=

LEa2—DE LD EERNTEMT O L2BELEGEDER

FERIFTEEE DO EFRF M 21T 2 7o DT HERR OREHSE £ 7 L OBENLE L 2 578,
MERE - BIE - MRS & W o Im i/ A TRE OIS - DAFEZE L W o e RIVERE N ILAT L
THERET DERIR DR B £ 7 MIEF I CRE R EE L Bbh D, A THVWOR TV SRR
HHET ML, BEISLVATET L THSOTHLEROV I a2 L—va VIEAN—ZAD Y I 2
L=y a ik, L0 EDOMPAVSITRFREREHA L 2o TWD, TOXD ROITET IV
DREFITIE, BHHED AT — MRS M E OB S HEBRERICE 2 2 BT 2 15R
BULETHDH, #EHNTIZ DCCT X° UKPDS & W o 7o REMEERARRERIC L 0 mE= > b e —an
AHHEDORE - #BICHZ 2FBIIETIE O ET VARERINTEY | I OREHES
ETNATIRIOR I REET U ARG/ ONZEFERN LB N TS, THPETSH JDDM,
J-DOIT3 &\ o 7o KA FE, KRB ERm SN TR Y | SH%ERROFREHBEE T L EE
WHRARTET VARRRIND Z ENEIFSID,

FEBCER P EIC B W ORI IR EO EFRRE T2 EE 258103, MckTs27 Y =
ANTET VA=A, NEEOEEIETOIHRART LT VUV ARLEMROBREEZSEIC
LD, DITCHERNTA—FEREL TV LERH D EEZBILD, TORICIL, EH
THIET VAR DO LV EE 28 CRESITEITO 2 218XV 8T A—F ORHEE
HOBBIZOWTHARBIEEITI ZEBLE L Ebhs,

BRT— 220 TE, BERFEEOEE TILEFE < ORBERICETIRENIND LI
BoTETEY, ENOEZHATLHZLICEY) —EOTFT—FIIRENFTREEEZOND, LAL
ZDEIRRBRT—F2MOOHBETH-Th, AT IHERIITKIT 2ERER & ERER
Tl CARE T 2RMDBENC S REBEL W B R T —FREEITI 2 BBELEbh b,

PRET — 2 2oV TR, BRBERICRS T, BBEICRB T 2E#T —Zi3+aTidene
ZZbND70, SHRBBRICEER LT TS BERDH DL LEZDND,
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2) C BBF %
7. EEHIC OV T O EARER
(7)) Hiiik

BR5E4 © 77 By 7 ®FE 250mg TELAVIC® Tablet 250mg
—fix4  (Fn) 77 Lren (32) Telaprevir

[ by A MV
(1) HifroE

BATY A NAEE, CHRIFRT AN ABIBFICFEET 2K 3300 D7 X /BD 55, HCV O
FEIC B 2R T, mRIGES D NS84 IO v T 7 — B2 BRAICE T 2 Lick v C
BIRFROWEHEE LD, TORER, KB CRIFR VAN AZRBRIEDLH D

BAFZBAFRINC LD Rk 24 F£0 C REBHEFRICHT DREL A RT3 A ) TE, R
WRETSx ) X4 718 (GT1) o' A L ABEDEE . Pegylated interferon-alpha-2b (24
), DAYy 248), 777vEN (128) O 3FIPFABEZE 1 BRE LTV,

(v) @i

Ersn—71 (V471030 (1b) @ CEEBMHFRICBIT 2ROVT IO Y
A VA MSE D E
(1) s HCVRNA ENEEORIGHREE
(2) A vF—7 o BFEMEE, UL, VYD COFRRIE CEY UIERES

(=) ERTOERREDRNR

BRI E S

BEAA  BPENEN (1)

EgEE  yNe Y (X bh—/r: MSD)

WIEME A RAEMEC)A=40%)

250mgl #8 1015.80 M (%Al — 1422.10 H (&%) (12,798.90 F/H)
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A . B RHE O E R

(7)

7)

g5+ HTA #E T ORI

NICE (EE)

TA252

Evidence Review Group Report 21 December 2011

55%T : Markov &5 /L% A\ 2 B SRR ST
HE T v 7(12W)+ T A v Z =Tz (24W) + U RE Y U (24W) vs PR: ~27 A
vE =Tzl (48W) + U E Y L (48W)
ST ORI AE, 1EVA 71 TOYIalb—vay
wgak— b= ) AT 1B HCVIC L 2 BMEFAEFT 2 8BE
Flm, REPREBOEEE @EBRMEIFE, PEEBMEITL, REMTEL) ORI
TR Z K5t L7z Phasellld RCT 5 —Z |2 L 5,
SR ET U M A FEE Y A LV AERIE(SVR)
SVR k72 ol- 8« T DBROPREBOERD X7 23720,
SVRIZ72 blginolo B « ZOBROITREDERY 27 155,
hAME: EREEE QOL IZEBDOEEES ICEWEAREBEZMR L LT EQ-5D 2 HWT
P& I — % Z15H
BHEEREE  RED C EBMEFROTTY AV AIREIZOWT O NICE OFHET —4# % A
Wiz,

SR —ITaT, VY AT, BRON HEERMEEZ ST
CEA fE5:
EARyr—R: RIGEBFICx LTk, T12/PR 1% PR ICK L TS E AR 2R A
£13,553/QALY TH V. BEIEED BE TI1L8,688/QALY TH -7z,
ST
RIBRBE  RHORERIRE BE, b\, FEERERFR) OFE. 1BELF & SVR
IR bBIETH - T,
BEVRIRARE « P (REME - FEREMS) OAE. BLO, BEHME SVR TR BT
HoT,
B T =Tz b UNE D VEHALET STV EME, BLTORAD Y = /
547 1R CEUBMEIFR (RIEHT) DIBERIRE LT, B bis,
WERICRIEE, DV, /v F—Txnrva (T A bHDWVTIERT LA ) BEid s

WL Y B Y PR OBRREDSE S S 5 WITEL B Lah o BRI BE
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1)

v)

PBAC (F—AFFU7)

Public Summary Document July 2012

L]

st iR RS A o xZ—Tzarq b U Y (PR ;48 BREVAE)

& ADVANCE ~ 74 7w (GBSl +F 4 7/ : PROVEL, PROVE2, Kumada 2011,
ILLUMINATE) THRIGED Y = / A 7 1 B C BRI LTT 7L ELE PR ED
A (PR DOIBFEHRITIERICHT 2 VA NVARKIGIZ L > TIRES D) &EIT, 48 EED
PR+77—REHELTSVR & 22 ERFEIZE -

Z24M . ADVANCE BFZ2Tid, 75 7L EA+PR I3 PRICHE: L CIREER (24 B/, £7-
I, 4838) EETEWEAZRZ . BEMEITEy,

ERREET V]

EARr—2: RIBEOBETHY . $15,000 - $45,000/QALY TH Y . BEREOBE TIX, %
DHFEANTIED D2, FVEWVMETHS, LPLEEEHIREETNVCIE., SHOTHEENE
N5, LT, BEMDIROBRIZFEEICIEETHLLBRD,

P PBS ~DORFEIEEDOHEEIZ DOV TIXRHEEERF W

[L28B D@EMETEERME (V= #A47CC, CT & T KLV T 77 LEL+PRIGE~DL
ARVAFRRDZ D, ZOERMNDRICH REEEZMATVD,

PBAC X, KV ERRT—FPHERATIIAVLGNTWRNT Enb, ARV —fELD
IR DOWTDORYT, FESEZ DI ENEBEZ DL, HEICOWTHIEL &35,

CADTH (Z7F %)

CDEC &#as February 15, 2012

Vx ) FA T 1IHHCVIZ L ABEEEIZBW T, N E TORKER LU E ORI Uz,
Thbb, RIGE, BBETHAORGLERE., BERISRECBILZT I T rEL+
PegIFNa/RBV & PegIFNa/RBV % bt U 7= % S 44T

Sy HT O RREE A

B E:(SVR ##8HE & L 0): ADVANCE #F9E0> b RIGE BE 22\ ¢, REALIZE 5 BERR O
~EEOHRIZES,

#Z4: ADVANCE 3 L O'REALIZE THE L -BWER (B, B2 L) 22 b N HRED
F—H

BIE : FERE SVR e L2 b, ERMICIBETH Y . TOBOFRIEIT

ERREET NV ENEE ORETIL, 77 7 L L+ PeglFNo/RBV 1% PegIFNo/RBV (2 H~
T, QALY »72 0, RIGEBE TIX$21,901, BERE CERG TIL, $36,255, & L THOK
JETIE, 21,679 . £ L TBRBER THRBEEZIL, $1467T DFERTH -7,

RS RRITBEEFAOMRNE (FREDCRE. Ff) ICbRZMERE o7, L0, RFH
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(1)

BRETNTHD L, BHARTORREM (5B 2R’ $30,000 LLT) Z2FR\WT, £T0
BEEFTT 77V E/MIE LB AR I13$50,000 8 2 5 L BET S iz,
B
HF ZEF|EPFAEEL (The Canadian Drug Expert Committee (CDEC)) (X, LA TFTOETO
SHEMWMET RO RBETATL, Y=/ #4147 18BN C BFABRE CREXTHLEE
2, TS v E =Tz aPeglFNa)/V SV > RBV)E DR TT I 7L ENLEZZEIT S
LEEET D,

R SUR A0y i
WE6 7 AIZE S HCVRNA 25 L~V ElZH 5,
RIS L D&, FFRMEED F2,F3F4 125 D,

1EDREDS (12 AR OIRFELIK)

|

PRSI SRR R AT 5E

Liu S, et al: New Protease Inhibitors for the Treatment of Chronic Hepatitis C A
Cost-Effectiveness Analysis. Ann Intern Med. 2012;156(4):279-90  (USA)
Camma C, et. al. Cost-Effectiveness of Boceprevir or Telaprevir for Untreated Patients

With Genotype 1 Chronic Hepatitis C. Hepatology. 2012 ;56(3):850-60  (Italy)

7. EEKEFFMFEOLE 2 —

(7)

—K

Camma C, Petta S, Enea M, Bruno R, Bronte F, Capursi V, Cicchetti A, Colombo GL, Di
Marco V, Gasbarrini A, Craxi A; WEF Study Group. Cost-effectiveness of boceprevir or
telaprevir for untreated patients with genotype 1 chronic hepatitis C. Hepatology.
2012 Sep;56(3):850-60

Liu S, Cipriano LE, Holodniy M, Owens DK, Goldhaber-Fiebert JD. New protease
inhibitors for the treatment of chronic hepatitis C: a cost-effectiveness analysis. Ann
Intern Med. 2012;156(4):279-90. PMID: 22351713  (USA : Stanford Univ.)

Evidence Review Group Report commissioned by the NHS R&D HTA Programme on
behalf of NICE Telaprevir for the treatment of genotype 1 chronic hepatitis C 21
December 2011

Jeremy Jones, Principal Research Fellow, SHTAC

Debbie Hartwell, Research Fellow, SHTAC
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¢ Louise Baxter, Research Fellow, SHTAC
¢ Petra Harris, Research Fellow, SHTAC
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1)

7) Camma C (2012)

X EDF =7 TH—<v b

EESIEHR

= Al

Camma C, Petta S, Enea M, Bruno R, Bronte F, Capursi V, Cicchetti A, Colombo GL, Di Marco V,
Gasbarrini A, Craxi A; WEF Study Group..

Cost-effectiveness of boceprevir or telaprevir for untreated patients with genotype 1 chronic hepatitis
C. Hepatology. 2012 Sep;56(3):850-60

2. Gt DI

A, AEEFREEE OB

(Perspective) Perspective IZOWTOHRITR L, ERERAOHZEEL TWS I Lo Public Payer @ Perspective
& T,
B. ERPRABR O Hi iR
3. MRt EHERFE CTH D DT (PeglFN+RBV) L L HCV 7'u 7 7 —E L EZK (Telaprevir, Boceprevir) & il % 7=
(Comparator) TripleTherapy(TT)DLE TH A28, % T, Rapid Viral Response X IL28B (24} % Polymorphysm
TORISOENR E 2B BIZONIZHEF(S Arms)
. A BRBRSHT
4. SIFE - :
(Type of Evaluation) RH#T 7V A Cost-Utility analysis (A Cost/ AQALY) A Cost/ ALYG

EHIT T U A Acost/ ASVR  (SVRHFRIAY T 1 /L ABRIE)

5. SHTHIR

(Time Horizon)

A UHERERSITSICEET 2 REL+OIEL DD HIM

EBH#iv VA4 > 20-year BlE (Cohort BRA&4EE: : 50 )

6.0. BEERAI7T U R A ADTEFT R

A VRTT 4y b Ea—
B. RCT

Telaprevir @ SVR IZ2WT® RCT: ADVANCE, REALIZE study
PR @ SVR 22V TiX, Systematic Review (IFN alpha-2a, 2b)

6.0.1. BEERRIT 7 R LOZETF A
DHET

C. W%

ADVANCE - REALIZE : El£a% RCT

Telaprevir+PR :

OADVANCE  (Telaprevir- Response—Guide therapy)

Jacobson IM, ADVANCE Study Team.

Telaprevir for previously untreated chronic hepatitis C virus infection.
N Engl J Med. 2011 Jun 23;364(25):2405-16.  PMID: 21696307

REALIZE Study
Zeuzem S
OTelaprevir for retreatment of HCV infection.

N Engl J Med. 2011 Jun 23;364(25):2417-28. doi: 10.1056/NEJMoa1013086.
PMID: 21696308

Genotype-guided strategy

6.1. 7 U M AFEREDER
(Selection of Outcome Measure)

A. QALY
B. QALY L4 0igiE—BfkEglz ( ING )

Ak :  Effectiveness: long-term :QALY, Life Year Gain(LYG), SVR rate(short-term scenario)

6.2.1. ZIREDRIESIE
(Measurement of Utility)

B. M#EE

HLOBFFED> 5 (SullivanSD et. al. Cost effectiveness of peginterferon alpha-2a plus ribavirin versus
interferon alpha-2b plus ribavirin as initial therapy for treatment-naive chronic hepatitis C. PMID:
14974875 LR oTWAHN, IThb S HITROE|A

* Younossi ZM et.al. Impact of chronic liver disease on patients’
116:A1292
(£##725 HUI-MARKII % A\ 0)

+ Bennett WG et. Al. Estimates of the cost-effectiveness of a single course of interferon-alpha 2b in
patients with histologically mild chronic hepatitis C. Ann Intern Med. 1997 Nov 15;127(10):855-65.
PMID: 9382363 (IFIEFEMEIC L5 SG/TTO 12 & 3)
+Kim WR et al. Cost-effectiveness of 6 and 12 months of interferon-alpha therapy for chronic hepatitis
C.

Ann Intern Med. 1997 Nov 15;127(10):866-74. PMID: 9382364 (FFiEEfE & F—RA A~y ¥ U X b
using a generic instrument)
SF-36, Chronic Liver Disease Questionnaire

utility. Gastroenterology 1999;

6.2.2. ZVREORENS
(Target Sample of Utility
Measurement)

A BE
C. ERBERE

Ok 21t 120 ADOEBETIN, tho 2 iFITEME
Assessment of utilities and health-related quality of life in patients with chronic liver disease.
Younossi ZM Am J Gastroenterol. 2001 ;96(2):579-83.

6.2.2.1. HAET — & OHFT

B. fEHF5E

TAUVIDED
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7.1. B RBIE O BAE

(Unit cost for Measurement of Cost)

A NTEfRE

HEERERDLTERE,

PEGIFN - RBV - TVR * BOC 0EKIEH : B TOEE MK

—&, F—a v XTREMEN Z O WEH] (TVR « BOC) IZ2WTiT A U 4T Whole sale
acquisition cost (EEEAfH#E)

FOMOERE (k- AROEE, BH, BE, EH. 4B)  BEOHEE UpDate L7i=b o

7.2. BREFHEROT 4%V —2R
(Data Source of Health Care
Resource Consumption)

C. BENLBERR
D. EEEEL NV TOEZRHT—F 2

Published study (Munari L Recombinant interferon alpha-2b therapy for chronic hepatitis C in
Italy: an econoic analysis. Forum Trends Exp Clin Med 1996;6:347-353)I2 & 5 EEEREMET —Z12b
&<,

Z DRFFETDOE AT Conferenza delle Regioni e Provincie Autonome. Tariffa Unica Concenzionale
per le prestazioni di assistenza ospedaliera. Regole e tariffe valideper il 2006. Rome, 15 December
2005.0 DRG # U 7 L ERAEERIZL B,

GaX DT 7B ATET, )

7.2.1. BREFEET — & OHFT

A AEOBIESSREEE

7.3. JEBTEERR
(Unrelated Health Care Cost)

A, FEEEERREZ S DR

Direct cost D&

7.4, EEEBROWHETE

(Estimation of Productivity Loss) X. e L
- ABSEREOHE X, @Rl
B. Markov Model
BT T
. 18T
8 AMET L o
(Modeling) I TR
frimfa®E A-B-C-D
B
ak—t o a—HP RO 50 FHME FE 70kg GICHC F2 Metavir fFRHER 27
0. EI3| A BR. 7Y b AEFREETEEIL
(Discount) BA. 7Y NHLLBIC 3%
A1 RITRAEE 5347
11. RHeEM% C. HERMBESNT
(Uncertainty)

One-way (Tornado H&¥r) , two-way @ deterministic SA H&Te,

12. MBRIHE

(Financial impact)

X. i@z L
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4) Liu S (2012)

|

-
= i

SiEH

Tl
[

Liu S, Cipriano LE, Holodniy M, Owens DK, Goldhaber-Fiebert JD.
New protease inhibitors for the treatment of chronic hepatitis C: a cost-effectiveness analysis.
Ann Intern Med. 2012;156(4):279-90. PMID: 22351713

(USA : Stanford Univ.)

2. HT DI

D. &0

(Perspective) Abstract 3 & U Model Parameter D—EDHIZFEHRH IN TV B2 DH  Cost I out-pocket expense % &p
D. D ( )
DZE %R (PeglFN+RVB)
3. Hine 0.New Protease FAEZE (Boceprevir+Telaprevir) &7 3% A (Universal triple therapy)
(Comparator) 0IL28B Iz J: ZD Polymorphosm(CC, TT, CT)@@‘/ \(ﬁ/f R)@C iy é 3 %"'ﬁ?ﬁﬁ %YE
IL-B28 Rz L HiAmEE BN
Non-CC : BHEATREOHFREVR) 30% TT(SVR) : 70%
ce (SVR) 70% TT(SVR): 90%
4. SRR A, BRBESH

(Type of Evaluation)

5. SRR

(Time Horizon)

A HEERERSINFICEET X B2 HOITRZA 6N D HIM

£ (lifetime)

6.0. BEEMT U NI LD ET
VA

B.RCT

RCT:

Fu7 7 —ERERE . 5 3EERARRQ originals PMID:
conference report,

Telaprevir+PR : ADVANCE

OVertex Pharmaceuticals. Telaprevir 375-mg Film-Coated Tablet for the Treatment of Genotype 1 Chronic
Hepatitis C. Antiviral Drugs Advisory Committee. Briefing Document (NDA 201-917). Silver Spring, MD:
U.S. Food and Drug Administration; 28 April 2011. Accessed at www.fda.gov/downloads
/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/AntiviralDrugsAdvisory
Committee/UCM252562.pdf on 3 November 2011.

OLevin J. Telaprevir in combination with peginterferon alfa-2a and ribavirin in genotype 1 HCV
treatment-nai've patients: final results of phase 3 ADVANCE study [conference report]. Presented at the
61st Annual Meeting of the American Association for the Study of Liver Diseases, Boston, 2 November
2010.

Boceprvir+PR : SPRINT-2 investigation

DOPoordad F, et al; SPRINT-2 Investigators. Boceprevir for untreated chronic HCV genotype 1 infection. N
Engl J Med. 2011;364:1195-206. [PMID: 21449783]

OMerck & Co. FDA Antiviral Drugs Advisory Committee Meeting. Boceprevir Capsules (NDA 202-258).
Briefing Document. Silver Spring, MD: U.S. Food and Drug Administration; 29 March 2011. Accessed at
www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/AntiviralDrugsAdvisory
Committee/UCM252343.pdf on 3 November 2011

PR: IDEAL

OMcHutchison JG, Lawitz EJ, Shiffman ML, Muir AJ, Galler GW, McCone J, et al; IDEAL Study Team.
Peginterferon alfa-2b or alfa-2a with ribavirin for treatment of hepatitis C infection. N Engl J Med.
2009;361:580-93. [PMID:19625712]

21449783, 21696307, 2 briefing documents , 1

6.0.1. BEERHIT U b ADOTE
5o A DO HET

C. Wk

BE EDEEZMEH RCT+FDA  Advisory Committee Meeting Briefing Document

6.1. TU MU AIEREDEER
(Selection of Outcome
Measure)

A QALY

ZOfE LT, FEREMITEL. TS, FBEORE) 27

6.2.1. ZHAREORIEFIE
(Measurement of Utility)

B. Mgtk

£45] QOL X Medical Expenditure Panel Survey 725, HCVIZ X 5 DIXLAT D 5 TR A 6
FO : Salmon JA et al. Cost-effectiveness of treatment for chronic hepatitis C infection in an evolving patient
population JAMA. 2003 Jul 9;290(2):228-37..PMID:12851278
51 : Wong JB, et al. Pretreatment evaluation of chronic hepatitis C: risks, benefits, and costs. JAMA. 1998
Dec 23-30;280(24):2088-93. PMID: 9875876 (Expert Panel Assessment)
F2-F4, decCir : Sherman Health values of patients with chronic hepatitis C infection Arch Intern Med.
2004 Nov 22;164(21):2377-82. PMID: 15557419
% : CRUBMATAEE 1264 U-Maker: RS, SG, TTO) #3CTix TTO ExHH
LT:McLernon Health-state utilities in liver disease: a systematic review Med Decis Making.
2008 Jul-Aug;28(4):582-92 Epub 2008 Apr 18. PMID : 18424560
(1966~2006 9 H & TOXEIE—30 FHILOEA): AL T TTOEEHA
HCC : Chong Health-state utilities and quality of life in hepatitis C patients.
2003 Mar;98(3):630-8 PMID: 12650799

(®£ : 193 AD C BUBMETEE RS, SG, HUI-3,EQ-5D, SF-36) 843X TIX SG %A

Am J Gastroenterol.

6.2.2. ZREORIER S
(Target Sample of Utility

A BE
C. ERBGRE
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Measurement)

6.2.2.1. HHET—F OHET

C. mx

McLernon ® SR ixftiE D & O &5 e
Chong X b hoo B

7.1. EFRIE O EM
(Unit cost for Measurement of
Cost)

C. =04t (commercial insurance claim data, whole prices )

FEEBIEEEREE (Age specific baseline health care cost : 35 ? out-of -pocket expense & &T¢)
Meara E. et al. Trends in medical spending by age, 1963-2000 Health Aff (Millwood). 2004
Jul-Aug;23(4):176-83. PMID:15318578

C BUBMEIF R OBHEL A T — VERE

+ Poret AWet. Al. Cost burden of illness for hepatitis C patients with employer-sponsored health
insurance. Dis Manag. 2002;5:95-107. G&3C2351) 9" : PubMed #3272 L)

+ Mitra D, Davis KL, Beam C, Medjedovic J, Rustgi V. Treatment patterns and adherence among patients
with chronic hepatitis C virus in a US managed care population. Value Health. 2010;13:479-86. PMID:
20102555

Commercial insurance claims data 7>5 D& H
C UGN R OB A T —VERE (SVR#)

Mitra D, Davis KL, Beam C, Medjedovic J, Rustgi V. Treatment patterns and adherence among patients
with chronic hepatitis C virus in a US managed care population. Value Health. 2010;13:479-86. PMID:
20102555

EFIF A : PeglFN+RBV : converted average wholesale prices to best prices by using conversion factor of
0.64, consistent with the Congressional Budget Office estimates.

Protease fHER

Pollack A. Second drug wins approval for treatment of hepatitis C. The New York Times. 23 May 2011:B2.

7.2. ERGREBREDT—F Y
— A (Data Source of Health
Care Resource Consumption)

D. BFE#HEL NV TOEERFHT — 4

7.2.1. BEBRWEET —% OH
BT

A BEOHESLDERES

7.3. JEEAEEERR
(Unrelated Health Care Cost)

A EEEERREEDR

7.4. EEERKROHEF T

(Estimation of Productivity | &En Wiz Bbhd,
Loss)
- NBSEARIEDB A X, fmEe L
B. Markov Model
8 SHTET L BAEET NV : ZEMORIENS SN BEFOE 7 £ 16
(Modeling) chronic hepatitis C infection in an evolving patient population. JAMA. 2003;290:228-3Salomon JA,
Weinstein MC, Hammitt JK, Goldie SJ. Cost-effectiveness of treatment for 7.  PMID: 12851278
9. El3| A EH, 7U NI AERETEEIL
(Discount) 30p/4E
A T RTEREESH
11, FREEH B. 2 &Itlor ZWIEIEEDH
(Uncz%tainty) C. MESHOBESIHT
12. BABEE X. @ L

(Financial impact)

FOfDIT AL B,

128 B guided response {2 & 55
BRI k, ABREFRE, REAZDLER, HEERA. BHERZCEEERBEFEENTWD, iz, ElE
HEEBRIIEINTVDN, EEEERIEENTVRWE S @ Societal ? ?
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7) Evidence Review Group Report commissioned by the NHS R&D HTA Programme on behalf
of NICE(2011)
Evidence Review Group Report commissioned by the NHS R&D HTA Programme on behalf of NICE
Telaprevir for the treatment of genotype 1 chronic hepatitis C 21 December 2011
] Jeremy Jones, Principal Research Fellow, SHTAC
S REIN Debbie Hartwell, Research Fellow, SHTAC
Louise Baxter, Research Fellow, SHTAC
Petra Harris, Research Fellow, SHTAC
(Perspective) NHS and PPS
3. Hikkte A, BHREB IS EERKINE
(Comparator) UK NHS T## A b5 REEE (PeglFN+RBV)
4. SIFEE A BRARST
(Type of Evaluation) SHEHSIE I QALY
5. SHTHARE A ¥FEREREMECEETIEE2 5L DN D HH
(Time Horizon) LSRRI A

6.0. BisREYT & b A EF LR

A VATZT 4y Ea—

FRIGEEE  ADVANCE

Jacobson IM, et.al. ADVANCE Study Team

Telaprevir for previously untreated chronic hepatitis C virus infection.

N Engl J Med. 2011 Jun 23;364(25):2405-16.  PMID: 21696307

BEVASE : REALIZE

Zeuzem S et.al.

Telaprevir for retreatment of HCV infection.

N Engl J Med. 2011 Jun 23;364(25):2417-28. doi: 10.1056/NEJMoa1013086.
PMID: 21696308

6.0.1. lEERHT ¥ by ap=eFr = |C R
DT B 3R S FRTZE
6.1. 7 A LHEIEDRER A QALY
(Selection of Outcome Measure) _
B. L

6.2.1. ZIREDRIETE
(Measurement of Utility)

EQ-5D IZ L W HIE (CHC zxt3 5 UKRCT 225)
Wright M, Health benefits of antiviral therapy for mild chronic hepatitis C: randomised controlled
trial and economic evaluation. Health Technol Assess. 2006 Jul;10(21):1-118, iii. PMID: 16750059

6.2.2. ZHREDRIESS
(Target Sample of Utility
Measurement)

A BE

Of the 196 cases (98 treatment, 98 controls) included in the mild hepatitis C RCT

6.2.2.1. ZRET —& OHFT

A BEBIZE

7.1, B RRIE D AR

(Unit cost for Measurement of Cost)

A, NTEAERE
B. EFRMBEICRT 2RMZ EHESICB T IEREREE L LI-EA

Health state cost: Shepherd were inflated to 2010 prices, using the Hospital and Community Health
Services (HCHS) inflation index

7.2. BRERHEERDOT —% Y —2A
(Data Source of Health Care
Resource Consumption)

B. BARRBREICRT DEMREE
C. BENRDRRBE
F. EfiREDOER

HRIR, WEDRE=FV UURA GRRREREED). BERERERA
Wright 512 & % Mild Hepatitis C study #*% (treatment, monitoring)
Health state cost: Hartwell Grischenko DBFFEHN 5

BEMER : EMEOER

7.2.1. BEFERRMEET —¥ OHET

A AEOHELLRRIAE

7.3. EEBEERE
(Unrelated Health Care Cost)

A FEEERELEDRV

7.4. EEWEREOHEE T

(Estimation of Productivity Loss)
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- AHEREOSRE

8. HHET NV B. Markov Model

(Modeling) Hartwell 5DETMICH E0&, BFE (BHAFL. Health economist) OFER & AN THELE
9. &5l A BA. TU N AERETEEIL

(Discount) 3.5%

A 1 IRTTEE ST
N C. FERHIRESHT
11. RrEEMH D. =0l (7Y AT

(Uncertainty) — -
—¥IT : Tornado  (TRTOEE)
PSAEH L HAIRHEBENPY A b 1ZE ALY (Majority) OEE

12. MBRIEE

(Financial impact) ThhThien
TOMD A b, Manufacture DR LTV 55 — & (TFEHIAREA,

122




A

T, LEa—OFLDELENTERTIZEEEE LREEDELE
(7)) 7 V=Ar=beTF R ETAT—#

MFE 6 IERkDY = ) #4715 CRIBMFK DOEREIRE Th > 7= Pegylated interferon &
Ribavirin & OFFREE (48 8/M) & HEEAT - ZENA ORI REERIFFEIZ OV TR,
ESOHFEITEBRAZ R Th 5B BARDHERITE TN TV, £, EERKO QOL
P SALTV DA, BN ORFRERAFSE Tid QOL FHlIX 41Ty,
X% 6 72 Telaprevir DEERRER

ADVANGE REALIZE G060-A6(EH)
Source ) O';' 1???;’1:\2] 4'\3‘;‘} " N Engl J Med. 2011;364:2417-28  J Hepatol. 2012 56:78-84
PubID 21696307 21696308 21827730
1095 Rx—naive patients 663 previsously no or partial 220 Rx—-naive patients
Samples response, or relapse patients for in Japan
initial treatment
Desi International multicenter International multicenter RCT multicenter open—label RCT
gn
RCT
(Phase Il manufacturer supported)
T12PR* PR(48W) T12PR36W T12PR36 PR(48W) T12RP24W  PR48W

Arms (12-36W) W(lead—-in)

N 363 361 266 264 133 126 63
Effectiveness

SVR 0.75 0.44 0.65 0.17 0.73 0.49

Relapse after VN 0.09 0.28 0.13 0.65 0.17 0.22
QoL™

before Rx 0.89 0.89 0.89 0.9

at 12W 0.72-0.76  0.77-0.79 0.72-0.76 0.76-0.81
Safety

Serious AE 0.09 0.07 0.12 0.05

Grade3 Rash 0.06 0.01 0.03 0.00 0.12 0.05

Anemia (<10g/dD 0.36 0.14 0.39 0.20 0.38 0.17

*T: Telaprevir P:Pegylated interferon, R: ribavirin

**EQ-5D IZ L5
(1) EBRCETLIT—%

Ishida H et. al.(Hepatol Res. 2004;28(3):125-136.) % X 1% Nakamura J. et.al. (Eur J
Gastroenterol Hepatol. 2007 ;19(9):733-9) D& FXI R 45T Tld. BHEFRE DI FIREIZ O
TiE, BEMRELIC L HIEERNRIGE Y — U b OEEEHRE, AREREIC OV, B
NTF—Z b 0EBIFEETHY . FLAEOHBERE D,

(7) FIAFRERET L (REHEBET LE) ORI

7)) MBI ARERET L
a. Bennett WG et.al. (Ann Intern Med. 1997 ;127(10):855-65.)
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ERCRREABMEAT R (BIE) . BMEATR (hEE) . IFEZE., IEREETEE (X - RS
PEREK - FFIERMIE 1 4R E - 24 H ., REBIE 1468 - 24F8). IFRiE. IFBHE

b. Kim Ret.al (Ann Intern Med. 1997 ;127(10):855-65.)
EFRRBABMEAT 22, PR, FEMRMEMERTREZ., ITFHIRRRE. T

c. Shepherd J et.al. (Health Technol Assess. 2007;11(11):1-205, iii.)
fERCREE: BMEAT R (BE) . BMEATR (PEE). FFEE. FEMREMEFEE. AFaE.
AR

A1) EAEEFRICBTHET NV
a. Hayashida et.al. (J Epidemiol. 2002 ;12(1):22-32)
(ERRIRAE - B IEATR, FFEEZE. AFAiRasE
b. Ishida H et.al.(Hepatol Res. 2004;28(3):125-136.)
FEIREE : Bennett WG & [A] Ui

@E

c. Nakamura J et.al.(Eur J Gastroenterol Hepatol. 2007 ;19(9):733-9).
fEEEIRRE 1@ MERTZ. AFREZES. FEMUEMEATEEZE., FFMiare

(=) ZOMoOBRESE
< SRFFELAMESE D FREMEIC DN T >

FREVFRETH I, BT —ZSUAEICOWTOLORED L W ILAEOE T —Z B34
BEThHY, SHBOFELEZD,

Preliminary 7252 1%, Ishida H 5D D03%H 5, (Ishida H,et. al. Cost-effectiveness of
telaprevir with peginterferon and ribavirin for treatment naive patients chronically infected

with HCV of genotype 1 in Japan. ISPOR Europe 2012 November 3 (Berlin) )

124



3) 12T E S
7. BEEHIC W T OERE
(7) 4

TROMNRE « BYEFAZEERKE (COPD) a3

TREESEA (SRR PR nE S EH SR 1 B ZE{H I A
FA4 ba vy AR 63%1
JKFn# Tiotropium ARY =8 | LRy b 2L o 220.20 H16.12

(RRFMERMEIa ) 5

A ERNT =T R
A BB Indacaterol FrFrA | B b 15%1 2L 139.60 H23.9
(BRI VEFINE B2 TR

PN AFa—LF )

R - TVTH B

o T R T : % 7
Fuvdrrz s | 7T FET oz | B 2L 219.00 H19.6

Salmeterol/fluticasone
(B2 HRYEE - MART &1 A F)

() HAfromE

BIEFAZEMEZE S (Chronic Obstructive Pulmonary Disease : COPD) & i3 &R 700
ZDWA L DEATHEDRETH Y . EHIFORFREEECEBEDOY: - KELZH D, TRJRRITE
ETHY ., KRB EMERENRH D, COPD 2L 2ETHEEITHAIZINT, £ 15000
NED, HEEBERILH00 FALUL2)LRE SN TEY | [REIREOBMEREMEMKE)
(D EFREE, FERK 1650 B & 2> T 5 3), Eio, HRTITK 2 & 1000 5 ADEE
BB LR EiL, COPDICRA%ETIE, VAT (FRIZEIXZ D) RS 570D AR
IRENRNEE, WO 10 M T 30%LL EHEMT 2 L FHISHTND 4),

B AR ER 2 [COPD W LIBRDT=d DA A R4 V5 3R 12X 5L 5), COPD 0%
WHIKEBHIROF EBLHER T 5 ERERE (A M X b —) TX-oTITH, BEDRERKRE
D/ ANEAT > T2 B IZRHIRNIZ N LTe 22RO KE L 1 kifEE (Forced Vital Capacity : FVC)
LB NFNEEREORNO 1 BEOEZHFEREL 1 HE (FEVD) LHATEY., ZOEEOE
{23 COPD OEEE KT 5, BEO FEVL EREARE - RtRo/EE (FEME) 2k
N BO%NRMOGERFTFEUL LB S, RERERAR=Y VK (FA e vh) b LI
B2 R (AT u—AoA v E AT a—)L) DL HDHNIZOELOHIC L HER
BLBELRD, £, BHEZRVETHBEIRARAT oA F (TAFHY YY) EOBMEERE
5,

N
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ERN TOARBEDORI 2 b RNEIS

BIEHN OAGRFFH 2 b IR EUTICE LD D,

B4

i
amp
B
&
B

RIERE

ARELE A
AT

AEY—,N2.5png
A<y b 60 %A

BIEREERE (BT
Xk, WEIE) ORIEMRZEE
PR ICED < FEIER OFEE

BE. BRACIZ1IE2BA (F
Fhrer¥UsELTsug) %21
B 1ERAZSTS

201041 A 20 A
20104 4 A 23 H

(AR T B0 ¥
v MELE)

A KU — Nk AR
B 7L 18pg

BIEAEARSR (BMHERE
XK, WRIE) OTERENE
BB EE S < IR OBIE,

1E 17N (FA ey
LELT18pg) #1H1EAE
HERAORARRBE (~NT o
~T—) BRAVWTEATS,

20044 10 B 22 H
20044 12 A 8 H

AT AR
J 7L 150 pug

BHEFREERESR (BHRE
Xk, WRE) OKERESE
EEICES S BAER ORME

BE, BRAIIZ1IE LI L
(A FHTFa—ne LT 150

ng) % 1A 1 EAFIEROBRA

ABREEZRVWTRATS

20114 7H1H
20114 9 H 12 H

7 K7 250
F 4 AH R

IEVEBAEMNIRE (BERE
XK - FKAE) DRIERORE
2 (RAAT oA FEAROE
EFREBIZLR A B2 RIEHI O
BERBLERER)

AT R=7 2507 « AH
A1TRA (FAATFu—LEL
TH50pg. ZNFHY 7 a et
VBT AT L L LT 250pg) &
1B 2ERAERET D,

20074 4 A 18 A
20074 6 A 8 A
(RAE X )

20094 1 A 21 H
(COPD D3@J&3EN)

A R R O KRR

(7) 5o HTA ¥ T DM
RFFMAEE SN TND bDIDNT, TROKRICE LD,
7)) FA bhr vy LARBSHAKTIY
HTA B85 | BEFMm FiE EROERN
BRDRESN (VAT a—), BRAHBEICENRD. L UEROMER
" WMARAT oA REREE, Ok | ICREESLE (Mg EoRELRD -
CADTH
(2010) BETOARBOVATF v | 3, AMEHE, WREE, AR, QOL,
1L Ea2—) FETEICEARL)
1) AVEITa—~ LA B
HTA B | R FiE EREOER
= BREBE/MEAH (P AFe—L | 1ABSETSngl T THIIZMDERRE
CADTH
(2012) 50pgl B 2 EICH~_ZETH D) TEFRPE B2 RINRER L RIBRICfE R AT e

126




" BRB/MESHT (VA AFo— 1 B#58 150 & L < 1% 300pg i COPD
PBAC
(2011) Ve TVFHY VEERIEFEIL) DIEEE L U CEHATHE

(1) ERNSOERER FHHATZE

PR LI DWW T T REDORERFUT Lo TRER X ER LT,

"COPD" 186
"COPD", "Indacaterol" 1
"COPD", "Tiotropium bromide hydrate" 0
NHS-EED
"COPD", "Tiotropium" 12
"COPD", "Salmeterol xinafoate" 0
"COPD", "Salmeterol xinafoate", "Fluticason" 10
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7)) WEAEZ= (2005)
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FEEH

FERTE =, /KA. BARICEITS COPD (BHAEERER) EREEL T4 by 2A0EERE.
PharmaMedica 2005;23(3):165-174.

2. WO

X, @B#e L

(Perspective) S B AL T b
A BLRESN D EEENTE
3. RS
(Comparator). FEAF MY LADERMSREA T U A, AT e—ABLORINOOEREZFERLRVER
TBIR D 4 BRI TLEER
PN A BEDRAN

(Type of Evaluation)

5. Sy

(Time Horizon)

B. 24, 54, 10 FEE OB % XE) o /8

1M Q34715 A)

6.0. BEEERIT U A ADTZET VR

B.RCT

Qostenbrink 65D A T VA TOBKRBROT —2 2w arzess N CUT, 7025 0) (1]
ICESWTEF R L

AFTRAHEE CHADT —Z2BNTY I a2 b—a 2T 7208, FREMOBITRE, AaBED
AR BIOWEROEECESICEL CRARAEZRBIILET — B RWed, 7V FETLT
FERENTWAEIEEFIA

6.0.1. BENT Y NALOZETVAD
HET

C. m¥

6.1. 77 b AFEEDOBR
(Selection of Outcome Measure)

B. QALY LS f8iE

HHSERE. Moderate IHERIM, SMEHEERHEK

6.2.1. DHAEDREFE X E#izl
(Measurement of Utility) _

6.2.2. ZAEDRIENE X. @R L
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Measurement) -

6.2.2.1. BRIEF— 5 DHFT X R#el

7.1. B FIBIED AT A IEfifE
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7.2. ERERHEREDT —F YV —A
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D. EFEMEL LV TOEESHT—4
F FMEOER

BEEEROAREET IHEOERER
FELRWBEOERBIIEMROERIC
BEZEMOERR IV TET LORK

COPD mat#E L BEREEORFLIOZEEEAL, Ak
ZOWEWRAT Y 2—NVEBEL, ThIZEWERR OHE
TENREVHERE

7.2.1. BEEEREET —F OHFT

A BEOHRESRFRES

7.3. EEEERE
(Unrelated Health Care Cost)

A FEEEREEZEDR

7.4, AEEMEROHER FIE

(Estimation of Productivity Loss)

Y ¥ LA

- NREREOSGE

8. SrET I

B. Markov Model

[IcESNW T a7EFTAEHEEL, COPDEEDO LY H BiREEL LT, GOLD Z£# X Y Moderate,

(Modeling) Severe, Very Severe ® 3 DDIREER EFH
Tz, O AERBEIT, BENRLE AR IRINR COPDEE L L, I ab—va VREBOLRER
DHFRRINE, NICE studyl3lic L 3 EZ AW
9. E&] X, @R L
(Discount) _
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