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% of households with catastrophic health spending total OOP health spending

®Germany (2009)
20.3% ®Denmark (2010)

#Poland (2010)

O OPNisIo OOPICTRHON oo Poland é ’ :I' J y ' V V'V
’ OOP/Inc>10% m l ) (‘_:-m lative ;"popq ation v;:-(d by mco’:e ) 10 m
IR ARREEUS A T IEERS) - SHEE (D 2006 R 2010 £EPHEF - FEETATIZNY

AR 2 FI8EHN (general practitioner, GPs) HEFEFIEE[EIEEN G
TTELER - Hprs=oREERER (PlInEFE 2/ VEZ —XKNA) T EERN
R BINEFBRZ I RBOLLCL FERETR MR EE 75 B E( “Pro poor”

BIEEE ST = A @ 50 5 2 nY B FRIREE - C1<0) F#{E ( “Pro rich”

BAEE A S R G5 5 A S oY B IGEE - CI>0) - 6P HERE BN iAgTas
REUR - EESORIGEHE - EEAIREME 5 R 2006 F8E » 2010 #
[FEARE  PREEORIGEEAME - (B IEEHETE - BHIREEEy © TERIM

il



FHEEEUTRE - RN HE - SERREEEER - e AR EHE A
seEfEERE - B EEBRENSRER K MBHtmiEs - EA
GMERTMIAERES - BRORE RIS > W SRS BRI P
S8 JKEAN SR (Horizontal inequities index) FIESHIEAS 2 &
1SRRG B A GIRIEHYER L > PR ERPREERER; - T B B A
BABUE A BURE » SCERE S SRR > TN B R I B AP
PP o S ] Z EERE

. #E . Joanna Lis EZ M 4HNEENE N RESEYETE - TR R EE
B FI4YML GDP HY 1.4% - (HEURF(EEIE 0.4% - HEEIEER 0.9% » HHFEEUR
HEEELERE AL 67% - RECHEZ & 5 1E5h > R A& 3,800 & » 75
LA BRI ALY 270 & B AUCAEME 240 BOTHI AR A S0 A -2 A (R
RAR) BN AR R4 TR E SR RN Z 28 -

Expenditure on pharmaceuticals as a share of GDP [2013 or nearest year 1

Private expenditure as a share of total burden on pharmaceutical

vvvvvv

PRI - A TAE AL (Ministry of Health, MoH) $F¥fEi 75 siiv<
NHEH R EEYETE - STEREESA =75 B AWSRIREENEZ T > H MoH
WIS EMEEYERE (S 1ist’ ) FIAJEHAVAERIESE © BE(finiH -
L BN G B = 75 B NRY s B M a0k - el o BB anIE -
PABSEERN » EFESIALS Tist’ HVEESLHUMER 7 &IE - DUORER DL
AetEE M > WL 2016-2025 FAYRCATZERIEEH] - 5—5IALS list” Y
@Eindtt 68 anTHE M 15 TP - EE AR 0% EIENIE MR 2E i B = B
Sy EIENIHT AR o STERTRE ¢ 2016 4F 9 HIEAEE 610 HEUT 5 GP

><1H1



B 5 LBy~ S 9 i 8 AR 26%: GP A N R A ¢4k BE R 7 fE ) 5
R T RGN (B9 A\ 2 GP B2 SRR 25% ; & &l &g =75
e NEREN IR - 9 ARERBERFNE PRI BEEREST
LAY BE T IS - A RIGHERESE -

. #fg = Axel Muehlbacher FEZSHHIFHEITEANIATTIR TS - HIARLF
HE ~ FERMERISCRAIG (efficiency frontiers, EF) % dfilA C AURF
SRIBEE R o SRR [E B R R I B BRI (Institute for
Quality and Efficiency in Health Care, IQWiG) £¥F EFs HYJ7 4T
AR M7+ AH EFs HEARBE HISS BT R BIBRERR B T BLE R
FEETPIE - A0 C BURT RAYIEHRE - i ELEHE peginterferontribavirin
AR BCERENME A Z St KRS — R AR &% (Direct-Acting
Antiviral ) EUARFRELRIZE 2808 o 38 DUREIRT EHE S E BT
ELEE - EfTERCRAIITE - WS H T A R A B S i T B PR - &5
ES NN

#" Treatment option :.r::l
o Normalised weighting | Degree of goal Part-worth Lo
Endpoints Ty data) N Banait A [Harvoni® (LDV4SOF) 8 Wks 2137.46
P
Probability of sustained vial response (SVR) (%) 10,00 88.66 886.60 B |Harvoni® (LDV+SOF) 12 Wks 2153.25
Tt n Viekirax®/Exviera®
Frequency of injection 232 100.00 232.00 € |(0BV/PTV/reDsv+-RBY) 12 wks | 213701
(no. of Interferon injections) . i ) D [Dakiinza® (DAC+SOF) 12 Wks | 1847.60
Therapy duration (weeks) 1,96 100.00 196.00 £ |Dakinza® (DACYSOF+RBV) 12 | 0™
Gastrointestinal symptoms (%)* Lid
- vme i 2,00 100.00 200.00 F  [Olysio® (SIM+PEG+RBV) 24 Wks | 1372.47
Anaemia (%) 2,77 98.16 271.90 G |sovaldi® (SOF+PEG+RBV) 12 1571.19
- - Wks
Skin reactions (%) 2,07 100.00 207.00 W |Victrelis* (BOC-PEGHRBVI 38 | 4.0
N Wks, 34 with BOC
Tiredness/lethargy (%) 0,78 79.82 62.26 | [incivo® ;lewzcensv; ETTN
Headaches 1,00 100.00 100.00 12 with TV
) |Peg-IFN-alfa-2a/ 2b/RBV 48 Wks| 268.73

st a0 MRS BFs HYRERR - HEAGEEE ZNRA N S - AL SIS (T
EREEN © EHAaRERELL EFs SMtER - BARMARGE LRV EAR(E - Al
FEERAERSEEEN  $Z8Em A Rettiis - (HERER I ML
. &Y BrianK. Solow 22/ 4H42EE]AY PBMs (Pharmacy Benefit Manager)
DUR H FHEERA ~ SRR - PMBs Bt B BEAERE - 1A R EIBEAT -
SERT - BRNIE BT VR BHEEYSIH, - ieftE TR ANy E
B - HSER EHA - BN (EEY) - PSR EE ARSI )T - i



IREWE R FHRVETES - B HARE 24y - BLBLERSRE T ~ [BHIEEHSE
BEFE IR AT ~ EE - TEeEMEFHE - e s iR - EETT
A4 T

How Does a PBM Work?
High-level Value Chain

HE ¥ PBMs ARV - BIEAREIROR IRERRE - WAV B
B~ AREIRMIESF RO TS © ARAER © IRIHER G RAET - e
Rl AR ~ TR TIPSR TR %885 - {H PBMs 1AL A% -
RS A AR B - BUAE © A FERVIEEEIRAR « o RHYENEY ~ B
BUBHIIREA T 2 BB A BN 225 - S5 51152 PBMls HURTRT SR 4 -
"R T BRI s < B HIETE 0 JBRE Y | AR G B TR s HEE
Al ~ VSRR ~ T E R RGEAL IRy ¢ RRE )
L~ ARUE 2 ERPRAE RIS A JTHY T A% FOEAL > SRIGRE IR (e Ry
SEYHEE R LS G AR - VSR B R A
PIREE 7 ¢ w51k BV IR B R RTREME - AR B Y E
RS A - R FRE R - | HFHEEMmATETZ (Concurrent
Drug Utilization Review, CDUR) &t&& : 5158 HHV A EAEFTIME & 1Y%
ab > DASCESESLIY 22 A BT e Pl ReCLAIM %
& BEilizrg REERE T ATRe e > BRI AR ~ SR R E
FEESE > ERE AR I DUEEHIR] > sin #Efa 8 R E B Gatils
2R R EFIR TR - BRI AR - IR e

R
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NEE - EREEHEEETNEES » ZAR%E 2013 F55 4 FHMHET 834
FE - BRI T4 81 HEMEZE - SEfEETEIELY 20 HERTT o HE
o 0 PR H AT PBMs Ari by TR - FHEHE 2016 FE5] 2025 A4 a5 A HEE
sFEREAIMEEEIEEY 6,540 (B30T » msEirimEi 24y 3,500 {357t -
rtertEflE Rk (Medicare Part D) 284349 2,570 fB2E7C -

— - Htt e R ERE
LR ARG FERE © e TSR (Issue Panels )~ TAEHS (Workshops ) »

ISPOR z#8 ( ISPOR Forum) DA ER{iThf2558%% (Podiums Research) 55 » RfEAN[EGHE
[EIRFAETT - (EREEMEE 20 AT SIS sl Ee s S i = > s altan T -

(—) HRZELARSH  WEFULRTAK | £ HIA - RFIREEERELRK
VT ?
HEERR  BIARKIES > ERRERNEE - NAE B R T8
FET 73 e F S A RS - (BT 2 PRk - A0 © A0 AT E s A H TR A
R IR A A FE LU AN B A R HUS- -l > 2R - TR ATE & FTREfUERAY
EMERE > AL HTA sHE R RAHZEFEAI AT - i AR M LS e S
L AFHE - B Al RE G M A M 2 - AT AT Rl - (ARSI
* (TERE A - R 2 SRR AT SRR A [F B AGHYIIR CE e ) -
SHRGHI NP (ERBBERGE) & 82 WARSEHIA HTA f£fHE L
TENERIUSRY > SR T AT S - (BRI S EAHRE > Rrhlie 2
RO
Aeta e R - e AR S 2 BLUE 6 B - 384 1
34 {EELZE ~ 53 {5 HTA B - G55REBUR - BHSIS BT 13 (i - 2ERyHE
FIEREEA 5 (E - SEERMREERE 2 (8 - 28T 0 E 5 EERR
eBEINAEARE - WA BEERRGE 3 - SRS 2N R DUR
Rl RRERHEAIREN 807 > 28000 KR8 HTA PR hH = B e
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&~ 8 (R DU R 2 BE e 2 MR TS - SEERE R MCDA 2 4 A
BLE R ETTR > AR L ERZ v DISHE HTA HYS R - At aE i
PASGERERY &AM - BT MCDA Beilefy 2Btk = 2K - 25 R 501y
55 [REBCEHATAAIAE HTA Taeat ~ BTRIE i MCDA

SRR BB EIEERIEN RS > AR ERER A IRILA
B WA R EZRHEHE NMrir A% 2% - BnHAloA e A e
{EEE IR TR SRR K i P 2 B IR IERE - SCH AR SR (R E) £%
AT BEEALRVEEE - W AR RS ZEGER - AL EETE L - MCDA &
RS e R A [RIAH R FIRHE LU RS B BALDA SRR SR A > Al
HEERTE ~ RrabbaEEIR ~ PRI - FEFENRE - WESEEHERY
AT SR EEEREAE TR oy WIS RE B BT TR - SRt RS B baY
fii © MCDA =] AR B AL 8L - B4 - 5/ n] 2264 ~ HiEsl MCDA HAEE - (R515 ~
B ALAYBEIE AT FR P A A B T S AP VB - i A T IR AR B R AT - IR
A4S & R B LA RIS - (HERA MCDA {57573 - W A& 2
BIARER > Whrgeat2 nl Ty )50 A& MCDA 23072 RAUATRZHAE - 48
Z MCDA Re#aiRe N fmir BALIHe a5 - SR ER A S HEhED -
B A REIRRT A

EEE s FEZN Rt e (immunoncology, 10) #im - Hf{HLE
e A8 - FrEiAvETa - AETRon > BET A DU EIRY Al - 2K
I 10 SR BERS 5% (Overall Survival, 0S) sPALAVAEREE © H AT BGHS
N R e - (B RIIFAE [ E R Pk - BB DR A
[FEHEGE © BT - LR LR (Time to Progression, TIP)
BCRAIT R RE 140G 2 (Palliative Performance Scale, PPS) #fig) » o]
Pl sy A REFEE © BRI & & HHERIB R R/ aRiEAE
sl ATRE A RIAFFEN R EE - (HH T E VBRI S LAY &
FIRAEANGRE - AEToR - I HEEENY T ARE 10 SfEHHIER G

X
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% 7 B AR A FESE A A 5

B S BRETEEE | w0=reos LS80 e
& t = follow-up time
WAL > m] DA ERERRE | S(t+a)=S'(t+a)m+(1-mS, ()] §* = background survival
« logL = ¥¥ d;logh(t) + XV, logS(t;) h* = background hazard
1E %§$1E£E@ﬁfb%7ﬁzﬁ ’ @ d = censored info
In a non-mixture model n = “cure” fraction
Tﬁ : E T%}\ D%ﬁ*&‘i‘ N 1@)}%?‘%% N h"==0and$" ==1 S, = “uncured” survival
=0

MR & - ARt TR

A Mgt ARAA

HTA BB 405 B RRKHVES - EFREHFWALLIR ?
MRS —fedEan - ZREBAYIR AR NS D - HTA B 2IRAVER - &0

= HERIREERAVEAE R, - NI RSV R B A A SESHE A
HFE - gttt REz(HEHE > —ERAEMAIE 8RS 7 UE THER
HUBSE - IR AR S RRRIRI e T - B TR K 2 BB NICE &5
SRR (Highly Specialised Technologies, HST) B AR
TEAtE BN Z B G a R AR I - A B e B ST AS A BRI RS A AL B el
(B A &L > RIS ELVERIEY » R AR T8 > B - A R RIE
ST RIS AR ~ 0 ARG VBRIV E - WSS Ry
[ eSS ARRRAEEAS -

AYR OISR THE ? EFIFRZEELT HTA sFENS ?
AR IIEEE S  CEEREA - B REYRRNISRAR (SERHLIS

FAZESLHY 27% ) - BAREEES AR 1.9% VRGN By 5. 5% PRI
G ARG AR D S HY TEASE 2020 47 BB Ry BRE 8 (BRI R E&4Y 334 (BEUT -

A= W) AE DT B fn o AE B L (5 K8 8 B8 N & SL g AU A (The Dental and
Pharmaceutical Benefits Agency, TLV) DAfIMEECAEE » ZFHIA A T2#
PR [ 288 S Y e FH B P A S 1T RlAS ER S » EEFIIF 2 AT iR EE 5] - R



FIRIFR A FEE HTHI AT e AT T 2 - LBV MR SE S FR2E HTA 16
SHES 2 BB TR - L NICE RIS hnan A S RHEGHE (Multiple
Technology Appraisal, MTA) > @& AV IAMEEE AR RAIE & ATRE - (EHE]
U1 Remicade » HAWHIAMEEE N - BhaR S EURERRET K AI R AR Al AR
> SR T E B R A LR 2 EA¥4HA(Clinical Commissioning Group, CCG)
BATRATHIITE - AEE N ARSI 20 & (Scottish Medicines
Consortium, SMC) HYRERIETT= - SMC R AR DM EE & 0 B TUAEAY > (R [E]

FEAUE HTA B THY T - B0 Type 1 2458 MR MM F) ~ [ e85 HTA
A~ IR A AU YA R B i e RS SNC R T R E &R
[ HTA B -

Comparator for
HTA

G

Same as Originator accepted Originator Etanercept/Adalimumab
originator by HTA and used (anticipated) in RA

2 Same as Originator accepted Standard of care ?
originator but not used

3 Same as Originator not Standard of care Infliximab in ulcerative colitis
originator recommended

a New Originator not Standard of care Anti-TNF licensed for rare
indication licensed musculoskeletal disease

5 License Originator not Standard of care Anti-TNF licensed earlier in
extension licensed treatment pathway

HA Type - SNC S HEILER sy ek marAh - Gl - Gabih Type 2 HIZELD
Ryl T HTA B > (EOREBAA > Type 3 VR E GIN R EFS AT DA EHRE
{EARE VAR A S LB R AE RIS > B0 AR SRR > AIPRSIIAGHE © 5
FAL TS ST HTA 5H(E > BT ERE AR E A (TR E - HTA (VRSN
TR EEAIAASR » DU HTA BB TE DLEARIY A EFTA TS -
REETHEEE TR - EYHOM SRS Sl - FEM D EEH T
s > BUES TS EREREEFZA T - BEE R FEBUEFRRDERS - 2
2020 £ - FFAEEAT 190 BTy IRV RIS s A - ER R A
DI gEm BRI S - HRTEA 22 (HELmE ABCER T > 2% EiTieRsths
to BRI RE G B A E - ARV - (&N mrEHAE
HOR > P EEE - A A ERYERL -



(L) CHETERANIRERAI B E i
o~ ERERE R HYEEE 57 H B S Y oo b B H At R &

(A0RIED - C B @AM e (VBT K ~ A E ARS8 2 4550 -
B ARBEREERIHERGS « ARG IR A W@ - BB ERK
B A EYE > B REERAECE R - BUT R 3 A& eI oe
RS -

Share of pharmaceutical expenditure in total health
expenditure (last available year)

Hungary 2011

g_ Serbia 2012,
o Bosnia and Herzegovina 2012,
- Lithuania 2012
i Slovakia 2011
[ Greece 2012
IS Latvia 2011
D Poland 2011
> Czech Republic 2011
‘S Romania 1998
Estonia 2013|
Slovenla 201 1
Malta 2013
Portugal 2011
@ Ireland 2011
o Spain 2011
o EU 2011
=1 Italy 2013
o France 2011
= Germany 2011
a—, Finland 2011
= Sweden 201 1 |
L) Austria 201 1 |
; United Kingdom 2008
Netherlands 201 1 ————————

Switzerland 2011
Luxembourg 2008
Norway 2013
Denmark 2012

T T T T T T T T 1
10 20 30 40

* Source: WHO Health For All European Database 2015
ERIIFIEEES ST > H 2013 2 2015 AR TS E R T E

=]

Indicator % Value
Total population 7265000
Prevalence of HCV 1,5% 108975
People diagnosed with HCV infection (unofficial data) 54488
Proportion of patients, diagnosed with chronic HCV infection, receiving
treatment (unofficial data) 1% 545
Proportion of patients with chronic HCV infection on antiviral treatment 37% 200
Patients with HCV 1a on antiviral treatment 10% 20
Patients with HCV 1b on antiviral treatment 90% 180
Patients with HCV 1a on antiviral treatment with cirrhosis 10
Patients with HCV 1b on antiviral treatment with cirrhosis 90

a1 e ARIBEAHTT - Wt HTHY C AP CIRR#&%(direct-acting antiviral
agent, DAA) - ICER {H (Cost Effectiveness Ratio EVASIZRME ) HEiA RN
FISEHY 3 £5% GDP REME » A2 A R LAY B EEHEHY ICER EEHEK - AR AR
Ib(Type Ib)FEETY [CER {E#R La {K; IFEHTEEN (2016 A5 A PDL(Positive
Drug List) > FHEIZ{EE(RIEFS (NHIF) 100%451 » ficik MAH (Marketing
Authorization Holder ) Wi/H A NHIF S EEHTHI(Hr11%HY ICER {E& (K ): 2016



3 H 1 il NAIF #R#2 EASLCEGHAT BT Feion & D155 IR 2 8eYa 55
SAAREIGNE HOV BELAYRTEEAE - DAA By Type 1 MY 1 SUGHHEE - {HIRAT
Ghfe (bSO METAVIR 03 M1 04 HYEE - 02 HUEE LHAERFARHL R BEME
> SHNAREEGEY DA BERZESE - A e B R E N =6 AR
TETEETIY 2018 FHFEEHTimaT - DAA FEELH T SASSR Kl A g » A FFHRET
9t o (5% (RIDFIEEAT GDP &Y 6,927 7T » ERPRR © 4EEER)
THEfEREERST o EE TN B B T ERUCABIZ » C FFHIREIRZREY 3-5% ° /&

BRI =5 0 44%% Type 1~ 37%5 Type 111~ 19%% Type 11> 60%LA L
RIS B3 an gl » s BT HOV BYFHBIAVE T2 » (R B S el o0, (NCDC)
B B 2015 FHIET B~ C BURF SRAVRITHEREREJTASES | ¢ HATE & DAA
FERZEIEEC > C FFHYEREARE A PR (R TR Ribavirin) » (HARGIAGLE

CRAGEYER B EaTREAVR(RIREEEYIER o (REMTE > 548
HERE A ATRERZ 16,000 27T - BRI AREAE > EE RN AR E
FIAEE REYAHEE M > BIR AR ATES | B aosmavieil - e sEs
MARFIEE T2 NEEESAT L AEMRSTRR ~ AIak ~ $E8E ~ &g S NS4 itk
JE o AHE RS BRI (T - 5B Y HOV - X BIRERIE ] BB A /e R TE
51~ BEH DAA G50 ~ REdmYITHIIHDERAVTHE - Reff{REEE - (5F : m3BfemmA
5 GDP &9 3,602 357¢ > ERIACR © 4EE R

(RERITER 3 - FAHRBRAT TSR B R T &

Total — 2.000.000 people diagnosed with HCV infection (2014)
People with HCV infection 5.000.000 (4,4%) 140
- acute HCV - age 20-29 years 120 | e
- chronic HCV - age 30-39 years . 1093, 1043 -
People with HCV requiring treatment 1.500.000 - 2.000.000 g B 904, g7 ey
Patients with HCV 1a 1,3% é © U e Ll
Patients with HCV 1b 52,5% - 55‘ ) .ﬁ;"“" ’ tuberculosis
Patients with HCV 2 7.3% I Sk
Patients with HCV 3a 38,9% " Y T VRPN
People with HCV receiving treatment ?50% 2000 2005 2007 2009 2010' 2011 2012 2013 2014

Data from the Ministry of Health of Russia, 14.12.2015

ste 3R o B OV BYEE ERANER B > HE S0 HIV > 4%
SEHT H AT EEAVE AR TB (Afidi% ) B2 M - HIV B2 E BT




HCV ERZLRIRRF - B M OB HOV $55 | HEURFI S & HHETH CHE
BRI BUIERS HRVRRR B GRE - HHYARE HCV BB - AL AR
trbe (HEERELEIE) EFRERTE (HEREIITHERE - SRR 109617
B# > & DA BIEERT) SZf - (HEAIBRR @R E G HIV B - BlE
OF HIV BV HCV o5 A R AL G RR e E( FEPRES Ban s ) RS TEE PR M EAS -

EakiE T {EBEE) AR A IRIUER | EEREEBUT T ERRR
a5 A AHEE » 05 8 S5 Hpm S RVRTAS - DAGE R seny ml it - 35

:%7—“ » HCV %{H&%,ﬁﬁ' DAA treatment options Year °f Includedin | Excluded
registration VEDL* from VEDL
E{’jﬁ;é %}‘i E[ i-jjl:[ Boceprevir 2013
Telaprevir 2012 2015 2016
Simeprevir 2014 2016
e 32
2015 E'zéx ﬁ_'_‘tt 2005 Daclatasvir 2015
" Paritaprevir/Ombitasvir /Ritonavir + Dasabuvir 2015
0 2
ﬁiie DDT 19. 7A ’ “\/\j 50 Asunaprevir 2015
Sofosbuvir 2016

PN O 4 L —

180 & A\ Ry [ & - #8418 6096 5% 20-30 BRAVET - HIV 3 RS HOV YEEEREY
33% % 59% » FIEFFFER NN > HOV BYSE LSRR S OFRIZL HIV M40 - DAA B A
TEZ BT UCEL 7 (ER &l  (HHA 2 (EEE5% 5 A% EIRY VEDL (Vital and
Essential Drug List Q0B ReAEAEEGEEL) o BHYEHE HOV IV RAS S TR
SRR - AFEE T C BFPET ABR HOV PRI USRI HE (S B 2= BEIR A
B RT R (FFRELAIRRE ) BVERIRE L HIRIE - EkbumRE aRE P
NERAS G ~ Sy B PUR E R R L~ W I EE I AR
HEFIES R E AR R EAERGE | C AR SRR RN G
BRI - (HAERE BT HOV ZEVnamny ABUiATR - BUN A4 B Cads
S ERTENGERETTEIGE: - ZRAER B~ C BUFFR DU AIDS BvEHTHEEE
EHIFE VEDL H - REE R S A B - (B ¢ (R&EHT A9 GDP 49 8,838 3%
T BERAOR ¢ EEER

(/") TAdaptive Pathways ; BARJRBHIATH: | BEHRBINEZNRGE  BREERE



ERTHIT B
wfi £ /07 4H ADAPT - SMART > 35 2 EMA s T e IV SEV R R ABIOM TS
P A TR RS E SR 7= 0aTEE > sxat&=H IMI &B) (Innovative Medicines
Initiative BXERRIFTEEEN 7Bt E - BEUHMBONME TEH &G
(European Federation of Pharmaceutical Industries, EFPIA) F:[E&/EAY
sTE 0 BTE 2008 FfER » T RAELHEBOT ) - ADAPT-SMART 5135 Ryfitiad
MHEATTE) - A T EAREENH mAERE - &R 7E =260 K TR
JEARS % T Adaptive Pathways, BATRELAP R - #EE#EE R AP (JRiHE
FEMEFZES adaptive licencing) 7E 2012 FHHHRE » 12— TEZ 4L ]
HHT = BT B IR T &3 4R T EOREE(L - A0AE 2014 52 EMA AT 1 AP 5155 -
AP &5 BRI BUR FE VRIS - T BB E R IR 2 Th R S42Y) -
HAIT R TEEAZ AL © IRFIABIAMRIZPIEA ~ (RIZ R IIBOR R R AR
T AR IR B T SR RSIR AR e B A S BB (randomized controlled
trial, RCT) AVEGHE - EMA EASERIIRIE T AP 090505 » Wi RBATEE P al
— oy o BIYEFFE AIMEE AP B LS LRGN ER S S e
5 T EEREUNE m] DUREBH SR VSR 111 HARE R BRI /572 - ADAPT - SMART HA &
BT =TS O BB AR " 55T MAPP(Medicines Adaptive Pathways
to Patients) HYJ5E ) I T IASRAVAIFRPEAINIRZE - HP B =TETEMA T
MEA DAfpBifESE. AP HYZE FHTE - {B MEA Al ZHRIA BE mfinesk - 1RA AR ECR
Btk - I - HATE DL AP #E ATTH5HYZE S > 17278 —(E B — - =] FHY MEA
THARIE By AP Fitaca iy - 5ERA A AT THVIRR - SEEE0 A  SEIET(ERI4E ()
BRI o AR - R EE B B R I A e — 2 IR &
T BRUEFREEB ARG - SR REEEMIIEIERE  UWAF
B MEA MEINEVTTBURA (FELIEIER/ DAER) - nIH IR AR R ESCER
FE#5E] MEA IR SUIESI A AT RERVAS SR RCIHIERY ek © EUFETHES M8 MEA 4521
&aT IS - M S A EE R S ARG ERE T WERE T EE -
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REM PSR - REEA RN EE - BEm NS @ETEEARHY
4 - (H S B E T HTA AR sl (Rl ] SRS iy 7R R Al i A (b s
WA T e s T (RAV RS - AR T ARIEER NI - EZ R R RETE
ENA FirER ] AP BT RS —(EREE & EESh > SR BaR NI sE R A A A B (S FR
B RS H B AL AR & > BB 2 RE I 8 ¥ T ZRE T A& (T HISEH]
%3 IMI ' ADAPT-SMART SR {EIETE] > 7 S REA UG HERE

AR BRI REEE T - BARR ? BEARNEE TFR
BEERRE AT SRR R o3 S 8 7 e 52 WA 381 o (ERUST A B  Y E B A E fAE

B SRS PERLUB LIRS Y R S - BT TTE > DURHTE H UL
ABIZR R R EAERE - SSBE AL NWRHRE - wEEERE (A5
Be ) ~ PERHE (AR ) - BRI AL BRI (WIEEIRACER) - RIS (W0
ARER) RITERE (AAE) & BRI RS EEENEE
BRERRY ~ 228 - MHERR - SETE - EREEESR (QL) - AD4E - &
FEERRCA ~ JFBEREERAVEE A - BB (ER R IR EFE S - WHO A jH HTA HYSEH
5 HTA FFC e S 2 SRR  HRBEBMTEES & » i &%
(N T TR T 28 1 1 2 S R R (5 Y HTA Y E R A RS A1 M A B 2R
P P R R A 9 A S R K

HaE DR sREO ] - sZEEIREE I HTA A TR RETAE AR - PHEEE
EYETES E MR R A B A BB - T BARZ B TS B R A Y
SEFSNTEETE A > SR T PEES A IV ER - B AT sREn 7
RTJTE 0 AE HTA 8157 » R ERE R BRI EUne tHTA &1F 5 ST(E R @by > Al
B SR HTA (MEETE - (KFETER HTA Rk G I B s sdss TE
SEHBARSETEE T - =R HTA B« B PG R 48 BeEs - vl DL
FR MRS HR AL HTA SRR LB RS s A A s R JRUR F R il A 3 ) » HTA
PR - STEEEEENVER - FEE MEA ZT L > SfEHEFREZE HTA



BEEAE - FilREAEdORSERIRERA S (RERER HTA i (REREA
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FEPEBCE AR s > R 5 LAPSBR(E IS S TE S SRR - (HIE R UORR B
(REBAE MBS - BN N EENREEE - ME R T REL e
FE HTA HUESR - WRERD ~ NREFEZE - DIHEHIER T S A S
& > HEPNERZ R B AR HTA BFEAY ILAF - (BB AR AT s | B AR
SHEATR - AREIEE A > NI ET 7 SO RS B TP R A B 2 AR 1 -
(et AR B A > HEEERIEGEE -

Aema BN 11 [HHEZREFVERTR - 5 ELURE R iR
WERNE - GFEEALAA - ERE AR RO RS - IRNZERZE - Al
BREEIENITE - FFAHSERER - HeEl s AT FTE A AR
BRI > SOE R R EE EERERAY - SE R aE ~ BRI A
B o st TR AR B T B RS AR EE L 38 TR AHRA SRt - #E1T
ZHMENTSE > BL Drummons AR ERAVEHLEER - pASERIAEE R A 2 5 A

S5 AT MR RHLSE R - R R E i o E B -
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FEEFLORSHER SR - BURDIEEETF - SOBER A & mE RIS ~ S
PESEIE Y R PRET RS 5 « BefB s DA rituximab Asfol > $2HH R » [ HTA 3F
flih Z ICER {H  FIICEH# F 8,704 57T/ QALY B %4 £ 11,056 3578/ QALY »
=R A GDP K 11,700 T BEHBIZR G - BSEIER (SERERS - (&
g ~ SCFRPREER -~ BIEA - (B E - SETERS) ETER R 2
BN LLE PR T % [CER {HRISEE 12,897 FEyt/ QALY « 487 » ASREER
SUERERS M - B[IEEE (BILfES |/ eER) - B8 (Bg/ AJ1) -~ wil) (M
B IHFEANR) ~ BfE (EABIR /485 ) ~ BRI TE RBUEHRRE 1 RRE -

A R AT G A TS DL A AT 2y TS - PR R - S
JE e 2 TR A S I AT RS (A ) S T A Y N AR T
AT RS H2EE S ER A TRER SR o S T aER
R mHNFESENY ICER ERMFRER (0 NAEE) - HE2E a s
& fEmESR - NP (AR #2 - RigeEEEE - EZE RS
HY=5 e nTEEAS PR RE - 10 Wel te &R HE2EIHY 14 EINE © EZE e E &N
R IR TEREME » DU ESEE SRR A E 720 LEAh » B IRFR S T3 %
B ARYEEE KA &g BREE TN E ICER E -

al. | Boulenger et al. Urdahl et al. 2006 | Antonanzas et al.
2005 2009
Trials and models Models Trials and models

model | with general and
ssssssssssss
42 general with 16 | 4 general questions | 2 critical factors
questions on with sub questions 6 of Boulenger
transferability 4 critical factors
8 factors

igh [0,0.5and1 | No explicit scorin g | Index with weights

Relatively easy to | Only four questions | Several elements of
use to answer

V) SFEAEENREREAVEESD - B2 THIESNE ?
HHETORNSRIERE RN E R (A AAVERENE KR 2P RTed -
ASEE R > ForsElh & EEL TEE fvEE > EF S ERET

DY TEE ) 2R - P SRR SRS L E (ACC/AHA) AERY

Level of Value

High value Better outcomes at lower cost or ICER <$50,000 per QALY gained
Intermediate value  $50,000 to <$150,000 per QALY gained

Low value 2$150,000 per QALY gained

Uncertain value Value examined but data are insufficient to draw a conclusion because of

no studies, low-quality studies, or prior studies that are no longer relevant
Not assessed Value not assessed by the writing committee



155 [HYEE R R EBEETHS - a5 ETE 1T InE RA A EES ErEo &
LIS &35 /QALY B 15 &35 /QALY » fE Ry ~ th ~ (REEAY 4R BFoR
BUERITENEHEN 2 - HEERARNIER IS REANERZ —
R RBRR AT R — A Y ER > BT RRBE S NS - SHINEREE
FEERYAS » TIRELER PR SUBREE R TP - SRR IR B S22 (ASCO) {2
N EREREARF YR > ISR ~ 331 ~ EIREVERAR ~ f0Ell ~ SRIaRE0
AE B F Ty (TR - HEIEZIEE R G (NCON) RIREESLATRCR -
7 ENRE ~ BRG] RIE - RHEESS T CNAED -

American Society of Clinical Oncology

Efficacy of Safety of Quality of Consistency of Affordability of

0 « » 100 Regimen/Agent Regimen/Agent Evidence Evidence Regimern/Agent

Clinical Benefit 5 Highy Effectv 5 Ll Towichy Quak Highly Consistent 5 Very Inexpensive
20 « » 20 4 300 4 n

5 5
4 4 Ma
Toxicity 3 AverageQuakty 3 MayBeConsstent 3 Moderately Expensive
2 2 N
1 1
Net Health

Expensive
Drug Price EXAMPLE  gyprolis / Reviimid / dexamethasone ~ Kyprolis
Benefit Score Monthl Therapy for previously rested mutiple myekoma  Therapy for previously ireated mukiple myeloma
Survival Curve 1

0 » 20
| H s
0« » 10
. Provider and ¢ | . |
Patient Review s B
0 < > 20 Comparison s ?
1 1
Quality of Life T3 S n - A

Palliation

Treatment Free Interval

- Has advanced and curative variants

PEAh - A AT RE - SRS E Y S5 F8% (MSK* Drug Abacus ) #Fo7 »
ICER R {EEHE/NHAYEEST ~ SREFE TS0 (THE MILKEN INSTITUTE) HUE
FARE (EERFE/NH (Patient -Perspective Value Framework, PPVF) fUEE5T55 »
EEEHEIEAH L EENTER - B C&HRENFREEEN - HEE
TERA E TR R E SRS - FE&RARIF e BB E N - FER IS4
ARG B AR - TSPOR HY%FHILAE/N4H (Special Task Force, STF) IEE
AR ST N S 4r R AT B — RGN - DUFROLasaRis (i A -

A DU A By O SR A B (B B eI 8%~ B > R A R L
RGN H e EAERRIRAS IR - W ARSI AR AR HAELLURR A B
BEE Ty - TN BB BT T A NN RE E Y E R EE Ry fn] » i H 22RE
T TEREAY R [ 5 IR A SRt IERERYEE D - A Re 2 R 8 E s N AR H
122 o i DU A EIAIEE R B A AR (DUT WA (FEE i a
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BB (TR (R ARk RIS R FR B AR B B (T -
TRRRIRIVR R JERIVAELU R AR RE Y - BRI T TR S AH A
SBREFPHYEEET » ERREERETRT - tRHR NS ERGTA » WARHHE A BY[EIEE -
R E - 2EERE - EH R ENERESORE SR -t ERE
% [ HE ) NEARESH > BIEETE T AR EREBNEY - BEREARE
Bo (GRHEHBESCIAFY ~ 9AGTERVERE - DUAHFEAE T =) » @Ik B
FILUE BB R R L 5 VA RO AESE

BHE T REIRE AT 2R E > HTA WS 2 T st e
HIs2 B R BB R AT © BE A BRI A HTA # R 5=  BgEEEE L
WP E 5 HTA PRI ERZ 2 - ot S "’ "
TR (L BRI :‘:f.f:‘f:":':::,:::.,i:::,:f:'‘::::::::f:‘::im,,.“.:.,cmw '
EE ST FE T TR TEITE ] ot rmmnton s s vty
HIPE B A= R ATAE © 5551 5 m—
FHFRONHRAEE SMC EERITHR B FIER KB 42281 (Patient and Clinician
Engagement, PACE) FYiAE » BER NICE 17 T FIK B A TERS R > i
KHVEEY) B R (Canadian Agency for Drugs and Technologies in

Health, CADTH) tfiHmEHYE RAAME /RSB —E T -

L]

BEREIMIER - BiREBEMRFIFERM AR ELAY A ATH ?
EfE A ER TR G " EEESS (Off-label) -FFATREARZAT - AR

M- RSBV ~ BIAHRE - S EIERVEED | K T 3N - B E R R R
Fr 172000 A - SEREREESMIEA > Eies 22 REZ=HR A\ B FE iy a1
T 2 BRESERA RS (18 2 A0feeses 2

HHETOR - YRR E RS S RATEREH IR - Mo ESER - B2
o oG B BT HY - At LISEE] FDA £F 1998 FA% AR SE R Bl > 29 (El&E 5



HA TEZAEHEELE - Hek 22 (B A RN EERE s 22 (%Y 144 &
WrEIERE - HA 59 EEER=EIE RN - A 85 [EEERREHRAY 5 MiE 85 &
ERR SR ESE - 60 (& 7] DA {F Rt ER R - (B 11 (B2 EIMEEHAY - ek
29 & H Ay AR, - 728 AN ERYRIE TP SE fn @& S plopaps A R B SRR - (i
T~ R R R AR - AL - it 2 S s E e B (s = 1 E VAl
DABARACARI TR » e ~ 25 - mREWNEmBESEBRE R © #4
R ERICE - RIS TR g 57 268 FEEYIH s B Er B E B RE 1Y
PR 5 SRR 111 WIS SR » A AR e
SRR AT G BERA 5 TR DI bl PRS- 4 B 21 5 2 i P AV BE e
Hirg DB maHA, (Eurordis) $T¥ILRETERTEEVFEE R - 12
e o EMA 1F 2012 FEZ3E Burordis #EATHRA > 17 255 (R[EIET » & 105 FEEE
mnAd Of f-label FZERVIFIE » 0HAE 90 EIERZ 5 2016 FFRVIREEF T 275 1,965
{AEIE - EEFHT - RSB RBRREEEEA Off- label FIZENER - ifiE
HEEEUTAENRE - F—2H = EFEES - & 15%1EEHERER
Off-label FHEERVRER - 25%HYBE WA EHEIMITE Of f-1abel FHEE 5
Teit = FRABHE - & 33% BB FRRAE Of f-label HEENFEARIERN » £ =72
= BEAHE—THRE BRI EAVELSE > DL 2012 4F Avastin FEMm7
TH R Off-1abel MIZEHVESEIARM AR - 1ERE 14 55 N B E R, - Hh—
gy 5 R AT HERIERREL - NIL » SRR - EERERBE AT
Off-label FHZEN} » WVRADUNTEEIEZ M EAHRI &N © £ ETERHIEZ ZIE
T iE Off-label FH&E - WHIHERAME (BREREGEANVER) S RinEE
L fESTE Off-label FHEEAVZEIHUE (BIADERIMRREGG 2R (exceptional
reimbursement list” )); IEEFEENVIEZTE - REFE [EIHYSE =/ Uy
ERIREES - A T ERIRE SR B RV
SHEET Ry o TESEERTEERY AT - 45 LL Of f-1abel J7=UMIZERY
AT - R R RAUSF Al g2 amiy Rl AT 5 HhAh - BT E » Off - label
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FIEEZ A5 AT RE & s A F A BT B EAVEDH > Off-1abel HIZERGHA
PHEFE RN > Off-label FHSEE & &I T BB ENEERGERERE - 1
ey o IKIRERARYHIRE - ZE P8 Off - 1abel SRR AR > 6/ V3G
1B (FralEson BV ) - B - B2 ERY T ## - BEEPRIGHRAYIGE - AlAe
HRITERT ~ ATRERYFHEERA ~ BAAY ) TR PR EY ~ R PR AT 2 R B L
LS - Mt 7 HCEAYERR - B WURBIRIE TSR 0T B ORME
ZS R BT B W R AR (a0 ¢ AT EREET - HEEHUBR SRS TSy
) M Of - label FHEEHETT B GeERVEHS © ISR ER =565 Of f - 1abel
FIEEH T A5 SRR AR SN T2 B - B iR E - RIELLEE
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BB BRI VRS ~ SOV AR S HIRIES -
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AR EREE EZ - HE RS AE 2 S BB EE H RipT Ak
BREVERE - B0 KRG LeHay LR ERE | B BN SRR R Al 4H Ak T RE A A T
BRAVRAEISUE 5 By - S8 HRigEyny i s BAUE R amEEYE HE (TFDA) - BIZirlz
SRR EERREERR > AT ERtMEAANESERESE T .0 (CDE) 75l
T TEE AR S ECE AL AT HTA 55 BT DA R [E] B0 73 B 5w Ll /M A 5 {2 )& CDE #Y HTA
INERIALIAR LA Feat S EE S - ELI B CDE N > $EEAYARE M R B R 22 ) <2 2]
M E PR - L0{AT A (L [FI B HTA R R 2 S HTRRAE © IEAh > HH5Y T IEBON R 45
ana | EANEERS - BIAIATME - AR - ATRIERIRE ) By o el RR B ATt SRy
AR > EYMEER Y, DA B R (E A RE L MBI R 2 IR i > SRR - 28T st [=IEx
AT SR FEIRE - R IR P B S P s B oeE T - SREGT 2 IR E AR IEHY - [F
BBt A REEE LI RIE  SERG 25 n] DABRE 7 S BEAVSE(E RS - DU B8 (R RS S R T
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Ay © 7€ InterQuality sTERTIEGAVALER | HYED Y > S5EI PMBs H RIFT#ATHIEIH



st WDURELEBRIFSH - FI40 : PMBs (Y " OFFHZESAY7ER% (Concurrent Drug
UtilizationReview, CDUR) &t - BAGVE{EIRIEEHEBERYE IR SEAE - Ak op B4 %L -
BIEABEY EEE - U2 » AR PMBs BYRGERT - RORDIARIKRIN A E - 2
TR TRYTEME FECZ BV - ATREETZELL PMBs MHIREEE ARAYHREK

BLoh > AR - SRR LAVEZ S - MCDA BT AT DABUR (R ERZ R A
WALEN SRS BNE &  WHEENEFSERINHITEESY - &8 B At s 7 iE
A% (immunoncology, 10) ZEMELMHALAN AR » B LAy J@atfs » AfLA
FEFREEALEF (Time to Progression, TTP) SW&BRIFT RRESI /3 8kat(tize (Palliative
Performance Scale, PPS) B » BrIUFEHIITH « HWINFEERFWALNIF - 26
ZEBEFRRLKNBEZEH 5 > HE NICE & HERMTeF(E (Highly Specialised
Technologies, HST) MYJT=CA] LARR (L5 » HAth - B0 @ A=WH DUMEEE S el 5HE - C
HHE -PEIONT SR BRI 75 38 » A B = A0l ReSO R RS AL 21 o R A BT %R -
QO St B A EE B A (E R - DUREFEEIME S S E SRS
TNERRFATE BB E S EECREHE /RS -

EIEREA & BRI ORI - (ERAERIR BRSNS HTA BVRRZEROER » &
B AT S RNy BRSSO 2R e 22 8 (ISPOR) » AR
H AR oK HLE S A BRSO 2T BRS » SR g E &R E 1 fRAE &R
B HTA 19772 ~ R igbioe » ATt ~ B R 2 - St
SRIE > NMHAESTRRENCAIBIE RS - AR 3 HTA AV R iR STl » &
EARNERFER B SN E G - DUHE B CRHIE S HTA (V8 F RSB R E 2
&8 H At S TR E %A% (immunoncology, 10) BESHIELNASE{E49 A MY RTE -
HENTERENERIVA P31 - ATCKE CDE INVEIRE SN > ik CDE sl s
BSNE RGBT » MBI AFHE TRE R e (immunoncology, 10) ZEmmiY4R
GRE > DUARETEREIR T EHERGIRILT - $RELE R AR EREEY) - B Al 2
PRV B A H R N S M R TR - 2850 B B 2 R RE S IR RS S L FH B A
SRR HEIESE R v AR IE U B A IR OF £ - labe ]l FHEEMIFHIMTHIRES » DUR (&
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