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X 85 fE % @ Public Summary Dcoument D]  (Telaprevir)

Telaprevir, tablet, 375 mg, Es}céva@

Public Summary Document

Product: Telaprevir, tablet, 375 mg, incivo®
Sponsor: Janssen-Cilag Ply Lid
Date of PBAC Consideration: harch 2012

4. Purpose of Application

The submission sought Section 100 (Highly Specialised Drugs Program) Private Hospital Authosity Required and Public Hospital Authority Required
(STREAMLINED) listings for the {freatment, in combination with peginterferon-alia and ribavirin, of chronic genotype 1 hepafitis C in a patient 18
years or older who has compensated liver disease and meefs certain criteria.

Highly Specialised Drugs are medicines for the freatment of clironic conditions, which, because of their clinical use or other special featurss, are
restricted te supply to public and private hospitals having access o appropriate specialist facilities.

| 2. Background
This was the second submission for telaprevir considered by the PBAC.

Atits November 2011 meeting, the PBAC rejecied an application seeking listing of telaprevir for treatment in combination with peginterferon-aifa and
ribavirin of patients aged 18 years or older with chronic hepatilis C who have failed fo respond to prior interferon based therapies {treatment
experienced patients) on the basis of uncertainty about the impact of the final product information resulting from the evaluation by the Therapeutics
Goods Administration (TGA} on all aspecls of the submission with resultant uncertain cost effectiveness and highly uncerfain utifisation.

The application to the November 2011 PBAC mesting was made under TGA/PBAC paraliel process provisions. No TGA documentation was
available at the fime of PBAC consideration in November 2011,

A copy of the Public Summany Document from the November 2011 meeting is available at
hitp:fonavee health.gov.aufintemetimainipublishing.nstContentipbac-psd-telaprevir-novtt

3. Registrotion Status
Tetaprevir was TGA registered on 6 March 2012 for the following incication;

Telaprevir, in combination with peginterferon alfa and ribavisin, is indicated for the treatment of genotype 1 chronic hepatitis C in agult patients with
compensated liver disease {including cirthosis):

- who are freatment naive;

- who have previously been t

d with in alfa {pegylatad or non pegyiated) alone or in combination with ribavirin, including relapsers, partial

%72, PBACoutcome & LT, TOFRRDOALZE L DE—BEHRMEEL TWDH D, ZHUTFERD
PBAC Meeting DFER & LT, BEDOEAIN Web ED—EFE (KE 86) BLUPDF 771 /L
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Decisions Not to Recommend, Subsequent Decisions Not to Recommend. Deferrals, Items
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RENTND,
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Interferon alfa (pegylated and
non-pegylated) and ribavirin for the
treatment of mild chronic hepatitis C:
a systernatic review and economic
evaluation

} Shepherd,’” | Jones,' D Harowell,' P Davidson,’
A Price’ and N Waugh®
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* Department of Public Heakh University of Aterdeen, UK

* Sercsapandrg nutkes

Executive summary
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Health Technology Assessment
NHS R&D HTA Programme
wwwhta.acuk
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NICE: HTA CADTH
Executive summary Executive summary
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Aim of the review

Methods
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Clinical effectiveness
Results
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Introduction
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Implications for other parties
Factors relevant to the NHS
Identifying disease
Referral and management
Budget and resource impact
Implementation
Clinical guidelines etc.
Discussion
Clinical effectiveness
Cost—effectiveness
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Conclusions
References
Appendix
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Conclusions
References

436



4, EREHEMET—IRN—RAATLOEBERDEREITREAOER

BE. BARICBWTIZERNTER X HTA - CEA 72 ¥ O EBEEIFE G R 2 28 LIS A 7T
BEELTWATF—ZR—ZAL AT AMIFELREWEEZ NS, £ I T, WA TORITEN D
FIZESNT, 5%, BRMOEBRZRTMT — 2 RXR—A V2T L BRI IBEEOEELLE
B,

(1) A—RHy—REEHER

L1 O BRI O FIRF RO ER BRI RIE A, & b IIRICmi 2 A RIERT 27
—ARE WANARBER=—ANHBEEZLNDN, FNDDI—R T —R L BEFIERE
EAULT B LLUTOLIRbDIZRD EEZLND,
o MEMLBMABRLERLTXIENTHV LN EAICERME 2 COFAE S 208 Axt
PR ED—RARIBFREBEZK LB D

o EHWN HTA BEROFMCHEAMEDORWVFRE ST —F N—ADEFICLY | ZOHDFE—E
B RBICRIT 2 EA Z & O BT BEANEA DR A - B AR L OmEs L OFHE 21T
IBRICIERT A, 2L, FHMEEBOREER (Policy maker) MBS THEILTE B1FH
EEELIZLO

o [E4} HTA BBICFENMTEEICUNE, Sz CEARRSIRO HTA LA — R OFFTE & 2 DNFIZ DOV THE
T HZ LT, BRTERS N HTA IZoWTOFEMOBICHE, 2&IcTad XL
D

» CRD =% CEARegistry ® X 9 IZEPS O CEA X° HTA LR — FOEFEFROFIEOBRR L
OWEFEHRZINE L, EENLRBELZITI & T, BEENRZERZITOLORbD

(2) T—ER—ZADERFREVDELGIRHBER

BIRD X HITHEEET AT —FR—2 2T A0 EIC LD BT ABHROHH. BLIO, #0
BHRHEOKRT, FRHTLIEEORE. TN DEEHEREHRICE L) AERSC2 X b
BREBRMNETH D,

1) BRIFMOFEE (his) :

ZOHFTBEN, HH W0, BN S DIEENTHLIEERZT, HE0iE, BESCK A2
EOT7TVTEO HTA F#e E LV RHRBEREEZDINEILOHETH D, ENOERER
B9 52 L OFARITBEARICEIT S HTA OFFMICE L CoiEEt, HD W0 IiE, HIETE o Bk i &
RBFRRENRD LR THD, LnL, 20O LI RENOEREZIERT2HEICE. BERSCOE
ZERFEEOEBEVW R CERRF OBV EPHERTEX 5 L0 REROIE LB R DL EEZ BN
%,

437



2) BRI NEREEAE (ME):

BéxT HERNA T, NHS =° CADTH 72 ¥ @ HTA LAR— b D X H iz, FESCHREAM 0@ A
B, BRNRTET VADNE L ZORER, BRAMNRIZONWTOFEL EORERR L, M
2% D HTA F— 20T o o RETR I TE 5 L 5 e flin 720 E COBFHREERHN 5 . CRD <° CEA
Registry 72 & O FECHEREROBEEL S NPE L SV OFRE TCOBREREZ N D, 4
B, AIEDL D 72 L VEEMRIERE TRET T, BRACKEEZMNEL TS,

3) BEFEROEE:

WSO HTA fFBIL B AFE L, BAFEICE D HTAR® CEA FREZ &R (LT 22 LB T5 2 &
DEEHEEZ OO, WITHHEL @J\E’Uié{fﬁ& SR MPMEERD, SOITHRERFEDA
YT AL HAE, RREOWMGEA T OLEND D,

4) BHIEHOH R (MR- 2F) OFIREtE

CRD <° CEA Registry OfF# % b & 121D HTA - CEA 1§ % B AR L TEEREZ 1305
BRI ONE LB, BRT 5 BEICIIARIER PO\ SHEE L 25 MRS Y . 20
L 5 I B IR b DT IR D B 2 AR S B8 5 e, (RIC, f55E, ENTO
FITA {40 28 58001 7= 72 EREHEEE O BB BMEIC IR S 3 & 5 IRIAAEIR L= & LTh, 80
W ECABTE 772 EOMYRORLEL Y | ZHICE>C. BETEAEEL BRI
BEREMEAE L, |

5) VAT LB LUV EHREROHBERE

T A NR—AVAT LD R EOMERFER, 77, BREMREEREL. IOITITHEOERESE
B2 ., #HFBEIHIL, BEEROPNBCREREICL > T, FOMELRA ANERB LU=
A RNEBRELTEMN TR 67220,

INHDOAFIZOWTHA BRRLREKIFERD 2 — A7 —2A|ITHT, B 91ITRT,

(8) T—ER—RVRATLEERBHRORERBGEIZONT

F=ER—AVAT HIEOFBER, =— XXV BRIFER OISO ER D08, EROICT
—ZDBGRAOT —F X~ WebETARL, TDOLTRHAZEDY 7 =X M- TRD H1F
WEMHLRRTDVRAT AEHICRD EZ A5, (KR 90)

BEkEIN7- HTA - CEA FHRZIES ABTAZLE2EBETAH L. TNLOLOEHREREL TS
W OFE 4 DR & [FERIC. HTA <° CEA ‘T%%EODTE@: RHE LT AR—F VA b BHDHWEMO
FEOR—Z VT A FO—EOFEHRE LT, BED PC REASAANVIRENO ST 7 EATES
Web(HTML)” 7 A V3 5\ ik, PDF 7 7 A LV CORENEE LN EEZBND, TORT, HE
LEE b oV A FBRERNTOERAEEGPLERBESRICOVTORREREBEL THD DA, ML
ENERSEFRESRGESH#ME (PMDA : http//www.pmda.go.jp/index.html) ®% A M TH 25,

438



RIS CILETERCERESS O EE 2 L biThh, ERGICHE L CEIES0EA, slEREREZ IR
RXE], HAWNE M Za—Tx—25]) OFRIZLY, BiFE X HTML, DTD, PDF 7 7 1
LT, $#%EFIZPDF 7 7 A VTHREEENTWD, 2D X 57 HTA IZh2b 2 FHiE. € O
BTN B LD ThoTh, M, 1o, A LY — RSN D Z L RBEROTET X
BELLTH, £, BRITHEO—OOEREL LTHEELELZOND,

M 90 EREMNEMT — & N—R VR T L0OH]  BBASCHRER 2 LORBEEFRRE~DT 7
ZADBEITIL. BT 72 AERABELRD,

F— 5B —

Tt F—3arsVv

439



ovy

Kz 91 BARR HTA 5 — & _— LIz WT o7 ——&

T—HRN—R a1—RH5—RA1 d1—RF5—R2 dA—R7—2R3 aA—R—R4
(r—R3E1FELIT2DHEH)
&M ERgSICET-—RIEE Sl0ERERICKVERNG ESHTAEBICEIT51E8RY  ENHTA/CEAEIRM BAREIC
WMHAAFR) DFEE ERELCSEDHTA/CEAZIT HICEMBINEORIVIERD K5EELERNHTA/CEANE
SERIZ, HAINEBERRERR FMR(BIVIEZTORERER) RICLIEHRORELERE
HTOSBEH/RELTER FEBL.BERREGENSE BRI TER
ELTER
IRERE
g ERNIZ#FHTSHTA-CEA EMRIZHITBHHTA-CEA ENDER(BANEEEIC BRI OHTA-CEA
BRI E-RXERESD)
HIE B NE—1ORB+ CRD# B VECEA RegistryL/X  CRD# AL MECEA Registryl ~
-HETAE -EHEA A ILDF—5 ILDT—4
- ELES R AT SHERIEFTURADSR +
PMRIETFUR TR R - R ERT—2(/8—2 1550
-ERRER ETILIEE 2OAE)
HAET—4
shAE
BiRHE-BR#EE
Byg|EE
-ERARMEER
HAK
RS
A%
E3l — kit —RHE-MRE-BATOH ERE-BERREE-IRE EfE-BURKRESE- (/33—
BT EEE 2HEEUIGBIIMRSE - TR
fiTEREEE)
3PN EREROEELCT—HERA EREROXZBLELTERE L ERT—20OEELTHAR
(IRB—22FTETHS)
HiFEEIXN & h & (FOER) =

ZREBEMOFIR K

DT HEME

BT —20OBRHIR O A AE
i

ESMER Y A S OHREE NS
DIEHIBHOFFEDOLEM

EISMERY AN OH RS
DIERBHOFEDOLEN +
BT — AN RHFIRO T

(=22 DA DIBE)




5. £&oH

BOECTOEREWFHE DT — & ~N— AL BT 572010, NI RT 2 REMRFEED
T = ~N— 252 HTA #%E. 5 VW IABEENEET 2 FHROMELTT o7, CRD X CEA
Registry 72 £ ® & 9 ICEP4S O HTA LR — +=° CEA 35X DINEZIT-> TWAH YA b TIE R
WEYRZEOEHEHR (HTA LAR— FD URL #51r) RFERLEDERL DFERZEEIESS
—BELTRRTDVAT Lo TV, —FH, HEEOAXV A, AFF, A—AMT VT
@ HTA BECARIEREN R L T D84 REREINGTHEE®R CIX, BESHRENELHEE
Lz HTA & 5% CEA 5 RICk 25Hfl L AR — & (i : NICE @ TA Guidance ®° ERG L 7R —
k. A—X +Z U 7 ® Public Summary Document) TiL., HFEZEDFHEMEIBSICRHASARE LN
DREROEBRE 2o TND BERB L M STz, NICE ®° CADTH 2251, Bk,
HIZIHE LIERL L7z HTA VAR— MZOWTH AR, MEFREE L TRV, £ OFEMRNEILIE
HICERZERE B L DN,

BAECRT 2 EREMNFMOT — & N— A2 EET HEIIE, WA EAEZSEICEDL 57
BEFRL NNV EBEEZRTOVAT LEBETLNE, TOENE=—XZHEICL, TOFH
FPEE &b ITEHRR A OBIR O ATREM- PR D o 2 N 2T TR FORDOMBFEHR I b5
AERZEO AR P2+ BERB L LTRET2LERD 5,

441



=g )
1. CRD EED (Economic Evaluation Database)[ZEFNA AR

ZA hV

EE

CRD ZER

TR AL O FEAY
AR
IWNRES
L% E

ik

SR

BENZ DN T DIER
REFHIZIR ., 2V HE
BhRFEIE

BRT—X
RHEEEM T (RS

R I R

® R

EE O
® CRD =AYb

> TARE

RIS T 4 v b
#H
SR HIE &R
fERmEe 2 A2 R
MBS (ARVI—)

AR IR IR

®

It
aff
4
R

PubMedID
JFZ @ URL
AT v 7 ZRR
MeSH
> TrEyva L EE
T —F N — 2Bk H
® L o— IR

e o

442



2. CRD:HTA IZ&FEN515HIEH

ZA ho

EE:

L a— RIREE -

5L -

EEORM ;.

EH DRt - HIWTIC AT 7R
7ryx2 ~ URL:

INAHTA #gkeF =y 7 U X |
AT w7 ARW

MeSH :

HiRR
Epl=—F

xth#E#E (Correspondence) DEFT :
Ty arvES:

T H = 2B ER

)

.
(=1

[l

p=iit

® 06 ¢ ©¢ ¢ 6 ©¢ ¢ o © 9 o6 © o o

443



3. CEA Registry [ZEFENAH1FHIEH (ArticlelD TEHEST)

® Article-Methods (CCik - H¥k) -

<>

SR T T SR PSP S

<>

Hi il

Jr ADIER

prevention stage

HREBSHR

ST OIT oI E

MEEE (AR ¥—) (funding)
A3 AT B Hi

DR ORR

EBRHEDFE (QALY) DFIV 5| &R
B R R ORE

B AL HT OTEER

ST OEETE O BRI

@ Cost-Effectiveness Ratios: (& Fx&hE )

&
&
&
<%

RBREM (VT I N—T%ETe)
/A (Intervention)

PR LR

B R R

® Utility Weights: (ZhAME T =1 k)

<>
<>

tEE (77U b ) RER
SR E

444



AR BBEN RN E BREER AT
(BB HEERT T 43

EREFE R 2 I L EREMARIED H 0 5T D485

RY 24 FEE AR EE
R% 25 4 (2013) & 3 A







