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EFHEIR D) A7 <2 DA MZEATLEM 2 LTk Y, Guide 63, ISO 14971 %
OISO/TR 24971 D UGET 1TV, JISIRTdh HJIS T 0063 % il E, JIS T 14971 %k iE K
TR T 24971 % "3 LTz, BEFREISR L AN ZBAERL D) 27 v XA MR LE
RETHIZBE T 5 B APEZEBE O SIED BRI DWW T GRAEMF 1224 H15) RH S
Niz, Bl&EeE 2N HHE OGS %2 Fhid 5,

1.2.8. JWG 2 (—H#t U7 4-IEC/SC62AL DY =1 > FWG)

ERERY 7 by T ICET 2B OB A Y LT\ D, IEC 62304552/ KET.
ISO 81001-1fl7E, &F = U 7 ¢ K QAR HE KA O il i 7F 3 2 SC62A K% UNTC215 & i)
L CEMET 5,

1.2.9. JWG 3 (RE—/LART ax7 Z-IEC/ISC62D L DY = 1 > FWG)

2—H YT I T 28 (IEC62366-1 &% T-2) DB O Y 2 LT\ 5, BIfEIEC
62366-1 D IE GEAl) OFETE T Lz, JIS T62366- 14 EXfGH3s L OIS T60601-1-6il E
M TH D,

1.2.10. JWG 4 (RE—/LART 2327 Z-IEC/ISC62D &L DY =214 FWG)
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AF—)VART ax 7 -2 5 HU& (IS0 80369 U —X) DEH#&1T > T 5D,

1.2.11.AHG2 (RE— VAT aRxI XOH7—Talr—a )

80369 U — X & Hls & L= B ~D sy ORI 2 it 217> T\ 5, BEfFR
fh& 7 —a— RFEEOa L Z I 70 ERBICITFERITSNE

2. @57 —~mEDOEHLAIZ DN T
2.1. XR—=RA T A DIHH)
2.1.1. WG1 (BFEESHROME~Y R A MV AT L)

ISO MSS (v T A v v AT MK OFEHEAL & L TISO Directivefs J& ESLIZ B
E S 72 EALREYE (HLS : High Level Structure) i@ N A TE L7, RE LD
ISO/TMBG/JTCG/TF 14233 & ST\ 5, [EN & L TIZISO/TMB/TAGE N xt s 2 B
AMNFEE S, ISOTC2I0ENEZRESRE L LTEMLT\5, SEBm & L THLSIE,
Identical core text, common term and core definitions|Z & X #ix DO JF A CTHEINHEA T
W5, FlEREE. MEESL OBUERITICN LT, ISO/TMB/ITAGE NS ZE B S ~SH
LERZHT LI, 1S013485~Di a2 1 5,

IS013485 : 201612 A L TQMSESNHIEESN D=0, QMSEE S LE#E L, A4,
BRI IELE~DRIG & F DONEDOEIEIEE 21T 9,

2.1.2. WG2 (=R ~O B FB O )

R D T U > 7B 5 M (ISO 20417) ORI 252 T L, JISTERR O FiE % B
T 5, Fo, EREEICEH T 2 EAREMEAE(ISO 16142-1,-2) O RE L OREEHI SN
T2,

2.1.3. WG3 (=R O HIFE &K OHEE )

GlEfrx ., EFREIROKGFE S ORI (IS0 15322-1) D EICHMT 5, F1-. AR
JIStE & HEHET 5,

2.1.4. WG5 (U ¥F—nR—axs &—)
LT OB OBIFICEINT 5, HFlERKICOWTEHEOBEARIZ L TV D,
ISO 18250-2 (MW 2s)
ISO 18250-9 (Irrigation)
2.1.5. WG6 (PMS)

PMS7i A 4 A #i#& (ISO TR 20416) DBHFE 255 T L, 20214 OFEE) LM,
2.1.6. JWG1 (VA7 <% A )

ISO 14971 K NZ DA A X2 AT HISOITR24971 %9 HIIS D JE miE #h & Hide 9~ 2 ,
2.1.7. JWG2 (EWREZHRY 7 hvx7)

20214E VL, Bl & &, ISO 81001-1HlEMFEEICIN 2. IEC 6230452iREGT. ¥ =
U7 ¢ K OATRERS OHlEE2E 2 SC62A K (NTC215 & Hiflh L CFEhid 5,

2.1.8. JWG3 (=—Hr U7 1)

5l X X TEC 62366-10WIE GEM) OF#HEICSMT 5, BLKIE, Sub-WGIZHE W T, %
T IIBT LEm e WebZi#l N — A TEMT TH 5, 5l & &JIS T62366- 1L 1EF L
IS T60606-1-6 Dl E A et Uil & #4128 s Eh 2 #HEdE 3 2,

2.1.9. WG4 (RE—/LART axr #)
AARRELE, TS0 80369-2 (MEWLZRH = % 7 2) B%E K 1N80369-1 (— Mk E R FIH) Ok iE

o
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ICHER LTS, F72, 803697 Y —XDENHHNLIZEA L Tk, KEBEax 7 X005
RARME, ETPREER T = 1 7 X HIRE SER A BRI B AYEfR 4 BRIA T 5,
2.1.10.AHG2 (AE—NART ax I XOh7—Talrr— )
AHG2TOH 7 —7 mlr— a VEMSBAFBEIM ZER L, 4% OIEENCSINT 5,
ENSRE L LTE, YHEJWGAD B2 TRV S 2L &35,
3. EREEST —~ Gz 2B a7 —~) OIGHE)
3.1. [EEREAE O ISIZ DN T
20194EE L 0 | ISO/TC210/EEMMEEZ B D I v v a U AJER L, s E BB IS E
HEEZE S L LTAZ— b LA, ISO/TC21I0E N REE 2 L LT b EME E B TE
BHEEZ B SR OB 5 EREZ B S LEE U<, ERREOBGIEZED D, BARR
WZIX2021FE U T DT —~ Th 5,
3.1.1. UAZ <=3V A MR JIS T 14971, TR 24971) FI| F OFE 55 Eh
3.1.2. IS0 13485 : 2016 (JIS Q 13485) HEHLO QMSHE AU IE~D %I
3.1.3. =—HF VU 7 1 Bk TEC 62366-1) DJIISTLHENE & HLHIF] FH O R TE B
3.1.4. AE—/LRT ax 7 Z k& (IS0 803693 U — X) DJIISIL F ORI %
3.2. & FEEHUME =% 23— N O FRK
FEFEBEHE T X 23— hOFKO 72 HISO/TC210# 4 (2021411 A Bl ¥ 1&) I F=
FAN— M EYRIET D,

(EFRASTEEHEE R B R) (ZRE i RIE--MTJAPAN /= RU—XF A 741 T Z([HR)
1. ZESIGBOME
AFESIT, EEENE COEEHBKICET 2IGEI 2 0 £ & o TEEEBUSE O R ETEE~0
ERYAR— b EERBEROEBESSE~ORMAZ B E LTWND,
FRIEHARIILL T TH S,
1.1. ISO/TC210EN MR ZE DY AR — |k
1.1.1. [FEEHE~DER B RS
1.1.2. A0 b0 % 28— h O L B HEOS Y R— b
1.1.3. EEEHAS BT 2 BAFRRI L OFEFRINEDOER~D T  — Ry 7
1.2. IMDRFRBS:E# o [E| B I ks 1 B et it (IMDRF Standard-WG & OIMDRFIZ T E Bk &
B9 D IR B~ DX E)
1.3. ERHREHISO/IEC TCENZE B S & il
1.4. 178 & DO E BB ER K ONEPNHL~ 0 E BB OF B+ 2 B R ASH K OIT B~ D 2
FERORY £ Lo,
1.5, ZESAAITAY 722 [EERHAE OFIEROVERL, JISIEFFDOEY £ & 0,
FIZ, WS EEERM OERF ~OF AN EHICHEA TWD Z &b, ERGEO L] B
ZB 4 LISO/IEC TCENZER 2 L oMo 250k L, EPHLE A~ EESHAE O 5t 4 8
ft+22&bHMET D,
2. X"—=RT7 A DIEH
3ODHFETUTOIEEZ1T 5,
2.1. ISO/TC21055 Rt &
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ISO/TC210E % K& B & OIFE 7R — b
- ISO/TC210E WX K ZE BA K OEWGHFIE~DOZEBIREIC L 2 EERE ~DOERE RIEER
- ISO/TC210HBEZEE BT X 23— O & FHEESES NS o3 R— K
- JERHAR K OBEE ZE B 45 ~DISO/TC210E N xR 25 B 43 5 & o [E BRI BR IR I J OV
BB O BRI 2 O 1 AR fik
2.2. EEEBUAS BLHIR S 3 B2
2.2.1. IMDRF B8 0 [E| B A TR B XIS
- EBREOR RIS E B4 L L IMDRF Standard-WG~DZ B O RiE & CIMDRF D [
BEBUS B OTE BN ~DO SN L Y AZEROBAZRET D,
- BET A EES LEE L, IMDRFCGE~DOERORY £L0&21T9,
2.2.2. ZEFAERT 70 [EERHUS ~ ORI
EBHIOBLEN O EMREOBET A RESOMEELE L T OB L, ERGEOM
DEEZKOREET 2ISOMEC TCENZ B4 Ll L CTWGE kT 5.
- MENZIS CTIISIb 2 22— 0 X — 35,
c 2021 OBEITLL T TH 5,
1) EFEIEOXEE S (IS0 15223-1) %t
2) EREIRO—YF Y T ¢
3) W BEEIRE AT A R T A4 O RE LX)
4) ZAE—)LART ax s X
2.3. [EBHUS R M AE S o Bl =
e PRI B o D [E B HAS O MR T & HISO/IEC TC EANEE S L L, ko
ISO/TEC TC EWNZ B &I BE 3 2 SN B e B BLAE 2 1 ) L Clig T 2 IR & 1F
5o BARHNZIZLL T OIEBEN 21T 9,
2.3. 1L ATEH KR OHTCOMRE L EMMICZE L E . BTCOTEENRIL AR L, EERE
& LT D B e Bk 2 eI T 5,
2.3.2. 1TB & O EBRHREAER K OCE NS~ O E BRI A ORI B4 5 & RASH
2.3.3. AR Tt Lt 2 b BL 22 HIAS 12 B U C E BRBUAS BRI 73 B2 T ot & 5
WD,
3. EFHEEST —~ G2l a7 —~) OIGHE)
ERAN—=RT A T =~ OEFEGERES S B STEES TH 5,

(R BORRAAENIZA] (i BE & ElE 7 (—+h) B ARBERIESE S5 4)
1. IHB) O

AT, EFEIZ I Dk >— B O S 2 S ICMT 72 RS L | R e e
2B B EMIRERE O REHASI ORI T 72i8 8 21T > T\ b,

2021V FEIT, B 2 Rf o0 b & THHIETREN S O Mo 2 #EFF - 7k 2 & FAIRFIS, Zn
SERITY—ERXCERDLZ L, 612, BERENDOREINOEL RS R EORMESY
B Z LI, EMEDY 7 2L L TORE Z B4,
2. (ERIT —~ 5O BUk A
2.1, EIRRCEMEEE B Y a EIZED D IHFIMOIE - 5T
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EREGBHBORCEFE TROEE~ORBR L2 PO, EXEY g VRIUIMERE
STl & LT TEE)
2.2. FEZE OB L ERIE (B 2 WFIE (UM & DL FIRTIE &2 & Te)
FRERFT — 2 CEPNIMEEOIRIE ., HAivEh % oA 54T

2.3. AR5 E)
& THEEHEED A N PO EOEFEICHS X, HADERMISRELERBIZIET
% Rl A SNt

2.4. WIFERCR IS B O che (EHOE Y ¥ —J b, RIS EE)
WF7EH s, MDPRO Y #—F (E## v —7F L)  MDPRO == 7 A (E#EIEE)
SRR E ODMDPROY A ~DH#l, L OINTFEE~OHKR
SRR 7 D WBIFZES T TREHIE < ARE 0D O3k b EMOE T v — - uic g
2.5. FEFEIRIICEI D 2 2= BT 5 Pt (Innovation Linkage)
A/ _—=va VEEFR (RS — b7y TEEE) IZOWT, ARFREEHAT LR LICX
D EIZERITIE#RE U TEMR IRt
3. EREERT —~ OIGE)
3.1. ERHERR S D WIFTE R O Fff
WEEEE o v RIS KD T TE R0 TR OB L b D T 2 fat L, EFEREIZ IR
L7 —~ERELTEMT 5, (2E/4)

(B RIZDONT]

BB CROTEB & HEET 2,

(1) ERsER— A=V IhA B RS- D) 12X 2 QEMEEE OF A G, @F®H -
HEOFEMES (FEH) LiERH I —EREE, OB LI L DEHIERREE.
(2 K 2 iR,

(2) BEPIRETEME Y v —F L | 2 4FE4RI (1A, 47, 7TH. 10H) %17,

(3) EREEMEOEE S - ¥ IS —H0MEFG] &7 % 2~ OEERL K CEEEIRETT T
W OEGIIRGEZAT 5,

¥ &

(F# R

(1) Fla v 74 ) ZRYIE~DOIIEITONT, Gl EREBIFOHEEICEE LN D, i
H. RO LD R BAKRRE LG - Fid 5,
CEEES. B IS —E ORI DL E
- EEGESEEE COEGSHEO AR, Web& i DTG H
- R E G T ERESERE CRE LT 256 OSMABOHIIRLREM O FLHE, B X
VIR DB DT ~DBIMBA B ETE. SIMNE~OFHLENCKE T 7 > N OO %
- HE B O EH IR T B

(2) ZEFREESHRORMEZR & BRI EOEERL A X 5,

44 EHET Y —T L #1135 (20214 SPRING)



N A A S A A A A A L A A A A A A A A A A S A A A S A A S s

BERHEBICHTHIEEREICOVT
(2021418 H%E)

EHE ZRERS

2
R O\ I 27
A 2

nERsR tEREZES T"E HE B#&t BARI7H
— HWENEZES — — —
BLEISE | BEZEx =8 KX JEITA R B R BT
nEAzR EfRREBEER MO =R’ poxipmn Wx7s
EHNESR | EXHBEER B =M JIRA FNVIDATAANDRT LM
REEISR | % -HHEEER B E— B E#1 WIS sy
=HElsR | MBERIREZEES H 3% MTJAPAN | TILEM
BLEIER | #HBRKREZEES AR FEA JEITA TUFEFH
EHBEISR | ZHEER Ad & MTJAPAN | £avyy-ITUR-2avyUii)
EHEIEE | QMSEES £Z2 B#f | MTUAPAN | =706
=HElsR | BKRFHERESR TH —H MTJAPAN | ARFE=YY YIF7ET TRV
EHEIRR | PMSZER IWE A MTJAPAN | ZRYNATAAL O vV ERRH
nLEsR | KWEE= WA EEE | JEITA DAV
EERIER | BRE-RFEESR o =R wRiET S B ERT
nE=R UDIZE=R R £ MTJAPAN | B¥zA-TL-TR
EMEIER | LREER e ® MTJAPAN | RL#
mwEes | S0 002l 8 - — ERA
BLEISR | ERERKREDHERZRRES | &% RE MTJAPAN | IRT—XS54TH ATV

(BRFRRE)
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/7l HY L EET RO (WEBBHE)

ERERRRERS TUOT RS AXAWGESE gl A
(MTJAPAN,/ 7 U > 7S 2 (#)

1. ZLwic

20214F1H 130, 14AD2RIZHI>T, H7H AA-Z A GRIT VR LADREESLE L
Too Ry VRV D AL, ) EHELERESR A (LU, TPMDAJ & W95 ,) & & 1 O
45 Cd %5 Thai Food and Drug Administration (LA N, [# A FDAJ & W5 ,) OIfEIZ LD
DT, WERERE MO A D, WEICRBT 2 HHCHEO O OB A D Z L& H
F1E L, 2013 1R B S AU CLIok, ARITTER OB LE 720 97,

R VR T MEE), 20200F KIS a7 [ THRESD PETLZ2, COVID-19/%Y:
JERDOEEBIZ XV AENIHARGE-Z A FBEORFEERZ N L COA > T4 A THEE NS Z
LT b DT, 2019FITRRfE S 726 S AR D 7 AMZIERI2004: O Wl [ERAGRE A3 /3
I DOERGTTEIMSIE LTen, AEITKIS004L N A T4 SISl D & TF,

R VRVT AT, EEER EO2FE v v a v, EEERSE, EEL O Z L OE5)
Ty va THER S, EEERSRTE Y Vg o CIImIREE R ST D, i E B R
ENLDOT LB T =2 a v BRLOSNE L ZTVERSEP TOIVE LT,

2. v r I A
Day 1 (Wednesday, 13th Jan, 2021)

Bangkok Tokyo
OPENING CEREMONY
12:30-12:40 14:30-14:40 Opening Remarks

Dr. Paisarn Dunkum (Secretary-General, Thai FDA)
Dr. FUJIWARA Yasuhiro (Chief Executive , PMDA)

12:40-12:50 14:40-14:50 Keynote Speech
Dr. Paisarn Dunkum (Secretary-General, Thai FDA)

PLENARY SESSION

12:50-13:30 14:50-15:30 Regulatory Update

Dr. Surachoke Tangwiwat (Deputy Secretary-
General, Thai FDA)

Dr. NAKASHIMA Nobumasa (Senior Director for
International Programs, PMDA)
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Day2 (Thursday, 14th Jan, 2021)

Bangkok Tokyo ‘

MEDICAL DEVICES SESSION

9:00—9:55 11:00—-11:55 Effective medical device review for fast and
proper access to patients (part 1: IVD)
IVD medical device review
Mr. Potchara Morsamai (Pharmacist, Practitioner
Level, Medical Device Control Division, Thai FDA)
IVD medical device review
Ms. YOSHIDA Kaori (Reviewer, Office of In Vitro
Diagnostics, PMDA)

9:55-10:50 11:55-12:50 Effective medical device review for fast and

proper access to patients (part 2: Non-IVD)

Non-IVD medical device review

Mrs. Pawinee Songserm (Pharmacist, Professional
Level, Medical Device Control Division, Thai FDA)

Non-IVD medical device review
Dr. OKAZAKI Yuzuru (Review Director, Office of
Medical Devices I, PMDA)

10:50—-11:00 12:50-13:00 (BREAK, 10min)

11:00—11:55 13:00—-13:55 Post-market surveillance/ medical devices
vigilance from an international perspective

Sharing experiences with reference to international
harmonized criteria specified in GHTF/IMDRF
documents and AMDD

Mr. Nakorn Tangwancharoenchai (Pharmacist,
Senior Professional Level, Medical Device Control
Division, Thai FDA)

Ms. Pattreya Pokhagul (Pharmacist, Senior
Professional

Level, Strategy and Planning Division, Thai FDA)

Sharing experiences with reference to international
harmonized criteria specified in GHTF/IMDRF
documents and AMDD (including Medical Devices
vigilance inspection)

Mr. ISHIKAWA Hiroshi (Technical Expert, Office of
Manufacturing Quality and Vigilance for Medical
Devices, PMDA)

Dr. SAKURAI Yasuyuki (Investigator, Office of
Manufacturing Quality and Vigilance for Medical
Devices, PMDA)

FEH Y v —J L #1135 (202148 SPRING) 47



N A A S A A A A A L A A A A A A A A A A S A A A S A A S s

3. Bkt yva rBRIOEEESE Yy a O

HIH, A—7=27ThO% A FDAETE (Secretary-General) Mr. Paisarn Dunkum, X O
PMDARBEF LT R 5 D& O THRENCH < &2t v 2 T, £9Mr. Dunkum#
A FDAREIZ L 2 Kl ThivE Lz,

JEFHGEE I, Speed. Safety. Satisfaction, Supporter. Sustainability?®5>® “ S~ %
T DA T 7 U— 1 5S, ¥ A FDAIC X DS - EFRIE 70 B T OEER T /) OB v e,
Z L THAERL DB, H&EBISRSROITmME & FHEIZOWT TR SV E LT,

T, EEEL. EFREFEO L)Y —+t v g IRegulatory Update] & L C. Dr.
Surachoke Tangwiwat % f FDARIEE (Deputy Secretary-General) . PMDAH & & #4745
BEBEHEY) N LY T—varanE L,

Dr. Tangwiwatix, 7-XVU > 7' XInstructions for uselZBdT A28 L ¥ =1L — a3 HLW
arF A s bF oy RAMERLLEOR, P L — Fv—27n T KRR, N
Z—fF & EEH FAREOENRTEEE L, COVID-19B8H {H#E b o Bl <l AZKGRORIL, BEkE
\Z X % Scientific documentsfEH DM ENE e EIZOW TR S, £ L TC20214ENLEA S
HAMDDIZIR 272 ) A7 N—=ATDA7 T A ETNENOHFHEITIEIZOWT, ThTho
FEATIRF & Ao TR & E L,

PMDAH S #ATHE B2 B1X, EFM - ERESRSBICRIT 524 - BAR2EM O IBERD
RVIKY, PMDA® HAREWIZEIT 2 S &N THI 7R ERYHEA - AGROR A, F7-H
BREY72HL Y fH A & L CCOVID-19i2B 7% A7 — k A > M 3{TPICMRA & 0, PMDAT
T M= T —DIEERR EIZONT, S E LT,

% ODr. TangwiwatiZxt LT, LT O XK 5 RERISENMTHONE L

Q : AMDDIZ{H » CERER O ClassificationZ #ED H & D Z L1253, WOEDNGIZR D),

F IR T 2 D02

A 7 T AT PBIVETEHEIH ORIGTIE,

Q : HWWHHATHEE L2 b DL, oISz Tl v

A PERONL—/VTHEE IO DX, FIONL—LTH#ED S, T HRIISFED T IE,

2H BT HIEREESE Yy v a U CTHEESIL. ¥ A FDA, PMDAR G 6D LE T —
Va rBIXOWERINEPTOIE LT,

RAIDT —~ 13, BEABDWHEGOFEICET LWV MATLE,

4% 4 FDA Medical Device Control Division®Mr. Potchara Morsamaid V. HC.ZWH D
HIVi# S v MBI LT, BIMBLEREZ CIAEL (ITKT 2 T A ' o 20 7 0piih ORRELUE
WZOWTHHASNE L, A28V TIRY A VARODRITEFIZTEWVEEDO LN TND b
DODOREDZZHEAKRMELS . FAMITHRES v NOBEARZZROM EIZO7en b Z L&
FFLCWHEDZ L TLE,

PMDAKSNZ W B R E O E BN OGIX, HRIZBIT S EAZKEICHT L F 2 b—
voa ROERMH], BEFA~ORY A LR, COVID-19IH 3 DA v MIAGRIES)
mEIZOVWTEHHINE L,

TR T—va IR, UTO XD RERSENMTOIE L
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(% A4 FDAIZ% L)

Q : ZAIFAMDDIZHE D DI TED, WORITIIN D D)2

D BFED2-3ITHIAT S D TIE,

A DEFEIRDOL X 2 L— g9 R0, HEEICBERBRIZOWVTHRZTIILLY,
D 2-8 A ITHETT S LD HNETIXY 7\7~~7\“C@4/\*”E“Cf‘xf$éh'é &L TR DR
A5 ET, CSDT7 NNy r— U TORGEDMLBEIZR DD H 0 . Z D552
BEPNLVE A, HHb 0 Z B THING, D7), X—T % /LCSDT & W
IET—EOEFRLIEH L TE S 2 & 2HRE L TW 5, IERUSITHIED AT 2 FF > THR

LW, a7 77— S AVUX A ARANIZ LTI S 5,

Q : CFS (Certificate of Free Sales) (ZB L T, IS013485D SEARFEIZ DWW TIX A A KAEHE
DB PMLETT ) ?

A 2-3HITHEAT S 4L D BME TIIFSCIEAEIZ 2 5, ISO134851IMETH V| RO
REASLEINE D IR TE,

(PMDAIZ %} L)

Q : FHRRHIEEIC DWW CEEL KRB L TR L VY,

A REL T TRMARR, SO, =, XTEEJJE.OMO ZmIvD, R
HELT, BHIEIC 7‘5%& A TN T PN LU AN R e P M SR YN ﬁ*%*ﬁ
ARITBEIC AR Z G L TV D anE | Fﬁbfﬁﬁbw%&iﬁot BNE DL D T
IZOWTENT D 6D, HE(RRAIIRHBIE ORINIAT 9 ik CHRNECHRE RO #2
DEDLEEITHI O, REBE XS EICET 284 2R BT 1 b 2 L O uERE
i, & ORBEROBWEIIMZIT O DT, AL—RXREBEELITH 2 & & AlHE
THODOLDOTH D,

Q :IVD7 A h% v MIXHTHHEEIX, HATIHEEDOL I AT TNDE DN ?

A EEIRMERERBRIIPMDA T 72 < A HFHE D BR 4 E i L. PMDAITE &R 22 OFER
flE R el LR35,

Q : BRARRBROBSRFIHEZ 2 TIZ LW,

A BERMERERER 21T O LENH D 7 — AL, EWNTHE L7722 & O LW ERIE
T 2 B OEAT, ORI A AMZ G 2 72 DI B R E amit%ﬁ%:aéﬁm#éz
ERD D, A, TR Eidxmhs o7 a b U E HV-CEBIxG T2,

Q : BBy FOAGRICE L T, HEREED 272 5 LAMPEZ 28 KR L7 D)2

A EDICENLEGEM AT CE R SNT-RT-PCRIE & 13272 5708, RT-PCRIEA I — /LT
VAR U= RE LTEGAO—BEEEFME L CTENR B Th o772, FIFIHEZ S
72459 LYk L TR LT,

> o >

WA, MBS BWHE B 2 BB LT, Z A FDA, PMDAR G LW LB T — g
YInFE L,

% A FDA Medical Device Control Division®Mrs. Pawinee Songserm & ¥ ., ik T Tl
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1.

Abbottft:[ Abbott and Novo Nordisk Enter Partnership to Provide Integrated Digital
Solution to People with Diabetes Using Insulin| (https://abbott.mediaroom.com/2019-02-
20-Abbott-and-Novo-Nordisk-Enter-Partnership-to-Provide-Integrated-Digital-Solution-
to-People-with-Diabetes-Using-Insulin)

Medtronictl: 7 L 2 U U — Z Medtronic and Novo Nordisk enter agreement to provide
integrated digital solutions for people with diabetes] (https://ml-eu.globenewswire.com/
Resource/Download/e2¢37926-0b3c-4389-af2¢-1b911952¢d6b)

Medtronicth: 7L A U ) — Z[Sanofi and Medtronic to Form Strategic Alliance in Diabetes to
Improve Patient Experience and Outcomes | (https://newsroom.medtronic.com/news-releases/
news-release-details/sanofi-and-medtronic-form-strategic-alliance-diabetes-improve/)
GlucoMett 7 L 2 U U — ZTRoche Selects Digital Diabetes Provider, GlucoMe, as New
Partner from Batch 2 Round of Digital Health Startup Creasphere Accelerator Program ]
(http://www.glucome.com/about-us/news/Roche-Selects-Digital-Diabetes-Provider-
GlucoMe-as-New-Partner-from-Batch-2-Round-of-Digital-Health-Startup-Creasphere-
Accelerator-Program)

Eli Lillytk==—2 U U — & ILilly to Integrate Dexcom CGM into Personalized Diabetes
Management System | (https://investor.lilly.com/news-releases/news-release-details/lilly-
integrate-dexcom-cgm-personalized-diabetes-management)

Abbottfl: 7 L A U U — A TAbbott and Tandem Diabetes Care Advance Development of
Integrated Technologies for Future Automated Insulin Delivery Systems] (https://abbott.
mediaroom.com/2020-06-29-Abbott-and-Tandem-Diabetes-Care-Advance-Development-
of-Integrated-Technologies-for-Future-Automated-Insulin-Delivery-Systems)

Tandem Diabetes Carefl: 7 L 2 U J — X [Integrate your t:slim X2 insulin pump with the
Dexcom G6 CGM System | (https:/www.tandemdiabetes.com/blog/post/t-slim-x2-insulin-
pump-with-the-dexcom-g6-cgm-system)

Zimmer Biometft:WebX— < [Ortholntel powered by Rosa & mymobility | (https:/www.
zimmerbiomet.com/medical-professionals/zb-connect/orthointel.html)

Propellertt: 7 L 2 U U — Z[Propeller Health Announces Expansion of Digital Health
Collaboration with GlaxoSmithKline to Improve Management of Asthma and COPD |
(https://www.propellerhealth.com/press/press-release/propeller-health-announces-
expansion-of-digital-health-collaboration-with-glaxosmithkline-to-improve-management-

of-asthma-and-copd/)
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10. Alcontl: 7 L 2 U U — Z[Alcon to develop SMART Suite digital health platform for
cataract surgery] (https://www.alcon.com/media-release/alcon-develop-smart-suite-
digital-health-platform-cataract-surgery)

11. eyewire New Alcon Innovations in IOLs, Digital Health Solutions to be Showcased
at the AAO 2020 Virtual Annual Meeting] (https://eyewire.news/articles/new-alcon-
innovations-in-iols-digital-health-solutions-to-be-showcased-at-the-aao-2020-virtual-
annual-meeting/)

12. WHO-OECD [Price setting and price regulation in health care: lessons for advancing
Universal Health Coverage|

13. The Wall Street Journal [Medtronic Moves to a New Health-Care Model: Pay Only if It
Works | (https!//www.wsj.com/articles/medtronic-moves-to-a-new-health-care-model-pay-
only-if-it-works-1519096141)

14. ReuterMedtronic deal with Aetna ties insulin pump payment to patient results | (https:/
www.reuters.com/article/us-medtronic-aetna-diabetes-idUSKBN19H1GB)

15. = v & A ELHENTIEAT T AR oD 3 S Al k& R E—Rh\ T2 & E D720 FER E & SCHL O AR 2
O & 13?] (https!//www.nli-research.co.jp/report/detail/id=64277?site=nli)

<BEEE >
41 D LR Bl BE O Bl 1)

LR RS (WHO) & #2355 10 71 BRI HeE (OECD) X, BAR, XKE, #—ANZ V7, 77
VAL RAY L AFX YA §EH, XA, L= T OT T4V TT AR - A2
(BT DIRBRD SNSRI L CHFFRA 21TV, 2019FICHARE L L LD TN D (BE
#F1~3)%, ZOMEMENGIX. TI7A VT ORI F UL K E LW K (Fee-
for-service : FFS) & ABAFAV 5 (Capitation : Cap). #AK2HE D T 72 A HRITH SRS A
WHEL ABEZIRE O L2 SN RUTR Wi Bl 145 3 #0017 (Diagnosis Related Groups,”
Prospective Payment System : DRG) £ 72> T\ 5 Z E s, HkEHWERIE, @5
DOZFENBEIIS CLTERATaZ R EBME SN TN TH D, AW HTRUL, ERERIC 56
SNTBREBERICED b — NS T2 OFAi 2 T 5084 £ OEFEEEO®M & L CERED
W 2 >H 9 b O TEREHIT D 12O A2 T NTH D, £z, Wl a5 K
X, BT AEEEOBEIE{LE HNE L, S EIERERITONT, FEHH R AMEE M R
B EBEREAFIOH L, 2200805 2 X MOBEIRFERIOEIE T2 b DE1OD I V—T
LRI L, ZTEOUfEIA T OERBA LT 5L TH D, HERSENOIL, ERoE~
BT T4~V TT EABRZRIZBNWT, ERESBORRERO—DE 72> TS HKS
N FHR 6 OEIOMERE B CTHn S,
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BER1. TI7AIVTT7OREZIFR

Remuneration of provider setting Remuneration of
physicians
2 O
budget
A. Private practice group
Australia X X X
Japan X M X
USA X X
B. Private solo practices
France X M X X X X
Germany X M M
England i X
Republic of Korea X N b
Thailand (SHI) X X
Thailand (UHC) X X

C. Public clinics

Thailand X X

Malaysia M X

“Price setting and price regulation in health care: lessons for advancing Universal Health Coverage” & ¥ $i}
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BER2. HRBEORRIAGX

Remuneration of provider setting Remuneration of
physicians

FFS P4p Global Cap Salary FFS
budget

A. Private practice group

Australia X X
Japan X X X
UsSA X X X X

B. Private solo practices

France H X X
Germany X X X
England N X
Republic of Korea X X X
Thailand (SHI) X X

C. Outpatient department of public hospitals

Australia M M
Thailand (UCS) X X X
Malaysia X H

“Price setting and price regulation in health care: lessons for advancing Universal Health Coverage” X ¥ $f

BER3. ARBEORRZIALX

Australia Procedure/sennice Procedure/service

England DRG Procedure/sennce Procedure/service

France DRG, bundled payments for DRG, bundled payments for public DRG, P4P
public health services, P4P health services, P4P

Germany DRG DRG DRG

Japan Case-weighted per diem Case-weighted per diem (non- Case-weighted per diem (non-
(non-acute); Diagnosis acute); Diagnosis procedure acute); Diagnosis procedure
procedure combination (acute); combination {(acute); FFS combination (acute); FFS
FFS (Outpatient) (Outpatient) (Outpatient)

Malaysia Global budget FFS FFS

Republic of FFS FF5 FF5

Korea

Thailand (UCS) DRG, global budget, DRG, global budget, central DRG, global budget,
central reimbursement reimbursement central reimbursement

USA (public)  DRG, per diem DRG, per diem DRG, per diem

“Price setting and price regulation in health care: lessons for advancing Universal Health Coverage” & ¥ $if
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