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ECE LT,

- FHER O, AEMER L TV 5 EBFEAEEOFEHRZ Y RMOMATRH S Z LN TE, K
BEBERHEET UL, KPEAEE 55T, IMDRFRRGHWPZ: £ O EEIEA % B 59714
BOEE, T oA EE X MBEOENIGE, BEE LTUIY 4 v T LT D 0ERH

HERBUTWET,

cEERIIHFE D HITTIEEOVERNR CLEZO T, ETHHECHmIc/Y Lz, 7272, &
MHBRNZ ENZTET, EERERRTRMO AN EZ R THHh 2 FHIC A>TRZRWE W) FIR
TL7z, D L5 BRHILEITIE, OLDVDEDD I N—TTEDL I RFEELAWVD I LT
L0Mb oL BRGIZ T TN EE, BAZRO ThLIZENEND IV —TRERTE
DEIBALESTIZRSTNDDMN2 LV RN THHALTE L2 5EH 0 N> 72
HTT, SRITHEWVEZEWEARII LD EEE LT, BBOESEICEDET, bR
EHY T VWE LT,

 FEESFRANIC T 2B MARITONTWD Z LB TEX 2R, 2B EARIIS WO
2, AINEECHLONERA D ENTE R o7z, BlZiE, MDSAPIESNETH O 5
NTEY, BERIZARTHD EE L LM, RE1200ETOHEAIZEL WO 2 FHFDE
MRS L TNDEDN? LW\ o T2 SANERTE o Tz,

- IMDRF®O HA~DEAIZOWNWT, BHDEBFTHIToTWHI&bdH Y, BRI T,
—JF,. GHWPE W) L DIEHE D BV Z &7, EfICERET LI i TETnen
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Fo, TA—TREBICOVWTR U ZZ LICOWTOTERO i E2H &KL ET,

- EBEBUSICEA SN HE S 00, OO AMERKIL, —F—4 TIEWh < B WO RERH
T TR MO MENH D EE U E Lz, £70. RENEFIEE~ AMIRIE % k2
fToTHH 720, BEHMZREBTCOREZHL TN ZEbEEL LK U F LT,
CHEEANAITERTETH, A DB L AICEE LA Z DL S AU E LT,
BIRERETHIEZ ST 22 L13boTh, [HKEZ S 21 ETOERITITRVIZ N E
BWE LT, BRDIEDIZRDZEThoTh, BERBEGD~DA T 4 THPfHE TR
WEEh XIS WEBWET, Yo7 aloRmE L <2<, EBEREOIGE)H KM
EESREICSWVRIAEZEE 20T, BHEMREOMEIFELHOIBRELEID LILEY
oo BARITITEBE ) RN EBMAREM NI Z OGN TV DHRMNBEWETT R, £AEARRIEL
BnEd,

- HRE R E O EO T DITIXEBEEDOER A D T F R B WDIEG0 508, ¥ - HAD
SIS T E Y = AREIDNDLENCY XU B AADRVEVWIBERLH TR, ¥
DFEMINHEE T D N — FLOE S ZK U,

- B CHSIFIRBEIZ D o TV D I o oy, BT BECEMEO ST HF LS
=TT, “KHFRFICET 2 ER T 7 77 AR0E MBI L TND WS 2 L%
HNTZDOT, AL LTHREBAICE S Vo2 FREFICANOND X HIC L TERW,

%HE, BRIV TOaA NETAEEXELE,

(R OL DL NWEHI AMEBR 78 Y =7 MICTEHERBEOBEE W EEH R L
2T NE L,

AHHE DYWL Y BRI, FHRO T+ 0 —T v 7ETITRIEVTE W EREOE S 4
FU®, BREDES FITEELE L EFET,

Sl BEZAERT DICHT2-> T, B OPERER T OEBRES ZH Y35 L CIEMICHE
BLTWRDSTZEHSLED TRARDZ & &0 &b THEHHIE & O EEEEE S
WTIRVIRD Z EMNTEFE LT,

BEOEIFIZEINE LTUL, BoR G MENRH 21T 9 72 DI E RN EE & E
ERIZLTVWDIEZTHEBNEE, FOXIICE TR A LKED THEEEELEES L T
D, EOFBFTHIVUIAVIAD D DONELEE Z TV IE=nTd,

EBHEEDBEE N E DL I ICHED A Y v MIORBDLDON, BERNH LD, Lunoiz=
AV RbWEEEE L, [EBREEECIEF BRI O EEEA 2@ mc B U TE @ a2 IUEEW T2
7PE, BAETORMISGET TE 2813720 0E TRV 2T s n o,

ITBOE S FICE v E LT, EEEHEARTRMCEBEEO® M 40 L, AHE %
T oNTICREDOTEEZ EOLHIICTETEDINEBZTCNWEEE, Hx OEBUESSED
F A R Z TATENC BT TV I R RV T,

FHITEHEDO—ANE LTHAMRTELNEBEZ T, BESCHIEE S LIS IET 572
EABOEHABB L TNWE W EEX TWET,
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AlEl, B L D ERAER O EEHHRRTEEI O BAE, BURK OH AN N E CEEINT
WBHT 7 a—F L ZOREREBMERIZ 02009 TRV E E L,

“EFEAE LS o T, EEOHLF LDDLNLRNWEVWIHIRRH Y L=, BAsATR
BN OIS NI Z W E T BIXEN T NDOSIBR N SRR O T A 7 A 7 VK% h
N— L7 U CEBHAGIFAMAE 22 20 T 747 U ABSF TR, Ze— UGz sis
DB A NI T AT ORI ER TH D Z LA FBik LE Lo, T OB L
L, #FL T2, EARFTFRPUBELRDLDICOVWTHERA ST bEAME L,

AR OTERRFERIL, SR OERERIEEDRBIIET OMO THERBRES LR,
BFEOTa—NVERO—B D Z 2R LET,

RBICBEBREOERL Y N E S TS nE L,
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1.

2.

IMDRFALIRZ sk S IS

~ Joint Workshop D& Z @MU T~

EREEEKEES BEERE B0 ER
ST T HOYAM Y Y a » 7 7 E )

LI
20259 H 15H ~ 19F 12T T, fLik= > v a vt v & —12 TH28E IMDRF&# 2
P S E L7z, 20254R1ZIMDRFOGER E 2 HARIOFESV IO L2 & LD, 3HDOR
BRI &kt s, BIIEA LA BAE & U CHRMITHER T 2 BRI SR E (2 1A 1 TR FE 2R i am 23
fThinvx L,
<IMDRF & (&>

International Medical Device Regulators Forum ([E S =R Y R 7 +—F L) O
ThV ., EFEHEFHAGOEEHMEZED D -0 0EmO% T, Bz mi =04 %2 A3
EVERL & B EHHI DT A 2 ALEFEOFOAR ZHEE L TV DHAHEE T,

FHZ B2 (Management Committee, UL FMC) A > /3 —(%, BL T D120 #1124 7 THE AL
SATVET,

BA, KE, BN, -2 ZM, EE, 77200, fE, vo 7 oA=L,
RE[E, AA A

IMDRFIZ 22 (K, #) . #H N8O o xtmsa & — %A & 1 5 Stakeholder
ForumZBifE L Tk . ZOHEIZA& T, IMDRF & 24 dJoint WorkshopZs 23 B X 4
TWET, F72. 20244FKIZIMDRF Industry GroupZ3a% & 41, 2025475 IMDRF MC &
D Bilateral MeetingZ3 g & SV TCWET, ALY, ERNSOBEEFIFEZOWVWTCHEEE
dwmd DI EMMTEDL XY | ATBE EROEHEN LV REII R -T2 EBEADNET,

IMDRF® U = 7 % A KT, i £ IZ 6 & 1 7ZIMDRFZ% #% ®Outcome Statement<>
Stakeholders Forum® & £}, Joint Workshop®D & EHEmgd STk 4, /-, ZhF
TIHER SN A X ALEOREC, N7V v 7 a X VOoFESELITORLTHET
(https!//www.imdrf.org/) ,

£72. ARIOIMDRFALEZEFMEICE L CTEAZBHE NS T LAY U —=2ARNFEHENTE
V. ZEORERZEE, AEFHEIOVWTELOLNLTWVET
(https!//www.mhlw.go.jp/stfnewpage_64053.html) ,

H 2
1H H : IMDRF/Industry Joint Workshop - 9/15
Opening Remarks

* Welcome address from IMDRF Chair

* Welcome address by MHLW
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* Welcome address by Industry — JIRA/DITTA, JEMDA/GMTA
Sessionl. Scene Setting: Conformity Assessment for MD/ITVD

* Keynote Speech: Conformity Assessment for Medical Devices and IVDs based on
IMDRF/GHTF principles

* Conformity Assessment in Practice: Industry Challenges and Opportunities

* Panel Discussion

Session2. Classification approaches to foster convergence: Mapping challenges and

considerations
+ How differences in classification can impact evidence requirements and the
conformity assessment
* Navigating Divergent Device Classifications: Industry Experience Across
Jurisdictions
* Panel Discussion

Sessiond. Improving Post-Market Surveillance

* Challenges in Current Post-Market Surveillance

* Harmonizing International Regulatory Approaches for Efficient Post-Market
Conformity

* Leveraging Digital Technologies and Innovative Approaches for Post-Market
Surveillance: An Industry Example/Case Study

+ Leveraging Digital Technologies for Smarter Post-Market Surveillance

* Panel Discussion

Session4. Emerging best practices in evidence development: Leveraging advances in

real-world evidence (RWE) and other innovative evidence types to fill data gaps created

by classification differences

* Regulatory Initiatives on RWE: Advancing the Use of RWE in Conformity

Assessment
+ Experience of utilizing RWE in pre- and post-market
+ Examples of gaps in clinical evidence
* Panel Discussion
Closing Remarks - IMDRF Chair

Networking Reception

2H H : IMDRF Stakeholder Forum - 9/16
T K
Opening Remarks

* Welcome address from IMDRF Chair
Sessionl. IMDRF Regulatory Updates

» Australia, TGA

* Brazil, ANVISA

* Canada, Health Canada
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* China, NMPA
* EU, European Commission
* Japan, MHLW
* Russia, Ministry of Health
* Singapore, HSA
* South Korea, MFDS
* Switzerland, Swissmedic, Swiss Agency for Therapeutic Products
* United Kingdom, MHRA
+ United States of America, U.S. FDA
+ Argentina (Official Observer), ANMAT
+ Saudi Arabia (Official Observer), SFDA
« World Health Organization (Official Observer), WHO
* Q&A session
Session2. WG Updates
* WGs Update, IMDRF Secretariat, PMDA
* Q&A session
Session3. RHI Updates
+ AMDF
+ APEC
* PAHO
* Q&A session
Session4. Affiliate Member Updates
* Egypt, EDA
* Paraguay, DINAVISA
* Oman, Drug Safety Center, Ministry of Health
* Malaysia, MDA
* Q&A session
Session5. Implementation and Challenges of UDI

* Panel Discussion
Closing Remarks - IMDRF 2025 Chair

30 H : IMDRF MC Open Session/ Bilateral Meetings - 9/17
4HH. 5HH : IMDRF MC Closed Session - 9/18, 19

1H H ®IMDRF/Industry Joint Workshop., 2H H ®IMDRF Stakeholder Forum/|x —fi%/
Bl v a T, #EHEE. Outcome Statement/3 LA F DOWeb¥ A MZfg# X1 T
WET,

https://www.imdrf.org/meetings/sapporo-japan-hosted-japan
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Harmonj

siny
fOr Eficiont poeeetonal

ent Post-Market cﬂeg‘"““fv Approaches

Onform“y

IMDRF/Industry Joint Workshop TD5&E D1+

3. 28 IMDRF&#DOFERIZ SN T
A EIOIMDRFE I, *FHE TR190A, A>T 4 TR0 1”2 L, 3ABIfEICE] &
for & H A b2 BAE & U CHFEmI/ERT 2 Bk (IMDRF Strategic Plan 2026-2030) 5 E(C
[T 72IE T Zdm M T O E Lic, UFICBEEZ R L ET, FMiIWeb A Mo Tn
DGR SEE DR E 0,

(1) IMDRF/Industry Joint Workshop

Opening Remarks® ¥ v > 3 > Tix, PMDA ZH Wz $UT#& B M OVEA T @4 EIKE
PR AR A AR WA PR O THES Ok . R4t L. DITTA™ JIRADOHIH %
B, GMTA™/ EMEOWMIE AR 21TV E Lz, 0%, MM cmd-#m s L
T4D>DSessionVEA SN E LTz, LNICH By v a v OWMEELRLET,
(3%) DITTA : Global Diagnostic Imaging, Healthcare IT, and Radiation Therapy Trade

Association ([EHEREEZHr - EIEIT - BUR SRR IR PE S HEA =
GMTA : Global Medical Technology Alliance ([l 2 £ i &

Sessionl: [EFEEER LK OIVDIZB T 285 T A 7 A 7 Va3 2 f- a5 Al DV C
HH SRR OERDN S, IMDRFA A X v ALECEBEBSOEEN, 7 7 ANEOBE 2 T7,
TRERED B O FEIZOWTHEE, SRV T 4 A By ¥ a YIMToivE Lz, BElERE» D
XU A AR—VHSAK Y . 2 E TOERBHRHATIESROFN & BUROME, 4% DORESE
ZOWTHBANRS Y, ERHIE, TRAETHH 7 72 A OEEMHEICONT, FFIZIMDRFY A
ALK T L— 2T — 7 OBREZ AR L CHIRETL Ea— 7k 20EMb2 X5 E
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TS, TOHF TOEBHEBEOEE, FIZOWTHHANRS Y £ Lz, iz, EHEMEIZOWT
1%, Z OWETITFE O EREERHLE~ 0w H R EIZ X o TR o 72 72 DI EM T O XS
CHREEDS A U= Hh 72 EOBBENET LN TWE L, 512, EFEERO 7 7 A5 ICo
WTCENZ L » TH7Z2 545, Real World Evidence (RWE) O il L B = — 7 2t 2 ~Djk A
WZOWTHKETESILSN TV W E WS TN S Y | k1) 72 Medical Device Single
Review D EH MR AGRO AT EH 7o v A 0EAELE W o HEICK L TED L H T 7
0—F LT RENZONT, DTy a VOFBRICORND L IR TORBND Y £
L7z,

Session2: 7 7 A3 FHDE 2 J5 L L O I MEIZ DN T

KL R LR OER NS, 7 7 AGEOE 27 L &H/ MK TEN O DR, UK o8
REBDTTAMEFIZONT, B, /SRAT 4 AH v va UIMTOIVE Lic, HflE R 61
77 UIVANVISAL V. 77 VI HRegulatory Reliance®EL Y flAx & U A 7 |2 H-5<
7T ANFDEZFET D581 H Y . ERNDITEICL D7 T AGEOEVDOERER L ZN
BT HTEEEIC OV TRAUML SaMDRME O 7 Z 2 HHIC BT 2 #%BR, 7 ¥ & VL,
DY T AP NT TR R F IOV CGRIEDS TOIVE LTz,

Sessiond: TR A D H 72 152 mIT T

B R R OERD B TREREDBUIRST A F v A TEL R OF ¥ v 7| FUHL
Y — VR iE A LI HR A OGSOV T, BIEEOMBCA RO F MR G D, i,
FNVT 4 ATy aryMTbivE Lz, HllE R4 —R M7 U 7TGAL Y | EERER
DIA 7Y A7zl CIZBHIBRE O H Y . IMDRF A & 2 A SCE O AR IR i ik
BEAOWE, UDIF —# _— A ORGSOV TRHESH Y E Lz, £, AL A
Swissmedic/» b1, FTBT B ADT VX ALRLATE AT 280550 0 . ATZTER L7
TR Y — L OB EERBRICET 2N 0 0 £ Lz, ERM LI, TREERICE
F5 VA7 R=ADT T a—F LERELOEENE, 71— A EICET B TR ERT — ¥
DA EATEH ORI, ZHEICOWTHRNINH Y £ L1,

Session4: RWE{EHD XA N 75 77 ¢ ZZHOWT

B2 /& OZERS, RWEZTEH LIc AT EE~D T 7 o AT OV T, Hi
il OO RE 2 S0V FH 511 % AR B OB AR X T 5 F ik, FEOFE, SRT 4
AIpyva rMThivE Lz, BflY R HITEEMHRAL Y, ERELRICH T ARWED
BHEME L, BEICBTAEE LR RO WNTRADNH Y, RWEDEFEKI T A 7%
A 7 NWIZEB T HEE]. Real World Data (RWD) OFf#H & = OF|H, RWEDHHIHFIHIZ 1T
LR, RWERIHIZBE T 2 3BRICO W TR S E L, 2R 0%, RWEIZET 58
TED 7 v — L OR B Z DO BOK OFF O M EPEIZ ST, IDERHA (Integration of
Heterogeneous Data and Evidence towards Regulatory and HTA Acceptance) M H V) #1A D
WBARbELE, £, ZNE TOLHEMZRRWED Y 7'r—F L Z DR, RWDOFAMN
EOMERE, RWEDEEI L ZDIEHEIZOWTRIRS Y £ LT,
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(2) IMDRF Stakeholder Forum

A U N—EO#HE T » 77— b, Regional Harmonization Initiative (RHI) ® 7 > 775 —
b, BEWGOEBHREENH Y . 1o, ERELRZATNRFNT 4 AT vy a PRI IT b,
UDIHEH &2 4 E TEANT D ERICHRFT T _REFHEICOWTOEmMTHONE Lz, Bl /mrs
A4 —A K7 U TTGA, 77 Y /LVANVISA, ElﬁPMDA HUTZETSFDAL Y, Eh
ZNOEZE T 2UDIO FERRPLL A B OFIHFIZ OV TR S 4, ERNDIE, #23EICE
F 2 UDD& S O4RHL°UDI-DI K U ﬁ—@%ﬁ%@\ T =47 4= FORIFIFIZ OV TR &
L. IMDRFA A % 0 ZACE i > 72 UDI-DI b U W —ZFEOFHFIA R D T\ D 2 & 3F
SNE L7,

(3) IMDRF MC Open Session/Bilateral Meetings

MC Open SessionTlE, FiEI3H ODMCZ 1 — X RE&A K R6H OMCAH > T A4 v &8I
B3 2 @&, AE A% #E 2 W 72 i 8 (In Silico Trials & Computational Modeling and
Simulation), IMDRF Strategic Plan 2026-2030D R ZICBIT 25 & ikim. HE0 T
F LT,

Strategic PlaniZ- DWW\ T, EFEHEISBLIHIRE O SRR E | FFIT20214E~ 2025512 T
T, AIRT VX VIRHEE EOFFEIN, COVID-193 7 X v 712 X 0 il O%hEME% &
O DHMBEMENETTZZ & —[H L& 7 %Regulatory Reliance DIEHELEIZ L V) | R 72 KGRSO B
SUEHTFAOMERIZS U TR SN TE 2 L% 2%, IMDRFOEASEE LT, BT
DHIHH Z 2T, EAEEZHE L TWET,

. Fifgi ] RE 72 Leadership & IMDRF D 4 3 F o Z DSz Rt 5,

AT SNTHEHI T L— AU — 7 OENE X 2 5 HERA 2T 5,

. @7%1‘%%%% EFFREINICBI T 28 EORPEAZEE L, WU A X AE S A LY —
RS 5,

c AT = HRNE =L OREEIER L, SEIERGEAEZEY ANLD,

* AUN=ROAT =7 RN Z =%t L, IMDRF3CE &R0 FE 2 3487 5,

IMDRF Strategic Plan 2026-20301%20264H (ZIMDRF Web# 1 MITABRIND TIE
T,

F7-. TECOIMDRF MC) & 25 (IMDRF Industry Group) @ Bilateral Meeting(Z 33\ Cld
1H B ®Joint Workshop<°2H H ®UDIIZ B3 % Panel Discussion% 52 1F T, [E K,

. UDIOEim. & 202643 H Bl T & DIMDRFZ %25 1 D Joint Workshop® 7 ——~
A OFEGm M THIVE LTz,

4HH, SHEIMTEM O/ a—X REATHY, TOMELED, IMDRFO Y = 744
M iZOutcome Statementfg#i SN TWET, SHEIOZHET, 774V FANN—L L
Tap 7, H—F, AVFRTT, 74V VDML LRV ELE, 2L,
IMDRFOMC A > /8= 312 [E M, &7 4 >y VAT P — =330 E ., 77 4V
TA b A N=73287 [E (294#K) . RHIZSHARK & 722 > TV E T,

4 Bl OIMDRF MC%: % TSaMD WG T {ERK & 1 72 “Essential Principles and Content of
Predetermined Change Control Plans”® K7 7 ks 3CEIZKF 560 H D /N7 =2 X EJifi 23 7GR
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AL, FrHE¥EEA & L“C“Cybersecurity Controls and Testing Considerations” (B35 #t
WA Z L ALEOERIARINE L, &512. IMDRF/GRRP WG/N52 PrlnClples of
Labelling for Medical Devices and IVD Medical Devices” De&FT 24 & FEARMIZHAGE &V 9
TBAT72 0 £ LT,

¥ 7. Regulated Product Submission WG (RPS WG) IZ DWW Tid 7 v — X L9257,
INNMEIESR/SA 7y b AZT 4 3RHIY RIS L D/h 7 =7 THERE L, N9ORUNIZLED
SETIZHOW T B BEIZE AT 9 Z & IMDRF Web*)M' MZ R == T O_X—=V%ER L,
IMDRFOHEGE~DOT 7 v A& WL T2 L0 DL & BAESNELE,

4. EROEHE L EHGEOGMTASD S 2DV T

AiEI3 H DIMDRF£ #1214 9 Joint WorkshoplZ DWW TCIE, FO¥E|Z ¥R TETITH 729
(CDITTA/GMTA® &R DT 1 7T AFEBXTEMLE LI, SREIOERICH > Tk, M
HF12H 2% E S UZIMDRF Industry Group% H.00 2, DITTA, GMTAO B HEEZ B S % & %
AN THE N HED 31 E L7=, IMDRF Industry Group® :[A]5# K IZDITTA/JIRAD FE M H
FfIC & GMTA/AdvaMed DJanet TrunzofK¥3 B HILTWET, o, A 3—L L CEHKE
DOBRNA SN CTWET, £z, EHERBORIIEZ B i, EESHIFIFEENC X 'k
<, GMTAE ORI {EEZ#ED TETRBY, ZOnH4E2 L £ & HGMTADRegulatory
CommitteelZ (X#§NEk & | ERRBOREIKEESZBEROERNPZE L, EFZHE TORSON
WIE A R CEE L, Za— UL A N—LEER L5 Webik 2B L, ERIOE RE
K EHBREFZZOLT 07T AEMEESNE Lz, 22XV, IMDRFEHRTH D
PMDA /JEAEFMBE & b B REHEA T SO, Lonh & LE@ERICEIRT A Z en T
LEZTEBY £,

5. 5% OEDHIZHONT
PLEomy, GMTA L O BfREib & £ ad ~—X & LIZIMDRFEE 2 #3252 &8 T
TFE Lo, 4#%13202643H 12BfE S L 2IMDRFE# (S > H AR — ) (2 T, 5l &fE&
GMTA X% O'IMDRF Industry Group# i# U TdJoint Workshop O i {5 8l (2 FE fi 1 |2 2l L T
NWETZWEEZEZTEBY £,
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Japan-US HBD East 2025 Think Tank Meeting
(HRPEE AT KSR AR BRI =58) ws
~HXKIZHBIT 5 BRI BT O3~

[E|BRBOR kS Z B
(MTJAPAN/ FAA K b w = 7 ()

HBD 7y #&

Zh K&

1. X8I

HBD (Harmonization By Doing) (%, H k@ #iiil2 / (US FDA L JE
W L, ERE R O E BB RN 2 EBLS <<
118 BR A BRI 22 P

FEER. ThT
&%Eé@@ﬁ&fkw\%%ﬁwﬁiu%\
L7ze S8 T222EH 2 2 2 AREY LA BT,

2, 20256F9H17TH, 1208 DZME DS & FLE = o~

L7,

4 [l O Meeting Tl

a Medical Device) | LA U/ RWEDIER 72 &

% A T8

v, Bl -

2. W=

B

UTICASRHZEDO T 7T 2 LET,

Moderator: IWAMOTO Shin, NORO Erika (PMDA)

PMDA. FDA. ¥R, 7h 5
AR - S — N LKER AR R X 14

vivarvbkrH—

A 9784 PMDA)
T w il U CiRER
IZE 2 DR AR TE F
HBD EAST Think Tank Meeting 2025

TR S E

. TEEEFEEIR O ERE | TN E B3 ) [SaMD (Software as
V/QURRMER -3 =rdc R

B 5 H A EE

T OREE R LK DIER R R AZAITT
LA B SVE LT,

Lunch Break (60 min)
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A | Welcome (A-1) From MHLW 5 | NOMURA Yumike
9:30-9:55 Director, Medical Device Evaluation
Division. Ministry of Health, Labour [E THBD activitics to | IKENO (E-1) Regulatory updates: Japan 10| KOIKE Kazuhisa (PMDA)
and Welfare IMHLIV) advance smart | Fumiaki (E-2) Regulatory updates: US 10 naugh (FDA)
(A-2) From PMDA 5| NAKAI Kiyohito development  of | (Stanford E3) Inititives 1 support e | 10 MA Masumi (Ministry of
Chicf Safety Officer, Pharmaceuticals SaMD Univ.), expansion of Japanese  medical Economy, Trade and Industry)
and Medical Devices Agency (PMDA) 13:10-14:20 KOIKE devices  into overscas  markets:
(A-3) From FDA 5| Michelle Tarver, Center Director. the Kazuhisa Japanese ministry perspective
Center for Devices and Radiological (PMDA) (E-4) Considerations in intcmational | 10| TADA Tomohiro (Al Mcdical Scrvice
Health (CDRH), US. Food & Drug development  of  digital  health Inc.)
(FDA)
(A-4) From JFMDA 5| MIYATA Masahiko (E-5) Pancl discussion: Gilobal | 30 | Speakers &
Vice Chairman, The Japan Federation strategics to  accclerate  SaMD TKEDA Koji (CRIETO)
of Medical Devices Associations development:  perspectives  from OTAKE Masanori (GE HealthCare
JFMDA) industry, academia, and government Japan)
(A-5) From AdvaMed (AMDD) 5 | Janet Trunzo F | Challenges  and | INAMOTO | (F-1) The current situation and future | 10 | SHIBA Takeshi (PMDA)
Senior Advisor to the President. Semior solutions  when | Shin (PMDA), | dircction of utilization of real-world
Executive Vice President, Technalogy & building i clinical evidence for  regulatory
Regulatory Affairs. AdvaMed national registries | Cavanaugh | decision-making
B [ Keynote lecture Rabert (B-1) Japanese initiatives to promote | 15 | SUZUKI Yuka 14:25-15:35 (FDA) (F-2) Experiences with regulatory use | 10 | IWAISHI Chie (Edwards
9:55-10:30 “Thatcher medical device development (Clinical Rescarch, Innovation and of registry data: Industry tive f )
(Diaxamed, Education Center, Tohoku  Univ. (F3) Consderation and future | 10 | Aaron Loties (Purduc Univ.)
LLC), Hospital (CRIETO)) opportunitics identified through the
KATAYAMA [(B-2) HBD history and global lessons | 15 | Mitchell KrucofT (Duke Univ.) utilization of real-world evidence
Hiroshi leamed (F4) Deciding whether a registry | 10| NAKAMURA Masato (Tobo Univ.)
(National (B-3)Q&A 5 should go global: Japanese academic
Cancer Center perspective
ital) (F-5) Pancl Discussion: Opportunitics | 30 | Speakers &
C [Updateon HED | UCHIDA (C-1) Update on HBD activitics (2020 | 10 | NAKAGAWA Makoto (PMDA) for further global alignment of real- YOKOI Hiroyoshi (Fukuoka Sanno
activities Takahiro 2025) world evidence  collection  and Hospital)
10:35-10:45 (Sanamedi, application Misti Malone (FDA)
Inc) YASUHARA Daiki (Medtronic
| Break (15min) JAPAN)
D [ HBD activities to | VASUKOCHI | (D-) HBD for Children 10 [ SASAGAWA Kaoru (PMDA) Break (15min)
advance pediatric | Satoshi Achievements and fature directions G | Shaping forward- | Mitchell (G-1) Addressing key bottlenccks in | 10 | SENSHU  Kazuhisa  (Terumo
device (Aizawa (D-2) Considerations in ) 10 | FUJN Takanari (SHOWA Medical looking Krucoff (Duke | global medical device development: Corporation)
development  and | hospital), academia i advancing  pediatric Univ. Hospital) collaboration Univ), challenges and strategic solutions
. Nicole medical device development: Insight among VABANA (G2) Lessons from  success: | 10 | IKEDA Koji (CRIETO)
e Ibrahim from Japan’s Agency for Medical stakeholders  for | Naoyuki Rethinking  collaboration  among
(Mansficld Rescarch and Development more  efficient | (ppDA)Y stakeholders  in  medical  device
Fellow) (D-3) Japancse rescarch projects | 10 | ANDO Mariko (MHLW) global  medical innovation
and regulatory initiatives 1o promote device (G-3) Initiatives to accelerate medical | 10 | Kenneth Cavanaugh (FDA)
pediatric/orphan  medical  device development device  access: US  regulatory
access 15:50-17:10 perspective
(D) What clsc is nocded fo sdvance | 10| Dali Alarian (Renata Medical) (G4) Initiatives 1o accelerate medical | 10 | Lai Peng LOW (Health Sciences
pediatric device device aceess: Singapore regulatory Authority, Singaporc)
2 Industry perspective perspective
(D-5) Panel discussion: Breaking 30 | Speakers & (G-5) Pancl discussion: Envisioning | 40 | Speakers &
barricrs:  Driving  cross-sector Sung-Hae Kim (Shizuoka Children's global collaboration in medical device IKENO Fumiaki (Stanford Univ.)
collaboration and increased global Hospital) development - a |0-year outlook from MORIKAWA Satoshi (Boston
access SUZUKI Yuka (CRIETO) industry, academia, and government Scientific Japan)
Eric Chen (Abbott Medical) NAKAI Kiyohito (PMDA)
Nicole Gillette (FDA) Rolf Oberlin Hansen (Danish
TAKAHASHI Sara (MHLW) Medicines Agency)
1 | Closing remarks 5| VABANA Naoyuki (PMDA)

EHGE Y v —F L 55 132 5

(2026 4= WINTER)

53



N e A A S A A A A A A L A A A A A A A A A A A S A S S i

R BARSEOEWRIZE LE LT, HBD EAST Think Tank Meeting 2025 D#% & L C.
PMDAD 7R — LA_N—= VIR SN TWES, ATHISR LT 07T LADIED, —EEHEE
bW SN TWET DT, BIFTHRIIZE0,
https!//www.pmda.go.jp/int-activities/int-harmony/hbd/0030.html

ST, By a Al LTESA. PMDA, FDA, EfHE, AdvaMed DX EDEEN
DZBENSBEVE L, By a VBUBIZOWTZOBMELZRLETAN, Byiayv
FIdRFENEEZEDDVLFELL, OBy v a3 A2 OWTIBERICHEN L ET,

21 kv arB, C. D, EXOG

¥ a UBTEHICPMDATERAL R FZOMARHREFLANS, HARD ERES S 0%
BLLTTNA AT 7 EHBDOKSNL, 73 AZ7 72T 2HBDO HREk, = L THES D
FILWHETH LT A A A2 bF L3N, [EEFOMELMEE L, HBDIZ XY fit5
DEFEZRD 1 1L NRNa A P TRERREKALIE L, Hil T, Duke K7D Mitchel
Krucoff 47225 1%, HBDZ TG L CTHRERIZAGR Z 7=/ NS O EHFEESS 2 & Tekk ~ 72
T 2RI, EEFERBB TS L oBEEMICHIL, HBDO23FHIZ 351 5 Lessons
Learned?y & & HivE LT,

t v a CTIL, PMDAD IR XV it OFEM OTEEMEE N FH S v, £ D7 h
THAEHEEH OPOC Project NLA T DO L I ENnFE Lz, £ L THARE XEDHE % By
Doing DD T CiHEd, BFEDOLIZH B AR REICHEE L T a2 FRH Y F
L7,

—— T Y I o —_—

JAPAN-US HBD East 2025 Think Tank Meeting

Case Examples of POC Project

<0Ongoing projects>

» Atrial Shunt device for heart failure (Corvia Medical)
» Sealded Synthetic Graft (Diaxamed)

» Minima Stent System (Renata Medical)

» TENJIN's Cardiovascular patch (Teijin), among others.

A ;:\ - |

f &~ :

AL 7 p

by "‘ Y s et Lo
Atrial Shunt device Sealed Synthetic Graft Minima Stent System TEWJIN's Cardiovascular patch
i i e CalE VR RN N o comnaws 2023071 220230T12_01 58
https://www.pmda.go.jp/files/000277770.pdf X v 5| H
vl alD

Y g UDTI/NREFERESEOBBEEICH T -HBDOEE 27—~ 2. HAXDOEE
FEMRFIC L > Ciim S E Uiz, /NESEIERF A O E E LT, TEEo/ & S, BFR
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BOSHEME, 2 LT T T VL= R) & Vo T BUR ORI A SN E Ui, 4 bk
FPAEASHS . /DR SRR AR I E I 1 2 Y LA A R LTV 2 L AR LT 7o 2
Hyva ik T LELE,

vy alE

Ty va VETIE, SaMDOhE B EEIZ T, PMDAXR X O FDADH Y3505
FNCBIT 2 BB S G S E Lo, 0%, SREEFEEE O YHE L Y SaMDIZxd 5 X
RN/ SN E Ln, BRIEE & LCiE, SaMDE 2 kMo 4y B L ALE ST, fthig
NSO ANERET 2BERZ M L TH 0 | 20244 2I39EM 2 8 2 2 4B & & Y L <
WHEDITRWI A IR HY F LT,

tyiaG

e HR B RS 0 2 R 22 BRFE L 101 7o ARG AL O FE A HE OTE Y T ISV T as T
N, YU BR—NRKER EWHN L BN EDOT LB T = a VbR RN, HET—4
. BIHARE & PRI O — (AR D L BED I S E LTc, ZEMICKIT 57—
FERFRCEER L YA S VIERICAT A RO AN RSN E L, T4 Ay ay
TiE, HBDOA B OHEL N ZEIZOWT, EVRAEORE L E O, EHEFVPARKLTRY
FLODEREE D D OBENEN RSN E LTz,

22 By alF

At a Tk, PMDAD ALK E L 'FDADNicole Ibrahim X # K & LT, £EH
FL 22 b USRI BT 238 & RIRIZ DWW TSR R T O E L,

F—E e LC, PMDAOZ K XY, RWDOREFAICET 2 4 A & v 28 L OVE %41
DRI SIE Lz, HFET, RWDIEH Z et d D EFEIR A — 0 —T7 B 7 I 7KL, %
PTIRIERL O BBARRATEH LTI LW & DREN R I E Lz, RWDIEH OB FF]13H4
IMERICH Y . 7T IT, EER, HRYROBEPRIORTH D LRk bhvE Lz,

&Iz, Edwards Lifesciences DA K LV, RWDOGFEDOTE R EHINFHEN S, FEICE
FHLPANYDBURICHEEEBHY L Lz, VIANVITEERA 7T THY, BHFO
TRBR NS R #2255 1 CRICH T 5 Z & F7-Global Registry DI4EIZ 1% < OFEH
BHLLEOD, FEEFN—IRERoTRENOHMANTHZENERETHLEa A FaLE
L7z,

Z O, Purdue K% ®DAaron Lottes/tA X W, FDATIXI0M: % # 2 5 RWDE H 41 23
NBRINTNDHDOD, REIFFIOHPIA S, REIIFFN AR SN TORWERIZS
WTRIEREN RS E Lz, £72. HBDOHA % EH L. POC (Proof of Concept) &
L CRWDIEHAMRET 270y =7 ARG T RELOEREEVRH Y F LTz,

BB, FARFZORFEALY . THEPRBRI N4 >ORWDIEHFEF N LA S E
L7z, PMST—# OFIiEMA & LT, Zilver PTX# L OSFAIZK T %87 U ¥ & L BH T
NA ADAATRIEN . X 5IZALLIANCE Registry35 & (")ALLIANCE II Registry (& 5%
BR) I2 oW C BB S E L7z, BHCALLIANCE Registry Glt. RWD# U 7= i kic
BAL TPMDAL ED XL D ITH BB EAT o T2 aEMIc il S vk L,
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JAPAN-US HBD East 2025 Think Tank Meeting

Enroliment completed in about 6 months, Enroliment has just begun.
comprehensive data was collection
This data will be presented at TCT

%

T T——
b . JAPAN-US HBD Easst 2025 Think Tank Mesting

i T — ,ﬁ‘l‘[.]:\NCF.
Protocoal of ALLIANCE Registry Registry
Same institute as ALLIANCE registry.
hesis : OPG 7. f TLF. n-inferiority margin, power of 95% Events are adjudicated by the same independent CEC as the Alliance exams.
Faciusion citera 1817 case - -
- AL EORR | PCmmh DOy ALY By Klliance registry (56%of HBR : DAPT duration = 6 M
vt o the cthar stedy N ;
*  Caven wet Ml fov OCB DCB 1794 cases Alliance short DAPT registry
+ K cam st b htained Revision of i . it .
Stand alone L of Stand alone Hybrid s ‘l;o‘(']f‘f‘t 4
R — i 1 strategy
B sV DCB>=3mm) DAPT duration less than 1 month
v >a3mm g’ "’
Agent CB 7.5% of TLF. 6.0% of Expansion of DCB for  Revision regarding
a50 cases non-inferiority margin non small vesse! proper use of DCB
: T ’ | 1 year TLF+BARC 2.3.5
Lesion length of 26 mm or more, and two ar ‘ i e
mare AGENT DCB devices used nvestigate the safety and efficacy of short-term DAPT in matched subjects
Verity the non-inferiority of shori-term DAPT (within one month)

Support pre-market clinical evaluation of products as a supplement
to existing evidence in every country.
We will cooperate with PMDA to promote the use of RWD

e/
[thAf oA s & B httpsi//www.pmda.go.jp/files/000277120.pdf]

3. BLYIZ
T, TAA AR ZAD LD R8N b T2 T, HLETOEMmICE EELT HE
Bl U Tk 2 X 2 HBD DO AR A TH 5By Doing D EEMEX, ZE TULEIZEE - T
WHERUELE, £72, RV BRVWERESRZ, L0 RJEFEIAZBT 20 E W S VL,
ERREER A — D —DBIR BT, THTIT ATEIZBWTHERE L TV D Z & 2t THRET
HZEMWTEELE,

ank Meeting
I MHLW == [Ree—

SHME T DL AT PMDAK—AN—T £1))

HACEBRERZ B L, KE~ORMENZ BTG L b A A, EEILRETRRO EE
EREBI SN TWDLIEAICH . RERAOTER ATREMEIZ DWW T, O —EPMDAIC ZHH# W\ 72
72 & EuvES,

Flo, EREE L THUERER, MR AREBNICEAE L TEWD £T 0T, —FEIIEE L
THIEWVWEBEZOHIL, BOBENTIEIN, LAk
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BRI PEERGTHENSORALHD:
BoHTEIRT — I KD R AR pE R Bh v s G I DR

R SR BCERA T e M &SR
([ J o
1. EUDIC(HR)

PEIBEME SR PE S D PE T, BB BT > CRAERFHE R 2 R TE T 203, ERIEERE
TR DB O SRR & U T T3S T3 A EBIRER A A (AT T3EEh ) ) 23 5,

AR FHE20194E CERL304E) D EHENEH SN, MERSOLEERENMb T, %
OB T — % 2 AW EESHIC oW T, BEO AT (L FTMDPRO) ) U
P—FVRI=aF PR THRLEEY 22, FABEELSESOREELND 72 < OIICR
RPREN TV, 20256£12H 24 HIZ20244EDAEHRT — 2 AR SN, HEFTENLE SN
7220194E 0 S 6EM OER T — 2 BEHE NI, AV —F TiL, TNHIEKH) - F£HT—2 0O
WIS B2 2 RSP OB 2 S0+ 5 2 L2 BB ET 5,

Fo. ERNIMTITIEEILIANC b RSB D 2 EBORRENGFEL TBY . ZhEh
D & FRRE 2 B ARV O BB BT E Th 5, KMo Hh TORBFET — % DL
ST b R USSR AR Lo®E A L. BBV TEET 5,

El=l=R
2. Hx
- -
zz

T, ERMGREZRIC BT 2 EE R ARMETHEORE L LB ST 2B D,

2.1 AARENEHET — 2 26 EREARE LI 21T 5 A - JATHSE
O ®ESFIT X D00

ZAVETHEBZ W, OO MEND HARD EREIREELD ST THOTE T
%o Bl ZIF20194F O FHAT 1528 T BT % OB O 2 R B HIELLE & b 2D
& LT, B (2022) VROTEE (2025) P, [—fRA94 FR(JMDN =t — ) | & [ Fekk
XA RIZH D TR O X oy ZEhE U, oI X2/ Em o®)m i 2
1T T35,

Fio. KT — & 06 EFEEE O TG R 2 TEN O A4 e — g+ A%EH) & LT
ELXBEHALH D, S HIT/NE(2022) ViE, 4 BGDPREERERE 2 LItk T 5 E
AR TG B OEISICET 5o~ 7 oy ot ol3h, HEhle® iRl Eo I 7
2 22 BLR CERBEER T IR L TH o LTV 5,

©@ fhpEZE L D

F)115 (2021, 2025)° O ORFZETIE, ERERRS L OERLEEZUNOEE L O
AT O Tosd, [ LEMFINE] LV FEDOEEX & RS EEICEY T 2bDE L
T U TR RS e RS s 3E WG & U CIE R e RS S O EFEME T 21T > TV 5,

L e A 55 B A FN6AE SEE T ¥R PERNRER SHE R DA EIZ DU T« https//www.mhlw.go.jp/stf/newpage_67099.html

© 2026 The Japan Federation of Medical Devices Associations All rights reserved. EMGE Y vy —F L 5 132 5 (2026 4= WINTER) 57


https://www.mhlw.go.jp/stf/newpage_67099.html

N e A A S A A A A A A L A A A A A A A A A A A S A S S i

2.2 HARENICIT DHFFEDOBR & FIEH

WEhZ & Lo, S THIZE T bR Sz B ARENO ERESREER IOV T, A
HAJRP AR R OE N2 T, EFRESRPEE DTSRI DME ST EHERE BT 5,
4L DO IREN T — X S RE R 2 BT 5720 ORI E LT, SRt BN Mz 2, %1
ZTWRNW ZRERT D,

Brio, FIABEREW & B 2 O F AL CGEE) . OEKL - ERH
aPEE IR A (LT TR A E R IR A ). @F@E S iat (UL FIE S HE] ) Icon
THEHET S, SHIC, BERESICRS TIREEBEHER EORMT, SEERLENLHRE
ENHEMET — X ZHITE D LNIHERAEIC OV T HAN S,

O EETRAEERE AL (ZHE)

BT, B, EREO L, RO R O RS R (UL T TR ) o4&
FESEDEEEZWLNICT DI Z L Z B E Lz ARt Th Y | AR KIISIEIC
DEIA & T B E R (LU T TRCERH ) ) ORETH D, AARERN OB
FIXWERBEAT D720, ENOERBRGIIRES ORBHREIHY T 25,

— R4 FR (IMDN =t — R) 72 R 1 — Rk B4 C O HIRAR - S - g - A
BUEDRE T, B OMAE L5 AT, ENOERES I TR bIFEE O A
FRtRE CTH D, —Ji. AT IEE FHIE CIA RN ORI EE S L ETH
0. BHIORRIIINCITRARO bD, £, FRERIRBIRC, [ - M), AEEH
BARE R E COBRBART —F 1D AR TE D, ERMHERLITRT,

F1 RETEEEHERHRAEORBBE

NE FE T A ER B RE
2)  URL https://www.mhlw.go.jp/toukei/list/105-1.html
3) MRS AT ERJREREER - ERERE R

(I8 - EBUR&RH)

4)  HEtoREE Eipdt  (WERB: AY) 2

5) PHEDOHR RIS, EIRERAM G, RS & OV R R R I B9 2 AR PE D SERESE %
LT HZEEEMET D

6) XIS EIA, FERMERSE O MWE, AR OV eV O 2B 5 i (AN 354F
EHEE145B)OBEIC LD | EIRS, B, ERRSRR UT AR R
S ORIEIRFE R DOFF R & 520 TR, RSN, IR ST A R
b2 RUE R G4 5 U T R

7 AT = 3RS 0 B A PE () S5 R OV &

=IO H BT SEEL O &

R IR O H ORTERE &4 B O

8)  FHATHIM £ (JBHF)

BAEDIA~12A D120 A (F8H RIRAE)

RIER TR O T2 5 FEAOBEEH IEASEE D CICHEH OB H15H %
TICHHAEZE A2

9 dh Bk (20194F FAL 7 1528 B LARE)
R4 > —friggfr (JMDN=— |)
10) fRAR OH#H, OF#

2 ERHE ) CEACLFIERFS3 ) 25 5 4B I < SRR RER IR AL LI RT T 2 HEF LA pEBI BT
FHATERCT 2FHA) & LT R T AR RER G R AR (R EE) (BF27TEEAE THELI05) IS &
i, MAMREITMERE N H Y (FMFHEH13S4) . fEdRE N #|E GRAERORL) 2 L2VEE, X
RGOS 2 Lo Ha 3 EE o b (FEHER6150)
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© [EIMN - EEEIREEEERE (E574E)
RIS AR rE SR RE R AT L, RS - ARG S L O E O [ E e
R L, PEEORERBERICHERIERZHT 272D OEMBER 2152 2 L 2B E
L7 —fHGOEATAETH D, 72 hm, BRI, PRz, 1B Ea¥ER
NMOME - RAEHRSIE, —HARINTRY, HEIOART —F ) DITRE T
WA - NG SN 30 - RO ST BRI C& 5, HEEKRE LT,
RUIYEIR TR L HIEE A Xy LB LR ST 5, RESIT. EsES B MNIRICHT
BT 5 ERM AR - K910004TH 208, WA FRB 1L < FIFEKIT7005E0 6 DA%

BIICEREND, D (BEEE - Bl 1)

FREOOIFEICERBE SRR AL L7HRHRAE TH 5, RIS RITCER 1T, BRI
FHE L7ofiA AN b, 3L LT, Mt AZEBICBED 28 B 208 U 7o et i d e, A< e
FEDPEF B LIS~ OME 2 £ BIT> TV D, MEFRIIBEARFEHIE M S
L. H5FERERHEGRFIED) CCGDPR N EOIEMIFRE b 700, 2L, ShtitiiiiTER
BRI AL LR IC X 0§ 2 3 IR R TIR R W2, RIREZR IR U EFRIESR T34 Y E T TR
BT EX S 2 ERN I U THERF 2 LW ) FER & b D, BR L X ITENR
WL OMBEELGTHEAE LY | ERBG O 2R S HERT 0 2 LI3E L W AlE A
BN T —F OIRSRABR LTz B TR—HEEH TORER A T 722 IEH T 5,

@ HEEGHEr (UBA)

B, BRI N AREERICESE, ARLINEE OB OMD
BB A AR ClEAR < BEFTIEIC X > TRBMNICIRET 2 2565 Th 5. Y EEW
W@ T H2HS= — R(EEHE S0 ICE S HHEICE Y, EEREERICHZYT D
a— RaMUICBEST 5 2 & ¢, B9 2 A B m) (R R AFEO 2 2 T
72 ) DR N TTRETd 5, —J7, HSZ— RIZEREEH AL LI RN D,
MDPRO T ED I =2 7 MG CTEEHBEEOHS 2 — N2 EEK Lot T 2 A0
RENTE, Y BEEE - B 2)

@ RRFHEERERAE (B - (TERFHRE) ) RES)

PR SRR AL, RPEEDOM MR E 2B & L, BRZRF A (GDPHE
D REEBOROEBEER T2 L2 B E LI ESRHEI Th D, 202280, & T
DEZEIZBT 5 —EBRLL EOIEANBERRIGIRY . —EBELL EORIEEDENF
EFTZONTHRHEIN TS, EREHRIIEEIL. B AREEEESFHICHE T 21274
I PR H. - R LS 3 oM B H I B TV D, 58 B oI fEAE.,
MR, BREEER L, BEEL L COMESIT 2 PEE L LT 2BICE A TH
5, (BEGE - 51#3)

PLETHIT LIEEri A LM b, BARERNICIZHBR S Ly PO R 8 OREDMF
FEL TR, EREREEDOERZ ZHITHET 5720213, TR EhOME T2 /LT,
il TV Z B L7z BT, WUNSHAGOETHAT L2 2 EBRRNETH S,
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2.3 S BIT D EMRBE AR PE SR A A O BLIR

H A D FEB LA FH A DR A L BE T 2 720 BN LMk 2 & L7zifpsh o=
B B OB A AT 5, FEICIT DREHE, B BB T3 < EESEP
BB W TREI SN b ORHL T, BARL ORMEHESR & R D 803 %0,

HARDIE D L 5 (S EEREBE &R B D i B AR X535 R E S 2 M RERY I AR 5 D MRt
BiZ, A< BN (EU) « KE - BT F 7 EREEORERE TR STV,
Z < OETIE, AAORFEEFEEMAICH YT 5 1BOEEOEERG . TR RS
xR 2 PEFE IR (B - BN D PEE S FENACE S, ALK EE DY A7 A ONAICS
IR ENVITEEAS WM AE TAEEBRS AR ENAREH SN TV D, £z, EHEEESH
7t (UN Comtrade, #5EBLEEHER) O =2 (HS=— FE) O 7T —Z 75, ERKEG
PEEDTTGHB T E R SN TV LONFEEFTH S,

il 21X, EUDEurostat (BMNHE ) 13X, EU WO EIZHAEZE %2 55 IZPRODCOM & FEX
N D EFERETRA 2 %M LT %, ” PRODCOM#E o B89, TBUSK T g7 71k
T, WG EIZERO T EAPEOEMORKGEZRUET L L1 HV | FrEEEDEMD
AEFERSCAFERE, RERA E ORI R TRE T H D, 0 (K1)

PRODCOM# &tiZ, #I4,000%E % o #i i H % & $»PRODCOM U % k (PRODCOM = —
R (8#1) JIZHANWTTF = XL STV D, PRODCOM = — RiL, fA D41 Z FRIN D FE
¥ TH HNACE (RREFEENRLET 0 80) . B X Oy O6H1 I CPA (TEEVAIAEPEM 70 JH) %
#F L, %0221 IZPRODCOMEA D H DT %, PRODCOMY 2 ~dHIZIX, fl 213,
32.50 Medical and dental instruments and supplies (=3 H & OVt B 25 5 - Hdh) 1 1E
D & D e EEHEH B L 2 0B S E T D, 22 L, BITEREE O IR E
LTk b7, EEESGOEM2MEIIIRR 2635, B2 AW TEm S5
KRHEDEPHEAT, HEIZEBWTRERESIE (NACE= — ) Bk~ — X ThE RS OB PEA
LTS AR @mWEEN R LD, BAROEEO L 512, JPCEE 25 L Lk
A FR (JMDN =1 — ) O 5t B BH AN —Z2 D3I S A L TR R IMAER TH D,
5IZPRODCOMD 73 = — RIZESGHEHIHW O ILHHS/ICNa— R & b HE G A o 7o)
O, Y a— NOINE G T — 2 200G Ll GbE 5 2 & THEE A —i i
LD ENHBRROF MR EbAETH 2,

NACE Rev. 2.1 — Statistical classification of economic activities in the European Union — 2025 edition :

httpsi//ec.europa.eu/eurostat/web/products-manuals-and-guidelines/w/ks-gq-24-007

32.50 Manufacture of medical and dental instruments and supplies<°26.60 Manufacture of irradiation,

electromedical and electrotherapeutic equipment %%

4 NAICS Association NAICS Code Search : https://www.naics.com/search/ . https://www.naics.com/six-
digit-naics/?v=2022&code=31-33
3345 Navigational, Measuring, Electromedical, and Control Instruments Manufacturing, 3391 Medical
Equipment and Supplies Manufacturing %%

5 Eurostat Prodcom - statistics by product Overview : https://ec.europa.eu/eurostat/web/prodcom/overview

6 The metadata on statistics on the production of manufactured goods :

httpsi//ec.europa.eu/eurostat/cache/metadata/en/prom_esms.htm
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AR &M O BRI OV T, FOXIRNEE ED L) RyEHICES X
FEH LTV BB LRI L7z, (K2), BRI T, ®ABIHRE TRV bR 5
PRODCOMY%y 5 73 FE 34548 (NACE) R0 I A OHS/CN =t — R L B AP % & SRR & 72 5 T
W5, V727 LN D E R 24 B 2 — R Td 2 EMDN = — R 500 24 pE i 73 L pE 3B g 2 B
THRMAEIIHER TE TR, —F, BARTEKENC CEEEZRA R OIJMDN 2 — R4t
PE - HT — 2 2B 2 DM AT 503, BHADEBESE THHHS T — RROFEESME &
DEEAMEITAR, FRE) & 7 U< R TR L7 R e S e T R e 2 5K %
HWTER BIThI T 5,

=
HAEESEDM A
) e
= ;
SR AR - = HBEE :
7 ! 5 [ mmsset =, mMCSTARE | |
= DR :
— - - e Lo S ;
Ellm= RBIREE | | A (B2} g 1

BEHHRE :
_____________________________________________ | & HSO—F | & HS/CNI-R |--, .

& _fﬁg?\.?_p ‘ S & PRODCOM |-
(GMDN) J i
................ e /. 4
I o R | i em | ‘
O Ea R ey 7 T | i
| mExsy : EXEEHE ;
) caammz____| S aowe

F2 &HStEEOEREHE 1 A— VK SRR SR

KERHF 72 PACKREE TIE, B vV AERELEER BT, EREIEE
(2B L 7=NAICS (ALK EEREGI S AT &) OEESFICES X, 58 Lm, HMmfE, @A
FERRRINTWD, £DEN, HSa— FRX—2ADHEGHAENEHE N TN D, 2
TERE SRS O TSRO A ). EERRSIE 2 tET 5 ETARTH L5, filx
OB T 3 Y — O XA BN L 7RI 24T 9 W SITRIEE DV, E 72, IEREIC R
B LOEEDO A Z I 25 2 LITERADH 5,
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3. Sk

2 E T, ERMRERICED A EHEAREIC OV T ER M AR L, EREEE R 0
i B LI K23 BN AR 2 AR I HER T & 23BN X, AR OKFHFAEOP CHLEERT —
ZD—D2ThbH, AL, BAROERKG CTH 5B DI 2 DD IED B ARDE R E
E@ha A2 Iz LT L,

3.1 BSAFAOBEEE & s B B OV 7 1k

BN R T D EREER O HEITEREZE TN 7O TE Y, 20194230 H O & T iEE
BN E NIz, ZOFE, 2018FLIRNZ AW STV 2, EFR AR R 058 (19954F (R T4E)
LA 1B A $F 510085 R o— AT E DFIC W CNZES ) » b, il — R'E
ICE SN R4 FR (IMDN = — R) ORLE CHERF SN D K oo 7, W 2 s kv 45
BHEFR L0 HfMb S —J, FRl o — RIEEEE3 1002 B 2 TR0 249 L b R okgkE
FREIZ K D0 TIER, 2 CRATIIZE L R U< MNEATEOE A 3K R R AR A b
(LLFIPMDA ) TAE L TV 5 A4S B 2 IG A L, SREhC i S — s g
EREA R EICH D, PR, KOHE, X058 LR Lo 217 - 72 (1X3),

| R A |

K9 HEmED
(917348) (1457%8)
] — S —

X3 HEAPFEOMEERE A X —J B G %iElXAs 08N T O— A4 B O Rk t)

KBIZnd i@ Y hooda, R, B Ko IZS < — A RIS (L S o igg & 72 -
TWD Zenibhd, —HT, FilE oz fRiaFadr LRk LcBs, i & sy

T OSERRIEMAT A (K E R AT A BIRE ) TED b ERER ORI, K& <FEICL > TK
BLIZbDOTHY, ZOFHOTIC, SIS A BB &6 H LK OME 2 DHERICESWTHEL T, —
AT E ZDERETED TWVD, BEFO—MRIAFRIEEY LW EFEHEGR 2 S4B RE N AR T 2545,
BEREH LW — A TR BN S D, BUED - RINATRO LI oo oix, & EBHIYJH23500 L 7-GHTF
IZBWTED L7z FHE— %14 #r (Global Medical Device Nomenclature: GMDN) & [E # i35 0 55k
B E ZT-GHTFD 7 Z AL —/LTHY | b EHHIZ L THARRO—#4 Fr (Japanese Medical
Device Nomenclature: JMDN) & # B D720 DFE 5T HJMDN 2 — RED HiLi,

8 PMDA [E#Ftkas O — B4 Fr : httpst//www.std.pmda.go.jp/scripts/stdDB/conf/stdDB_confjmdn.cgi
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37806000 FHRIEBE FRHAENZR R
36931000 I7/SyRhLRES

", PMDAIZ X % —HAHE—RIZEWT, WoHI 7 e 77 A oL #EAICE L,
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35125000 F=EAEITRE
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3.2 HEEZER

AR L E N O BARER 2D O REFHAITHY L, FIHK3,0008:2 5 OGN 72 S
NTW5D, (FR4) 2019 LI OHEFHIIHIEME NI H D b DD, RE B2 < &hr
FEHHIFEFRBRORER TH T,

F4 MEDDH - H-BIEREEH

F 2019 | 2020 | 2021 | 2022 | 2023 | 2024
REDHOLHREEL (1) 2,677 | 2,754 | 2,837 | 2,919 | 2,968 | 3,004

4. FER
EATORE HIEEELIEICH T 520194005 20244E F T, GEMOIEEBNER/NFRT —F 1T
DWTHONTEAT o7z, FRIZS.1HI Tz, ERMESRG 08 (P, Ko, BEXS) B
T OdERI oSN &L AL A ERTOAER., HATEICOWTERDY BT 5,

4.1 [EWN R & S O ENE RS 15 OB 54
PRI LT B L 0 L X BT O20194E 7 5202407 — X (2B T 5 (X4), [H
WK, > F 0 BARENOEEKEISTS & LT, B 020244F TH#4IK7,195(F
M. 20194 7> 520244 D FFEH) R 2 (UL FTCAGR) ) 734.0% Tdh 5, B K53 B2 I,
1B MO oo B (LU e R #E] ) OFIE 2 b < 58.2 ~ 59.8% % 5 8,
CAGRIF4.1%, RNTR2Mr M OZ Ot Bk ss (LLR T2k et ) 2517.1 ~ 18.8% & /5
HCAGRIT4.3%., TN H2DODX 5 THARENO HMEHDO8ET A L T\ D,
BT 20244 T E WA FE G A7 E 121 JK5,1968 [ (CAGR -0.3%) 12 %} Ll A & 1X3156,056
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| 2019 | 2020 | 2021 | 2022 | 2023 | 2024 | 2019 | 2020 | 2021 | 2022 | 2023 | 2024 | (%)
5 |8 25,790| 25,268| 27,412 29,180| 33,217| 36,056] 100.0| 100.0| 100.0| 100.0| 100.0| 100.0 6.9
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4.2.3 B O, - AT — X TEH OB E A

EE O « BAOBIC OV T T — & 238 U TR L TE 720, wHTIhb o3
B FOBEEZ BT B ICHTm > TORESE2EET 5,

FEFROFIA EOFEBENC LN H 5@ . KB ol A0 iEiX, 5 FEELE
BT 57O ORI S 220, FrICEASFITHA L2 OENHEEETH LD
— XA E G REHC BT DA BEE T H D BB A BEAIC & B ICIRGERF ORI - RS ﬁi
EEnEshn L= L7725, (E7) LB T, EKEhck i) 28 A OBE % ik L
GIRT c BT EORW AT O T LI AREYITH D, 7277 L AL i@]\ﬁﬁ®§%%ﬁ¥%h%“
NTOMMZIRZDZ EIFFETHL EH X5,

W SRR T A PEBRERGH AR B ORER2. M AOKEIC OV T ORI
https://www.mhlw.go.jp/toukei/list/105-1g.html#list03
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R EREIEL LCHMHELZ LI bOR TR | EXSRICNA. Sehlsh TRV ioft
x5 J& % Bt
JMDN=— R & LC D& e HS = — RICIXEFRESEZ T ST —T 5
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ELTELRZSNTVD
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5. H%

I ETEET —H 2L, BIICETF LI OEIC ARG b R e OB
TEWZD LRSI, HENIE NS ENEFET D R E LIFHRAIE D Z & A
TELHRERMIERTH Y . 2019F OPFEHFIELEFLIE6HE 5 DFERT —F BNAKRI NI,
Z ORI OE @G BN O EFREES TS (BN A &) I XIERER Th 5 2 & 25l
T—H XA T E T, ETo, BRI TR RIS, I Rikas TR0 8E & ARk
T HMM DR L TRV, WX DOCAGRIFHIA% & 4% bR RENPIfFS D, WA -
i OB BIE, BARILCAGR 6.9% O ONCEL L, #ii & IXCAGR 3.7% & #7070 72 i
23 FL ST, RIS & O CTEEEN K X VIR RELR S CAGR 6.2%, it & o 4%
MR E VW REEHEICAGR 6.0% & HUM /R E T,

R AREEOENCENSZ BT XE AL LT, RIFEEETEREREXE Y 3
22024 PETH 7 — VRO EEESTHLH I TV D2, ElmEmEHIE L TV D21
FERR DT DM ERROIENNT, W AR (CAGR -3.4%) 1285 > T2 IR FRRBERR~ DXt
RRFINEEE B2 5, M, EET — 20 DI 2 b\, WAMVERERZ O F s S
OB E DT m— 7 VVRBICOW T, EBILUAOFET — % b B G C RSB
HHRTOINERD D, ZORLED, BT — X OFIEH LTI To > TIIRA & BE R
WIFTET D728, ZIDHIZDOWTEEZITI,

phl

5.1 FEAFHFWRIC L D0HOIRRA
WENDONFT — 2 1%, B RESTTERNE ) BENS ORENEE —CREERN -
MLL TV, ZDOh, FETHMNZ LB OICHTZ> TUTORRAEHFT 5,
® 1 OD—MRMAFMNI K LEN24ELL T OBA X, FFHER I O — k4 Fr % it
PR T — RIS & D TR S 58 0O 72 0 15 72 55 JE A IR 8 70 35 23 A AE

12 TEEmpampE ¥ £ 2 22024 (METI/RH EE4)
https://www.meti.go.jp/policy/mono_info_service/healthcare/iryou/downloadfiles/pdf/iryoukikisangyouvision2024/

iryoukikisangyouvision2024.html
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o i, W ASFADERIERIX, FERIHAL E T T AL RN O S FEITHER N TE 2R
WV, (4.2.13H)

o MmO, MASFEIZOWTIL, ESLEDOHEHRDOHLNARMEZTHY . 62 EH
HUBEOE, SFIIMRA T, (4.2.15H), FRlZE Cix, EALEREE D g R
FADKIBOWICE E 5720 (K9) . 2R GOHE & BRITIZRADRH 5,

7L, BARFFIHD bR TV D EFEMNAIIBEN D ORERES TIXE#RE LTEEN

THEO ., ATBNHOAR SNV TR WIKENE#T — & &L L TEERBINL WD, LienosT
BUFFATELIZ B8\ Clid, EBPM (Evidence-based policy making : RE#LIZ 3D < BRI ER) O
B D b, HEVEFT — % O X 0 gEMRE A TREE S I S NS, P

5.2 [ERIER, @ ATHFHOMRE 2 T7 & 8B A

FEEN I 1T 2 EHROFEMIG R OPE 2 FITBHE L, MG & D /L2 T OEWIT OV T
BT D, 42 1HOKI4TIE, FEBOMABEHERIZIB W T RS Y & T AT FOFRIE K
ICEBHRLND Z EaR Lic, ZORICBEEL, 2.3 0B OB BIHE 2 5 PRODCOM
a— ROBESGHEEAHR L TH DL, R4V ETANT L NIl LT EAZIZE Fi o550
(E04 FEFE I, @FEHEO K& W—Ri4 ks L O BEE & LT ATREESNE E
N5, NTHEESIZFPRODCOM = — K 732502235 Artificial jointslZi% 4+ %, [Fl=2— Ko
AFEREEN N D WEOIREA AN T 5 L REDIEY Lol kIGRSCER A B
72 % T O IEB OFARBFA & BT 5 2 L IXEY) TIE RV, RIZ20244F 12DV Tl —
2162 &35 &, FAVIEK1I4,300(EM . 7 A v T > RIFAI3ILT,300fF FI B & 72 5,
£/, K140 IREIER O NFEHER Tl 20204ELARTIE KA Y 226 B AR ~O KN T A
N v R ERlo> Tz, PRODCOMIZ & 2 IRIEA4 FERA CIX20204ELIRTH 7 A L7 > R
DS RA Y 2 KIEIZ BAl-> T,

FETOEER S MMBEIILT L 8T 22 RT b O TRV, KB O A
BN LR CE O2AEOFIL, S ETHREDTG|ZN—R & LIZHBICTIROND Z &
CHBERLEEEZZ D,

%8 PRODCOM 32502235 Artificial jointsDBER5E4ELE (1 —0)

Artificial joints [32502235]
Sold production value, euro

TIME 2019 2020 2021 2022 2023 2024
Germany (incl. German Democratic Republic 'DD' from 1991) 747,442,595 639,311,710 680,192,000 732,718,000 891,799,000 882,672,000
Ireland (Eire) 1,430,303,000| 1,415,205,000| 1,749,498,000 1,677,109,000| 2,201,912,000| 2,301,247,000

VES OEBIESOETIC LY, BEHFES Y v — L 22 A FERLE O FEEB) M & #1142
BN EE DSV HEESIND, K15°K610R LR O i A EA7EE @7 £
5. EWNRICZES ORERLESFET D - HilgC, A ST FE O — B h & 3KEh 7 — &
MHIBD Z L bRARTe, ZORER, WERBEDAEENSO—EHIL, 7T ML WMEm 2
EfER SN, Ll FE#7 —2 T, s bEs cibE S B AREN 2 # Tk
TR SR HOBEMAZIE D) Z LT TERY, £D7H, 77— VR EESICB T
BRI DA EESEB OB BT D Z & IXEE LWl b IEET D,

13 =958 C OB L v F— & i ] G5 TIRIE R B EROE O Lo 7= 5 OB FRik iR OB B 5 K 0%
K OfEtE B4 o HiEte &k X V) : https//www.mhlw.go.jp/content/10800000/001616097.pdf
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DR, 1EVICEBOERN G EN LB TRESATWHDE DO A6, ST L T
T A ORI AEE LT, —F, EEBOA#RT —ZIZOWTIX, 20224F (BFn44) 128 LL
Be, ZAE T UBHEE LS WT — X TRARIND L )27, T—XFNEH OB
MO—EDHEN LN D, 722 L, FHIER L —RALPREROFE—FIN TORES, #
WEHRE 7 7 A VAN ORHER TERWVWER CICE D7 — ZRIBIXKR L ECTH D, 5%,
B AT — 21220 Th, LT A 2 SEICE W2 ERE TOAR T =
ERHIfFESND,

ST LRTWETOT —Z ARBEDIL, HitT — % OFNEH OB IR0 | ERES
PEED FEREITIRECIEE T, BORMRAHNC BT 2GR L COIRHAREE D I DIEmE S
EEZOND, Flo, T — 2 PEE LI NN CHRIICER - ARSI DZ LTk
V. BAEEORIERICE EF D3, FERICITEEOFECIR T — & A A DY Ty
B, AL Wy A7 A &R LIS EE oz, i) 27 ORERE S Vo -8R
H 725 b REFIC AL ATREMEDS & 5, FFIT, FRENIENRAREE 1269 5 B (2 AH 2
L, AU Y —FTHY EF7-ERNHAEE - &MY, AESCH REROKE - &4
72 SRR OB T — % b AIRAR SN TWD, RN 2D AR DR ZELE D
EEPHEN RV, EROEM EICET 5T —2FIEA S LTHLEIF SN D,
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S #Hita: MDPRO Y W — F 138 T3 A pEB RE T A 206 H L 72 i G oo i ). EpE
v —F IV 1197, 2022.10, p.49-65.
https://www.jfmda.gr.jp/wp/wp-content/uploads/2022/10/12 journal119 MDPRO 3£55 T3
AEPEEN BRI A 215 ) U 7o i oo #-1.pdf

S 467G MDPRO X = =2 7 A TSR T A pEB BRI A AR R k). EHGEIE(E 25319
7, 2024.1, p.2-6.
https://www.jfmda.gr.jp/wp/wp-content/uploads/2024/04/MDPROminicolumn319.pdf
TERE ERR, B R ERESREREICB T OENY =7 LEEBSICER LIS
DRFEAFFE. E B S % = The Japanese journal of medical instrumentation. 95 (5)
=780:2025.10, p.510-519.
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Do3HT). EEEEE 5533975, 2025.9, p.2-9.
https://www.jfmda.gr.jp/wp/wp-content/uploads/2025/09/MDPROminicolumn339.pdf
AT #EF: MDPROR =27 ATEG#EHHS =— R) 2 b EFE &R A O BUR 2 B
% . EEEE 6533875, 2025.8, p.2-8.
https://www.jfmda.gr.jp/wp/wp-content/uploads/2025/11/MDPROminicolumn338-2.pdf
TEK e HEEE ) —F  — b No.10 [ARIFRFOEFRENE ). REE e
https://www.stat.go.jp/training/2kenkyu/2-research_top.html
https!//www.stat.go.jp/training/2kenkyu/pdf/rn/2-rn-010.pdf

10)JETRO: EU#:#t)E (Eurostat) 8 57— % ~X— X [Easy Comext|{EH~ == 7 /1 (201844

A) https://www.jetro.go.jp/world/reports/2018/01/7129f83b444b2bf2.html

11) ¥k #idr RIS R ARIE IS B T D IR 7 0 7T A OB i, [EFEE, 2016, 36

%, 3 5, p. 132-136, https!//www.jstage.jst.go.jp/article/jjmp/36/3/36_132/_article/-char/ja

12)/NE W 7» 0 MDPRO U W —F =R EE IR D D ERNIN A —T7 T — 2 OFIEH .

EHGE Y vy —F L 51205, 2023
https//www.jfmda.gr.jp/wp/wp-content/uploads/2023/01/13_journal120_ MDPROResearch.pdf

13) /&K {%— MDPRO U ¥ —F MRRIERBEEA -7 > T =X ORMIEM 25 25 ). EE
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