wAiaxeipiomn, EAeyxoc kat a§loAdynon
NG GAPHAKEVTIKI|G KAVOTOHIagy
IneEToeg, Zevodoyeio Spetses

H aéloAdynon tn¢ kawotopiog:
N OTTTLKN TNG EPEVVNTIKAC Bropnxaviog

‘EAeva AppeAidou
Market Access & Public Affairs Director, Sanofi



Nepiypoppa

TL elval kavotopia

Od€AN yLa TNV Kolvwvia KoL TNV oLkovouia

A&LoAOynon tn¢ KavoTopiog

Nopadelypato Evpwmailkwyv LOVIEAWVY

Yupdwviec eAeyxopevng eloodou / erpeplopol Tou Kivduvou (MEAS)
Value- based pricing (VBP) & Multiple Criteria Decision Analysis (MCDA)
To EAANVIKO ZUotnua - Epwtripata kot mpoBAnpatiopol



Kawotopia

Ta véa pappaka dtakpivovtal os (o) peillova kavotopka (breakthrough
innovation) ko (B) avéntikng kawvotoptiac (incremental innovation)

H koiwvotopia v tautiletal pe KABE tL VED, aAAA TIPOUTIOBETEL TNV LKAVOTTOLNON
OUYKEKPLULEVWV KPLTNPLWV TTOU TEKUNPLWVOLV TNV TpooTidepusvn aéla o€ oXEON
LLE TLC UTTAPXOUOEC LEBOSOUC KOl TIPAKTLKEC

Avaykn yla UTLOOTAPLEN TNG KAWVOTOMLAG LECW TNC EVOUVAUWONG TNG EPEUVOLC
KOl EMOMEVWCE NG Xpnpatodotnonc/amolnpiwonc Twv VEWV Beparmelwyv

TauTtoxpovn avaykn yla medapyio oToug otoxouc poapUaKeUTIKAC/
VOOOKOMELAKNC darmavng Kat tipnon npoimnoAoylopwy, Wlaitepa og nepltodouc
OLKOVOMLKAC Kpiong



Awafadpuion tng KovoTtouLog

Ratings of the level of innovation of new medicines

| zwoaoos | 2062007 | 2008 2009 | 200 | 20u | 2052

[Innnvatwe drug/real therapeutic 0 1 2 3 0 0 1 0 1 ]
advance
Offers an advantage over current
standards b 4 8 14 b 3 3 3 3
Possibly helpful 12 20 31 27 25 14 22 13 14
Minimal u.lln.lnal advantage/nothing a1 38 69 79 57 62 49 53 42
new to existing standards
Not acceptable — including safety 2 19 17 15 23 19 19 16 15
concerns
Judgment reserved — usually because of
insufficient data from clinical trials 4 2 8 3 2 ° 3 / 7/
Total 70 84 135 141 120 104 97 92 82

Mnyr: Access to new medicines in Europe: technical review of policy initiatives and opportunities for collaboration and research, WHO Regional Office for Europe,
March 2015, available at hetp://static diariomedico.com//docs/2015/04/01 fwho-medicines-report-2015_pdf

Prescrire Int., otoweia NaAAiag



MpootiOepevn Bepameutikn aéia

H aéloAoynon tn¢ amo Tig EBVIKEC apXEC MPOYUOTOTIOLETOL KOTA Bdon oTo
otadlo kaBoplopol Tiun¢ kot anolnpUiwonc Twv OKEVAOUATWY

Aev vdlotatal Kowocg oplopog os dleBvee eminedo

2TOL IEPLOOOTEPA KPATN-UEAN BAon cUYKPLONG ouvLoTA N BEATLOTN
vdlotapevn kot Stabgoun Beparneia

YuvuTttoAoyilovtal Kot AAAaL KpLTipla:
» AKGAUTITN LOTPLKN) QVAYKN — BEPATIEVTLKO KEVO
» NAeiKTNC KOOTOUC-OTMOTEAECUATLKOTNTOG
» Aodalela, eukoAla oTn XprAon
» ETintwon otov KpaTko tpoUmoAOYLOUO
» Opdava dapuaka, madlatplkn xpnon, enBapuvon amno tnv acbevela
» Tvwun twv aoBevwv (PROs, quality of life data) kat twv ¢ppovtiotwy



KaAvyn Oepameutikol Kevou

The pharmaceutical industry remains firmly committed to investing in
finding solutions to key unmet needs

Share of EMA Marketing Approvals o Share of EMA Marketing Approvals o
1995-2000 2007-2012
Cancer: 10% In_fectious_ _
gir:e(,-:gg::' [ Series "Columnl” Data Labels ] Dlﬁfﬁées. Sancer. 15%
3704 ! Cardiovascul

ar; 10%

Other ; 11%
Cardiovascul

- CMNS,; 7% ar; 15%
Other ; 16% Other NCD:
10%
Hormonal
Systems;
13% Musculo- CNS; 1%
skeletal, 7%
Other NCD; |
gog _ mmune Immune
S&L"f:&ﬂ%% System; 5% System; 6% ';s;’t’;%";'
11%
* Infectious Diseases dominating the overall * Cancer, NCDs and mental health on a rise
picture. NCDs emerging.
'I: .
epla HEALTH & GROWTH ¥42

Source: EMA (European Medicines Agency): Database (accessed 2013); AT. Kearney analysis




Yyelovouka opEAN

Life expectancy continues to improve today — and medicines usage
has made major contribution to recent advances

Contribution of innovative medicines to increase in life expectancy (2004-2009) .
Life Expectancy
(years) * From 2000 - 2009, an
77,0 4 improvement in  population

weighted mean life expectancy
at birth of 1.74 years was seen
across 30 OECD countries.

* [nnovative medicines are
estimated to have contributed to
73% of this improvement once
other factors are taken into
account (eg. income,
education, immunization,
reduction in risk factors, health
system access).

72,5 -
0 T : ;
2000 Other Contribution of 2009
Innovative
IMedicines
3
efpla HEALTH & GROWTH %* 15

Source: Lichtenberg, F: Pharmaceutical innovation and langevity growth in 30 developing OECD and high-income countries, 2000 - 2009 (2012)




Pharmaceutical innovation increased longevity in Greece

During the period 1995-2010, longevity (mean age at death) increased exactly 2.00 years in Greece. The
estimates indicate that 44% of this increase was due to the introduction of new drugs during the period 1992-
2007. In other words, pharmaceutical innovation increased longevity in Greece by .87 years during the period
1995-2010.

Mean age at death, Greece, 1995-2010

—Actual

76.0 /\/ 75.8
75.0

74.5 I I I I I I I
1995 1997 1999 2001 2003 2005 2007 2009

The impact of pharmaceutical innovation on longevity and hospitalization in Greece, 1995-2010; F. R. Lichtenberg; Presentation at the 9t
PanHellenic Congress on Management, Economics and Health Policy, Athens, December 2013



Pharmaceutical innovation reduced the number of hospital days in Greece
at an average annual rate of 2.2% during the period 2000-2008.

Millions of hospital days in Greece, 2000-2008

18

17 A /\/\
T~ \fﬁ
.5

I~
14ﬂ RN

14.0 13.9
—no pharma innovation (constant cum_nce4)

13

—actual

12 I I I I I I I |
2000 2001 2002 2003 2004 2005 2006 2007 2008

The impact of pharmaceutical innovation on longevity and hospitalization in Greece, 1995-2010; F. R. Lichtenberg; Presentation at the 9t
PanHellenic Congress on Management, Economics and Health Policy, Athens, December 2013 9



2UVELOPOPA TNG KOLVOTOMLOG OTNV OLKOVOMLOL

Industry continues to invest significantly in R&D, driving one of the
highest value added relative to other industries

Ranking of industrial sectors by overall R&D Value added vs. changes in RED intensity? e

intensity*
Pharmaceuticals & Biotechnology 15.1% 3,5% 1 )
Software & computer services = 3,0% A FrmEEELLE 2 .
Technology hardware & equipment § 2 5% Matar vehicles
Leisure goods S 2 0% - Other transport equipment
Health care equipment & services E_
Electronic & electrical equipment T 1,5% A
Automobiles & parts E 1,0% -
Aerospace & defence g 0.5% Chemicals excluding pharmaceuticals
All sectors T; ’ Aerospace
Chemicals e 0.0% 1
Industrial engineering £ -05% -
General industrials % 10% -
Fixed line telecomunnications L ! . o .
e = _159% - Radio, TV and communication eqmpment.
Banks -2 0% i i . i . i .

Oil & gas producers 5% 4% -3% 2% -1% 0% 1% 2% 3% 4%

0% 5% 10% 15% 20% R&D intensity gainf/loss (1995-20086)
R&D as percentage of netsales (2012) @ Gross output at market prices, 2007

Mote: R&D intensity gainfloss calculated as difference between average R&D intensity in 1995-2000 and 2001-2006

efpia




2uveloPhopaA TNG KOLVOTOUIOG TNV OLKOVOMLO

The industry’s clinical trial investment in Europe creates value at
multiple levels for healthcare systems

Clinical Trials Revenue Streams

Support Services
Medical

Laboratory Testing

Diagnostics

Medical Equipment

Purcha-

Other

Courier and Printing

IT/ Data Services

Translation Services

Transport and Lodging

Purcha-
sing

Sponsor /
Pharma Industry

Funding

Investigator

Fee

Site
Grants

!

F 3

Tax

'E"

Trial Execution

Y

AT T

Participation
Fees

Patients

Tax

Fees

!

E'________

Ethical Committee

Regulatory

Tax

P (R g S

State Budget

efpia

Source: PWC: Clinical Trials in Poland (2010)

HEALTH &8 EROWTH *1M




H cupBoAn tou kAadou otnv EOvik Owkovouia

l. 7,55 Swoek. €
® 38560z €

MpokahoUpevn
enidpaon .
H enibpoon amd mv ainon mg ZU UD?E.I.KI‘]
KOTOVOALIOT G WE OOTELETILO TWY r
o 2,18 Swosk. € HLoBuw kara prikog S ahucifag mg En lﬁp aaonh

- afiog mopaywyrg
‘Eppeon enibpaon

To aBpolopa tne
m:ﬁéﬂﬁﬁﬁiﬁﬂiﬂqmq E'Il.lEﬂr](;, él..ll..lEﬁn(;,
ﬁpu.u'rrlplﬁmmq ToU qmpuulchn‘mﬁ T[pﬂl({ﬂi[] 0 HEVNC
habou ot EEpiﬁ{uﬂEl‘lupufmyn & Eﬂiﬁpﬂ.ﬁﬂ(; {l'.l'[f) mv
SpaotnpotnTa Tou
DappakeuTiKoU

H enipoon omo TV TEpay iy Kol khabou
TNV EQIOPIN GupEEKEUTIKEY
TPOLOVIWY TNV EYYWPLE DLKOVOLLKL
GpOoTnpLOTT

® 1,52 Sioek. €

Aueon enibpaon

Mnyn: 10BE 2013, Owovo UKo como TUTIW LG TS meooywync kol SudBeanc
OpULOKEUTIKIOY PO TOVTWY OTnv SAANVLKD okovo pic

KaBe €1 mpootiBepevng atlac otnv mapaywyn Kat S1abeon ¢papUAKEUTIKWY POIOVIWY,
KATAANYEL O€:

v’ €2,6 mpooTBEpeVNC afiac HEoW TwV EUUECWV ETULSPAOEWV

v' €5,3 pootiBépevnc agiac ov cupreptAndBoUv Kat oL TIPOKANOUHEVEC ETUSPAOELG

12



H cupBoAn touv kKAadou otn dnpiovpyla
Bcoswv epyaociog

Apson enibpaon

NpokahoUpsvn enibpaon

O BEgElC EpyaoinG oW
OYETIOVTOL LE TNV aoénon tTne
KOTOVOAWONG

f* 31010

‘Eppeon snidpaocn

[ o

0L BEoELg Epyaoiog mou
UTOCTNPLLOVTOL OTNV OLKOVO o
Adyw g SpaoTnpuoTnTag tou
doppokeuTkoU kAdbou ot
Edhaba (Noapoywyn & Eunopia)

132.780

ZUVOAIKK)
enidpaon

Ov ouvoMkec BEoELG
EpyQoiag ou
unootnpiovraL ano TV
avdmuEn Tou
(Dappakeunikol khabou
otnv EMvaSo

H omooyoAnon mov abopd otnv
MOpay Wy KoL ERmopic
D OpUOKEUTLEWY TIOOLOVTU 0T
Huwpo

Mny: 10BE 2013, OKovoLLKD UToTUTW L0 TS Tiapaywyne kol SueBeanc

GUPPOKEUTLKWY TP TOVTWV OTRY EAAMVLKT OLKoVO Ll

KaBe B£on epyaciac otov kKAado
uTtootnpilel 2,5 BEoeLC Epyaoiag
HECW TWV EPPECTWV EMIOPATEWVY KOl
oxebov 6 Beoelc epyaciag cUVOALKA

H avaloyia twv anacxoAoUpevwy oTi¢ ELoaywylkEg Kat
Napaywylkéc oPHAKEUTIKEC ETILXELPNOELS Eival 50-50

13



AU¢non MopPAywyLKOTNTOC

Medicines offer an opportunity to reduce the cost of productivity loss
and disability by improving workforce health

. . COPD in selected European countries:
Avoidable Productivity Losses, U.S., 2023* % .
ty ’ ? % of GDP lost due to chronic diseaset
Disease Area % of GDP
30% -
Cancer s50p 24%
Hypertension 2l
15%
Mental
disorders 10%
. 5%
Diabetes
0%
Heart UK Metherlands Italy France Spain
disease

= Early Retirement
Pulmonary = Lim ited ability to work

conditions m Higher absentiseem than peers
Stroke 23% . .
. . . . . USS bn * Across Europe, a significant amount of
0 200 400 600 g0 joco people with chronic diseases had either
= Future Productivity losses gone |r_1t0 early retlr'eme:nt or were
= Productivity losses avoided contributing less than productive peers.
%
efpla HEALTH & GROWTH 36

Source: * Milken Institute: The EconomicBurden of Chronic Disease (2007): T Respiratorv Medicines Journal (2003)



Ta EpWTAMATA TWV MANPWTWV

Are we getting the best value
for the health care money
spent?




AVTEXOUV TOL CUCTMOTO UYELQG;

2015 DRUGS-TO-WATCH FORECAST SALES (US $ MILLIONS)

6000 == Opdive (nivolumahb)

=i Praluent (alirocumab)

—@=—| C7-£96 (sacubitril and valsartamn)

—@— |brance {palbociclity)

5000 —&— lumacaftor plus ivacaftor for cystic fibrosis

== \iekira Pak (veruprevir, ritonavir, ombitasvir and dasabuwvir)
evolocumab

== Gardasil 9

AQOQO =@ hrexpiprazole

E == Toujeo{new-formulation insulin glargine)
g —g— Cosenty= {(secukinumaks}
i=
v 3000
U
=1
(F4)
o
L+
Y 2000

1000

0}

2013 2014 2015 2016 2017 2018 2019

Year: actual sales data in 2013; forecast sales data from 2014

THOMSON REUTERS MARKET INSIGHT REPORT — 2015 DRUGS TO WATCH — Charlotte Jago — March 2015



E.E.: ETKPIOHKAN 19 NEA ©APMAKA

EToipra wvia Limourv TV S ima i r O oo

SAepaswvwea vees Bepaneiss — cupnepiiau favopsvou owis VEoU opuaEou yia
I wiSoo tou MNapeneooy Bpickovoo Sva BApo npry Jnouy oo S0 o My
ayopd, HETA TNV EYKpion mou edafoy and tny ENmpeonn mou Eupoasrnaiood
Crpyawviouod oppdsae yia ma MoappaxsunEd MNpoidvoa ywia Ao Bpaaornem
Xpron. Biaedrspa npokeman yia ta e50s pappaka: Praxbind (idarucizumal),
mns Boshringer Ingelheaim, ws eibnd oviboro yia o ovonnkoed pappaeo
Prada=a {(dabigatran etexilate), Entresto (sacubitril + Badocoprarn) s
Mowvartis y1a n SBcpansia Tns CUPRNTUPOuENS geoios Eapiiakns avendgpreios
HE pEmwpEvo Kldgopa efiadnons, Kyprolis {carfilzomibk) otns Amgen yia
aoeveis pe nod dandcdy pusEAwpo ey Sroiow N wWOoos SxXEl WMo orilaorsl
pEma T Afyn muddactow pios afldns Bepancias, Blincyto (blinatumomalb)
TNs Armmgen, yia n SBepansia tns ofsias Aeppofiocorhns Aowsopias, pe
QpvnmES o puwpdowpa defoebe tpeas (und aipeon eyxpron xukioqgpopias).
Enicons, o Cotellic (cobimetinib) s Roche y1a n Sepansia wow
pETooroTm ol pedowhpormns, o Genvoya {(elvitegravir £ cobicistat #
emtricitabine / tenofovir alafenamide) tns Gilead ywa ot Begpancsia ns
Aoipwins and tov HIW, o Nucala (penofizoupapnn) s GlaxoSmithkline
wia Tn Bepansia vouw aocbupauos, o Orkambi (lumacaftor S ivacaftor) Tns
“Wertex yia oy Kwonkn vowon, o Mumient {(Asfoveana 7 cappProsna)

s Impax Labs ya o Bepancio ons waoouw ou Parkinson, o lonsys
(parnmavaing ons Incline Therapeutics yio Tov JEISYEIpNTIKG Mowo, To -
Elocta {efmoroctocog alpha) ons Biogen ldec yviao v aipoppogeiia, o
Rawvicti {ylukepain oo toBoutupikod) mns Horizon Therapeutics yia o
Bepaneia wow Sromapaxdw tou Kuxdow tns oupias, toEbymect {dapagliflozin
§ peopoppivn) o Edistride (dapagliflozin) ns AstraZenaca yio tov edsyxo
Tou coExdgpou oo agipa os Safnurods vonow Il Enions, N Emgpont EvEKDInve
MEVIE YEWOONMUO pappaxa: Tnw apmmmpazonin s Accord Healthcare

yia ©n Sepansia Tns CRIZoMpEVENS Kal T mpSangn £ o e o T
povigkdny sneroobiow s Sanofikns Siomapaxns, o Ciambra (nepegpefiGn),
nepepefibn s Menarini kol nepeypefibn Hospira wan Medac yra on
Bepaneiao tow koxdonfous poocoSnfpooos TouU UNEZuscdnos KOl Donned
MPOMUEMEEEoU N UETOFUO G - Ep o U ol ol KOpEivol Tou MyED Lo
kol o Cinacalcet tns Mylan yrao v 8spancsio wouw unNnepnopaBupscelbrapod
Kl KOpEnOpaTos napaf@upeosiSols .

HealthDaily 29.9.2015



AfLoAoynon tnc KavoTopiaC

MpwTapPXLKOC 0TOXOC va TtpoodLloploTel n ‘afia’ (KALVIKF, OLKOVOULKA
n/Kal tPog¢ TNV Kowwvia) mou npocdidet Eva papuaKo

H évvola tng aélag eivon evpeia

Aladopetikol deiktec aflag kol oxeTIKA Baputnta avtwy (Bvnolpotnta
KOlL vVOoNpOoTNTA, AVETILOUUNTEC EVEPYELEC, OVEKTIKOTNTA,
doappakevTIKA pHopdn, 060¢ xopriynong, cupupnopdpwaon, EVKOALL
Xpnong, copapotnta tTnG vOoOouU, LATPLKN avaykKn, tototnta {wng,
TPOTLUNOELC TWV acBevwV KATT)



AlopOpPETIKEC SLaOTAOCELC TNG aiog

Throughout Europe medicines are only reimbursed if value can be
comprehensively proven across multiple dimensions

Countries with formal HTA systems in place* O

I Countries with formal HTA process for reimbursement in place

- Countries with no formal HTA process for reimbursement

efpia

Reimbursement criteria across countriest

Therapeutic
benefits

Patient
benefits

Cost-
effectiveness

Budget Impact

Innovative
Characteristics

Availability of therapeutic
alternatives

Equity
considerations

Public health
impact

R&D

[ Included in HTA process

HEALLTH & GROWTH %66

Source: * EFPIA; Role andimpact of Health Technology Assessment (2011); 7 Sorensen et al.: Ensuringvalue for money in health care (2009)




Atla yLa toLov;

1. improving the patient experience of care
(including quality and satisfaction);

Ability to contribute to the Triple Aim HC

2. improving the health of populations;
3. reducing the per capita cost of health care.
\ _J
PATIENT
» Effective treatment
« Early access PAYERS AND PROVIDERS

Effective treatment

Affordable

Little uncertainty

Easy to integrate into current organization
Improving disease management

Reducing other resotirce utilization
HC PROFESSIONAL
+ Effective treatment
+ Little uncertainty
)

+ Easy/manageable (minimal RMP

* Improving disease management

* Reducing workload

* Preserving professional fees

. Representing a professional opportunity

} (VY ¢ )

* Little uncertainty

+ Affordable co-payment
"« Convenient administration
/ *  Improving disease burden
g storing quality of life




AwadpopeTikéC HEB0SOL afLoAoyrioewv armnod touc opyavicpouc HTA

Hlustrative:

Budget impact

German Spain France . . e A Australia UK
e IQWIG/GBA RﬁENAS ;- |spc:|.|| / () Has - “ N aoaand @ PBAC % NICE
Regional Regional
HTAs Al ‘Q’ Canada % Scotland
USA P USA Belgium Al Norway CADTH SMC
PCOR] LN penmark 4”@ Portugal % Health ‘ ! KCE di' NOKC
WY DHVA & INFARMED Plans : ﬁ: Sweden  ““™ Netherlands
wr v -w ZIN
Comparative clinical effectiveness Cost-effectiveness analysis Cost-utility analysis
HTA/payer decisions are based mainly on HTA/payer decisions are based mainly on HTA/payer decisions are based on economic
added therapeutic value assessment economic value assessment, comparing value assessment, using the cost per QALY
(rating). In some countries, cost- clinical benefits vs treatment costs. In those utility analysis to measure the costs and the
effectiveness analysis may be applied on a countries, formal use of CEA (ICER) is a health benefits expressed in quality—adjusted
voluntary basis (i.e. does not explicitly mandatory requirement. -life-years (QALYSs). In some countries it is
influence decision-making) linked to an explicit or implicit threshold value.

|22



H aéloAoynon amattetl tekpunplwon

DOES IT WORK DOES IT WORK DOES IT CONTRIBUTE
IN CLINICAL TRIALS? IN CLINICAL PRACTICE? TOAMORE EFFICIENT

USE OF RESOURCES?

Value assessment and reimbursement/access
decisions needs to deal with

UNCERTAINTY

|23



AfLoAoynon tnc KavoTopiaC

To mAailolo a&loAoynoncg £xet aAAAEeL Spapatikd Ta TeEAeuTalila
10-15 xpovia: armno tnv aocdpaAela KoL TN SpACTIKOTNTA TWV
NPOLOVIWYV -> ATTOTEAECUOTLKOTNTO KoL OTTOOOTLKOTNTOL OF
OXEON LE TO KOOTO(

AmntoteAeopatikotnta: SUoKoAo va ekTlnBel otav Eva
KallvoUpLO TIPOTOV UTTOLVEL OTNV ayopd

Mpoocappootikn adetodotnon (EMA), taxeia €ykplon (FDA)
Abel0b0TNON UTIO OPOUC, LLE TNV TTPOOTITLKI) cUAAoyNC Real
World Evidence

Amtotipnon ¢ aélac Twv dapuakwy pe BAon otoLxeLa TTou
£XOUV CUAAEXOEL 0€ IPOYUATLKEC CUVONKEC



YUAAoyn edopevwy aéloAoynonc o OAo Tov KUKAO
(wNC¢ Tou Tpoiovtoc (9-12 ypovia)

Fig. 1. Activities to manage the entry of new medicines

Industrial drug development

[ Phase n Phase EMA approval Phase v

T N PERILAUNGH  POST-LAUNGH -

Critical
Priority Horizon drug
products ‘ scanning svaluation

Pricing and
ralmbursament
inchuding

“ appraising

ME#As

Postdaunch
activities including
obhssrvational
Foreaasting) studies, updated
building of Mn‘nt_.ll.ur_las.
registries; monitaring
oty Thdicmton ﬂgﬂlhslI::II‘nﬂ?}-d
indicato
quality indi rs el
disinvestment

[-— Initial evidence generation

Gatekeepers (national and regional)

—

Monitoring and evaluation

Source: adapted from Wettermark et al. {14); Malmstrom et al. (15); Godman et al. (16).



Early identification of product value drivers in the therapy area coupled with
adaptive pathways and early dialogues shape the evidence generation plan

Regulatory
Submission &

HTA appraisals LAUNCH

Focus on

regulatory RWD, big data
requirements & outcomes based
HTA advice |Analysis and On payer / HTA reimbursement:
Incorporatlo requirements: These will affect
n price over time
Clinical efficacy (renegotiations)

Clinical safety and

Phase lll start
Pre-
clinical

After 6-9 months

Identify value
drivers

HTA advice

initiation results

tolerability

Added therapeutic
value

Relative clinical
efficacy/ effectiveness
assessment

Adaptive licencing

POC: Proof of Concept



Akopa Eva epnodio otnv npocoon;




In 2014, access and time to market for new products was
still a problem for many EU markets

Average Time from Regulatory Approval to First Sales for All Products in Cohort

1.9- USA (42)
Only Germany and UK recorded new 3-: GERMANY (30)

products within the desired 120 days 3.9 UK (25)
AUSTRIA (23)

FINLAND (20)
NORWAY (20)
SWITZERLAND (16)
SWEDEN (21)
METHERLANDS (25)
IRELAND (24)
FRANCE (19)
HUNGARY (16)
POLAND (13)
SLOVAKIA (17)
CZECH (7)
PORTUGAL (24)
BELGIUM (25)
ITALY (23)

SPAIN (27)

RUSSIA (11)
ROMANIA (3)
GREECE (13)

Il ROE I EUs I USA

Many take more than 1 year
if ever ..

SCG London PEMA Conference 2015 — June 25-26 ims c_ﬂnsulting grD.Jp'



2UNPWVIECG ETILUEPLOMOU TOU KlvdUVOoU

Industry has shown willingness to develop flexible approaches
resulting in faster access and improved returns

Oncology Risk Sharing Schemes in Italy u
Benefits for the Payers Benefits for the Manufacturers
Average “savings” to payer of risk sharing per Drugs uptake time (in days) of oncology medicines
patient / average oncology therapy costs enrolled in risk sharing vs. others

% 1.0 7 —— Authorized without a risk-sharing agreement

50% - e = 0.9 1 —— Authorized with a risk-sharing agreement
S 0,8 1

40% E 0,7 -
S 0,6

30% - S 05 -
E‘“ 0.4 -

20% - & 0.3
2 0,2

10% 7% £ 0,1 1
E D,D T T T T T T T T T 1

0% - o 0 100 200 300 400 500 600 700 800 900
Min Savings Max Savings
Time to access (days)
* Improved economic terms for payers % More rapid market access for innovation
through risk-sharing
o
efpla HEALTH & ©ROWTH ¥* 1447

Source: AIFA;, AT. Kearney analysis



Value Based Pricing and the use of Multiple Criteria
Decision Analysis (MCDA)

Patient population size

Burden of lliness Seventy

Q)

AN

Unmet need

Efficacy/ Effectiveness

Therapeutic Impact Quality of life considerations

Safety and tolerability

Owerall Val
era aueij

Therapeutic classihication

Innovation Level *“Spill-over™

£

Secondary aspects

Public health/ other societal impact_

g8

Direct costs

Socioeconomic Impa{:t‘__?

vl

‘\Indlrect costs i
LS

Kanavos & Angelis, 2013



Conclusion

impliations for the way health markets operate, both onthesupplyand

demand side.
Implementing value-based health requiresa refocus, a mind-set shift that
begins with an acknowledgement that better patient outcomes should be the

| for any action nin . Thismeansu ng
evidence can support care pathways to provide greater efficacy, effidengyand,
ultimately, better quality healthcare forthe patient.

VW! will have profound and enduring



EmiBpaBevon tng KOLVOTOMIOG

‘Value for money’ (yia tou¢ mAnpwteg) # ‘Money for value’ (yia tnv epeuvntikn
Blopnyxavia)

H emuBpdBevon tng kovotopiag opeilel va avtikatomntpilel TNV MPooTOEpEVN
Oepanevtikiy aia

Mrmopel va Adfel Stadopec popdEc:

EMAVATIPOOSLOPLOUOC TNG TLUAG

TOU OYKOU

TWV KateLBuvTpLWV 08NyLwV Ttou Ba cupmeplAaBouv tn véa Beparmeia
AUEDN XPOVIKA TpOoBaon yLa Toug acBeveig

AN N NN

To amotéleopa pLag aéloAoynong nmpemel va AapBavel umon tig tdlaitepeg
OUVONRKEC pLag Xwpag, To SLaPopeTLKO CUCTNUA UYELOC KOL LATPLKA TIPAKTLKI), TLG
EKAOTOTE TIPOTEPOALOTNTEC TOU CUOTHUATOC UYELaC, TG Stadikaoileg TIHOAOYNnoNg
Kall armol{npuiwong ko toug StaBEoipouc opoug



EmiBpaBevon tng KOLVOTOMIOG

‘Eykaipn mpocBacn, aKOUN KoL LE EMLTAXUVON TNG eyKpLTIKNC Stadikaoiac (EMA, FDA)
MoAttikn vyeiag oe eBVikO eninedo: afloAdynon tng véag texvoloyiag (HTA)
Alkaln TipoAdynon Kat amolnuiwon: To cwoTto EaPUAKO YL TO CWOTO toIEVN

Mn optlovtia petpa, aAAd uLoBETnon epyaleiwv yla BEATioTn Xprion Twv papuakwyv
» KatevBuvtnpleg odnyiec (clinical guidelines)

OEPATTEVTIKA TIPWTOKOAAQL

Mntpwa acBevwyv kal acOevelwv

HAektpovikog pakehog aoBevi

JuvtayoypadLkd KivnTpo Kol KUPWOELG

Meploplopoi otn xprion — ¢itpa cuvtayoypadnong

YupPpwvieg OYKOU-TLUNCG / EMUEPLOMOU TOU KIVOUVOU

VV YV V VY V



Ta TpwTa BAMATA OIKOVOUIKNAS agloAoynong otnv EAAGda

EOHMEPIZ THZ KYBEPNHZEQ2

THZ EAAHNIKHZ AHMOKPATIAZ

TEYXOZ AEYTEPQ Ap. dikhou 2912

30 Ok Twpplou 2012

4. Ma v evrain Twv QAPUAKEUTIKWY TIPOTOVTWY OTOV
OeTikO Katdhoyo AaupBavovrtal unioyn dedopeva Tou
agopouUv OTNV ANMOTEAEOUATIKOTNTA, OTNV ao@dalsclaq,
OTNV MOoLOTNTA, OTN OXE£0N KOOTOUC-ATIOTEAECUATIKO-
TNTAC KAl OTIC EUPUTEPEC KOWVWVIKOOIKOVOUIKEC TOUC
OUVETIELEC. ZTOV KaTAAoyo mnepthaupdavovrtal 3oooAoyIKa
OXNUATA KAl CUOKEUAOIEC TIOU KAAUTIToOUV TN unviaia
Beparneia ) unormoAAamMAAaoia auTtne. ZTov KaTahoyo dev
nepthAauBavovTal ApUAKeEUTIKA TIPOoIOVTA TwV OTIolwvV
ol evOEelEEIC Bev KpiveTal OKOTIUO OTL TPEMEL VA KAAU-
@BoUv amnd TnVv KOoWwVIK ac@Aailon, onwc yia napad-




EOHMEPIZ THZ KYBEPNHZEQ2Z

THZ EAAHNIKHZ AHMOKPATIAZ

TEYXOZ AEYTEPQ Ap. dukhoy 2912
30 OxTwpplou 2012
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Ol OeTiKda AT TNV APUIOD LA SELDILKT)] ETIITOOTIN KATOO TLUOTRC,
VO KATATAYOUW PpAPMaAKa TTou pueTtTda tTrnyv 01012010 sits
éxﬂuu eyl us Enrl:ﬂxwéusun SDLADIK AT AT TOW
FDA M tTnv EMA, silTe ExOouv KQTaTAaysEil O KaTnyopoia
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DEepoATEUTIIKO OPaioc TOUuS AT TOuUS ODYWAWVLIOMOUS afil-
OMNOYTIOTC, KOLTTIOLW TIOU AQTIAQLITELTAL yida Ty KaTtTdAartaiEn
OTLS AV KATMNYOoPR e, ZTIC TIEOLTITOWOOELS AQuTeEg, ol KAK
UTTOBAMouv OTNV QO oS L1a Erduxn MowTolBaduua ErT oo 1ir
ETMIOTUMA UETAQP DOAUOUEWC O TO U ELQ TIOU Ao OSmWwIIOUW T
Awvow . H Evduxr ETuartportr] OUvaTaAl JUE AlTLOMAOYWTLLEWT] Aartd—
POACT) VA UMY AaAmTmodoew el TO OweETHSO ailiTrjpuc.

6. EriurpooeTta, DUvAaTAlL KATOTIW AQELoAOOYNOTIC ATiO TNw
ElEu-:;ﬁ Ermirpornr va swTraxweow TTIV KAQTNyopoia auTr)
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(NICE) TN AywaAadac., ZTmv TIEpIilMmTowor AuTr, utTtoBai-—
AETAL TIDOC AQELIOAOYTIOTN ATid TOV KATOXO T adsiac
KUKMAO PO IO alitMmor), M oo ia ouvodsJdsTAal ArtTid JueETa-




EOHMEPIZ THZ KYBEPNHZEQZ

THZ EAAHNIKHZ AHMOKPATIAZ

TEYXOE AEYTEPOQ Ap. OGMou 2543

10 OktwBpiou 2013

32 Kpimrhpoua SianmodayudTeauonc

H EmuTtpomm) AQmoayudaTEuonc duampayuaTteJdeTal Jue
TOUCS OUMMETEXOVTECS OTIC DLAdLIKACiec d1IanmpaAy llaTeuon g
BAOCEL OUYKEKDLUEVWY KOLTNPELlwy OTIwe, O YEW YO APKOCS
TIEOOOOLOPOUTIOCS, T KALVIKI] QMO TEASCOMATIKOTNTA, T T O-
OPpoPA Kal M CATNnon., N mowdTtTNTa, N moooTNnTA, TOo 8spa-
TIEUTLKO Oaeihoc, O OYKOS TIWANOTEWY, N PEpEYYUuadTNTA, N
SPAOCTIKOTNTA, N Ao Tia, SeEilKTNG UuysEilag K.ATL

3.3. Meoa viormoinonc

H Erurtpornrf dwanpayuartTsJdsTal uE Toug Uuuﬁﬂhhﬂus—
VOUC ‘l:{:ru E.OlMNY. Y. Euu‘ﬂ D L) WL Q0N 2

Zu u{pmvl.sq TIOU TID OK OO o el OTILIS
TIUES OTNV TIELITITWOoON UTIEDRBaocnc Twv TIWANOE wwv TTOu
EWOouv ouUpwvnOel TipoxkaTapBoMumad.

332 EMmpeEpllopold TOU KLIvSUw («risk sharing agree—)
mentss:)

ZUMpVIiES CUMMETOXNIC OTn Sadikaoia TN SIarmoay -
MATEVOoONG, AvVEEQPp TN TA ME TO TEAKO ArmoTEAsoua, Baoi-
COMEVOL OTMNV ATIOTEASOUATIKOTNTA KAl Armodoo TKOTNTA
TV UTIMOSOWOV KAL TWY TIoOTOVTWY TOoOUC, DEXYOVTAL K-
TITOIT)] ETIL TOWV TUYLOV TOUC.

3.3.3. EkxmTtwoslc («rebatess)

ZULpvIieES TIPOOCBETNC KALLIAQK O EVTIC STIWO TOOPTIC.
AVANOYA ME TO CUVOAMKGO OYKO THWANCTEWY TWV TID OOV TWW
TOUC T TIAQROXTIC TWY UTINMEECLOOW TOUC.




Mov BplokOpOoTE CHUEPD

MEexpLTwpO EXOUUE Ol KATOLO Bripatal a&LoAOYNoNG TNG TEXVOAoyilag uyelag,
aAAQ KUPLwC 0TO VOLLOBETIKO TAalioLo

* Edappolovtal opl{OvTLa LETPO TIEPLOPLOUOU TOU KOOTOUG UE Epdaon o€
eniotpodec (rebates), ekmtwoelg kat clawback -> n aéla tn¢ kawvotopuiac dev
avayvwpiletal, avtikivntpo yia tn Blopnyavia

*  OLOoUUPWVLIEC OYKOU-TIUAC & ETILUEPLOLLOU TOU KIvOUVOU avadEpovTal HEV OTN
vouoBeoia, aAAd paivetal 0Tl we pog tn duvatotnta epapuoyng Touc (cadec
nAaiolo, TexVIKES dampaypatevonc, eknaidevon, StafovAsuon e touc dopelg
KATL.), Tot cuoTtApota cUAoyn¢ dedopévwy & ta pntpwa acbevwy eipaote
OKOMN O€ TPWLHO oTAdLo



EpwtApata Kat mpoAnportiopot yia to EAANVIKO
2uoTnpa

ZtoyoL:

MARPNC, LOOTLUN KoL TTOLOTLKA TEPLBaAP N TwV aoPaALlopPEVWY AAAA KoL OCWV
anwAgoayv TNV AacPaALOTIKA LKOVOTNTA

Tripnon kAewotoL €triclou PO UTTIOAOYLOHOU GaPUAKEVTIKAC TEPLOaAYP NG
BEATLotn alomoinon twv StaBEoiuwy mopwv

OL edaplOlOUEVEC LEXPL ONEPO TEXVLKEC TILOAOYNONC Kol arolnpiwong
EXouV e€avtANoEeL Ta tepLOwpLa artodoonC ToUG

Aratteitat, Aowmtov, n dnuloupyia evog e€EAlYLEVOU CUOTHUOTOC
omo{r]utwor]q LE Baon TNV MPOooTIOENEVN asia Tou dmpual(ou otn dnuooLa
Uyela TG xwpaq Kal tn duvatotnta MANPWUNAG Ao ToV AoPAALOTIKO
OPYQAVLOUO

Eotioon otnv afloAoynon texvoAoywwv Vyeiog kol otn Baclopeévn He
amnodeielc atpikn, akoAovBwvtac ta Stebvr mpotuna



Epwtipata kot mpoBAnpatiopoi yia to EAANVIKO Zuotnua

Oa dnpuloupyrniooupe S1kO pac Aaiolo aéloAoynonc nf Ba Baolotolpe o YWPEC
avadopac; (my. 2/3 twv xwpwv, 12 xwpec pe anolnpiwon/HTA...)

Molog popéag Ba €xeL tnv evBULVN TNC aéloAdynong;

Tiovotnua B€EAOUE;

Mola peBodoloyia Ba akoloubriooupe; (AyyAlko, NAALKO, MEppaviko TpoTuTo...)
Mooo ypnyopa BEAoupe va epappocou e agloAoynaon Texvoloyiag vyeiag;

Mo OAa ta pappoka; H otadlakd, EEKlvwvTaC Ao Ta VEQ TTOU TIPOKELTAL VAL
geloaxOouv 0to eAANVIKO cUoTNUA,;



MNpolnoBcoelc

 Jadng Kaeoptouoq Kpttnpwov Kol oTa0epnC 6la6u<actaq a§LoAdynong (..
ocoBapotnta ™G vOOOU, avAykeg SNUOoLaC LYELOG, AMOTEAECUATIKOTNTA,
aodalela, olykplon He AANeC Bepareieg, emidpaon otov PoUTOAOYLOUO)

*  Emkowwvia kot consensus OAWV TwV eTaipwV (pPUBULOTIKEG apXEC, TANPWTEG,
dopcac HTA, watpoli, acBbeveic kat Blopunxavia)

* JUoTnUa cUAAOYNC ITpayUaTIKWV 6edopévmwy (emetepyaoia otolxeiwv
KMEZ/EONYY, puntpwa acBevwv kot aoBevelwv, nAekTpovikol dakeAoL vyeiag)

o E&EAMEN TwV Baoewv debopevwy og Loxupd epyaleia yia tnv ektipnon tng aélag
TwV GapUAKWY Kol TNV tapakoAouBnon epapuoyng eEELOLKEVUEVWY CUUPWVLWY

* Avuvatotnta Xpnong Twv HEAETWVY TapaTtAPnNong otnv afloAoynon TexvVoAloyLwv
UYELlag, He T xpnon tng Baong dedopEvwy TG NAEKTPOVIKAC cuvtayoypadnong

= ARoS0oTIKOTEPN XPRON TWV SLaBEoLUWVY MOpwWV



2uvoyilovtog

Mopd TIC AVNOUXLEC yLa TN BLWOLUOTNTO TOU CUCTAMOTOC UYELOC, UTIAPXEL
B£Anon armo 6Aouc yla mpoofaon otnv Kawvotopia Kot dikatn
sruBpapevon tne

H cuvepyaoia petaél OAwV TwV EUTTAEKOUEVWV POPEWV Elval amapaitntn
— ONMAVTLKA N GUMHETOXN TWV alcBevwv

Avaykn gvoc dtagavouc, otabepou kat tpoBAEP oL MAaLGiov yLa
TLHoAoynon/amnolnuiwon

H Blopnyavio w¢ cuvopIANTAC TNE TOALTELAC UTTOPEL VOl cUVELODEPEL OTN
Slapopdwon MPOTACEWV Kol OTOXEUUEVWY TTAPEUBACEWY LE OTOXO TNV
npooBaon otnv evoéedelypévn Oepareia yia tov KOs aacOevn, pe
ToTtoxpova odbEAN yLa TNV LYELQ, TNV KOWVWVLO KoL TNV OLKOVOLLLaL TNG
Xwpag

BEAtlotn Slaxeiplon Twv SLaBECLUWY TTOPWV yLa Eva BLwoLpo cuoTnua
UYEeLlaC — oTo EMiKeVTPO: TO 0eAOC TOU acBevi



EuxapioTw yia TnV TTPOCOXN OOG



