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Sacrifice beneficial innovation vs Win-Win for all!

Voltaire, 1778

“The art of medicine consists of amusing the
patient while nature cures the disease”

[oAITIK: vyeiag kal TTpooBacn aTnv Kaivorouia:
H @Bnvorepn kai euKoAOTEPN ETTIAOYN €ival va
Unv KQvouue Titrora. ..
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To éva akpo tng Juyaplag: H évvola tng pocPoaong

STRATEGIC OBJECTIVE 11

To ensure improved access, quality and use of medical products and technologies

Scope

Medical products mclude chemical and biological medicines; vaceines; blood and blood
products;, cells and tissues mostly of human ongin; biotechnology products; traditional
medicines and medical devices. Technologies include, among others, those for diagnostic
testing, imaging, and laboratory testing. The work undertaken under this strategic objective wll
focus on making access more equitable (as measured by availability, pnice and affordability) to
essential medical products and technologies of assured quality, safety, efhicacy and cost-
eftectiveness, and on therr sound and cost-eftective use. For the sound use of products and
technologies, work will focus on building appropriate regulatory systems, evidence-based
selection; information for prescribers and patients; appropriate diagnostic, clinical and surgical
procedures, vaccination policies, supply systems, dispensing and injection safety; and blood
transfusion. Information includes climical guidelines, independent product information and

ethical pmmntiun. Source: WHO Medium Term Strategic Plan 2008
-2013

————
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To dAAo akpo tng uyaplac: To KGOTOC Kat N BLwootnTa

Life-extending cancer drugs to be axed
by NHS

NHS England de-lists costly Kadcyla drug, among 16 others, in wake of
‘overspent’ Cancer Drugs Fund

KX Roche's cancer treatment Avastin could alse be removed from the paid-for NHS drugs list. Photograph:
Bloomberg//Getty Images

Takeda Pharmaceuticals International



O Zuyog: ASloAoynon Texvoloyiag Yyeiog

Economic evaluation
Risk Sharing

HTAS

Multiple Criteria Decision Analysis
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Anodaoeic MoAttikng Yyeiag ... LE TRV OMTIKA Tou AoBeviy ‘ g

To napadetyua tou noAAarnAoU HUeAwUaTocC otnv mopeia tn¢ avantuénc
TEXVOAOYLWV UyEioC

5-year relative survival®

o 50 L0 1971-76

S 42.6 08 1977-82

© 40 ' —— 1983-88

; _ —— 1989-94

= 29.5 g 067 —— 1994-00

» 30 25 1 2 —— 2001-06

0 » 0.44

c?j 20 0.9~

S 10 0.0 1 1 1 1 1 1 1
> 0O 20 40 60 80 100 120 140
w0 Time (months)

1975_1977 1990_1992 2002_2006 1. Kaya H, et al. Int ] Hematol 2012;95:64-70.
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4. Kumar SK, et al. Blood 2008;111:2516—20
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‘Epeuva kol avantuén;

Country

Latest update

Estonia
May 2011

Czech Republic
April 2011

Romania
April 2011

Slovakia
May 2011

Portugal
May 2011

Belgium
April 2011

Spain
May 2011

Italy
May 2011

France
May 2010

Slovenia
April 2011

Sweden
May 2011

Finland
May 2011

«avnoikn» mpocBaon

EFPIA patients’ WAIT indicator; Report 2011

Number of medicines included
% rates of total number within scope

100% = 66 new medicines

15 23%
23 35%
25 38%
4 5%
23 35%
31 43%
25 38%
33 50%
23 35%
20 30%
47 71%
30 45%

Average time elapsed between date of
EU MA and “accessibility” date
In number of days

848

Average for 3
550

458

Average for 11
426

412

371

352

347

316

283

272
Average for 29

248

H-0(8)
A-337 (22)

Country

Latest update

Greece
May 2011

The Netherlands
April 2011

Ireland
May 2011

Norway
May 2011

Switzerland
May 2010

Austria
May 2011

UK
April 2011

Denmark
April 2011

Source: EFPIA @ http://www.efpia.eu/documents/33/64/Market-Access-Delays

Number of medicines included
% rates of total number within scope

Average time elapsed between
date of EU MA and “accessibility”
date

100% = 66 new medicines In number of days

31 47% 214

40 61% 209

41 62% 186

H- 0(14)

A —282 (27)

27 68% 160

+

18 on individual H -0 (16)
basis p A —-379 (11)

N

'Q I I

e )"(\\UU\@ 140
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Y confidential (1)

YB - 253 (17)
NB — confidential (2)
RB — 164 (31)

37 86%

51

118
“available”

51 7% 116
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Mepwa «BiBAtoypadikd» epnodia npocBacng

Ta KupLOTEPA EUMOSLA YL TNV PAPHAKEUTLKN KOLVOTOMIOL

EMA Mark=ting
Astforic el

Source: Ades et al. Nov 2014
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ErtutAcov AsSoEVA KOl TTPOTAGCELC TTPOTEPALOTIOLNONC KOLL
K P C MPOTEP nong i ;
a€LoAOyNnon¢ ano to eEWTEPLKO

1. Proposed paradigm for drug development based on Sheiner's principles

To Learn and Confirm
New Drug Application/
Investigational Proof-of-  Transition Marketing Authorisation Application
New Drug Concept Zone Submission

el covn s
. M |

Optimize understanding to Optimize execution

maximize medical value l

benefit/risk likely benefit/risk is achieved

Source: C. McCabe et al. Ann Oncol 2008;20:403-412
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EmtunAéov AeSopéva Ko TTPOTAGELS TTPWLKNG
Takeda
MPOTEPALOTOINONG Kat TEALKNG at§LOAOYNONG Ao TO EEWTEPLKO

2. Use of PPPs — Source:http://www.efpia.eu/uploads/Modules/Documents/pac-
280214-ai6-al-differentiated-pricing-position-paper-final.pdf (accessed on 01102015)

3. Short and long term post marketing controls and RWD; Source: Grabowski Health
Care Financ Rev. 1982 Sep; 4(1): 75—-88

4. Conditional approval, risk sharing and biomarker use; Source: Eichler et al. Nature
Reviews Drug Discovery 7, 818-826 (October 2008)

5. PDPs are focused on developing new products to respond to health problems
prevalent in low and middle income settings Source: Wells et al.
2011 Mar 31;9:15.

6. High Quality Evidence based results Source: Schnipper et al. ASCO ahead of print June
2015 (Accessed 01102015)
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TAMEWA CUNMEPAOMOTO KOl CUVOYPN OVOYKWV

1" avaykn: Eykoipn npoocBacn

EU transparency directive 89/105/EEC

To cwoTo GAPUOKO, OTOV «OCWOTO» AcOEeVN KoL 0TO CWOTO KOOTOC Héoa o€ 30 nuéEpeG amo tnv EE €ykplon

2" avaykn: AéloAoynon TexvoAoyioac Yyeioc kot BLlwolpotnTto CUGTAUOTOC ArolnUiwonc

Qopéag ATY (ave€aptntog aAAd o€ cuvepyacia pe enttpornr) anolnuiwong) kot aflomoinon epnelpiag A/vong

Qapudakou EONYY

3" avaykn: Alayeiplon EwWc TV MEPALTEPW WPLUOVGH TOU CUGTALOTOC

Atadavng kat Sikain afloAoynon pe SLTto anotéeopa

A. éykalpn nmpoofBaon He oxeon nmpotepatomnoinong, B. TeAkny Antolnuiwon pe ATY

Mpotepatlomnoinon BeTkwg afloAoynUeEVWY BEPATEUTIKWY EVOAAAKTLKWY BACEL Unviaiou emntpentol opiou
Awahoyoc pe Blopnxavia kat risk sharing pe mpooupudpwvnuéva dedopéva os OAa ta otadla

Atexdiknon avénong KAE oplwv e£06wv xwpig petakuAlon damavwyv evoo/e€w-voookouELaKA
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MpotAoEelg ApeoNC SLaxeiplong HE 6TOXO TNV TPWLKN tpocBacn

AlEeon avayKn KOTAUEPLOMOU oplwv MpoUTtoAoyLopoU yia KAAU YN EKTAKTNG ELCAYWYNG KOLWVOTOUWVY
OYK and Oapuakeia EOMNYY Baoel otowxeiwv tpLetiog IOET kat EOD kat mpoBAePng emepxOUEVWY
NMEs

KaAun tng mpwipng mpooBaong kawvotopwv QYK anod e€okovopunaon pe xprnon véwv Mevoonuwv /
Blooposlbwv

‘EykpLlon pEylotng etiotag damavng yia kaAupn OYK wg mocooto tng cuvoAlkig damavng EONYY m.x. 2,5%
Ixedlaopog moAumapayovtikol scoring system dpeong npooBoaong

(Opdavo, Accelerated, Beparmeutiko kevo, Budget Impact vs tATC, .... even Cost of Event e.g. cost per PFS month,

cost per remission month, cost per fracture-lacking month...)

(Incremental 5-month Budget Impact* / 5)

EAA score= %o

Orphan f * Accelerated approvals f * scale of unmet need verified by 3 MoH KOL’s

Ta NMEs pe to xapnAotepo Seiktn kaAumTovtat MANpwE Ewg Ta 0pLa Tou 2,5% / 12unveg

t < EMA + 30 nuépzc

1. vs EOPYY’s tATC with M.S. signed off by 3MoH KOLs or guaranteed by pharma and if exceeded paid by clawback or both
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Npotaocelg mov ocuvodelouv tnv (Omoia) emiAeypévn pEBodo ATY

- Katdpynon 0Awv Twv EMITPOTIWV TEPALTEPW AELOAOYNONC AN Kol SatdaAwv

npooBaong

- Katapeplopog opiwv OYK pe mpoPAedn véwv Bepamelwv otov opilovta Kot TV
enopevn tpletia (Horizon Scanning using EMA submissions, CHMP, Industry R&D data

etc) — using any of the available TA gravity factors

7w PoOAog Y.Me. yta Noookopelakd Oapupaka o cuvepyaoia pe E.O.D. xwplc petakvAlon

damnavwv (IOET mapapével emloyn)
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Euyxapiotw!

«/\nuvog aiawv 1moAU
o QIATATN armacaiwv»
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