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EBM (Evidence Based Medicine)

clinical evidence—economic evidence
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ABEEBE(IESSHIZXRBHH ?

BV > =imSd o Uitisa

E1To]EElRRE S UOBE PAEE
AEE 500km 40YyMy = 12.5km/Myh
BER 600km  50UMb = 12.0km/Jyh)
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g 2
\’/é”

O A (input) EEH (output) D AZZEELTLNACE
EEZEFFMTIE RA—ZEH (cost)

i

e —#5 8 (outcome)

OFEHDTOT S LDLLEZL TSI L

(@arbka—ILhHbHE)

' National Institute of Public Health, Japan
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A mDRER

=BT D #FF B FE

Z H (input) &EF5 8 (output) DA ZERRETL TLNSH

NO YES
faRODAEET | BRADOHERE
NO |PARTIAL EVALUATION PARTIAL EVALUATION
Outcome Cost o
o o Cost—outcome description
description description
YES |PARTIAL EVALUATION FULL ECONOMIC EVALUATIOI
, Cost—minimization analysis
Efficacy or . ]
_ , Cost—effectiveness analysis
Effectiveness |Cost analysis L _
. Cost—utility analysis
evaluation

Cost—benefit analysis

2 | National Institute of Public Health, Japan
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(Drummond et al.,
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B# : 150 5H.~ A
NRIIOSEREFH
100\ AZE : 60 NETE
BE : SONAETE
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BEFEEANEHEB)IIELLMNTEM M ?

ZH SYIES ERMRL
AZE 2  60A 16775 M. Life Saved
B 158 ~ 80A 188 A H .~ Life Saved

BEIFAZELYLENEND CHRFEBEYAEZFS?
BEDNE A5 A (CELL=158 A /LS) FFELT-5BEA(E
5 ?
—SEBEELTIFTLIVIRDOEWNEEZRDH B DITHA

BELOILEMDSFAHEZILSMENHLIMNEDH

| National Institute of Public Health, Japan
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CEREICER

A:XTHREE . B:FTE
Cost Effectiveness Ratio (CER): ZFHAshE Lt
& FH(B)

3R (B)

Incremental Cost Effectiveness Ratio (ICER): &9 & FHIE Lt
EZRAMB)—EZHAA)
TR (B)—zhE(A)

\52},/" National Institute of Public Health, Japan
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BEFZEAEFHEBIIEL ORI ?

g H DIES SRR
AZE 1HEM  60A = 1677 .7 Life Saved
BE  15EM  80A = 18873 F.Life Saved
15— 1{E8F
BOBERMRL= = 25075 . Life Saved

80A—60A
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OE#zE&EHR (direct cost)
EiZEBEE (direct medical cost)
RIRDEZIR - IBEDIZOH (CEFEHEE TS ER
EIZIFEHELE  (direct non-medical cost)
IR (C R U CRAVFTIEN A D EELINDE R

OfEEE&R (indirect cost)
FSEpHER - - - ESEHR (opportunity cost) & UCEH

S
Gl &
k24
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ZRMNDE!5]| (discount)

FERAELE T SEHZIRIEOMECIRE T S

1) 5 23| 5R3%DIEE
1FH 100/5H 10073 F-
2FH 100735 0 _971  BE
1.03
3H 100/4H 1002 o043 A
) (1.03)
=&t 30053F 291.4 55
@i@" National Institute of Public Health, Japan
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Puh—MEE * * *

QOLFAZE % *
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ERFERE BT

Q2. BROEHDORERZENEDICE>TNEIN ?ERAECTERELTBHBESE,
HE@E%E‘“2<Témoﬁﬁﬂﬁ&%®A%TF%T§
ERUSENDDSEVBEREMNEETREIEBTI.

L EEABI>

#E () <338 F E =
( B8 ) ~ ( OOEEH) e o M
( OE&8Bpr) ~ ( OO ) JN X 200 H
( OOR ) ~ ( AAR ) JR 540 M
( AAR )~ ( XX@EBE D) e o

—— / —
__——

Q6. FMEZILMUEIC, MFOXDBEDCNISERBLMDDILED?
HTRIFDEDETICTRALZSU,

Q6-1. B AHZELITICHOY RN -5 — -

Q6-2. Ny FORBEBDITISY v —FDEA (
Q6-3. DDSDEADL IV (
Q6-4. XEBEIDIEDHDANIV/IN—DOREIF (

n)F’

SBEDBAVLIYYIL (

EA EKEFEEH%iE:l-Ul—

Japan Clinical Research Support Unit



Q5-1. [@5T TRIWI &EC@BBBDODHOH. BREZLLIEETWN]
cCo1y BE T.

SO0RRIDOEHICEETORSTERACORITEETIT N ?
BRBEFEHNTREAILZE N,

KAuZBREEDOE

KAEBIH>EZ —

( > B E

CoO1y AE T.

SOoOnommOEHICEEOEBEERSLEORITBETIT N ?
o ULEBRBEND O

> Q6NREHI TS W,
mouLrEB®Bo>E M ( ) BE

—®» Q5-2-1ANBEHIILEZTES W,
Q5-2-1.

[Q5-2T MBS LEBHOE)] ECABENLEHOHIBEZSLETN]
tEZzRS5S UERBR. ZNS5OBOIEXEEREFEHE LT,

EROEBOEDORETCLED?
1. 1/4% B 2. ¥DRE

3. 3/4BE

AINAhDODEDICHESEEDLZD., GHBRULEDULEZEDHODFITIH?
BULEHATEHBEANAEDOEBEEESHE T,
1 Hd

2. W

bBEORE
BEIR
BEE
B8

DCHBERIFTIN?PREIETCEFITDEDTI DCOZDODTTLLEZEE W,

4. N— D8 HE
5 2o (

EUXZBETNE.

TEnoSEoNnNd3KSEHIATCNWERETEIN?
17 BD# S ( > H
18dbrEZ0¥EH (
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@ S EARBERIATE SZIE ] "W~

Japan Clinical Research Support Unit
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2,000,000
R

¥634,000

EHEIFERE ¥160,000

1,000,000

EfERSR ¥1,338,000

500,000

@ S EARBERIATE SZIE ] "W~

Japan Clinical Research Support Unit

EBRREICLDHD

REILBED

¥467,000

¥167,000

¥206,000
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(Cost Minimization Analysis: CMA)

LEE I DERDT O S LADEITHRME U5
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E1FE

RIS

(Cost Effectiveness Analysis: CEA)

=28

Gained) VYPIERIRE

l

RO —ARIIRTTE THDN. RD,

([SRDDIVEN DD

(&y*é:
-

2885 National Institute of Public Health, Japan
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SR DIEIR

Life Saved (Al NDanZFZ 1=HY)
Life Year Gained ({A[fEEORGEOEEZEFIZHY)

REBC E DIt
=IME - - - IFEE
YEPKIR - - - HbAlc
UDJYF - - - ACR20

SHIEd

\\52"//" National Institute of Public Health, Japan
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TR AS

(Cost Utility Analysis: CUA)

SR E U T,

'I_

A TFHEHE QOL(Quality of Life)dD

mAZEEEUZQALY (Quality Adjusted Life

Years : BiRIEREFE) REDORAIEZAHLDB,

!

FRRISEVCPERITA. FIHEEIRECDINT

RO} = S
EDERE.

LE I D ENE]EE. QOLEHE A

ational Institute of Public Health, Japan
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QALY D=

1
Treated
+J
<
.20
o)
=
>
.t
© QALYs gained
-
@]
Untreated
0
Duration of Life
\\gft/" National Institute of Public Health, Japan



QALYDBIEETIL

Treated

+J
=
0
()
= QALYs gained
2
“©
=)
@)
Untreated
0

Duration of Life
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I )1
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op:
S

- 5
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;
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A
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QALYDE H

QALYs =), Q,

H : {EFRIRRE

Qy; 1 FEERIAREH T DQuality Weight (Full health=1,

Dead=0)

: EERIAREH COEFFLY

1QALY : TRIMERIRRET

é
52 ' National Institute of Public Health, Japan
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QOLD i R E

— A5 RE (generioc)

EDXDGHRBICHLERAIRRE K S IT—IRIGIKEZ
T 1D

Index®! : B—DIFIETKRT
E1F (preference) [TE DKL
Profile®! . EBHMORTTCERREEZRT
EREEMRE (disease-specific)
RIRICEFEMGERGE EIZDOVWTEHHT SED

44

| National Institute of Public Health, Japan



QOLD R JE (51)

Generic
Index £ (preference-based)
EE

Rating Scale(Visual Analogue Scale), Time Trade Off,
Standarad Gamble % &

IEEPES
EQ-5D. HUI 72 &
ProfileZY
SF-36, SIP, NHP, WHOQOL 7&&
Disease-specific

MA (EORTC, FACT). lmE (AQLQ, SGRQ%) . #ERTR
(PAIDZ) 5&
B

\52'%‘ National Institute of Public Health, Japan 32
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11111ICT 11dutc Ull
Full health
Health status A
Death
X Y Time
Quality Weight=X/Y
@;‘j" National Institute of Public Health, Japan 33
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[Q3] »arldsECHERIIAPo TVAERELTT. BHHOZOMEITL, B S HRIORAL ERFEICIOV
T, ROLH ZJHAERITE LI

........... (EHDHI) RES EROBEETT, bhriE TAE] 2 [BE]

Sl 0Es, BRrHWI220FBEOESL L BN L hEehEEA, (BE] o () F
FEBRLZTMEIZ) TEA. BROEH 2HE, EHH 2 BRLETH
AE D AEZHAVLE, FRAOETELEDAI LN ELHMIOEDTTFE v,

TX, HEHNEMEELIENFTEES
@ #0EOBRMEAICLY, BED (o712 H () DEXK e S AEBIRL T+
AW 2% REEBLVD $5, — [HT] ”
(Bl) 204 AE
| Dl BEKEEELSSELTRTT. | — = 33
| BE:D BEAMVAL. ETICTRETETAME | D 19% AK B¥
§ bRV EBEEFCERR(ATTILNT ® 17% A BE
| =3 ® 15% A% B¥
' @ gt L‘, B%Ci?ﬁ’ﬁﬁ@ﬁi{c%iﬁbé s D 136 AT -
| BAOEFIZCVIEDORT, b () EL : ‘
| P X BT EATE EEA, © 10%¥ A% BE
L ® 9% AX BE
@ 75 A% B#
® 5% A% B¥%
@ SERKim AE BE
-

r

MSERBCRELBRLAFCETRLEY, () EFMENE &, ARLZBRT22ABNICHFTIEZAT IV,

S ’ National Institute of Public Health, Japan




Ho® 3
k>

EuroQol H AN ZE hin

5R7t. 3EME(CKBDQOLEHME (EQ-5D)

IRTT PZaviY

EIDIEE 1 REIREARLY

= (OIS} 2 W ShEENDD
INZADETE 3 F[EENSDD

TR/ AR

ARG/ 1N IAH

EQS5SD
35
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HARRAR') 7 (N3EF L)

E% 0.148 B/ MR 2 0.083
BENIDIEE 2 0.078 3 0.189
3 0418 Rg /1 SHNESZIAH 2 0.062
BoLEDOHEE 2 0.053 3 0.108
3 0.101 L~ 3 0.014
ISNZADTEEN 2 0.040
3 0.128



)Tz FAWL=H#E (41)

JREE: 11322 1.000 — 0.148 (GEZEY)
— 0 (1)
Z DIRBEDQOLETHIHE - 0 (1)
37 — 0128 (3)
— 0.083 (2)
- 0.062 (2)
— 0.014 (LNJL3)
= 0.565
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Difference from baseline (mean)

-0.10 -

Baseline Cycle 3 Cycle 5 Cycle 7 7 months
Time

@ S EARBERIATE SZIE ] "W~

Japan Clinical Research Support Unit
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Digestive system cancers

Prostate cancer

Breast cancer
Pickard AS, Wilke CT, Lin HW, Lloyd A. Health utilities using the EQ-5D in studies of cancer.
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FACT-G score

T T

baseline Cycle 3 Cycle 5 Cycle 7 7 months

@ S EARBERIATE SZIE ] "W~

Japan Clinical Research Support Unit



FACT-Taxane score

FACT-Taxane

baseline Cycle 3 Cycle 5 Cycle 7 7 months
@ ¥ I ARBRPR AT SZ 1B 1 " wi-

Japan Clinical Research Support Unit




RELATION BETWEEN FACT AND EQ5D
[Cycle 7]

EQ-5D

Usual Pain/ Anxiety/

Mobility Self care  iivities discomfort depression

Utility

PWB 0.438 0.263 0.484 0.515 0.473

SFwWB 0.030 0.131 0.011 0.084 0.050

EWB 0.080 0.148 0.191 0.208 0.637

FWB 0.235 0.208 0.405 0.333 0.424
TOTAL_G 0.258 0.265 0.346 0.364 0.510
TOTAL_B 0.262 0.248 0.354 0.369 0.529

TOTAL_Tax 0.425 0.298 0.428 0.488 0.490

@3 S EARBERIATE SZIE ] "W~

Japan Clinical Research Support Unit




EQ-5D

Usual Pain/ Anxiety/
activities discomfort depression

0.303 0.257 0.468 0.623 0.465

Mobility Self care Utility

0.066 0.108 0.099 0.020 0.049

EWB 0.144 0.141 0.222 0.305 0.579

FWB 0.232 0.207 0.401 0.316 0.365

TOTAL_G 0.216 0.211 0.381 0.354 0.468
TOTAL_B 0.225 0.220 0.405 0.399 0.512

TOTAL_Tax 0.262 0.257 0.428 0.456 0.469

o e DB R S E 1 —wi

apan Clinical Research Support Unit
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(Cost Benefit Analysis: CBA)

SRZEE CRIREN CERT,
!

BRMERIEOM, fEn (={Bn—5&

1) ©
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SRz BRI (CHRE I D I57ENERE,
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R DHEET A

OANRIEARZE (human capital method)
O&&YRDUE (wage-risk method)

OARZEEE A (contingent valuation method)

‘f\gg ’/ National Institute of Public Health, Japan
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SRBEAE T IZNE (EFFEHOLERTPQALY R
&) BIREDMEICIET D (F5|9D) X&E

N ?
l
PFARTIEOX MERXRTAIDS|IK CZEZHRETD
i T=yAJ AP
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X 73 #7 (Sensitivity Analysis)

DITCHWTCTWBIERINEERERZSA TULD
(B> T —SDEEAPIFER)\— MAEZAICE
j < EI:E/HW&C‘:)
ZEROEHNZL UGS OREEANDEZEDIRGT I E

Univariate sensitivity analysis
1 ZEDMBOIMELTL ST

V/I=vJv | i N

N}
J

=+
Multivariate sensitivity analysis

BEOZRDEZZAL S B TH&RET —simulation 8B H

Threshold analysis
ZEDEDHAENE Tlam (LI D55 = IRET

o
52"/' National Institute of Public Health, Japan 48



FSRAYXTT N\—ETFU®)D
ERNE ST

Shiroiwa T, Fukuda T, Shimozuma K, Ohashi Y,
Tsutani K. The model-based cost-effectiveness
analysis of 1-year adjuvant trastuzumab treatment:
based on 2-year follow-up HERA trial data. Breast
Cancer Research and Treatment 2008; 109: 559-566.

o Y
52"/' National Institute of Public Health, Japan



de =5
= 1

\\ Extracellular effects of trastuzumab —_ \ “ “

A\ e e - FSAY XY (34

f ormation setwzen HER-family iecepto-s —

\' Artibody-dependent immunz mezhanss':ns Hﬂiﬁ L (‘_ %iﬁ b t b\

i 7 B HER? protein(CiF R

cfeadd3E€S Y

. MICHSIDE

' - = Breast-cancer cell
= : O—3)Lifitk.

- fRERNANDS I FIV
miEZERI D&
T & 0. #HiniasEE )

v
R

HER2 down-regulation, dephespherylation, or both

Decreased VEGF procuction ?5

Poentiation of chemotherapy o

Wodulaticn of downs:ream signa paths

== - BATIF20014F(CER
N BT (O U TH,

T inh\3
XIS \ - HER2 proteinhVi@|

Intracellular effects of trastuzumab

EBRUTWSIEEICD
HEEHH S .

National Institute of Public Health, Japan 50




gL

AAITIR FR E

FEELTHOIETUR

« 20055EMASCO (7 A)hiEREFEE) CadjuvantTOMSAVYZXITDEH
EIREELT-3DDRCTOFHER N R ERINT-,

(1) HERA trial

= 100+
g_‘a_ L Yr of trastuzumab
e 904
g ~--
@ o T Em=aL_ =
o Observation onl
S 70 y
g 604
2
w L+
&
s 40
= i
\n 30 2-Yr DFS ;
w20 Events (%) 959 Cl Ratic 95% Cl Fvalue
= w4 — 127 £§5.8 BIN9 054 043087 00001
= - = 220 774 748
o 0 T T

0 6 12

Months from Randomization

(2) B31/N9831 joint analysis

100+
Trastuzumab
o 8?.1%(133 events)
85.3%
3
T 204 L ]
% Control \
E] (261 events)
a "‘y"‘
o
@ 70 75.4% "=
=
T Y
- 67.1%
b
A 604
P<0.0001
Hazard ratio, 0.48
504
0 T T T I 1
0 1 2 3 4 5

Years after Randomization

* “not evolutionary but revolutionary” (Neiv 2005; 353: 1734-1736)

: ' National Institute of Public Health, Japan
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EHIE

5 =3#EI8mg/kg. 2[BI B LAE6mMg/kg>3:BZ &IZ1£

12 5K E%50-60kgsRET HE - - 5 E(E300mg~
360mgt=mis,
1El3% 537D
= = | ¥ 178,220
“;Eﬁsuﬁ : “;:fmffsﬂﬁ : il 1FEIRE9S
& irin rozsaer g & ris oaa o 511 _; t g 4 ﬁ (i
¥3,251,683
é}:? National Institute of Public Health, Japan 52
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« HEZ 35929 BrevolutionaryZi A EE,

s ThELREBICHNLE

[ RLIEAELY,

LHOL., BLELEDERICREIMENHMNITLLY,

. if:s adjuvant T BB E

IEANHARED L5760,

géﬁ%’ﬂﬁ( &l J:o'C%d)ﬁd) EREDEIR

ELT=bZDIRFENE (X722

. J)‘ - A o
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H Y

« HER2ZBHE D EZHIERE(IIHL, avbO—ILEEZBEL
T.FSRYXITHOERARNSRILEZEHTHEIZEHT.

TORFEZFMEI 5.

e (a) FSRVYATYI1EREH

SIE EE’Jﬁh&(ﬁhﬁth%Jﬁ,ﬁ‘f*T& rSRAYXTTEH)

RIS

0|8 mg/kg. 2[E] B LLfF6 mg/kg T3 EEIZ1£

 (b) EREEEE
(ﬁhﬁll)k%ﬁ/ﬁ@ﬁﬁﬁ

& National Institute of Public Health, Japan

> RENTWR
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Bt 32 D 2 E 7+

- ERTIERSHT (cost-effectiveness analysis, CEA)

o $ER(IBESE RABIR K (incremental cost-effectiveness ratio,

ICER) TEKT ,
] vy
iCER=CCe - ACPRI TR
E-E. AEE75RIR)

* ICERDELLIIE. FI/LYG (life-year gained)

E @ F
£

! National Institute of Public Health, Japan 55



BEZEOETIL

« {EREERTROFZBAIX, ¥ILOT (Markov) BT ILE
YERL TR HTLT=. 73 #THAR (time horizon)[X50 years,
600 cycles,

(1 cycle=1 month)

—» [first-line chemotherapy]

[first-line hormone therapy]

O

esponsve

[second-line chemotherapy]

[second-line hormone therapy]

'
(@ (third-line cr:emotherapv]
¥

[third-line hormone therapy]

-—
=)

iati

[+4]
o
z
| *’m
Ie}
i
[

LAY
,‘ National Institute of Public Health, Japan



T—F/—2R

o AINEIZDUVNTIL., HERA trial (the Herceptin adjuvant trial,

2007) RV - (BRI HEARI P R{E2F), BEDO/\Y—FLE(E
0.64 (95% C.l.: 0.54-0.76; p<0.0001)

. :XHJJL\'C(;t BT EBIET/ERL . 2004FED

ZBRINR AR EEMEEZRAVNVTCHES THELZ. B
%f*%%d)é’%’éﬁ%r&b BEER (FEExil) (ia&)’c
VAW

4

! National Institute of Public Health, Japan 57



FHIRTE

¢ FSRVYXTTDNENNDETHRITT AMNIEEKRRETHD,
ZFZCRIE A 24 (conservative). 55 (base case). 104E

(optimistic)&ELVI3 DDLU F A IZEDEICERFETEL -,

« KEZAARALZEFTHD50-60kgZfZEELLT=H. 50kgLL T,
60-75kg DiZHHETE L=,

« LEORIFERICEAL T, EBCTCGAR T F 1) X (2005)DHE
B . SFHUBOBREIISFHEEFTDOSFELT-,

4

! National Institute of Public Health, Japan 58



0 2R

C E

ATES RS ¥7,900,000 12.46
NAYATYTT BE(conservative)  ¥11,500,000 13.06
MAYAT YD BF(standard) ¥11,200,000 13.70
NAYAT YT B (optimistic) ¥10,900,000 14.10

AC/AE (ICER)
EREXAE
NAYAT YD BE(conservative) ¥6,000,000
NAYAT VT B¥(standard) ¥2.600,000
NIAYAT VT BF(optimistic) ¥1,800,000

- 4

“{«1
o

* ¢ National Institute of Public Health, Japan
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RRE 7T

weight class

~50 kg 50 kg~60 kg 60 kg~75 kg
2 £ ¥5,100,000 ¥6,000,000 ¥7,400,000
(conservative)
5 & ¥2,200,000 ¥2,600,000 ¥3,300,000
(standard)
10 £ ¥1,500,000 ¥1,800,000 ¥2,300,000
(optimistic)
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QALYZ 7D A LIZCAWTCTE>ERAELEZEH L -15
HEMIZITZW S ETEMNMBRENFEINSZIDOMN?

E : £20,000~30, 000.7QALY
X : $50,000~100, 000.~QALY

A B

1

. ENN I /
=4 OUVU

7
004,

~
'

006) , B&E 1 (2008))
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O BRI EZEmDEER

OFRPRINEL

OZEEREN - FAMODESTE
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#[E NICE

National Institute for Health and Care Excellence

O ZE[ENHS(National Health Service)lZBITAERKREEFEDL

NRLEEEBRODBENERAZRET H7=6HI1Z19994FIC
Special Health Authority& L TERIL SN =855

2013548 KYNHSH 53T L. National Institute for Health and Care
ExcellencelZRAMEE INT-,

O EEFiTEF{M (Technology appraisals)

EELEEEM. FHE AILRTOET—300A
EREITDNWTRFFTMZ1TLN . NHSIZX L TR £
[2INZHRENEINDENE(recommendation)Z1T,

OBaRH A F>4 > (Clinical guidelines)
LNODDIEREDLFERIZCOVTHEYIEEZONDBEA
o li%T-g—o

&
52"/' National Institute of Public Health, Japan
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DUNTEHM (TA) 71

U ATIERREGE ST
)52 _€$E7§(recommendat|on)3'%>
fEFHZEHER L _

)—ﬁm%%’sa IBEEL’CE 1 ZHRT D

IAIAIAAIA‘
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ogy Appraisal (TA)
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'ij IIIEH

(_J-—Cf&<%:l:/§ (&
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PRI

*E’J’E ;JJ%I)E TEMI:

MEHSN

NICE CrecommendSLi=t D34 A LIRIZH A RS54
ERITLIBELB TR IEESELN2002F1 A M D),

Negative’ZfG RN B F=ZE M E AFEULAY., ERIZIE

mﬁzu,\%ﬁ%lld)t

ational Institute of Public Health, Japan
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NICEIZE T HTADFGE

Recommended 23 22 34 18 46 8 32 18 18 19 20 20 14 292 53.7%

Optimised o 7 5 10 3 7 10 5 16 2 11 5 0 87 16.0%

Not . . . ,. ~ ~ ,.. - ~ ~ " . " P

Recommended | V4 o J U U J / v v o I 1 o 0/ 14.9%

g”'y in o 7 5 10 3 7 10 5 16 2 11 5 0 87 16.0%
esearch

Terminated 0 0 0 0 0 0 0 0 4 1 3 3 0 11 2.0%

2000.3-2012.5 total 544

; National Institute of Public Health, Japan
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NICE blight (NICEDZE)

o ARG ED

E BRI AINICED guidanceh L

DFETHEDRATHRFRIOER,

BE NCEDAHAM AU AEFROT7OEXIE

nnu\’fﬁlf)\ bz-':—f)\b\%) o

' National Institute of Public Health, Japan

34




g 2
\w

IAIAIAAIAAI

ingle Technology Appraisal (STA)

o RIENOMEBLIELGHARTAERNTHE
ZHBIELTSTADN I THh NS ELDIZH-T=,

e« STACIZIE—EESL-

B — @IS E 2 x4 9 Hguidance
ZMTAL Y FE AL processTH T,

e [FULOHTSTALEIL SN =ZLEMZEBIEERIZET

ARSRAY XTI TlE2006%

BIEDNSAIZILSTAAH

' National Institute of Public Health, Japan
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"o W= =llPg &N :l-ri
OF DPPRSCN £

RER(ABE)EEZDHIIICEREFIEZANDE BEERTVEADE
R IREIELTLED,

EEEFITFEZAWOTEE SO MEE ] ZM{iEi&IZRBREE 5,
SERWMRODENEERIIMEETIFA2—AT. ERAXNMNRIZ+
EOEERIIMEELITS,

2009F ML LT D KOG EMANEBEASNT
O 58 A {f4& H (flexible pricing): TERZE D ITE T X 0@ G PEKIZXY
BRA30%F TCHOERMLERZEDH D,
O BE7IERXBREE (patient access scheme): & xR E DORIE

KOT. HAF A THEAMNHLE éh&b\&%hb\%éﬁﬂlm%%w
TIOCRZHRT DI=HDIFE

o Y
52"/' National Institute of Public Health, Japan



BAEATIVAREDH

F _ No EH| 4 52 i N
2007 TA129 HRILTVYET ZHMEEHE ﬁ?é\_;’m'zggm\%ﬁli%wﬁmé'“HS':
2008 TA155 S=EX<7J AniEn R B L M AE 14EIL LD E(FA—H—&1H
2008 TA163 I)LOF=J FE/INH RS T Rl g 2% t/LERFDMELEoEREHE
2009 TA171 LFUFTAR ZHREEHE 261V I LD ERIFA—H—AIE
2009 TA176 tYFi<J TR EAE N M %E16%LVRET
2009 TA180 MRF¥FXTT SN ?E%gg/vr?) LEASME/ T ILERIF Dffits T
2010 TA185 hkISRITIY ERER NI AE 544U LEIEA—h—&1B
2010 TA186 HI/ILF)X<TT EEi)o<F FIR 129 A VL IEA—h—DVEH TIRET S
2010 TA192 #o4F=J FE/INH R T A BEESN-BEIE@EETIREITS
2011 TA215  /\YJ /=T RSB e ;L\ZL'?;"Q A5l AR OERHBHERISEDNT
2011 TA218  FHLFUy  POSPRERE B sgan mzimciemss
2011 TA220 DYLTT B RE I BE A A 100mg#&50mgé Bl Z D #& TRt

2011 TA221 AITORFL HEEL/DMREDELEDTRE @ESN =25 Mg TIRIET S

BT
Pt
& X
Hid A

f./" National Institute of Public Health, Japan
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& [E D Appraisal CEE N5
ERAMNBRLUNDER

— Severity: TRFEBED FIEE

— End-of-life: BIFERIZR R B T IEMR B K

— Stakeholder persuasion: BE{REBBMNoDER
— Significant innovation: 1 /RX—1 3> O KEX

— Disadva ntaged population:*:l:'%ﬂ’ﬂIZZ:%IJ@I%’\O)@EJE

Rawlins M, Barnett D, Stevens A. Pharmacoeconomics: NICE's approach to decision-making.Br J Clin Pharmacol.
2010;70(3):346-9.

oy
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We will create a Cancer Drugs Fund to enable patients to
access the cancer drugs their doctors think will help them,

paid for using money saved by the NHS through our pledge to
stop the rise in Employer National Insurance contributions
from April 2011.

\A/

f\\Al;II 'Fr\ [\N
VVT VVIiII CIlUI

ICE
m INITCL

pricing, so that all patlents can access the drugs and
treatments their doctors think they need.

| National Institute of Public Health, Japan



\Vi/ialivns Dacad Duvicctvraer sn 11/
VAIUT"DdOTWU IFiliul |5| 1 UN
e NICEMDrecommendation|Z&>TEERDTILAMNT-T-1L

%)O)lj:ﬁ:ﬁ%o

* PPRSZ2014FETHRTL. I RTHEREFDEFE MZthreshold
UTICHEARIIZERTET Do

[4.28 Based on the output of the full assessment of value of a product, expressed as a weighted
cost per QALY (or alternative measure) the threshold or maximum price would be determined.]

« — A TthresholdZTREIA%L. BRIZEMZEEHRELTELLY,

‘f\gg ’/ National Institute of Public Health, Japan



QALY HR L) #izL Y

o IAEDQAYZRAWL=—FDH[EIZ*L T. "broader range
of relevant factors"ZZ EL T. thresholdZHET 5, (4.980)

o B{RRYIZIX. 1227 thresholdZ TEHT- £ T. (a) "burden
of illness"M RKELVED . (b) "therapeutic innovation"MD K=
LEH D, (c) "social benefit" M RKELVE D [LthresholdZ5|E £
%, (4.1080)

* "burden of illness"MEAHFIZDWVTIX, BIFFHAROH TAE
9%, (5.1%0i. 5.287)
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hER FR244)

(EZEm., ERMMFOEEGTE)

15 RIS RDOEMDHY FIZDNTHREFEITLD. BREREFEZDS
LA ERICAITIREZSISHESHE LSO L,

16 FPLE. ARGZHPREZEHERRXMICONT.E
BRLOARAECHREGEZRFABAIIRBESNIERDED
glRano, MERMODFHEDHY HES . 2 EEREN £ DHEXTRI7ZE
AL AT RE LR DRI A RITOVNTREZEITICE,

17 BT HBEEEMBOZOMEZREVS IR . EFHNEE
ERFEQREEADQSMEICEL. EFIIL—IILOEZDHYALE
O, ERAMNNEDE AR SEF CTEAT S EIT DV THETE
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15 (AN FEE 64
25 (ZEANEE 64
NEEE 44
BEMEE 44
SZN 3%
AR
ERXNEOFEMXR., I FE. SEHMEBERDOEFRAE
FIZDULWTEEFIT 5,
£ 4 (201358308 1R7)

20124E5H 238 (% 1[8]) ~20134E5829H (§F10[A])

Sy
\\52"//" National Institute of Public Health, Japan

30
L A%



RIREIZKDFIE

RiRrBEER{ICBERICK D, HMBICARRTH/(—
9B —EXZRSDIED. Formulary (B2EEMm
£) ZERULIZD 9 Be]EEH

KETI(E. PBM(Pharmaceutical Benefit Management)
MMk A 7&Health PlanDFEFIFEIEEZFBITEL).
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| National Institute of Public Health, Japan

il

Z= 18 ,
AITRE 17

B/H=\I— + Z FIl BB
~H/l—o~DT1m

U

=5

ERBOEIREVOZEOIZEEL (JUERE) (CX
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BARFEEERMZZED

EEEEICRITORAIREFFT —IDF R
= RIS D EAB A~ DRAEHR

DPCE A J& R DPCIEE A fRlT
B3 676
FRAL=CEAHD 28 (37.8%) 91 (13.5%)
A A H Y
EE MR 26 (92.9%) 79 (86.8%)
HYZAILISNRIERK 7 (25.0%) 6( 6.6%)
& (2007)

National Institute of Public Health, Japan
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AN 2. n~ HB .
=7 1= ) =1L
DPCE A J& R DPCIEE A fRlT
ANEIEHK 70 672
EHOTEDLDAHYZERRIZC 31 (44.3%) 120 (17.9%)
B CHtTLTHAT=LY
F';a:miﬁéyb\arsm—c SATE 32 (45.7%) 400 (59.5%)
TOIZIEE LY
HEYBEIDIEALY 5 (7.1%) 96 (12.5%)
ESIN A 0 (0.0%) 21 (3.1%)
y oY BY A 2 (2.9%) 51 (6.6%)
% (2007)
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