A, _E AR -

HABRES M E B L4 QMS

H A2 B e Y G B 24T £ Quality Management system, i
QMS ; [ By B B HE A Ky Good Manufacturing Practice, f&if# GMP » #H#X
T B YA E B A48 (GMP)IS AT

08 H AT A B IS E B R A T TR A(chE 1S013485:2003 - [fii H Al
HAIRITHY QMS &<HI/ 7 1SO 13485 : 2003 F1 1SO 13485 : 2016 [ - #54H
#57A 1SO 13485 : 2016 » H 7 QMS &= 1SO 13485 : 2016 FR(1ES 7.3.8 &fizkaT 6
SRS 55 7.3.10 BiiskaTBREEZE KB 8.2. 2 Bt AR E A (HEE H A QMS
AR 62 FRIIEHAES 63 (R R LI TR A & R T R R I AH R i
B o RO > R A= 5y - HAS QMS JVEERS MY QMS 55 59
R e B B Z ZORIAE - IIH B At A A B 85 e i
BIRE N B2 SUsRE RS HHRAEOK -

HA QMS B 1SO 13485 : 2003 FHNEEMH A AN - 8 s A= - H
% QMS [T 1SO 13485 @ 2003 FrEKAYAIASL » A HIENIZRFEIH(QMS &
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EEHECERZBR 5 T R ER S F RSN ERE ST NS 55 72
RPN ESEBEER RN ~ 5 12 R 27HM 2B FHEIR” ~ 55 12 (R 315
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K2 69 fiRFFRIEE R » LU RS Ryasid B o
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I - ATIFEA T IIE T4 PR ir % ST - B2 IR IR AEIR A RE R AYIHEL - £
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ABOYIPRE(E FHSRR DN 1 SE1RE: 5 FRAVIFN T RIPREIHIR Ry A SRR I
16 IME ZEEAN —ME > WRPIRSE - MBS -

A QMS &5 3 &5 60 ik R » SR HEHE" A< 5 EMERS
% ~ INE SRS N SH P S 2 FRIRE R 1T RAF RIS AR - [FIRF AR AR S
L - MR - A BiaFERSEI TRETRE M E H RS - 40 RHEISNLE
JRll: AR TS0 PE Ryl 5 = > HITAHBR SR IH AR BASRE - A[e B R 8 RS DA
BT EFEAERI B HARER - FRETEBERIN - (AT = E
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B B AR 25

RIR G 2B G G 2 e 35 A5 1 B I i o B8 % (Toshiba Medical
Systems Corporation) » &3 &[ LA R A7 70 B AT IE 549100 AV AR H FE T -
Tl 5 3 4354,900°F 5 A R B2 BRI 19304 Al 22 S 1T 8RR 1356, » BT
SiaE A > £HEEEX-ray ~ CT ~ MRI ~ Ultrasound S FRp G 2 atase i - BELIE
B H I S (PACS) ~ B&BE & AR S St (HIS) Feieis ke TAFuh ~ Bt il Zaesh
HEREA - WEOTHTTEH H AN Z %5 252 %4t (Nuclear Medicine System)
B /615 %4t (Radiation Therapy System)fySis 4f 7 -

R BRI TR E Rl /M 4a B St AR S gty St 6w
B b7 N BRI R, ~ R R 4 o BRI EE T R
SCFF PRI R | AEIRITER 7 s R R FBIPMDA—H A B4y
HENE B > (F AR TP 2 ELPMDAZ A S BRI N 2 R B B 5 DA 8
FwA 0 WEHEERC G PMDAZ RIS B ith 20/ SlFE T Tss -

SR L BRRER  H7R% 228 0B HeUsHEME N 8L 2%
THNZ » S5 MBCECE A 25 A\ BRVEE HfE T Wy =4 FEEF 2350
SRR X-ray ~ CT ~ MRI ~ Ultrasound SFE& 58 a5 S 4t it iy » [t
SMFEHRETT— L H B B - (TR P S Ry 28N & 0] ISR 251 - tHElRE A
BE% > AR TIZAE e iR - R BRI E o RE - BREN
HIFEfln N BFFE RS IS SR - IR SRR Xoray ~ CT ~ MRI &R
[FIE R IEM B P 7R Kk e RS TR SO TR - —aak il — &R TR
B EETHTRAVARSE - B EEE m sl TIF R S E U TIRAYE  mEE
RFRE an B AT 2R 2 B S 2k P no i - i A H AR 12 (2 (F i (2 41 ER4H
5% BB URGEE - bR T BE RSB BE P IRV RER E AN - 2
o TR Z B R e PR i A R Fr - SR B ROy TR AT B PRI —

CT HEZR(Gantry)iy &l 73 » JeBRRS MR M AR IR A BT Y BE RS S a T BT =) -
A £ 7 PR B R AR Y R i (5 B (R S Rl » 2R R B4R H 3T IR

14



K& RIS B FRM R i — Pl A TEPRHY — i BUE R S g A
APl B H AR # S (AR B s Rieft 8 TAEMSHECE TR oK - e
LA IR L IEIEA] -

B NS R ST TR AR HH R B R e R 2 e A LR B 2 B A
B [HE SR B Bl i AR R RS E TR > R A A R H B 58
AR B2 A B S IEREANET - R (E2ahE NERE A% - PMDA
LR Z SR RUE R ST A EYEE H BRI R 250 (E15 B e Y £
A SRR A Y B daa T~ RO ~ MU AF S T EA ¥ A
AT AR E RS EEE RIS -

W

B i

DL B ST B etaa i B S % Ry AT ISR & £ 2R 6 = e
M ERER TR AT - BB~ A BN - 2860 ~ B ~ B2paE ~ Hr
D ~ Elje ~ 278 ~ BEdE ~ B~ WrERER - 44y~ mEEnESE 14 Bl aHET Rk
% LA A 2 E R B Y E BRI ) B R R e
Bl o B P S BT B B H R R B B BRSO -

H—LIEE ey Tl (E 7 3\ 2 B a514 da Vinci surgical system Fyff] » £€5
F i e b B et e A < R T 1) B 2l R e A B B
KRR AR I HERF ~ (BRI ~ A R ffmE - EREHEE A
% B R R T TR AR IR SR dE A o ST Em AR IR H 5 (PMDA) 7y Sz B E
B - AR SRR LT e SRR R - BRI
da Vinci surgical system {5 IR B2 A6 Tl iy 22 5] - S B e 1R & ZBG IR
sl G2 f(Training program) » K S fr il RE AR 2 il - Sl SRR fe A
FEfCERsCE R e 2 (ER g E2 52— ({AK « BIEE I8
R BRI R e R
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ErETEE B RAOM - EEEHRERATE . FEE R EREEE - 2R
ERPRERIEDORHY L ZME AR R - e PMDA X8 ETA g & st
RS A SR E R (YA ~ S T2 B E S )
Ghteascat ~ FiTRERL - (FAREE ~ THEIRAR ~ i EURRE ~ BERIIRS » mRE LAY
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B SRR

o RS- IRE - HERERE - nEEHE
H ARSER AT L SIS SRAN > 5 S 3 S A o B R i e (A = e
VELUR HEE SRR - TR B e < T E R BRI E R i E
B HVETBIRE S #E H ik Bl SR R A M E ST R R ZINE SR S E R
AODARRES > 2L AR 7 4 AR IERHEE VB R ee M B0 - J& RIRED A Bl
HAEZ O -

o ZERGERUEMRA B E BB
Presp BUSROATT & QMS MESL - IRE T ) 557 (Marketing Authorization
Holder, MAH) AT & QMS Kz GVP #i#: > FEMBE RS Z 2 EH 2 EH
B Bl SRR T - NS HTER FTA B < RIS R HE B
TTIER & 2 - /MR T A BE - TRE e B B E F
5 A SRR B BRAE E A E AT R B A an B e RS R R E
R EEEE - MEINIVA Bt 18 R % e B (i #i(Guidance for
Medical Device Good Vigilance Practice, GVP) ~ BB &Y B K2 & im H I
%~ B e R ETINA R RS A R BSOS o AR
%~ HEAER A B - FE RGNS - IMERIIET 24 -

o ERHIREERS
PMDA MREIE I 2aE — R HIFIE 28— (3R - ZHbadE - ERNG
HERVAE2EH1TIR - WINE RS RG S 90E o EHB R oA ~ B
ERERAEETTE - A5Z HEASED - BB/ D Erk a2l
SR 2 S EARAE - A EREES TS SRR - BB S T IR
75 Z Bl > BUARBRIARC & PR BUis (L an Rt R B A 4 B e v P B
T RE M E I 2E TR DIE A B e i RS i E A, B &
TREM 2 B /KR B [FIith sE TR BB B F A R e B R EHY
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H A = b i B i1 B B AL Fr B B B [E] R B L iR es e 2 (0 B

i SR (AN R EE R ) » ST B ST P I T Tl 2 e o8 P B S o 0 -l

FYERE - T HEL B MR Z ERPREI k5T 25 (Training program) » SIEERET L

R gE A Z b - LIRSt RIIC EFE i s B R e e

M - FEDEFE AR T SRR B TR E DU IR b - 78 i

PR EE 2 FISEtE AU A B LB B N E SRR r R E AR 2
 THERESRSEESS -

B A K Y BRI — B

By T Lls B B AT LM SRR R Wt AR R ST FAR T E

HTRTEE B  PRERRATHE . FE & PArA B G E R RBHEE ; HE

FRERPRE BRI Ry o157 - BB B BN (U ZRE ~ EIJE)sl Ry ERR Bt a4 R~

RS AVEEPRE R - (EREIAVEREEL 0 A ~ Frins ~ BN ~ JEFEUET

Ry R E RS RIAS (B fir & [E AR FRAERE - SRt BRI B 2885 - BRIEZ R

P EIRAMRERME - ISR E RELH A PMDA B Al - A

s e PRATHIEIE H SO IR E R AFWEEERAME G E A - R

M~ FTIE ~ EEPE)2%F—2 > AR B HYE A e B B OKLE -
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Certificate /5 PMDA FifEs > (557272

W

g1 B -

N <

Frncies

Pharmaceuticals and Medical Devices Agency

Awards this certificate to

Mei-Ling Chen

For Successful completion of

PMDA-ATC Medical Devices Seminar 2016

Tokyo, Japan, 7-11 November, 2016

Tatsuya Kondo, M.D., Ph.D.
Chief Executive

Pharmaceuticals and Medical Devices Agency

=

Frnda

Pharmaceuticals and Medical Devices Agency

Awards this certificate to

Hsiang-Ching Lee

For Successful completion of

PMDA-ATC Medical Devices Seminar 2016

Tokyo, Japan, 7-11 November, 2016

Tatsuya Kondo, M.D., Ph.D.
Chief Executive

Pharmaceuticals and Medical Devices Agency
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