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H EupwTraikn (kail 01 uovo)

TTPAYHATIKOTNTA

 H T1payuaTikOTNTa TWV  TIEPIOPICUEVWY  TTAEOV
TTPOUTTOAOYICHWY OTO XWPEO TNG Uyeiag Kal €I0IKOTEPA
OTnN QOAPMAKEUTIKN OaTtravn, Mali PE TN ETTEPXOMEVN
uadiknn €icod0 KAIVOTOMWY KOl uywnAou KOOTOUCG
OKEUAOUATWY, €XEl TOTTOBETNOEI WnNAA TOV TTAXU TWV
TTPOCOOKIWV Kal TNG OlapuAacns TnS PlwaoluoTnTag,
TOO0 TWV @QOPUAKEUTIKWY ETAIPIWYV, OCO KOl TWwWV
OUCTNMATWY UYEIAC.



Good news for cancer treatment: ;o
Innovation in cancer drugs

At this rate our decade will add 67
new cancer drugs by 2020 !

Cornes P. Pictogram created from data in - Savage P. Development and economic trends In cancer therapeutic drugs: Analysis of
modem and historical treatment costs compared to the contemporary GDP per capita. J Clin Oncol 32, 2014 (suppl; abstr e17535)




H EupwTtraikn TpayuaTikotTnTa

O1 eTaipiec €Xouv avaBewproel Ta HOVTEAD UTTOOTHPIENS TWV TTPOIOVTWYV TOUG O€ OAEG TIC
@AOCEIC avATITUCNG (OAAG KAl JETA TNV £YKPION KAl KUKAOQOPIa TOUG)

Refining the Product Lifecycle to Integrate Value Management

K= ) e )

A A
Successful drug value management New Phase Il The new Value Dossier ~ New pricing & ..post-
endpoints anticipate covers multiple value reimbursement approval, real-
market access barriers  drivers strategies secure world data is
market access, but..  needed to

maintain access



Worth

the risk?

With downward pressure on healthcare
budgets globally, how can pharma and
payers work together to find equitable
ways to ensure patients gain access to
much-needed new medicines?




H EupwTtraikn TpayuaTikotnTa

 'ETOl, 0&v TIPOKAAEI EKTTANEN TO yeyovog, OTI
DapuaKEUTIKEC ETAIPIEC KAl TTANPWTEC KABovTal OAO Kal
TTI0O OUXVA OTO TPATTECI TWV dIATTPAYUATEUCEWY, VIO Va
YEIPOUV TN TTAACTIYYA TNG OIAVONNG TWV TTOPWV TTPOC
oTn OIKI TOUG KaTEUBUVON O KaBEvag

[TapOAa autd, TO TOTTIO TWV JIATTPAYMATEUCEWY Kal TNG
armolnuiwon¢  (ouvexiCel  va)  €ival UAAAovV
adIEUKPIVIOTO, UN EVAPMOVIOPEVO, QVTIPATIKO KOl N
OlApaVvO.



Available online at www.sciencedirect.com

ScienceDirect

ELSEVIER journal homepage: www.elsevier.com/locate/jval

Variation in Health Technology Assessment and
Reimbursement Processes in Europe

Ronald L Akehurst, BSc, DSc*?+, Eric Abadie, MD, MBA®, Noél Renaudin®, Frangois Sarkozy, MD’
'BresMed Health Solutions Ltd., Sheffield, UK; 2University of Sheffield, Sheffield, UK; *Cardiology Division, Ambroise Paré Hospital,

Drrie Eranco: MWomhro du Canceil d’adminictrotinn de PADUD (HAnitnuy de Paricl Mowhro du Crncoil A’adwminictratinn de 'InCo

Key process differences among the selected countries.

Country Agency Published Published Agency Formal | Discussions | Legally binding
guidelines timeline for both initiates appeal on price” [9] decisions for
to support HTA and submission  process reimbursement
submission reimbursement [9] [9] [9]

[19] decisions {mo)
[19]

England NICE Yes Yes (6) Yes Yes Yes Yes

France HAS Yes Yes (6) No Yes No Yes

Germany IQWIiG, Yes Yes (12) No No No No

G-BA

Italy AIFA No Yes (12) No Yes Yes Yes

Poland AOTM Yes Yes (3-6) No Yes Yes No

Spain AEMPS No Yes (12) Yes Yes No Yes

Sweden TLV Yes Yes (4) No Yes Yes Yes

The Netherlands ZINL Yes Yes (6) No No No No

AEMPS, Agencia Espafiola del Medicamento Y Productos Sanitarios; AIFA, Agenzia Italiana del Farmaco; AOTM, Agencja Oceny Technologii
Medycznych; G-BA, Gemeinsame Bundesausschuss; HAS, Haute Autorité de Santé; HTA, health technology assessment; IQWiG, Institut fiir
Qualitdt und Wirtschaftlichkeit im Gesundheitswesen; NICE, National Institute for Health and Care Excellence; TLV, Tandwvards-och
likemedelsformansverket: ZINL, Zorginstituut Nederand.

* Price negotiation as part of the reimbursement decision-making process, undertaken either by an agency or by an expert committee.




[TpocTOIpaTia yia OAQ TA EVOEXOUEVA. ..

Cost-benefit analysis of different strategies to maximize revenue
in a reference pricing environment

Decreasing attractiveness

Delaying launch Launching ata
unul after a high higher price Mot launching at
prced reference outside the low price
country reimbursement
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Source: Delphi Pharma Reuters Business Insight
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H EupwTtraikn TpayuaTikotnTa

* Kal evw 0Ol PapUOKEUTIKEC ETAIPIEC EXOUV TTAOUCIA Kal
LaKPOXPOoVN EUTTEIpIO Kal TwV OIadIKAOIWY Kal TwV
OUVATOTATWY TOUG O€ HIa TETOIA dladikaaid.........

............ Ol OIATTPAYUATEUCEIC UAAAOV ATTOTEAOUV
IO «TOTTIKN» OoKIpaoia HE IOIATEPOTNTEG, VI TIC
OTTOIEC Ol (PAPUAKEUTIKEC ETAIPIEGC E£XOUV TTEPIOPIOUEVOUC
TTOPOUC YIa VA TIC UTTOOTNPICOUV OE OANn TN YyKAUA TOU
XOPTOQPUAOKIOU TwWV BEPATTEUTIKWY TTPOIOVTWY TOUC.




H Aladikagoia Tn¢ AlaTTpayuaTeuong

1. TaTi dlaTTPpaAYUATEUOUAOTE



107 AIOTTPAYUOTEUOUOOTE;

e AIQTTPAYUOTEUOUAOTE VIO VO >
, ’ . @ xﬂﬂieaﬁ;
AUoOUE Eva TTPORANUa | win \win 2/
’ ’ ’ ’ You lose You win
avapeca o€ OUO0 | TTEPIOCOTEPA N
uEPN, AAAQ Kal yia va
SONUIOUPYNOOUNE £va VEO KOIVO You lose .
uoTif3o (To1T0), TO OTTOI0 AYOPa Py W
T JEPN QUTA.



107 AIOTTPAYUOTEUOUOOTE;

* [10 va TTAPOUNE AUTO TTOU

BEAoupE
’ ~ O Gﬂiea@
* Na BonBrjooupe (kar) aAAoug va = | win %
TTGPOUV QUTO TTOU BEAOUV T
* Na dlatnprooupue
, , llose
IKAVOTTOINTIKEC OXETEIC You lose ose &
, , ; , o, M- You win
* TEANOG, TTPETTEI VA EXOUME UTTOYN A/ A

uac, OTI KABe diatTpayuaTeuon
O€ OTEQPETAI TTAVTA UE ETTITUXIA.



Av OXI OlaTTpayuATEUC, TOTE TI;

1. Atropuyn-AvaoAn:

2€ AUTA TN TIEPITITWON, OUVNOWC QATTOPEUYOUNE I
avapBaAlouue ouveXwe va oulnTrooupe yia To BEua,
QVvTi va KAToPAAOUUE TTPOCTIABEIEC YIa TNV E€TTIAUCH
Tou. To TTPOBANUa e TN OTPATNYIKA aUTh €ival, OTl Ba
OQVAYKOOTOUME VO TO QVTIMETWTTIOOUUE AVAYKOOTIKO
aQpyoTEPO KOl OTav Ol Oouvlnkec iowg O6a eival
OUOUEVECTEPEG VIO TNV E€TMAUCH TOU ME  OPOUC
ETTWPEAEIC YIa EUAC.



YOU DIDNT MAKE
ANY OF THE CONTRACT
CHANGES WE AGREED
ON LAST MONTH.

3

& mak SCOTTADAMS ¥ AQL.COM

NEGOTIATE.

N 1
\

{
THAT'S HOW IJ

>

AND THE EXECUTIVES
WHO HAVE THAT POWER
WILL THINK I'™M NOT
DOING MY JOB IF 1
ASK THEM TO DO IT.

B

2

S0 I AGREE TO
EVERYTHING YOU
ASK, THEN I DONT
PUT ANY OF IT IN

THE CONTRACT

-

OVER THE COURSE
OF SEVERAL MONTHS,
I HOPE TO WEAR YOU
DOLJN AND MAKE YOU
SIGN THE CONTRACT

AS IS )

.
| ‘I -
/TT/ £
P T

Y
I'™ NOT AUTHORIZED | |£
TO MAKE ANY B
CHANGES TO THE N
CONTRACT. e
7 18
— : §
r ‘\_:L L
, ;'! «
n ;
(’ N
CAN YOU
AT LEAST
CHANGE
SECTION §
THREE THE SURE. o
WAY I NO %
| ASKED? PROBLEM,
%—"“ r 5

I'LL SEE YOU
IN A MONTH,




Av OXI OlaTTpayuATEUC, TOTE TI;

2. Mapaitnon-Amroocupon:

2.€ QUTN TN TTEPITITWON APNVOUMPE TNV AAAN TTAeupd va
KAvel O,TI BEAEL. AUt N OTPATNYIKN €ival XpNoliun JOVo
oTtav 0gv Bewpoupe OTI PiIa oUYKPouOon Eival AapKETA
OnNMAVTIKN YIa VO AVOAWCOUUE TTOPOUC Kal XPOVO.



Av OXI OlaTTpayuATEUC, TOTE TI;

3. AvayKaoTIKR a1TTOoO0XN:

2.€ AUTN TN TTEPITTTWON, N MIA TTAEUPA XPNOIUOTTOIEI TNV
QoUMMETPN OUVapn TNG, Yia va emIBAAEl OTO AAAO
(aduvapo) pEPOC TN BEANON TNG. Kal TTapOAo TTou auTto
gival guvnBec o€ €TTEIYOUOEC KATAOTAOEIC, ONA. OTaV
OEV UTTAPXElI O avayKaiog XpOovocg yia culnNTNOoEIC UE TO
AGANO UEPOC, VeEVIKA Oewpeital pn ETTOIKOOOUNTIKOG
TPOTTOC £miAuonG Odla@opwy Kal Oev TIPoAyel TN
guvepyarikn dladikagia AQWng amogaocng, ouTe
KAAAIEPYEI KAipa auyolfaiag eutTrioToouvng.



Kolva XapaKTNPIOTIKA TWV OIOTTPAYUATEUCEWV

1. H Utmmapgn OUo N TTEPICOTEPWYV (EVOIAPEPOUEVWV)

2.—hF
3. F

4. H

UEPWV

ouykpouan (N n Utrapgn KoIvwy) CUHMPEPOVTWY
UTTap¢n ETTIKOIVWVIAG
TTPAYMATOTTOINON CUMPBIBACUWY Kal N ECEUPEDN

EVOIAUEOWY AUCEWV

5. H uttoBoAn TTpocpopwyV Kal avTITIPOCPOPWV

6. H Ummapén ammodoxng Kai atro TIC OUO TTAEUPEC



H Aladikagoia Tn¢ AlaTTpayuaTeuong

2. [loTe dlaTTPAYUATEUOUAOTE



[10TE (TTPETTEI VO) OIATTPAYUATEUOUOOTE;

(OOEETTETTIT) Bl tion 1= 1 ywpic

O¢elog Swampaypdtevon

e EktevVAC dlampaypatevon



H Aladikagoia Tn¢ AlaTTpayuaTeuong

3. Ta atadia Tng dIaTTPAYUATEUONG



Ta S otadia TNG AloTTPaYPATEUONG

AiaBouAsuouai

~C

|
/

2xeoialw




5° 2Ta0I0: ZUNPWVW (N oxI)

2.UVNOWC PTTOPEI va ETTITEUXOEI PE TN TEAIKN
ONAwaon-TrpoTaon:
‘EPOZON atrodexBeic auto, TOTE €xoupe ouppwvial”

AeOPEVEDTE VIO TO CUPPWYVNBEVTA
KataypA@QETE KOl CUUQPWVEITE TO ATTOTEAETUA

ATTOXWPEITE ATTO TO TPATTECI TWV
dlatrpaypatevoewy IkavoTtroinuévol (OAQOINT)




H Aladikagoia Tn¢ AlaTTpayuaTeuong

4. Ta ouoTaTika oToIXEid TNG OIATTPAYMATEUONC



Baolka cucTATIKA OTOIXEIX

« Best Alternative to a Negotiated Agreement (BATNA)

(H BEATIOTN EVOAAGKTIKI) AUCN O€ TTEPITITWON N aTTod0XNC TG APXIKAG
TTPOTAONG N OKOPA Kal ATTOTUXIaC TS AIQTTPAYUATEUONG)

e Reservation Price

(Znueio Attoxwpnonc/Avtiotaong f N “kokkivn ypauun”  The “walk-away”
point

« Zone of Possible Agreement (ZOPA)
(Zwvn MBavic Zuppwviacg)

» Value Creation through Trades
(Anuioupyia Aciag péoa atro Tn cuvaAAayn)



H AlamTpayuOTEUCH APOPA ZUNPEPOVTO KAl

OXI @¢ozig (IS about WHY, not WHAT)

The purpose of negotiating Is seeing
If you can get your interests met
through and agreement, versus an
alternative.

Positions are WHAT we want

Interests are WHY we want
something

Negotiate the WHY'....not the WHAT



H Aladikagoia Tn¢ AlaTTpayuaTeuong

5. T101aTTPAYUOATEUOUOOTE



MNolo givan 1o TTAUICI0 CUUUETOXNC OUC
T OILTTRUYUATEUOT);

Complexity???

2??
Volume? Outcomes???

%



H Aladikagoia Tn¢ AlaTTpayuaTeuong

6. Me 1TOI0V OITTPAYUATEUOUAOTE



YTTOETTITPOTTEC TNG ETITPpOTING AlIATTPAYMATEUCNC

H YrmrosmiTporrri H Ymoemitporrn
laTpoTeXVvOAOYIKOU

®appakou ESotTAIoNOU

H Ymoemitporrn H Ymoemitporrn
NMpwTtoRdaduiag MepiBaAywng AguTtepofabuiacg MNepi@aAywng




/. To xpovodiaypauua tnG OIATTPAYMATEUCNC



MY COMPANY TYPICALLY
TAKES ABOUT FOUR
MONTHS TO NEGOTIATE
THIS TYPE OF CONTRACT.

Dilbert. com DilbertCartoonist@gmail com

AND DURING THAT I

TIME THERES A 100%
CHANCE THAT WE'LL
CHANGE OUR MINDS OR
YOU'LL DISCONTINUE
THE PRODUCT.

)

|

11009 22009Scott Adams, Inc./Dist. by UFS, Inc

SHALL WE SAVE SOME
TIME BY DECLARING
FAILURE AND BLAMING

EACH

OTHER? I GAVE UP
BEFORE I EVEN
HANDED YOU

THE CONTRACT.




[TpOTAOELC YLOL Lot OAOKANPWLEVN TTOALTLKN
aéloAoynonc, TLpoAoynonc Ko anol{nuiwonc
R By




MpoTtaon yia Tnv Opbn E@apuoyn Zup@ewviwy

AgloAoynon TnN¢ agiag TPOoIoVTWY Kal UTTNPECIWV
(Oeopiké TTAQicIo yia TNV EQapUOYT KPITNPIWV)

EmBpaBevon mpooTiBEpeEVNC agiag Kal KAIVOTOHIag

MNpooTacia Anuoéoiacg Yyeiag

Ala@dveia kal EYTTIOTEUTIKOTNTA O€ OAEC TIC D1adIKaTiEC,
OTTOU EQUPUOTOVTUI CUHPWVIEC




Mntpwa AcBevav

AUEnON OGOCTOU Bieloduons
YEVOOGHHWY

AAQVIKAG

Evioxuon tng EAAMVI
xaku;

®ppaxofLonn




AVTI ETTIAOYOU

Approval 1s Nothing
without Reimbursement



