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Type Premium
Innovation Premium 70%—120%

I 35%—60%
Usefulness Premium

II 5%—30%

I 10%—20%
Marketability Premium

II 5%
Specific Use Premium 5%—20%
Pediatric Premium 5%—20%
Sakigake Premium 10%—-20%
Rapid Introduction Premium* 5%—10%

* From April 2024
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K2 EEANEEAEER MO B REMELER
Application | approval timing JP Price (USD) usS/JP
_ , _ Absolute Reductio
US Price  (with premium (b) | (with premium
Drug (USD) (a) without premium i
p in Gap (pp) (a/b) | without

us Japan (c)) premium (a/c))

Mar 30, 2023 May 19, 2023
VOYDEYA $24.01 $15.08 | $13.71 16.0 159 |1.75
| Mar 29, 2024 | Jan 18, 2024

May 17, 2023 Aug 16, 2023
ADZYNMA $19,170.00 $8,090.96 | $7,705.68 11.8 2.37| 2.49
| Nov 9, 2023 | Mar 26, 2024

Note: the United States (US) prices are based on the lowest listed prices from Drugs.com as of April 15, 2025. Japanese National H
ealth Insurance (NHI) prices are from Japan’ s Ministry of Health, Labour and Welfare notifications as of April 2025, converted using
an exchange rate of 149.80 JPY/USD. 'Absolute Reduction in Gap (pp)’ reflects the decrease in the price gap in percentage points. '
US/JP ' indicates the ratio of US price to Japanese price with and without the premium.
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AELCRIEMEAH D,

SHIT, WERMOES CERWGY TS F—UDKICEY, #iET0t
AREDHEMNMEZ ., VRVIZISLE-RERGRGFE SN ROONDEIITH01=(2
6o
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OLEBEREXRT. 2009F ICERSAFRMERERZ (CH) ITEELDTA
THAIIRDAVMIBE T 5FEMERVER LEDEZFICETEHIES12(
CH Q12) |1Z#HRL . RE TR R R E R EHORAMMH ERFTEEDH LI LTIRIB
L1=(27), BABFIXCOERBIRZEFZ . 2018F(CAREZT-MBIZDT
ABIN-BEO—EBOEFRIZHRLEHE (PACMP) DERTHEFIELXHTERAL.
2021 F IR BALT=,

3.3 WIEHME

K. BATRKEEDYRVIZIELTUT OB EDOFHEEAFRITON TV,
o —HMEFRDRF ELEFBHE/MIUTBEAEEGERBRLEHRE
(PMDA) DEEMNLE
o BWEERH BEFE

BEAGEEDGS, BEESEENRBOANE - REM(ICEXEEICET
5T —3%HFLUTPMDAIZHREEL ., RRBRICEEROHAMNHFAIEEELS (K
2EE) . COGE. BEMNSHFLELMIL6r ALRESNTILVS, —ATEENRN
BOBEMDIBE (X EEZIBLURNIZBEEFRET S, ELELOFHENEAS
NENE.EENERBICEZD)RVICEDEHIERINS(28), BH . HEREE
M-EFTEHE. —HEFARDHENDETHIN., EEFEICERILE
BICIE ZEMBHELELMMN 3, A LEHEIND,

KEPHM TERIFRIC. RRBRERICHTHIRIRN—ROFHENFLET 5.
KETIE. RRBFARRBICEFLMAS5HE . HERKZHEE (NDA:New Drug Ap
plication) [Z## B B &5 (Supplement) 2172 (& 3) , B BFBICITLL T ORELH
5:

® IERH[AEMH B H5E (PAS: Prior Approval Supplement)

® HAHE30BATE TIZiRH 9 %K B X i H1 55 (CBE-30: Changes—being-effecte
d in 30 days)

® HTEFICIRE T HE B E KR (CBE-0)

® FRIRE (AR:Annual Report)
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HELENERGIHEEIEPASEREL. RRBRICERRODBKEHTT 529,
FEEDLEEILCBE-30X [XCBE-0THFEL . E&EFI6MNALIAIZETT 5. 8
MERE(FHRAZERICHFAIRE T, REIOFE RIS (AR) TREABBITEIMT S
(29),

BRMN Tl ZE T/ IT— 3> (Variation) EFE(EN., L TD42/T I 5ESH
%(30)(F&3) :

® Type I RE -REM-AUMEICERGEELRIZTAIREEDOHSHERE, Eu
ropean Medicines Agency (EMA)R ISR ELRBICKDIEBHIDLE,

® Type B:BEWMLEZEDTREMENHEHE R, EMAFICKHRBDER B A ATHE,

® Type A:T<XEMXITEENGVERE, ZEEME 1200 A LINITIRE A

a6

HEo
® Type IAy: EEERICEHIBELGIATIA, EMREEHRXIL148 LINIZER
o

2019 11 AICIKICHTIERE R SMT7 Y (VL ERIZEY M8 - R AR ET
EEIDERIREN . RBSN-FBEO— O EE (R DHETE (PACMP) DEEZA
FRRTEASNT=(27), PACMPHIETIE, FHIICERHEZHB/EAETHILT,
T—HREBORARGERRBNALELLD, KBEHDPACMPIZHEST-ER
THNIX R THNIETEREDFESNSHEES. CBE-30/CBE-04°Type IB/IA/I
AEEDFRETEDOND,

BARTIE. 2018FIZPACMPD I Z A EHERMICE A S, 2021 F A L RIFHII
ERASN TS, AFIEICENTIE, IRESNT-PACMPD & X 14 ZPMDAL G
L. FHEOHEAZICL>THRONIBERDORIEEEHRTH(R2TE) . FEE
BYDT—ANRGEINT-I5E . REIRTEEIPACMPIZE IKEENB R UER
BT —5%PMDAIZEITH %, ZOME. PMDAIZ T ORI & AREBEE T HDTIE
12 BRI SN ZPACMPIZE DWW THEY LT —20Bonh ESHETHE
LTEEDRLMEHIT 5(26), CORIELERTHILT, FM-LRERMNZE
ABRBROBRBETLIYRARISERATE, HELEORRGEENAIREE D, F =,

SENEHLEHRFEAOB LS ERROERDRTV21—I)LOFRELA L
¥ %
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Original process

Approval
Collection of data,

S Market use
Plan for changing protocol >conﬁrmation of quality Aﬁi'\'/?:\;'lon >D of changed

of resulting product protocol
Change
application
New process Confirmation Application
of PACMP Confirmation*

Market use
of changed
protocol

Collection of data by the
PACMP, confirmation of
quality of resulting product

Change
notification

Plan for changing \Notification of
protocol PACMP

Approval

*Confirms whether or not the change is covered by the confirmed PACMP

X2 5K DEBEEH|IELPACMPHIE
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& SERMOKDRER EEFHEOEMRLR

Timing of dis Japan United States Europe Degree of man
tribution of ¢ ufacturing cha
hanged prod nge
uct
After review Partial change under original PAS Type Il Major
and approval framework
Type IB Moderate
(defined assessment period
of 30 days)
After notific PACMP under newly introdu CBE-30 (notified 30 days be
ation ced framework fore product distribution)
CBE-0 (notified at the time
of product distribution)
Before notifi Minor modification under cur AR Type AN Minor

cation

rent framework
(notified within 30 days after
implementation)

(notification of details of the
change in the next annual re
port)

(notified within 14 days of im
plementation)

Type IA
(notified within 1 year of imp
lementation)

AR, annual report; CBE, changes being effected; PACMP, post—approval change—management protocol; PAS, prior approval supplement
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34 BENBEEDONH

3.4.1 B$HIREE AT

BARIZEITAHED MR (RRBRITEL) TR, BATEASIT:
PACMPHIE TIL, FRIARZEATHETREMZHERL DD, FREM
HURYIZR T BT EMN e liotz, ChITKY ., EIFEERRED
[CH6MAZEL TV 0OH, J0BREICEHBIN ., AERENKIZIZM
ELTWS,

1oLt FEIBRICEVWTEASNT-PACMPHIEIE. FEVRVET
[SEATESLDOTIHGL, FRNER-ABENFTORIILIZEDIKER
DHERRELTHY  RRIEAARELEEIIRENTHD, THDSL,
FIEEYRIDEBRLREFAFENITHRET DHIEZERIRLIzbITTIEAL
{.HEVRIDOHRTERLEMNMERTEZIEBEIREL TREIEERDT=
HETHD, LI=A>T. PACMPEAIZLSHARADEE EBEHIE DR
(FURVICIECH- MG GEREL-EWS&YE, REMDIERE
ARELI-REMLGRRIEEZERLI-EDEFTFHETES, EVVEANIE. S
afetyZBRL D DSpeedZ EmHHRHLHIEBENEHSNI=LELZ S,

342 BENROEEN T

REDBARTIF VRIDKRENWERICHT H—MERRBRFLIR
JDEVWERICHITIEMERRBEHEVLSI ZMEICKY—EDOAFEILE
EHRL T, - HEFRZEBIN-EET IR, BEHENEHLOTL
BWMEEIZIE, —HBEERBOHABMNENBEICLGLIGE T2 HE
RTEHHEATEIOLHARERENARONTE -, — A K TIFARIZE
(FH—HEERFERFEEMEERFHDOFHREITMA T, PACMPOEER
DL T HLYLFIND ., FEEYRIDOERECHBEMLERICKT 55
SLF-FREMNFRIToN TS (FIEE  KEDCBE-30, BN D Type 1B,
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BEM : KEDAR, BRINDType 1A) , COKIIC, BARDHIEIZIE, $FI<
FREVROBEMGEIRAVICHLTEEGERNE>THEY . BEMIC
RAHEBREREMEERLTNSIEATEENSD,

LOLGEAS, BADCORLMERD Z5ETIE HITHEEYRY
DEFFFIEMICRINTERZNZLIZE>TI/R—2aVBADENERTE
KBENDHoTz, ZS5LI-HT.ICH QI20EZ FIZEDE, FRIAEIZEK
DELMEHERLODDERZOHEL L RIETESPACMPAEASINT=,
NiE REMERRLI-SATREILEAIREIZT HFIETHD. cD LD
[CEXRICETPRBELEEEEHE L. RXORLUERODEEMN S,
REMERREDNFUREBRBEHICHET HARAIELLTNS, LA
LPACMPHIEZEALTLAE . REVR Y OBERGE) R V(T3 L T
RELTEEGERIEOTLD, LIzA> T IKAREL TSafetyZEHRL
DD%Speed# AT D AR THERFARBLELTEREIND,

35 IMREARZREEEEHHIEICRIT25ZDEE

ARETIE, AR -2E - HAEBICHE T HEMNIGELTREBRER
EEHIE. EYHITPACMPHIEIZFE B L. Speed (EEARDIIEM) £Sa
fety (B -ERIEOHER) OWEBEZHN-BNOTEAEmNSHHTLE.

HBED ST LIE. BRIZEASNI-PACMPHIEA ., iEED =
E(RR /B [CHLT, BRTH#EREVSEHEAZRAL TR HEERL
HHS, REMICRERILZAREL T HHIETHA O HINT=, 740
B AFIEEHREHYRV2BETEHISRRIETEIIDOTELGL T2
MEERICIHRTELHBEICREL TSpeedZ EH B EZH LTSS
[ZHELH S,

F.BHBEOLHALIE. BRADERBEEREEEFIED., KL
5 SafetyZ M ER LI E R TR AL DD Safety DIB R E A BHFE
TG ARIZIRY | ERFERIIZSpeedZ ML TE-C e liEN =, HIZ L,
BEAEETRELGVAEMEMICEVTEREPRZEMLTEAIC
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Rond&32. BADOH E T2 EMLTRIE TEG REMA AT
HEEEHTTORFRIEDBAHERICE>THEILL TE-LERRTES, PA
CMPHIEDLFE-. COBHAERD—DLTHE[M TondEDTHY. E
FREEIRFIFRAFIOEMESADRIE LI BEFDO T REMMNBRTE
HEFE TRREFNRLIZ-—DDRZERELTRED ITHND,

OLIEAMERFEZ. LT TR RRREEEEFIEICE TH55ED
REIZDVTHRET 5. TEULGEENHFBRSNMNEBBICFEGEE
ERIFIBEENAHD-0. RRRLEEEEHEICEVTREEDOER
NREBETHILIE—EREERFETED, — AT, BELRH EE KRR
MOA/R=230FHEL. TADEFEOHRITKHT HIRXMELTERIR
SNBAREENH D, COLIBEAM DL, BERFEICEVLTIE. R&M
DHBFLRREOBREVS —EERWRELTEEICAERTILEND
%o

OLER. BEELLGADF, BICHRENGFHREZHMMIHET S
D TIE7%L, F9 SpeedM LITHSURVEAKIHFELZ LT, REHRF
DE=HDMMBELFRTTHENEETHD, EARMICIE, Wis- RE
EEOBRAN . EERICTETIGEEERGOREIKRTOCREHED
E%h14% ELVo7=GMP (Good Manufacturing Practice) BB FE1Z 4 H#ELL T
BREL. MEMNICEZFILITTEHIENEZEZOND, NI RBRER
EEHEDOPRRHIRAINREREICHIEEBFEA-RETHY . R
SMEROEBLLTL, BERBETOEEIZL>TSafetyx BRI 52&
DRTRTH LN BEERBICE T80 -T2 0 ELEHiIRd 5144
HEMBIZEIB DB &M Safetyd2 KYARICIHRTELLETEETH
5, REZEHICERY SMEE. RENICITEEOBBRBECBIMERR
WELTHENAAIREMEA H 510, EFEARETORERERHAL T TILE
LTERTAHILET. AR REREEICH T 4SafetyZ MEHICIHRT 5
CEMNTRELTE S,
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SIS EERNBEDLDET T EEZERT 2 ADEREMEZES
peediREHITHARAL ZELFNTH S, HIA I, BEDGMPREIZE T
ERBENDG REETEAHATEL TV SREREERRMERMEL
THEDIF. SO5LEERICESERICR>TRRLGFHREEZROHDH L
A VRIICIECRFREDRBELTEEMNTHS. —DED
REREICEDCKRR LT, TEMEREITREROFEME D OEILIC
L&Y 5,

DI BEZZRBHICEHRTEL. TNZEATIREL TSpeed LK%
ERBERIM DIREERIICEM T H LT, TEMFIELS ZEL<HIE O EE
HESOHDIENTREEH D, Tz, ChODEE(TONTIE, BEMIR
POEMREOELEBREATCEHMICRET LELIC BEICHEEILETS
C&TSpeedM LD RMZEBEEL TOVELALERIET 2HRABLTARTH
%o

LLE &Y, SafetyxHEIRL D DSpeedZ ER T HEK T AR EARRIMIC
HAITH LR BRELTHEERDFBEZRKRIEL. EEGTIEX
DEBEIEICETDLDEZZA NS, FHIEDEIZZREFLLEAL, EEFED
ERBEZBGRICEHE - BT AL, BN DA FLFHIERAD
RHIZDHENDBTEH5,
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AR BEYEEAMBIEIZETSH) /3T X (Fairne
ss vs SpeedDZHE )

41 REDREDITEEMW

F2BERUVEIETIK. EXERKDTATHAVILIZH>T. TNENHE
BRI FEI L& ER - & - R R BT B HIE NS RE DL TET=,

AETIK. EERDSAITHMILDTHRTHIERICEITEEDEE
BEHICEREZET. OBV EYWABROREICETIB RN —IRELT2
019FICEASN-REERHFEICODVWTEEZITI,

ARETIX. Fairness—SpeedD /NS RE 3 HT9 B, FairnesslEE &L
TERERIXGEEDO T TEMMAEMBAIEZEH T ICHIEBMEERM
FTHEVSERTOMBBAESREZETLDET D, Thbb, BEEXR
#HEEZ. ERAEEZ OGO B QEM (Fairess) SBE YR EY A
BROREICE T 24| E ORRLZE (Speed) DEL—RATELTHITT
2o

42 BEODERLEW

BADOGELEERFTEDIZKRICHL ERIZHRATH OBHIAEAT
W5, B AODEMICLIERE LR OMBOER-FEMT L. &
YRETHRUNODENLCERFEDOLEMEZ—BEHTLD, 5L
EFREIZHG T H—FRELT. WRDEMED —E DRI Z D2
BAEICFIETAEMICBE T LD FEITONEB1), CORBBEIC
BWTIE, BT TOER - RO RINIEEZTHY . HEBIDER
R‘EAEFHDPITEREDEFNTTERXASPRAFHELLTHRHFINT
LV 5(32),
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EAEHEHEZ2015FIIBEDLODERESIVIZARL.EBN
M GRS 7R T LD —BEIBITLEHEIELIZ(33), O T, X
B EFKIERICIFAREROSBEFODDERIIEANDEBEARDOMN,
REBEO#GH - LIEWIEROCRRXIE. EEER~NOXICHIRIES
Nz TNEZIT 2016 F 11X MDY D IFZEFIEHHEE R AV FRFIEREN =
Fien, RIREZICEIERANODBENI LT TERBLTHMYD
(FHBEIE AR E SN 1=(34) (R4) . 2018FEDFAETIEL. HrAYDIFEEH
Mk D BIENEENT TERZT-BEDH%NHEL TS —AT.
REEEDEENT 21T —RBL BN ENHALMNITAHEST=(32), Ff=.
BENBLDZ—XIZEERETRIRTELFERO LN FHET 2128
RENTLEA-7=(35),

CNODRBICHIET =0, 2019 FENDEELEBRMIBEEENRNEICE
Y. XEHEELTRZLEL. BEELNBOEL-ERZENLIRBEERFIE
HNEASNT=,
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KAMDMNY DT EFIERIEEHEMDEFEEN LD LR

Name of fee Requirement

The medication therap Pharmaceutical management using drug history and its re
y management fee lated health history of patients

The Your Pharmacist I 1. Continuous and exclusive pharmaceutical managemen
nstruction fee t by collaboration with family physicians

2. Providing appropriate pharmaceutical information or in
struction with the patient

3. Obtaining singed consent from the patient

The Your Pharmacist 1. Providing medical service through the integrated com
Comprehensive fee munity care system with the patient

2. Sharing pharmaceutical information of the outpatient
on compliance and the therapeutic an adverse effects
of drug treatments with family physicians

43 HIEHE

REERHEIL. 2000FNEXGERBFFEREICKYFHRSNT
FIETHY . BEFRICKIZBEZZ(T-ERH MU EHEER I XIKNE
FEEKESIEER I OAMEHMEMICFERATEIEEATHS BEL
ZHTOWENEBN oD BHPHobLOWAHRERANSEFHELES
NTHY. REERF—EDEEZH LI EICL>THENERZR
HBAELESTNS, WTHOERICENTH, EROEERE. AEK
Fl. FHEE S AT LGEICEALT—EDOREEZFH-ITEMAKRHLN,
MEFRICKIIEHHGEFEZTHIENRBE[FIToNTLNS,

HIgHCEEER L, IR BRET T URTLDO—RFEBIEREL T, D
ERREMEROEEL, MIRITHITAEFNFOEIELGEADHELER YR

RHIRMEENT AT LA BMEL TS, BEDARRIERERAL,
26



gD ERMEMOER ., ¥ 7R —Uv— MEBGELEELDEN
B, MIBICHEITHER N EOERIEEHERT HRENEES, 200, F
RAEDRERBELAEENNISEL-BERFEZAL. D EREL R
CERELB TEIRHERBIT HILENROLNT NS, oD EH
Ziamf-L=EBIL, MhEhEERF 1 ELTRESN., MBI 1T 5k
MO AIEMNLGEZMIIEEFIESICENHFFEINTLVS(36)(K5),

— A . EMEREREEERERIE. AALGENEETEMMNEERZR
(THBEITHL T, ERCHREEFENSEELGNSEMNGEFZNER
ZITOCEZBRET B BRI NARYMEEFICET 28 ELEM R
ZHIHEAEZREEL., EFRREDEEARREBEL TSI L, F=.
BRAFADD )R FPOEEELGREDRBERATNAIEFNK
Hohd, cnoDEHERBELEERE. TEMEREEERERIEL
TRESN, AEZSCEEERBEH TCOMGHLGEFMIIEEZEICL
HEARFEN TLVS(36)(R5),

COFI, AHEF, FERDAFNEREOER NS, i ERRVE
FIEREEHEL, BEEROLOREZHTTEESIERDHREERERT
EEBRELTNS, RIS, fiEREDEHZEDESNPEMMEF O L%
EROHEN RZEEISNEILT, BENBHOER=-—XIZAILT
ERZEHRMISEIRTEIRREZERLTLDB4),
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REDERRDUE

Health—supporting pharmacy* Central hub pharmacy in the integ Specialized hospital-associated
rated community care systemssx pharmacy*x*

Intended purpose General health care support Pharmaceutical management Disease—specific pharmaceutic
al management

Requirement Knowledge of general health ¢ Collaboration with clinics, hospital Special pharmaceutical skills an
are concepts s, caregivers, and other pharmacie d specialist knowledge of specif
s ic diseases

Collaboration with specialized h
ospitals.

*Health—supporting pharmacy is defined in Pharmacy Vision for Patients.
**Central hub pharmacy in the integrated community care system and specialized hospital—associated pharmacy are defined in the re
vised Act on Securing the Quality, Efficacy and Safety of Products Including Pharmaceuticals and Medical Devices 2019.
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44 BEEE

441 BRBUREE AT

REEBGEL. RECEATLERMNGHIM LOMEESRTI . B
WEIZESTSUNEELZEL THEMFHEZGS_LERITHHEATHD,
Yhabht, EREFRENICEESNTOHDOTIHLL, BoDEHEIECE
FIEDRIRILZELTEENCEEINSGZEZBMELTEY ., RTERE
BOHCEOTITHERERL TS, CORT, BEBMBMICL D5 EH
FEZHHRET AR DRIREZEERFE LSRR ANIZELDH ER
FEF-oTVVS, CORREZEFDEMMISBREEZF G H EERE
T EREAOHBREEEIEMSELLBCREKBEMNEERT HRAT.
BB N IETE (Fairness) DFERICE T 2ELDTHD, T ahb. BEER
FIE (L. A BEFairnessZ EMRL- LT BBV EMEEZLTIRM T HE
ROIEFZRYT CEEZERILEFETHDENZD,

ZD—AT. BEREMNGHBHA AU LTI DGO ZRAID
SEEROHEREANDREFIRTERIZGY O FIEDZRERE
FREMELGDIERMN DS, R, Mg EIER B EHFMEREEEEE
BiEVWTFhE, FIEEANS—FEHARINZEL THL T2 LHEAERSIN T
WRHEFENEHL SHI2IF BEZRIF/LTVDERTHO>TEH, TOHAE
A ERICEVTHRITERAEINTOS LIRS LEFHE TERLES
LHBND,

MAT, BHAICE T HFERMEDESH, HIEDREGTHKEERE
ZHHPLTLD, BELVREEERDEZR PRMHSNHMELZ 57 CHEREL
BOEE, EREABRICHEBRHTEEOEEICESVLWTERERERT S
RRAHESRY  IFHRARAZBE L ERMBREVSFIEDEZ(ET 571
KRB GW, T0bh5, BEERFIE (L. MBI R oFairmessE s
HEHERFAEBELE—AT. ZERA-BHANSOTHERIRE
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BMTH LMD, HIEER -BERMRDFER LD H TSpeed A HlFISH
TLWARBEZTALTVWS, COLSIC. REERHE L, HIERET LXE
B HIFairnessDBRKILZEERLIzHLD D, SpeedD R RIZK>THERIR
NI S EELTRIBIELIZCLELVSFairmess—Speed kL —F 7
TDEEEBLTNSLEETES,

442 BRIBEDHT

BE47BEAL. TEEOOHOERE IV IOERICAIITT. ERRY
ERIE DRI E R T E=OICEICZDOREFREFE > TER, —D
(. BEHA Lo TATEHESTH DY DIFEFIEIEE R GRAAIERENGIE) |
THY. 23— 203 B E LSBT IEZRMT LR
EEBHEITHAHGA),

AIEDOMMNY DT EFIEEBHGE . RIREEZZBLTERICER
MR BN T 52 52T ERAIDITEIEREAEIC5|E
RECIEZERLBERTHY . RIEERET (&, HIEE RO DEME (Spe
ed)ZE%EL. —ENERAIBEE (Fairmess{E T) ZH BT B EZEFD,
TOHRE. ZRADCKFEBEVS>BERATEI—EDERN AN, HE
TIFHIGEIDEBANMNYDITHEEEZ R T HICE->TLVAEBT), — AT A
MYDITEFIEEBR T LN FED 550155 MEFE S TULVELNBT),
COIEF MMYDITEFIIEREHMOEEICIBEZEOREZINRET D
=&, FIEEICRBMENBERIC+ 21T - ZRSN TR
BEMZREL TS, oD Ien s, ERAIDOEANLGSEINEAT
— AT BETHECEH-RENLHERED Speed LR EMTH>
1-LRIRTES, T100H5, SpeedZ ERLI-BERTHY LGNS, TOHRE
FEBAIREEL. FIEXRKOBMNTHLIEEFERDLOEZNTTDEE
[CE+2THEUE OGN LR TES,

BABIEYFairnessE —ERRERHICL . HIEE R OE R (Speed) ZE L
L= Y DI EFIERIEERFIEISTIL T, REEBFE L. RIREZEIC
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FOEEMGRENZEZAVT . AR LVSFIEM#EAZELCT
ERAOEMBHEEEDBEEREZR I CLEERLEBERTHS, =
DOHEF. HpAYD(FEFEIEER LB EREEZIEMS LT
WIEZERL., BB E (Fairness) #BERD FIDIBA =K EN
2TWS, 34hH5, SpeedDM EXBRIELI-EBHAI U T4TITK
HEIH0OTIHK BERAHEFNFILOOIEEDHDERESIV 1D
RBEEEA5LTH7TA—FTHS.

LWL REERFECSVTL FIEEAZDOTRKROEZRM
DKEZBFEADE. TDRBEIVITLETRELERALGV EFDORAE
HRICENE, i BEER - FPERBEEEEROVTNICENT
L RBAEEHICTEFNIAAEBICHT I —ERDRESATNEED0D,
FIAEICLDHERVY—ERANBEORMEIIKRELTRENTHD
(38), MAT. REXERTHALEZERBIRODBREL TV S FIAE T
HHIENERTHIMERICEOCERMBIRIEVSEBEE+2ITERSE
L TULVELNE8), 512, il EER B DR E A& TEREE LI R
DRIG. EZFEOEFAR. ERROERGEICHRELELEZRLTL
BWEDEIZELZMoT=(38), =1L, COFERICOVLTIL., BERMFICEL
SITEELNREMTH I-AIREMEH LM, BEFIZ. HIEBEATIMNSER
[CEVVKED I EEOCEFEMMEEZEEL TV -ERNETHICETE
FIFLIz=6H. BMPEEIEDORMA/NEMoF-aTREEEEZIAOND,
—AT.REZIFELTWVGEWERMN D, FEE% - 5% H 2 4 A5 ZE Kl & D
EBAERFIGE . N—F-YIrEAATOREDEHLESHATEHINTLVS(38), =
NI, FIEARDEIKELRZOEBELOMBIT—EDRERENFET
BILERTELLIC. HIENEZER G THREMNICIRONEI-HDX
BROLEMERELTS,

DRI BEWMFEZRAVGUOGIERRET L. BBfIFairnessDE R
TIIEENTHLI— A, FIEOHEMEBZCITHLEEOBRBLENSHT
(&, SpeedM TSN HIERELOTIND,
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LEEBFEZLE BRBERIENMYDITEFIENIEEHIZ&SHSpeedE
BOBENS ., BEZEBFIEIZEDFaimessERDBERAL, EYEELE
BREICEVDTBERODEDFEMEMICBEISE TELEETES, Z0O
BIZ (X, Speed&FairnessDEI THE RERR T HEHIL/NFV ADEH
ITHT-LEHHETES,

Lot MHECHBLTRBIN-DE, EEADOEFZOTHER
D+ DHFEDZEVRY. FIEREOAF TIEBERNENBBMICHRTE LA
WELVSRTHD EMREEVSEER ST AL O TRBEUZE
TIE. BEDER. 78, MEREIFENREEEITIEELERLL
HIENTEEINT=, CDT=0 . BB TIL, KIERETORE(FTHL,
BERENZBRECERICTEIIREIESTOELRZOLON., FIED
EMNMEEAIIEELERTHLHEEZAOND,

45 INELEERETEERFEICET25BDEE

AETIH. BEERTIIVHAIIILOTRICHED ToNDEYEEESE
[CERZLT. REERFEZHDIC. ERBUERIZE T HFairness&Spee
dDHEEEZ DL, REXBDH E X BM N IESZE ERLI-HIEER
FHEEAL. BMMGHBEEEAOLTICERMEDIRTLEED TR
HBRIRZRT — AT BFENFEZHEDLLGNI LD, FIEERDEERE
BOMNGEO TSI LA L of =, FHHIBED DT OB R S(E. Fairn
essDix K1EESpeedDIETEVS L —RATHEEMN I SN L=,

BB ED TN, EYFERBICETIBERE, £ BFHI
U TATERANEANYDITERIEEENZEL THESE R OAREM (S
peed) ZBEL THA LT zDIZHL. EETHEREERFHENEAL
BLT, MBHEFRATREE CEREIE~DEE (Faimess) ZEHT 54
AANEELEBLTELBE A MEIN T, COBERBIEIL. EMEEE
HAERZH LT, Speed&FairnessDEI TEIDZHBLGA L HEEIEER
T HENBE) NSV RDETTH o LEHHETES,
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oLt MY DT EFIEMEEHEBEERFEDO T RIZELTH,
BEADOEBOTHESHTHITEDLLEASFZEITLY, FIEAERL
EHEMEENLEMICERINZEFIEVEN, CO AL EELL
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Area(Policy)

Focus of Adjustment

Primary
Balance
Axis

Institutional Trade—offs (Static St
ructure)

Rebalancing through Institutional Evolu
tion (Dynamic Structure)

R&D Domain

(Rapid Introduct
ion Premium)

Reconciling promotio
n of market access w
ith fiscal sustainabilit

y

Speed-F
airness

The scheme incentivizes rapid intr
oduction of innovative medicines
(Speed) while maintaining fiscal eq
uity (Fairness) through controlled
premium rates.

Policy orientation has shifted from a S
peed—dominant approach (e.g., Early Int
roduction Premium) toward a more bala
nced configuration between Speed and
Fairness (Speed =, Fairness +).

Approval, Manuf
acturing, and Su
pply Domain

(PACMP Syste
m)

Balancing technical fl
exibility with quality a
ssurance

Speed-S
afety

While ensuring the necessary level
of safety, the scheme allows for li
mited acceleration by enabling risk
—based expedited post—approval ¢
hanges.

Policy emphasis has moved from a Saf
ety—centric model (the traditional appr
oval—notification dichotomy) toward a f
ramework more permissive of Speed (S
peed + / Safety =%).

Medication Dom
ain

(Accreditation o
f Special Pharm
acy)

Balancing fiscal equit
y and access to infor
mation with system u
ptake

Fairness
—Speed

Enhances fiscal sustainability by c
ontaining fiscal burden (Fairness),
though the absence of strong eco
nomic incentives tends to slow sy
stem diffusion (Speed).

Policy orientation has shifted from Spe
ed-oriented mechanisms (e.g., Family P
harmacist Management Fee) toward gr
eater emphasis on Fairness (Fairness +,
Speed -).
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