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RE% DHSC (C#E T 5L, Mo MEEE
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1. EREEGERE
KIE D ) FE O R L . DI RS AR [l 2
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FIEE Do REIRRFIER Th D2, QERIRE
INZNZE, DD, ANHEFR I I IFEL T
WDDN, FRFTTIRAIE LTl e OIRAT S
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DFRBIBD DAL KRB DOILAR 2
ﬁé&)fc 2010 A= DARE | HECR IR H0 T M R 128
0. AV BHEIZ LD ERAARECEIZBW T, FHIER
(2R U CRRIBER R~ DA ZLEFH L 72 21k
0. 2022 4 12 A DT —2TiX, 2021 FFRERTH
2,750 77 N (10.2%) LHEFFSI TG P, AT
BrHE T T Affordable Care Act (ACA) 23R
FEATSAUTIY, 2020 FEOMELRRZRIT 2018 4L [A]
KIETHLEDD, WERIKRTH -7 2016 FFDOHE
PREREE (9.1%) & E[\IY, 250 5 AL EHINL 72,

2021 FEORRERH S HIE 4.3 KRV THY | /i
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21%) . AT A7 AR 7,340 fER /L (B4 :49.2%.,
RERE D 17%) LHIMEE T D, FHERE
PEEIL, 2021 H2~2030 O], EEAFEFE 51%T
ET DTS CVD Y,
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DHANNTED, E7RAWIERRBREEEEL T
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%o EDOMNZ, FEDFHEAMATED VL IR
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AL TS RMEFRRRA~DIMAZ R G T o005
Y KFB53 D N RRIEFRRBRIZIMAL T
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OAF 447 (Medicare) V>

T AT AT O
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“DIfEREND T,

A AT AT TR HIAA LD
AT 4T TN BT DHEHFEAT ORERITIR D 1T
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FV— | LI, K7 T ATMB O 32T —
ZHLTCND, AT T IERR IR TIE, @ &
a7+ =27 —DOHRTIT 47 LTS5
ROV L TRY, FREEICE T DER M

159
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V. AT 47 73—k DV

(7) AT 477 73—k D O

2003 FEDAT 1 7 IR ETE (MMA : Medicare
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HNDAT 477 73—k D BRAZ—KLTz, HERD A
T 47T 78—k A F213/ 8=k B DA (W5~
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B HINHE 7T AN AR 2 TREH D HEA 7315 4R
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W LRT LB,
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THEEIL MAZ KL T 6 7 A OFHA
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F7o, BRI XD M (Off-Label
Use) DILRZ HEYE L7 nE—a 587
MEIPST = DX GEIRD, — AT, WIS
TR ORFFE B CHRAN A L5541
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I, DD LN DI RV R REES D,
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TRBRFE D3AZWBL | ZOFERITIE SO TIRIRE 37
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Administration) E[FARIT, 3#F - N [ B BIAR A
1, FEHNZ LD FEAR L EARILIZ DT, TR
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RENET 4+ =27 — DONERR EHEIZDONT
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P HZETIRo TN,

(V) R=hD 7T ORGP
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HIEFOH AR T A AN HERLL TN ERF 238 = L
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HFRBU A 60.2~84. 5% &AL TD, Zh
RIGUIFARINT, O FHEDODIRFT A . Ofl
JEHIPREEFT 15 (SSI: Supplemental Security Income)
Zhat . QERINESH (EFRE OPERICI>THT
RN DE N~V FIZ72578) 188 T D,

SEWER RGNS IR, AR S ka2, ERTZ
B BRIRIRA, LN U R, 21 kLA
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PITHY . 2021 HEO I HEEIE 7,280 (R /L 19T
ERED 17%% 5D TND, AT AT AREAT 477
T DI ITIZ%NS T 5% ke (Dual Eligible) (374
1,200 5 NTAT AT ARSZAGE D 15%LL b2 5
D10 AT A AR AT % D005 354
faftzd I RN U T, 18— S LD FEAI
TG IEIEAIIR 22 E AR EL TOND, AT 47 AR
FE S D EAK 50% 1 FEFBUF AL L Td,
Z T HARBUR L, HEH S OISR E LT,
DHOFEFEIRMC 2 U EDOA—I =285V =2
Vo 7 ES M FIET D56 . THOHA (Jed -
=R 7 IR G T) (6 L GEFBUF S D 3K
FIfE & _FBR%A (FULSs: Federal Upper Limit) %3 &
LTS 18, —J5 IHOFEE R OV B+ 5% 8
23 (P&T Committee : Pharmacy and Therapeutics
Committee) |3, HELEE 3K 5LY AN (PDL : Preferred
Drug List) EFEEIND 7 +—2 TV —ZAERL TV
Do MBURHITIERNC B AT 72 TRl & 2 B
L, HELEEE S Y AR (PDL) O#SF DM L4
> TS, HESEZE R AL (PDL) (TN # S 417
EESLIZOWTIE, AT AR A F A F A L
THLTT - FRAITE D03, FEGHU (S DUV T 24 BF
AT T RES LR AR A 22T 289
TEDTUND,

AT AT AR DFGFRF G LTS S O PRI
A LT DEEEAR AT IRTEFEEO—HEY N —]
ELTMNBUFITHAW R T HIEARE O (AT 17 ARY
AR—) 1 RSN — NI B SN BRI
SEREND, UKD RIEE AR LT 5 5255
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BEITHLTIE, OIBIAY R —h GEFRBURFIZEL
DAT AT ARV AR—REFRNNA HIZED =71
7T 0) DER, OFHAIEN K OMEEFER E TTED
FEL, @INC LR O—FEEAZREZXY | 3K
FA S HOHIRIZER DTS, T2, 2010 4L
B, SRR 3R CHR I ) N — RN e R [
LA RELT A (T TRRT T 7 4—) 0%
AL T,
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(2) BRI IRBR D RS B R V920

2021 DT 2L DL, K9 1E 5,500 7 A 2
23 H 2 (Employer-Sponsored) [ R [R T
TIN—=ZI TS, REITTIMAT AR RIZIE, 77
FF DR SN T RN 4 B ED
TU—RDMFAET 2 2, IRBEROAA A N2 1A
DERBRT TN &S TRIRDD, HREFLNDFH D
TT AT Bk E AW EEFL VW O A E D
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X, b — 777 T % PPO (Preferred
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FHEERORrES T va fEmhi 77
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DAL TH D,

T FEHE RS (HMO) e i LA e~ 1R
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B 7 m A 2 — % (PPO) « bEFEHMEFFHEAE
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% HEE R BN O ERRRE A DE DD
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(1) FEHAGR LI FTAGRB ORI - AT 2
KENZRTLEERIT, FDAIZE-T, #f R
i+ [R5 - b E S % (FDCA :Federal Food, Drug
and Cosmetic Act) M OV & A ik 36 L OVRFFF IR
151%1% (Drug Price Competition and Patent Term
Restoration Act) (275 £NDH/NyTF Uy I A~ 4k
(Hatch-Waxman Act) |Z5-5 % 7KF83 415, FDA
DHIZBH DR anaF i 5t % — (CDER:
Center for Drug Evaluation and Research) i, 44
FHNERIESLY = )y 7 EE G B e — i E
LT EIR AL TWD, Fo, 7y
AN EEZR, IR, 7 7By v 7 —, BEET
1L ENSTob Db TN TEEE L L AR S U E L,
FHIWFFE £ % — (CDER) D& FETH D,

7235 LT OTEH A BN L, A b - =
HE L ALBESE (FDCA) DAt 324 /E 1% (PHS:
Public Health Service Act) |33 NT, A9 FAIFE
fli#fF %t % — (CBER: The Center for Biologics
Evaluation and Research) {23~ CHIfI S5 29,
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RN THFEEN R D,
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EHG ORRES NI FR (B 0E) 23 )
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THIDIMEHEIDE D, FEIE SO A M,
BREE . SHE, B X O A HERF T D DIZIE YA,
VxR EHET, Y EE BT D)
DOV R EIRENEIDTHEEFIEN R,
(77 =AM =RV | EIE, D4 DY, flikd
FDKRETY =)y 7 EH GRS HZ L&
Al % FDA IZ LD WIDARR T D, FDA I, i
MDY =RV 7RI D ARE LN > THEHET
HHEEZTEY, ZNHLOHEOREEZMEHLLTH
% (W5 =736 H 5 (ANDA: Abbreviated New Drug
Application) ) ¥, W =UHT 3 H 35 (ANDA) O EE -
TRzt Ny T -Uv 7 A< 1k (Hatch-Waxman
A IZE>THRIESH TS 22, IS K 3
(ANDA) AT 31T, ARG T — IR
BT — 2% FDA ICH 32 0 B 3<%
AN A VA NVEE U S e IAYa st/ I D] R e =
L. FDA D3RO DM BLG 2 72 L TR | 7k
Rans 0,

TRy EH R A A
1% (FD&C 15) 55 506H S-S <B4tk 1 R 35
tii (CGT: Competitive Generic Therapy) f& € %5 1T
T EEE IOV ORRIN T RN CTORK I FE
if (ANDA) DUARABHL , A dhE R AL A opE
i (FD&C %) 556 505 () (5) (B) (v) §lI2HES<
BRI IE IS (CGT) M S HED X RITh Te o7z
EHEFL D ZDOVARD HFIZE EALTWDNEFLHEL
TD, BEAHT K H 55 (ANDA) 2 L7 L5 C B4
RT3 3 (CGT) DR EA 2T 5L, 180 H[H
O BGE AL N TE, YL O
FED DO R HEH 75 (ANDA) ITARI R0,
77U MEERLICAL YTy ZEEEN T
WD RABIR DR E 72130 SN H - T3 A1 3am
HIRTE DR ETRBIRUN,

— M ESE L, G EEIE N GIEL TR
TG e L, B RHEEMELT
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THHICB AT D 2 SO NHS 3V,

(3) flit& R & (Fh4K)
@ flfiks % & DAL D

KENTFAI TSR THY, BT
TOMEMHIITT SRRSO T Thizb3nbEDE
BTSN TND, - T, EE O, i
PE B 2 2~ — b2 T IR E BB EL
TR I DU TR AR 3673 H R T E
T 5, BUE, EAS LIIHLHI A E MRS A 2
T HLREEIT2 N,

@ BRE., WESHTEFE P E] Y

FeF ALY =R 7 [ FE S DA D E 7 1E D8
UMT DWW TIFFRE T NS FIH TR, 72720 Fraf
YNSRIV TE, (770 RaAvUT 1]
DE W R A X —7 e U TS & BT 2RI 23
BRI LD,

@ Mk E 7 v A (T8 e, H-REEnz
NDO~—0) N TEARE O D

TS P E DS a A L— L

RIS T TR B B REIC BRI BR T — 2 %
FDA \ZH2 35, 87 Ok A2 RFIC, JUSE 3
MRBRFE XU TR 7 — 2 tH 975 2813
P, Rl R R ok U CHRR 7 — & & f 5
HIENRDD, AT AT T AT AT AR —E A
— (CMS) IR LTI, R ORGSR A (J~—
b TAARIT N EDIERE G T) ZATV, 74—
27— AT,

WRERN DRI COBEI DR 4 | b
%, FA—5, SEEE RO — | TAH
TN BT DAL, BRI L O flis 2R
IR COD ATHEME S B D08, TSRS B AL
DIIREEEARR T DL, AN OF, B
P, TG ORIEIZ LA IR DBLERY 7 = AR
ARAF T2,

RO T OEF IR THIRT 0o b, @f
RELTDOANIVAT T AT ARAANIX T HRY



TAT AL IO | QRO , DS
BT DT DFUEHELRD AI T LD 4 DDOEERZ
Lo TiRESND, BIEMICIT, OBRFOT Ak
== A& T D THHIE, DED, ERIFTEL
IRINDTNRAT 4y M B ITHTEHTHDTHLD
Eo QN—H IV VR T A AN~ D B RRIE,
Harvoni™=X? Entresto™7¢ & 3% D if-fFil, QBEA73E
(ZEEA_THIR DA IMI L E DR EH D7), @
FDA [FHIEAR TR LIBBRO RS A S 60 5 15 (]
MOREE, 7R 2l — L a LA )
FEELTRY, ZAUKHE T DD DJF & & fefR T
EOMEINNTEERRALNTHD,

FEANDAMAE A DWW TIL, TS EAD 2 24
D5 iR )N CREPRAIAIAE , A% 55 A At g | 2 B3
THMGHE LG LT — 2 &AL C
BEZAL)— IR TELIDITHE L Tk, I
i1 9 4 H~3 » ARIZIL, PIE (Pre-approval
Information Exchange) D52 5% & 3%, PIE (Pre-
approval Information Exchange) T, K34
B, REEZ T DD, AT A INT 4L 75— (&
il 25T 3~4 4T OSNL, HOLEMAELSD
BERERI ., B HIA L /37NN i %, PIE
(Pre-approval Information Exchange) D35 T35
FAFRV N—=MIBET D ZPIATORND, i D
WAL EHRFDUANT T A X (WAC) DF%E I
wh-z25, £, b6 7 H~3 7 ARTETITIE, T
BENDT AAIT L MRT 4 —2T)— LORT Y
A=V B O TR IS 2R E S D,

INPEIRIRIR (AT 477 73— D) Tl 446
A 1 BIZEBFEOT+—IaT7) %4 T 203N
HDI | ELED 5 H IS AR B E#& 2 TR
VERDHD, REERRR CIEZ D FfiEoR 1
WHDHELEDO O, FIEEEN DM AR EMHD T 10
AIIERE T Do ZRAR A 1L ORBRE |2
Lo TRRDT0 AN R WA LTG5 D4k
L7 BV AT MIFELIR, T2, 7
—32 TV —OHERIEIZ OV TERBE ST QNBIES
PR ENVIRRT 2 AR ELIRBRE R ORI A LT
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LA UHIER NI 4 —2 T — I # S e
W, [RIARIZ, 38 28BS B Icb e LR R
BV, BB 27 4 —327Y
—IGH D RIS K OMEDERR S IR £ D, T2 4013
bV MG CIREREIRS DD, R R W ORE
R 7427V =DYWY R —b AT 47T
73—k C DIEY PG (Tier) 23 ED | FF K ORI
(29 5% B2 (P&T Committee) DA 2 F5S%
B 5 & T Hhd,

AT AT T DYe ARFEILLSTIT7+—I2TY
— AR O ITF 2 MDD, 7ok, PRIROFEFAIC
LD, BARBIARIZ—E 74— TV —DE
DTOND, Z DML, FHIOZhRE LTI BN,
FELL D R FE S OATFE 22 e E DR A LT A1
(X, FHEIGC Tl (& TR 8) IR
WO 0D,

A VxR 7 EFEGAMEIRED T A L— )b
DRy ZEHR L OM&IE, B BHEF TS0

T xRS (BEIC LS Q0d e s 3R ) O
DWW TR ESND, A —YFA AR =1y
I UM OHRT Hid, R e R IR O MHiks )
5 15~20%F10 5| dL T AMFE A7 72203, A 5 1
MDA L RIEIC T35, AN > TR
BN, 6 FHOY =R ) RN THICS
AT DEENTITIHEELD 90% E 5| DOk KM
STVDDNR— LI THD,

(4) FERMEAM#E Y

FEHFEATZ D DD ORI (I RO FERIAE AT
B P F 35 (PBM : Pharmacy Benefit Manager) 75
R ~D— A7 8 E LV — /11X, AWP (Average
Wholesale Price: #%1%) (26 LT 16% 7 4 AH Tk
SNIEANT AN T A2 7 GRAD 74—
(FI 1.5 RV 5 2E) ANz TRk hyi - S s
23, FIMITIT D FEEROU G A & A SO LTV 72
VY, SEANE DOFERIT AWP (Average Wholesale
Price) IZEE DWW TR EISINTNDHIEND, HFT
O %= 38 5 SE I AT #% (AAC: Actual Acquisition
Cost: k) LD TEREN D LD HiHR THIAE D3>



ROMR BN TNWDEITH D, 7272, FEEEDO TSR
1L o T > TRV R EITHE TE /e
o, T2, —RICT A AT T =L TEL
AHSINTWDDIE, )5 1 [ElHTZY 1.5~2 KL T
BHHM, FEEITIT 9~12 RV 3D Th 5,

(2021 4[] Hidsk S AR (NCPA : National
Community Pharmacists Association) DIGEST |3
[Z&BE, 2020 FHRER TR B (KRFF=—F
T ANT RoA— VA — B — 7 RS 7]
FEIRJR) TIXAEM ) 57,678 DL ST~ C
B, VxRV EIE OIS EIA T 86% Tho

= T ¥ —1L 5596 KV ThD, £z, 1 FJF
BTV EFE LT 346.0 FRLV, 7 EEDI B,
IRFET AR 78.1% (12.9%IX NE3) THY,
EAROBFIEFIT 21.9% Th o7,

2235, T3%DIIFGTAT 477 73—k D IZL D%
YIRS PREES (MTM : Medication Therapy
Management) Z FEfii L TV 5,

3. ZEFUFE4F (P B AF)
(1) FAET O 3
KECIEESE S OMF T, BRSO IEAG
B (PBM) | SRS BUMR 8 AR L
Bl EARIC DR TR E- TS, FARIZ W TIE
SESERIEDFAET DO D TG FEEMRE %
R LIINE#ETH D,

(2) FEFARDODIETETOFI W) D3
KENC 31T 5 [ 3 5 D — i 0 7 it 388 B B e O
SRIERIFS AT D IRRER 7 2 e AL BL T
DIENTHD,

55 1 B (R 3D I~ R 3K 5 R E)

WAC (Wholesale Acquisition Cost: L1 A35%

TE T HENTEAMIS) 2 FEHEIZ L CRE 2 O 03

T2, Bz 1T, 30~34 HLUANDOFHIZHAIKT 5

2% T A AT ROE | DV MNIEID SR

iyt IeY ) L1 - R Al = N A N DA @ S T %)

(TAARD Nt 5-5°2) h—E 2R T T

(FFS) DA A2 E DD, JeFbEI S DY
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A, BEEAR 21X WAC (Wholesale Acquisition Cost)
M5 4.5% T A AH T NIV ATAE TENZIRGET 5
(HIDOFEATIEARMINC 0.5%) , 7233, 3 KEID T
D 85%~90%% 5T D,

<55 2 BePE (E17 O/ N e R~ DR FE AL R TE)

/INGE B SR 0D [ S it I A ATAS 2 (E AR LR 9752
LIZHEETHS 03, WAC (Wholesale Acquisition
Cost) & FEYEIZH Yo T 4 AT D o REIVT ARG TR 5E
LTW%, E7o, /NGedE )R — EIRERG | Tlk, #1225
SEREHE AT DERICHOREDY = >y
PR PR TR AT B LIRS A2 2 &
M\, EOFMIL, HIAGL~—T v (AL
) MIFEE I A = R ZE IR D T8
EVDTHD (FeFEHEM 1.0%I26L, =)
7 BEFANT 18.5%  BATIL 3.7%) . £72. 2018
A AE HUECRAAT 2 (NCPA) Ik DL, A1k
ST WG RIS AR RIS | & SUTY N —Rs
RETLHHEEGLDD,

55 3 el CREAFA AT E BLFEE (PBM) 5/
IR ~DIEHFGAZ DD E FH DOER)
—REINTPRBRT 1T, FEAIRG (8 B 9267 (PBM)
ERKIZRE AT ND, FEAIE T B R 2E (PBM)
IIIRBRTE DM TO IS ARG DB R G %
RATLCD, FEAIFAHE B S 37 (PBM) 72 5/h
FEIR R~ DIEFIFE D DDA R AT O FLHE | Z
< AWP (Average Wholesale Price : f3: /> 33 fr
LT HHEITEANRE) RS TODIER L,
2018 47 FE D4 [H HUdeREAl il 2 (NCPA) DA IS
KDL, AT 4 — DOt AL T EE 1 KL
720K 10~12 RV TEoTz, -5 4 Bl (B 570N
TEFE R ~D— A EDIHAN)

INTESR R T 3D A & 2 T DRI BE
D —HARAEIT, RIROT T AL TR
v, MELRRE 1%L CTld U&C (usual and
customary) (LD ELE S FADNE H S5,

<5 5 B (RBRE DDA E S
(PBM) ~DFHAN)
AN BT D ER AT U ARG 2 B



FEH (PBM) (TR L TR 3 3CHA AT,

-5 6 BXRE CEARG B B F S (PBM) U3
FEDMTOAMFE ) ~—h5234)
FHEAHE EL 3 (PBM) (X, PRERE OfE &R
EBRAT, 7427V — OBk, FEAME FHRE
S FEBLELTNDT0, ST IO ff )
A SOYi AT AR L TR R ) Ao CUd, FDA 3
BRZAGR T DL YREHHEIT AT A AR LIS D
FEAE DIREREIZBNTT 4 —32T7)—~DIL
Hompsnsn (F—7 07 4—327)—) 47
L ESND LIRS, Led-C, k{2
%, REER O A ED T 7+ —I2T7)—IZH
PR AT AT LA RIREL T, SKAIKA (&
3 (PBM) EHLG ik « VS — MM OWTASHL

55 7 Be s CRRAIRAAHE B F 28 (PBM) L IRIRH
DYR—kx7)

SAFAEEEEE (PBM) 11, 2HIL TWDIE
R AL CUN— 3L T2, IREBRE IR
AIIHRICR ESNTRY, ARG EE %
# (PBM) DMVERL 72U X—FD 85%. 90%. HL<
£ 100%% ., IRERFE IR T HEbH D, 72720, U
—hOEIE L, TR EIRIC K> TR DT | 422K
Ol A L T o5 B I 2 T D,

(3) TRBRAE IR FE BT D) AN T T A ADNL EAT
B
YANT TA AL, BB ENKGBES T ETT5
EAIL T TIITRESNDLDEEEL, ¥
TTERIS AU AN T T A A EUE B 528
TED, VAN FAAORYL (IE 4 M4:) ZBUMF 2%}
LG9 a2 g B b aunieny, KEO
BCHEMASN THDLOIE, VAN T4 ABIRLD
b, EELRRE DRIV EDL R N T TAA
Thbd, ZORWBITEEL, BEIFLF 2T N —- R
=& HAEL, ®EAOHSCaAN, HEI1TX0 (FRER
FHOEEEIZLY) | BRAXZhRO SRR E S
DA BD5,
KIETIE, R DL S DS
D RBEATREZR YA M FRRIHIZE T D,
@ Medicare Part B
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@ Medicaid

- Pharmacy Pricing”

*National Average Drug Acquisition Cost

(NADAC) weekly reference data from November

2013 to current week>®

@ VA (VA : Veterans Affairs 7327 /v 74—
FY—)®

T E &L L T, Formulary reference
file* ZFRIT T D, K7 7A/FAT 47T 73— D
(UL FTREZR R HE AL DY AR THY | KRB 1T
HIEL T, ZOVARRNDHNBA T T THR—E15
R BIRT 5, 22T, A7 6,396 5 H (R
f DB HRFE RN D B) DS TV (2023 482
2 H)4,

4 ZFIFAFH (S 3E)D- 842
EEFH] » )RR AR BRI 36 1T D = FEK i O 1T
LUTF 3%,
(1) AWP (Average Wholesale Price) & T8 WAC
(Wholesale Acquisition Cost)

AWP (Average Wholesale Price) (ZIZIEM)EF
(TZRNDN, R A 5677 S/ N Tl b (sticker
price) EALEDITHIL TS, AWP (Average
Wholesale Price) [ZL 77 (Red Book) X°7 7
— AT —% /37 (First Data Bank) 72 & O RO
=S SRS VAN SN CND, AT 4T TR
R ORI E B E RS (PBM) X, B3
FhEDRHZIN T A AT L MROY R — NS T
Y. AWP (Average Wholesale Price) JJO{EV Vil
R CEIMZIEAL TS 3,

—J5. WAC (Wholesale Acquisition Cost) (51144
Mist price)) 1, IEERZ AL TRY, RENIC
BWTHERZENENARGE T DMlk& T, 74 A
YRRUAR—MIEERV LS TN D, B
(X, ERRRHCBUR O TR E 22T 52872
< E DI EHZEES VT WAC (Wholesale
Acquisition Cost) Z 7% & 2753, LD EEREITIL
L PR TS TOHA R, 20RO
N 22— (i) 25BN B SN D, =Tl
AT 1 EZRVL 2 [FlOBHEE T WAC (Wholesale



Acquisition Cost) ZLEL TVD, BIfE, fE{x¥
& L O RIERBRE CHEAE i B
(PBM) 72& LD HLG [ KRV N — MZPIT RN T,
filifg FEEL L T WAC (Wholesale Acquisition Cost)
MEHSNTND,

o = (R 1%, R ENRETD
WAC (Wholesale Acquisition Cost) [Zxf L C~—7
TyTHR (=) BREL, The WAC
(Wholesale Acquisition Cost) (Z3e U7 fEiZ AWP
(Average Wholesale Price) EL TARL TWD, +
—IT T HR(7—VV) DY 20~25%L DL
T D)5, WAC (Wholesale Acquisition Cost)
x1.20~1.25=AWP (Average Wholesale Price) &\
I DD 7D, WAC (Wholesale Acquisition
Cost) IZ. AWP (Average Wholesale Price) [R5k, #2
oo RS L THIRS D EFR M flig ) AR
(compendia) [ZHHLS AL TD,

Red Book. Gold Standard Drug Database* 72& %3
ZOREBITHD,

(2) SRR e Mm% (ASP: Average Sales Price)
IR Fe ATk (ASP) 13, R BUFIC LS T e

2\ (FSS:Federal Supply Schedule) X° AT 147 A K
HlU~—bpE 2R KEN O TOHET ¥
VBT HEG 25t GUI LTI E IR C L 4
FRT A AT o N YRR U T 14 D FEBRERS ik T
%o BUE, FHIRFEA% (ASP) (ZAT 477 73—F
B OIRAME R MRS OB ERAEL L TSN
Do AT 4T 73— B COEERI G Ao TNVD
= IS O F IR FEAMFS (ASP) AT 477 &AT 4
TARY—E 2k Z—(CMS) DY =7 YA LT
AR WS TRY, RERBRS D IEAI ORI
BRLUCRE R GE R (ASP) ZHH 322 L3 T&
%,

FRERNINT AT AT AT AT AR —E A
T Z— (CMS) (3L T & (MU -1 T 1%
30 H LA (24 SEAI O B s ik S HS | BB 5
L7z R FeAfiks (ASP) S 352 &03% %D
IDITWD, IR ENAT 47T &AT 47 AR
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P—E R H— (CMS) ~FEI R ek (ASP) &
Wt DBRICIE, AKEHE L= —R (NDC:
National Drug Codes) Zffi HH -5 Z&1272 > T 5,
éﬂé@%uﬂu:~b“ (NDC) I3 11 #7 CHERRS A1, B )
D 5K EIRBUG 2N R AT L THI S T
HHEF %h i< 6 ATl BEERZEDRO D D
T, AIE, Mk, IEHEAR S 2RI TD, T
ST, Y —RIUE AT AT T AT AT AR D%t
GEL TV DR TOIEADE Fav, FA, RS
T LB ERAFAT TS, BB
X, K ERE LT —F (NDO) 12 SV TR SR
TeT —H8% AT 47 /3—h B OilE RS

TW5, I H Dby ZE 7 (HCPCS : Healthcare
Common Procedure Coding System) =1— R [ZZ5 #4
L. Hi%a—RIZA->TWDEETOHRKIDIRFE &S
i T, FEHIZ LD R FeAfiRS (ASP) AR L,
RV IR e AR (ASP) D 106% &L TV,
T ORNENLE 2 DUH-111% o>~ 24 i 52 At B4 (ASP)
SUE IS ETD, (BL | FrEokaRE , 2 F~
1 1% TRO LSRR GEATRS (ASP) 1T AR S
VN, ZOM AT 477 ORI R e AT
(ASP) I2L5H D TlE7a< WAC (Wholesale
Acquisition Cost) CEESI, IR FE A%
(ASP) AFEZITYIVIRZ HENMER Y AT TR
> TWN5,

(3) “EHENTENEAMAS (AMP: Average
Manufacture Price)

SEEIFEREAAMRS (AMP) 1T/ NE 3R R I it S
NDEIEIIT DN T, HIZEZEH N R ITSHA
FEFADIMELHE Y ThD, ~VAT T ek
(28D 2010 4F 10 J B I ENTEE AMiFS (AMP)
DIEFHNE TS, T HIZENE Ak (AMP) D
BHIZE RS TF Y2 Z2ONNEER | ~Dik
Wz HEE LT EI5E e . @RI D/ e HE
J~DOEBEREICRE LIS O LW RSNz, BAR
BT, EREDSS . —fi/NGESR R AL, Fo—

wate) BIUEZ G e A—/R—<—F v MR
Eéhé:&(:ﬁ/)ko L ORGSR, LA EITEE A
& (AMP) (I0ER DB R KIS | R E



L CAT A7 AR R — R OHRAIEE FR%E (FULSs)
NN

BRI AT AT T AT AT AR —E 2k
> 52— (CMS) (LTI ENTEIE Al ks (AMP)
Z 1 I ERHLTOAN, RN, Y
W eAfikg (ASP) ERIERIZAKE L fi=r—R (NDC)
2T DL TND, AT AT T &AT A7 A
R —E 22— (CMS) 1L, FINBUF B E
NIz AT AT ARZAGEH ~OIEAFEHBE T 57
— X (FFEAN O & L) & BEREENLOW-
LJENFEIE MRS (AMP) 7 — 4 &V 7 SH | $EHI1T
D ETElE A4S (AMP) &5 H 32,

(4) &AM #% (BP : Best Price)

RIS B E I L A IR TR T D356 O [ B
B 1T, Rl x DT AAIT U, Fy— N\ S
PRUT-AMFE CTHD, ks K UEIX, AWP (Average
Wholesale Price) D3 5% 64% & RLAEDH HIL TV
%o BUFEAR FE BB IR L T A3 el
filiks (BP) & VU = 12 LA C s T2 2 E BB HE AT
HILVTWD, AT 47 ARY~—h, 340B [ 3K L ik
RIET BT T BB L7 v T (FSS) |
1B A4 (VA : Veterans Affairs) 22 b7 7 AT
177 (V3—h B O D) 72 E 1Tkt HAMAS L HY
KIGMBERINL TS,

IR PRI H 1 DA A2 PRI T B K A
(BP) % ERRICEH& A THONDZ Lo THY, |
M ER RIS RIRR T A AT N ERF LT
W5, Fo, AR (BP) 1ZAT 47 AR~ —kD
BHIZHWSNDT2D | ATk (BP) 2MEL /25L&
RS DN BURFIZ A U —MEIT LD K &L
%o LTZ 8o C, SR 36 1 TR XA i (BP) D#EFRF
ZXAHHEELTIL TS,

(5) 2= 3 i SERE AT k% (AAC)

T DIEHE S ORI Mg T2, EH
i AR (AAC) 13472 WAC (Wholesale
Acquisition Cost) 2>DHEJZTHT A AT T (]
51 535N ETHD,
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(6) NADAC (National Average Drug Acquisition

Cost)

AT AT AR TANR =S D HEHN DA ZHOUNT
1%, INBUF 25 NADAC (National Average Drug
Acquisition Cost) 2~ — A2 3 5 F2HE A%
(AAC) ZHIVHL, FAIE IOV TIE R EZ
FEfi LR L U5, NADAC (National Average
Drug Acquisition Cost) |3 K[E THEAZILHT X T
DFEH 2 A FEANHEREL TODDITTIZZRNDS,
/NTEE R CIRAAIS LT BERAN LT N—L
TD, 12720 AT YU T A 3R (A VT o
= HE AR R THRASI TODEEANT A S —
SHUTURU, NADAC (National Average Drug
Acquisition Cost) ($f5 H EH I TD,

5. AMERRBRIZHITEE -3
(1) A7 4% 773—kB

AT A7 T /3—h BIZBITAERDOA T varbl
TIL, RS (ASP) D 106 % (EE, HDU
X, A RT AT AT T I ar - Tas A
(CAP: Competitive Acquisition Program) 2385, Z
TUIA AT YT T T I ay - 7ar 7 h
(CAP) ~DB MR LU ERMIN, AT 47T &A
TATARY—E 22— (CMS) HHE4r AFL Tt
AR NGRS 2 AT 5 E ThD,

IR FEAA% (ASP) 1%, ST ZE O E R
Sha, KEWNIZIBITDKE S O s EG | 4 i
LT lits Tdb, LTmivo T AT AT T &AT A7 A
RO —E 2B Z— (CMS) I, IR FE A%
(ASP) ZAME B YEICER T 47528 T ARV 2 — L7
ARTRRT B IRAAN (FEZ T -T2 D
B O ol h T HOLEIG 2L
Te R EADSN T, UN— T A AT M
RETHIFHTND,

() AT 47 73—k D

AF AT IS=F DIE, AT AT T AT AT AR
—E R — (CMS) DR T ¢, RERRESE
OEFERNZ Lo TS FRAFG A T T
%o FBEFHZ DN TIL, PR AL RISE A 33



BRIV L CTIiRECU R — R EL | DA IC
FEONWT, 7232 e B AR ESND, €
ST, BUNIZHH DDAt #S A2 PR E# R 5L T e
W, ZOBMIT AT 477 RAETE (MMA:
Medicare Modernization Act) {238V YT N—K~ D D
FafHZE M LTS HIE (Medicare Prescription
Drug, Improvement, and Modernization Act of 2003,
H.R.1,Public Law 108-173, Sec.1860D-11 (i)
“NON- INTERFERENCE"*clause) ** O H1{2, D
IS BRI AR FE LA RS AZ W4T . @ B PRBR
St LR ZE O] Ot 2B 5975, @Fk
PREFEDT A —2T)— I 575, RED
1TAELLELRWD, HDOVNIENEEIETHLE
MHRENTWDENLTHD,

73—k D ORREHIRFEAMR L, I Ol 2
FETm< BOREL TIRIIL TODEDFE D —
R THD, LinL, WO DORIBE SRS N
TEY, TRdmmaE, ALY Xy 7 Tnbs
R —F YR —/b | DFFAEL ESE L OAfiE K HETH
%o TRREHEDNRIERZENDIFTNDY R —NT,
— TR B] I ) LW TIAE ~E TS
DD, FH B RO I I DL/ | K —F
DYV (B IZAS TODINAZEIL, @
Rz 2B E TEALZTT D20, 20
B ANBEIT IR~ A ZD— B _—hEL
TR MICE TTSND, DX, KV ESER & i
BN BED DI 2RI AT O PR —
ETERDY )T DI E K725 T D EDFE
Wb,

) AT 47 AR

O MEBURFIZ LD FAME Z A% DOF% E

AR ODIED | AT 47 ARIZBIT ARG L, =
S ORI A% THH AL (Ingredient Cost) K&
OVFRAIER (Dispensing Fees) 2 OA XS AL TUND, A
F AT AR BN DM DN T, /NFESR R TS
AT HEFNZ DN TR B 5 Fe s A it (AAC) (2
FEAOWTER R LT IUZ 2502 en
2017 4E 7 A 1 BICIRGE LT, IR B C B34
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Mg (AAC) ZFR AT 5 LI Lo THEIE NS &
FHZEHAIRETH 7Y, 42K NADAC (National
Average Drug Acquisition Cost) 25 H ., &HDW X
BIEIZEHE AR (AMP) 2 X — A 35281
AIRETH D,

@ HHIMEE 1 IREE (FULs) DX E

BB DRI T 2AT 4 AR AN T 57
OIZ, 2005 £F 2 I BRFHIEEE (DRA
Deficit Reduction Act) 23l iE Sz, ZOHT, ¥
=17 IR DMEAE T DHEHN O FEAIME S R
% (FULs) OFE 32 Ak S g2 AWP
(Average Wholesale Price) & L7z, KENIZIHB T
IRIESNTNWDEILF T LY —ADEIHT (V=%
Uy 7 B PAFAET DR EH L KR OV =y
5 FE ) 1T 2 HEAIMEE -BREH (FULs) ORXE
B IR LRI EFHIS A S A DML &
(S I EFE RS (AMP) O 175%
NZHE—SIN TN,

@ AT A7 ARV AR — (G| ) ~_—k) 19

AT A ARV =N, 1990 4|\ ZHE SN T H
R4 (OBRA90 : The Omnibus Reconciliation Act
of 1990) IZ k> TARR S, MRFDERIT AT+«
TARITIRSRFRINCE T2 A DT80 ORI
K THDHZENE | KA (BP) 2115 T 20 F )3
HHEDFTET—E LTz, 2T, FlXfiiks (BP) &
T 2FBE LT EBUMNIL, SEAIEE LR
£ (FULs) Z 222 TP 50 Tide, U — et
T 2ZL2RELIC, TDOFERBHIT 2 25D, 1
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Human Medicines Regulation
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supplies of the product to which the certificate relates to
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that the needs of patients in the United Kingdom are met
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Chain Obligations
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medicines.pdf
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NHS England: A Guide to Managing Medicines Supply
and Shortages
https://www.england.nhs.uk/publication/a-guide-to-
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Notification and management of medicines shortages

https://assets.publishing.service.gov.uk/government/uploa
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The Health Service Products (Provision and Disclosure of
Information) Regulations 2018
https://www.legislation.gov.uk/uksi/2018/677/made

UK Government: DHSC Reporting Requirements for
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https://www.gov.uk/government/publications/reporting-
requirements-for-medicine-shortages-and-
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Pharmaceutical Services Negotiating Committee:
Medicine Shortages.
https://psnc.org.uk/dispensing-supply/supply-
chain/medicine-shortages/

National Health Service: Specialist Pharmacy Service.
https://www.sps.nhs.uk/

MIMS : Drug shortages - live tracker
https://www.mims.co.uk/drug-shortages-live-
tracker/article/1581516

Pharmaceutical Services Negotiating Committee: Serious
Shortage Protocols (SSPs) https://psnc.org.uk/contract-
it/brexit-and-community-pharmacy/serious-shortage-

protocols-ssps/
Price Concessions

https://psnc.org.uk/funding-and-
reimbursement/reimbursement/price-concessions/
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1) HMA / EMA Task Force on the Availability of Authorised
Medicines for Human and Veterinary Use:
https://www.hma.eu/fileadmin/dateien/HMA joint/00~
_About_ HMA/03-

Working Groups/TF_Availability/2022_09 HMA-

EMA_TF _Availability_ ToR.pdf

European medicines agencies network strategy:

2)
https://www.ema.europa.eu/en/about—us/how-we—

work/european—medicines—regulatory—network,/european—

medicines—agencies—network—strategyfnetwork—strategy—
to—2025—section
European medicines agencies network strategy to 2025

3)
https://www.ema.europa.eu/en/documents/report/europ

ean—union—medicines—agencies—network—strategy—2025—

protecting—public-health—time—rapid—change_en.pdf

4) Pharmaceutical Strategy for Europe:

https://health.ec.europa.eu/medicinal-

products/pharmaceutical-strategy—europe_en

5) European Commission: Future—proofing pharmaceutical
legislation —study on medicine shortages Final report,
https://op.europa.eu/en/publication—detail /=
/publication/e964d173-5320-11ec-91ac—-01aa75ed71al
HMA/EMA (2019) Good practice guidance for

communication to the public on medicines’ availability

6)

issues.
https://www.ema.europa.eu/en/documents/regulatory—

procedural-guideline/good—practice—guidance—

communication—public—medicines—availability—

issues_en.pdf
Executive Steering Group on Shortages and Safety of

7
Medicinal Products:
https://www.ema.europa.eu/en/about—us/what-we—

do/crisis—preparedness—management/executive—steering—

group—shortages—safety—medicinal—products

Medicine Shortages Single Point of Contact (SPOC)
Working Party : Medicine Shortages Single Point of
Contact (SPOC) Working Party

Regulation (EU) 2022/123 of the European Parliament and
of the Council of 25 January 2022 on a reinforced role for

8)

9)

the European Medicines Agency in crisis preparedness
and management for medicinal products and medical
devices https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX%3A32022R0123

10) List of the “main therapeutic groups” (MTGs) in crisis

preparedness:
https://www.ema.europa.eu/en/documents/other/list—

main—therapeutic—groups—mtgs—crisis—preparedness_en.pdf

11) Public information on medicine shortages:
https://www.ema.europa.eu/en/human-regulatory/post—

authorisation/availability-medicines/public-information—

medicine—shortagesffema—shortages—catalogue—section

12) European Health Union: Commission proposes
pharmaceuticals reform for more accessible, affordable and
innovative medicines:
https://ec.europa.eu/commission/presscorner/detail/en/
IP_23 1843

13) COMMISSION STAFF WORKING DOCUMENT:

245

https://health.ec.europa.eu/system/files/2022-
10/mp_vulnerabilities_global-supply_swd_en.pdf

14) https://www.ema.europa.eu/en/documents/regulatory—

procedural-guideline/good-practices—industry—-

prevention—human—medicinal-product—shortages_en.pdf

15) Guidance for industry to prevent and mitigate medicine
shortages
https://www.ema.europa.eu/en/news/guidance—industry—

prevent—mitigate—medicine—shortages

16) Good practice guidance for patient and healthcare
professional organisations on the prevention of shortages
of medicines for human use
https://www.ema.europa.eu/en/documents/other/good—

practice—guidance—patient—healthcare—professional—

organisations—prevention—shortages—medicines_en.pdf

17) Executive Steering Group on Shortages of Medical
Devices
https://www.ema.europa.eu/en/about—us/what-we—
do/crisis—preparedness—management/executive—steering—
group—shortages—safety—medical-devices—mdssg
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