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HAEIA b B &80 K Bttt s AnE ~ AR e 2 T BT RTR
A AR BEAHRA S ER S WU EE i E R A an R e 2 &R - e tEEs
BHEETHRA N IER TR - Rt B Es ME BRERF T o0 F A ana Al ~ 28 e fEHRY ML
555 - PMDA it 2016 4F 4 H 1 HEIL T “PMDA qfFl& = .0,(PMDA-ATC)”
N ERH L TR & ST BB SR S B S AT A R R E TR TAOUR - K

RSN F R R A - B RIS & (PMDA-ATC Medical Devices Seminar)
% H1 2016 FFEEERTH - 2017 A2 11 H 6 H 2 10 HJR 5 PMDA Jik A 2 T » 38
AAE 12 {HEZHY 30 L2 EBESNNEE ~ noZEFFARILAEL ~ Finhr ~ B
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H & HAeE#s BEE -~ BE e EE
[ 52 2 A% i Rt R

2017.11.05 | BfE (&db > HARD)

2017.11.06 | £/0 2017 HEHABIZIITECAAE | 2017 PMDA-ACT

~ g L B SR e S e Bt RIFR | Medical Devices Seminar
2017.11.10 | BEEEsM TEMEANTET S > FEHHE | HUEE HAR

A R R R EE T AT
T FEHEE BRI B TR
il S5 VAR S R AT ENRE
HAA B AR KR T2 S AR R A
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(&) efE

2017 PMDA & tastl £ E B & & HRER

FLIR (11H6H)

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




1300~1500 Review and Approval of Medical Devices

(1) Medical device regulations(definition, classification,
review process, approval process, and so on)
(2) Consultation -from developing medical devices to
getting marketing approval-

Break

1530~1630 Overview of reviewing for additive manufacturing
technology, included three-dimensional printing, and
customized patient specific devices

1630~1730 Review of software, categorization of software as
“Medical devices” or not, etc...

1800 Friendly Get-together

2K (11H7H)

1000~1100 GLP/GCP inspection for Medical Devices
(1) GCP inspections
(2) GLP inspections

1100~1200 Quality Management System for Medical Devices

Lunch

1300~1500 Post-Marketing Safety Measures for Medical Devices

Break

1530~1730 Introduction of Regulations by participants

3K (11H8H)

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 Registry system for medical devices
(1) Registry system for post-market surveillance
(2) Consideration for registry system
(International Medical Device Regulators Forum
(IMDRF) registry working group, Clinical Innovation
Network (CIN), and so on)

1400~1500 Standards for Medical Devices
(utilization of international standards, etc)

Break

1530~1630 Review of IVD

1630~1730 Introduction of Harmonization By Doing (HBD)

activities —Collaboration with Food and Drug
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Administration (FDA) in the U.S. , MAHSs and Academic
parties
24K (11H9H) Site visit to a training facility
1000~1010 Opening
1010~1040 Overview of da Vinci system
1040~1125 Regulation/Requirement for Post Market
1125~1155 Q&A
Lunch
1300~1600 Hands on
Laparo Box ~ Test Drive ~ Troubleshooting
1600~1645 Q&A
Free discussion
1645~1650 Closing
5K (11H10H)
1000~1200 Group work on Review of Medical Devices
(review cases requiring discussion on clinical data, and
S0 on)
Lunch
1300~1400 Medical device innovation
Manufacturer’s perspective
1400~1430 Wrap-up
1430~1500 Closing ceremony

(=) RAERA
1 RAVRIE T 2R N ARRRES M E HEE - A K E TR EFEA
44 B3 PMDA SHERAE SR E RS W H AR A 8E MHLW B S5
W AR as i AN B R - BRI AR TR B SE - REE
fEAC > R R e B RO S B R b B BRSSP KB T S o A
F 2 REHEEEELA RSN EHREHO SRR 2 GCP

GLP #4% fe S astt 2 %7 =i 5l (Safety Measures) » 555 MITHE FREL & E11y 71 4H2K
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2 3 Rekf2 /M & Bptas i BT i £4t (Patient Registry System) » 277755
MFEAEA N4 ~ IVD L2 B EgEEC » Harmonization By Doing (HBD) activities fi
7~ DUR/INGHET SO ZE B 28 R S A i 25 T BIHRAS L hiRi s

5 4 RAFEH 2552 078 Flasll| #f$0(Da Vinci Training Facility) » Brfdi7
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PMDA ZH#REEZERE

H AL TEUE N B S Bt asdr i (PMDA) 1 HABURT 2004 4
4 H 1 HILARRIL - EFBE ARG HARE4 5@ (Ministry of Health, Labour
and Welfare Health, MHLW ) » S35 HACEI A T 2 B &8 5n R Bt - i
o~ AR S T BT AR i R S PR A R S AR A - MR AR B
& EmAHR L &S A - HBHHEAEL SR - HAl PMDA &£
2017 = 4 H 1 Hiik » = RFEBITHEGEAES 906 A » Az & Hi I (Review
Department) 578 A ~ 274 ¥ 51 E([9(Safety Department)190 A ~ f2FE#7 R0 0P

(Relief Department) 39 A - 83t K E A I i EmmIE K [ V D&y

Ry VAERRF A=A R

Office of Medical Devices | Orthopedic, Robot/ICT, other

Office of Medical Devices Il Respiration/Brain/Vascular, Digestive/Genital,
Dentistry

Office of Medical Devices Il1 | Ophthalmology/Otology,
Cardiopulmonary cardiovascular

Office of In Vitro Diagnostics | In-vitro Diagnostics

H AR R s AR 5 B HE AR
H A Z&=+(Japanese Pharmaceutical Affair Law > fif# JPAL) Gz ¢/ PE T 1943
FEIE » HE B AR H AR E m 2 B A2 ~ BRE - BesiiE

1960 FHAEHAZHIEE - HNFHLHMTH & S SRRV R A EE
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S HAE A5 B)E (MHLW)ITIE$ IPAL A5 K BIRAIIEN - 2013 4 H A4S

FEABEFEMY BEERIEAESR

) R, B 22 k134 (Pharmaceutical and

Medical Device Act, PMD Act) > H #2014 4 11 B 25 HIEREHi - A XS LG

HERHATT:

(—) ESE =728 (Registered Certification Bodies, RCB) fYks

RO [

TR 55 = 5 wee B A Bt n [ (scope) » ELrip B & KH sy class 173 A R

s ELE(Certification Standards)iyClass HIEZZEERAF > (LG pE B Husi s (Fmy

AR o R TRgaEaE R ol EHPMDASE = AT -
H AR LB S = Jatse AL R & NRYIAEREE -

TUV SUD Japan

TUV Rheinland Japan

Das 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

Bureau Veritas Japan

Intertek Japan

HAIRA Class 1N gs b adas BB U T

Class Ill MD Certification Standards for

Issued on

Pen type infector for insulin

25 November 2014

Blood filter and bubble eliminator for artificial
cardiopulmoenary 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

Mon-absorbed thread

24 December 2015

CPAP

24 December 2015

Self Measuring device for blood glucose

30 March 2016

Navigation system for neurosurgery

]
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JFARP AL RF RS 15 R B B Ry — (I S LRV E 3 > SHPMD Actiés FH a2l »
JafE ~ TP 2 e AR A e S 1 e Y A B R et e

() BuERlGR 2 B
IR SR S T ET RT R T AT (Liscensed ) B Ry M (registered ) »
FERE R IR S T B g - RBLERE - R - BRI ST RS 0 X
R EOR GRS - RS R ( r BL S AR R R T

(M) BriE B fstas i LS i E %47 (Quality Management System » QMS)
EIEE 7 5B 208 B ST EEISO13485 5 Syl o SoyME S B 2sif 2
FEanfEE - BUEEE A\ > HARR s SUGEH 2 E B E S TPMDA
Bl 2 BRI (ITEUR ) DURMHLWZ T 2 55 =5 a0aa it - B
0141 AR » Bl BIFE A B R EZ B A S FRHHITE

I HARB N EUERH P MD AEH - HEIER 29 TR

Product Inspection Authority
* Class IV
* New medical devices PMDA
+ Cell / Tissue-based medical devices
Medical " “f-------coccomesmiieciniinoees
Devices |* Classllland Class Il
(without C5*) PMDA
* Class lll and Class Il (with C5*) Registered certification body
* New drugs
* Radioactive drugs PMDA
IVDs * Products without CS* PMDA
* Products with CS* Registered certification body

% (CS : Certification Standards

(71) #ril " AR AL, B

FUAIESIA T BARF RN ) 5 HIFEARAE A B S5 andl
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NEH  DIEIAROR sl e R iR PRI ST B L i a]

BRI B

MHLW/ g2

Nomenclature, JIMDN)#

(Class I Ja b i fX) »

V) - 40E3 -

5758

‘BB R M (Class )85

SRR H AN EE R 2R A Y S E oy 4R A (Japanese medical device

AR EBRAR R o Ry 3 B HIE R — B es

[EE B 2R A4 (Class 11l Kz Class

GHTF Classification Pharmaceutical and Medical Device Act classification
Category Regulatory requirements Japanese MD
Nomenclature
Class A | Extremely low General MDs Self declaration
\ tﬁ‘; risk (Class 1) Approval of the product is not required, 1,195
| Jb | e.g., X-ray film but marketing notification is necessary.
Class B | Low risk Third party Certification
e.g., MRI, 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
Class C | Medium risk (Review by CB) | (Review by PMDA)
‘ e.g., dialyzer c stpe;iag:l:an The Minister's approval for the 756
ontrolie: s - -
- K product is required.
lass D | High risk
¢ 15:2 ‘shris e *Approval standard 343
? e.g., pacemaker = Review guideline
5 P U ¥
3~ HARBRE i)
B Bt
B i N
A Class o N _EEFa]
MR EESEET Al R BUSSES I EY
— B
_ WEIPMDA ST |
(General Medical || s 5 H Ak Bl HRES
_ \ | e
Devices) P+ BORIRSMLIERG TS
B TERTHH B & (Marketing
(Controlled Medical Approval  Holder >
Devices) MAH) B8 HI 355 © 43 By | FE4C PMDA st )5 & s g 2 f Bl
I
(BfaEE IR (RRTRNITRN A\ it
Designated controlled (ERHE T
Medical Devices)
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T =t (RCB) i A
e
= B IR R Es " FREC PMDA Bl )7 a2 A L
(Specially controlled e
Medical Devices) v =LK MHLW K PMDA % & BilEszs

il @ BB TEE B IR M T TS EE HPMDA Bt T Bt A Bl
A2 R E RN — B E R R PR HEHRMHLW IR
KEMRL R AEIS)

GRER
(—) PMDA HUSEERZEFS (ot ES & et 2 W PR e b 2 A AH B g 1 B 5

R LR BN A RIS B s A E A sl g sk HO B R

IR

[©] Pre-development consultation for medical devices 294,100 yen

(2) Consultation on necessity of clinical trials for medical devices 980,300 yen

(3) Consultation on necessity of clinical trials for medical devices
(assessed by referring to clinical literature, etc.)

@) Protocol consultation for medical devices (safety) 98,000~390,100 yen

6 Protocol consultation for medical devices (performance) 98,000~390,100 yen

@ Protocol consultation for medical devices

1,960,300 yen

(exploratory clinical trial) BT
Protocol consultation for medical devices (clinical trial) 2,353,100 yen
(@ safety evaluation consultation for medical devices 98,000 ~ 588,200 yen
(0 performance evaluation consultation for medical devices 98,000 ~ 588,200 yen
a2 Clinical evalua.tlfm co!\sultatlon for medical devices 980,300 ~ 1,519,700 yen
(exploratory clinical trial)
(3 Cclinical evaluation consultation for medical devices 1,470,700 ~ 2,647,200 yen

5y Ry T IR BB R s e i Z S5 R B BT - PMDA 5217 T SR RRESAHEEE
(Pharmaceutical Affairs Consultation on R& D Strategy ) » H HAEZE S By H A
b5 s/ NSRS SR T AR B S RS A R TR LA &R 88
7E i AR BB s Bl PR s T gt - DAF HARIEA 5 5 B R & &

ACANZR B AARAR -

AR MEE R BRI 3 2 ST R RIS T PMDA f5-2(AHRH

Bl BEiE AT R B s > B PMDA [Tl &t m] £2 R &G B it
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HER > WAEEER TR FEE T - W H R E AR -

() HAZ B BB RS F A RIEIEESN - A HETAVRHERLE - 5555
g5 8 HAERE ARG i - fE8/E 8% (Additive Manufacturing
Technology) 7 i 8 &2 /N & > H 1 {K#E Guidance for implants using additive
manufacturing technology » H17ZE snZ VERALER R 14 ~ AEWVIRHE (S URHEE
IR ) ~ TR ~ 20RE (RIAIENE - FEFTK) Fmm AL
[ SIS FE it A AR © AR el IR R A ] DIE BV - 7]
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RIS SR B THEN RS EN e B, AR PDEEa S an S R (2iksths )
W - AL ZEEHEYEE - BB LA E T - SR BssEE A
& Z PRI, MRS EE#E Worst case » AR BTV S 40 e 58

X

B h B E (B SR TN - NS Eieae) -

)41
W

(2) BRI EH > BEY MBS B R RE LRS- R FR

8 5y RS S 7 s B PR AS IREVIR S 1T 8 - (3 A _LRAG 2 i i B

e E B R A e B R B AR a A B BB RS RE B 2 M - WA BT
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an s FEHER E IR G 48 B REE M E M wlias e AR il i HEE

PRIFEREE - NIEFRAE BT ArRIE s RE e B E BRI E &R H % W 5F

fli AT RE 2 fE I H L EA A SRS e B

(0) BARSHE itk Be 22 (it — (& B 5k i 247 (Patient Registry System) » DI%t

—AE IR N A E B et Z i R E N > H RTPME AL E i Ry

» 329 B EE T £.%78 By Japanese registry for Mechanically Assisted Circulatory

Support (J-MACS) - [FLHH 288 2 (R Ry

B OEPUEMBRINS o R T iR R N - s EE RS

Jel(Real World Data) Fz 15 T figgs m s

W BRI S o T SRR M A& B R B B R A b2 B8

o ETEERE  aE

B HREUERIN S - AR BT B R EIEZ RN » AR EE R

B EmmE -

[F 2015 {8 - I-MACS #& i 81550 K BOM 2 9 Bl 248 (INTERMACS 2

Euro MACS)&1F - 2B it BRI Ap8 i I ERR VG SN © o EEE 2R

Ji+2 International Medical Devices Regulators Forum (IMDRF)f&Efix#EEN > T

B NEEREZ — -

(71) HAH mirtsti B S5 B 2 S atas AR & 1F > DUTHE EE fnbft 52 P L RIIAE LA

EFE{TE)(Harmonization By Doing, HBD)[ AR 5] —EM £ 2 B 8L H A _F i
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[EE < AR CRA H AR R [ ) - MHEAE R TEVE 2% T Global Clinical
Trials % -

() HR AR B ARSI Z B4 (& IVD) » 0LLE A Ry 7 inse — {8 L i
K B H ARELE—(E LI RIED E R A an T EEREE B DA FRER AR
JUT > BEEESH AT ERHE Ry Sakigate - Sakigate /i 1] 55 PMDA HY{E Sl
I R H 55 il R ET T B H 38 & (Pre-application substantive review) - H A5 —(E
Sakigate B {EfCE 6 & H BIHUS E itz -

() BIATERI B 22 2 BUE R 2 BB A - Al B IR R i R s E I T
R i DA SR b PR B i T REAE RBA ST By 7 IR B & EERR PR K
ZAFr A 2 BT - PMDA F2 A R R A (Conditional Early
Approval) 5=, » IR FE HngR b itk 2 AR ZOR AR T ATEE PR
B P Fe LR ] LIS E S AE USSR B0 O B PR e SR BT R A A T AT R SR -
B A EIRAC B it s E BT 2E (Post-Market Risk Management Plan)
AL EitR AR B e B b E Bt S R i AR » Wt B IR
(E &R rEmn RIFEE I 2 R RS e 2 EEMHERHE > o]
PR HH ZE A0 RORE 2 B (U b T M E )

(/V) HZA PMDA plar a5l gk .0, (Asia Training Center) » Bilgr =g Lo £ %
FEAI B BT A0 DRI s B S H AVERMER KOER 280 2 %
i -
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(L) HAR 2017 &+ 6 FHigH E e R B (Single-Use Medical Device
(SUD) Reprocessing) & {445 SUD #4&f7f#E (disassembled)~ ;&5 (cleaning) ~
H4H/{E18 (reassemble/repair) ~ ¥ (disinfection)Zr F  H A2 1% 0] FE R EE(E
> H % 2 SUD ZHEH PMDA FFi% > ST HE B 2 s 78 By
MAH(Market Authorization Holder) » H % Rp5 /8 EFEFE R SUD ZeaiE
=T - WHEFRZ PMDA R fr 2 &5 -

BUiE R 285 (Da Vinci Training Facility)

FHRERAr ZeHR25) Intuitive Surgical /A &]HY 2 SCPE it es AFI&RF0 - 2

Y FTiEs N 245 F 34 Surgeon Console ~ Patient-side Cart ~ Vision System

=80y o EgIAE 1999 A 1 HHEH - A0 2000 AR FDA fZ AR @ - Bl Ry AR

Flg AV —(E TiotEes N 24 - EEmndE 1999 FH(BAEREGHEL 1 Da Vinci »

Da Vinci S ~ Da Vinci Si ~ Da Vinci Xi Z%|A55 mnal|SRFR P | Ei% i b
AHY—IHEEEL > Intuitive Surgical /3 E]EHREE SV FHiTH e A\ S 85eHll SR

BE TSR

£ PE B2 PG il A (E &)

B REBAR LR SOV TT S GBI - 5B HDhREnVEE AR - BZRGE
Fr DA E R PR ARG g -

o P B S ) E At )

W RESMRREE AR S NSRRI HIAZ.C  ANRF Tl BB e pidr BRI - AR =S
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F IR HAEZEBIZSET E(BRE

B RS E AN R A B T EE S R R AR AR A M SR — S T

fTABRE -

FVUPE B RS R (RO AEIE )

B EEERL O] E AR R, > B2 TE H H B Intuitive Surgical %49 H.

g S EHVE P R A TR -

FERR P s T N ] R FE AR S 1% > $5r AHAY TR H - VN ETR

'Elllk

PR BAR P 858 T LR SCPE 0T 204 - TERRAE AR R B Sl h it - (8
SR SRR A dn A R o WERIHEESRRR T2 > 5950 - R B B IR E A [E &
DA HTE H ISR - DL T AR IRYRECRAE « INSaiai& i Intuitive Surgical
ANE(EEEERR - ERIHASANHA 522 AV E B (Complaint - Failure analysis -
Clinical Dev. Engineer - MDR - Recall - Capa Team)&E /2 FHE A R
HEE

FIREEALAF PR ~ SEZEFFIRHAIER ~ o hndir ~ ENFE - EfEferhns » H2kphas
JEERED Hon > W HRJER ) RE R L HHERSHA BREETRA -
B~ C- D~ E 7{E2H5] > FIF/NHETamAY 7 2 ¥ v b BE A (2 (1) 2 ) _E- i iy

FAE EHREEVEEMEREET S T S EEE S RV R
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GalEEF R L EEARRFEEHABRES TEREANRERIRE Tl

Wi Bbeati M) ~ TR EERISRET S - BT BT R B A ARl

el

%&
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I:I

/INHES R R O E BN ES - EVAHEART > BEEE LEISEE 2

EAMEHEIEE - PMDA 77 S BB E & — AT LT IR AR -

FEIEEL S & 2 78 BB PMDA S8 E A EA K - RIERATAL T ShHRR

iz Z e NI BA TR S e A H B TR FE iy 2

Figktt > Hilloket &bk T B EARIMVABSHREAS KRR IREE -

B¢1% PMDA 785 = B A fnfE &M D1 - 2 dmly B Ritsei
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ANE 2 W M s R - R N R B RS m] 275 0y S B s R A L

s > DABE S 2 2 55 S B

E\

H & Rtes i < S A > WAEERENE S SRS DT A R o R

BHZ /M SRR D158 A B 2 B S50 K i PR 5 3 190 R A T

S o SCHEIR S - BB TR fn 2 S BUHBRRORITR H K505 - AInLLES

IREBIEA ZFIS - LT g Rt as N BB EE PR B PR (R FIR 2 & > At AT

WfERE A N B BRI I E A EF BT 2 2% -

H

e S R B s M RS BLAUE » AFE 2018 £ 1 H 2 HAE: T3

BUE(3D FIED B BTG5 ) (F Rz BIE R Rt 2 —fieEs [ -

i A AR g AL g it A 2 fE A Ean et BETHY LTSS | fetas A st - AR

22



“rt R AR - BRI AR RS A ani V> (HEH IR ER B RIS R e

MR EE fndE 5 B A B A AT S I THY T[]

B A M S AR - By B B A (o I A B D ARAEA— B etEs

M RS S TR RS - R IR AR on B HEAR - DA SR

MFZIER st DAL TR MU ] 72 TR AP e Pl a4 B e

etz BT RAE  MRpsE AR B E BSOS - DUSUR R @R Al % B e i &

M RARNEZH - EEAE R ER T - DUE R A B R e A

KRRt LEAIEE 2%  BITA R EUZRERES] > Iz B

N

AT A Z ST BOR AT #ERT > B A H At B I 2R ale e i 2 B

R > SEIAIRT B Y H AT RIS S THE RS - IEERA AR H AR

TR PR Z B8 > TR BN R F H AR R 2 /KR - SREDNE B = e 3

2B > ANfAI s [ B B A R BB TR PR BRI 2 r] 278 Z BRI H] -

23



