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GR Public outpatient drug Expenditure/capita vs EU

2013 : EU avg 50% above GR
2014 : EU avg 80% above GR ??
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Savings during the last 4 years reached €3,1 bn, spending halved

2009

2014 target > €2,25 bn

2010

2011

2012

GDP - Source, Eurostat 2011
2009, 2010, 2011, 2012 data OECD
*2013,2014: 3@ MoU targets

m rebates &
claw back

2013* 2014*

% GDP

2.2%

1.9%

1.8%

1.5%

1.3% ~1%

GDP (bn)

€236 ($306)

€224 ($291)

€209 ($271)

€195 ($253)

€187 ($242) €188 ($243)
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Increase of the penetration of Gx and off-patent
Off-patent & generics in EU & GR

In GR penetration of off patent/Gx reaches 60% both in volume & values:
GR does not lag behind other EU countries for off -patent segment penetration

Penetration in volumes (SKUs) W on-patent

In all EU countries penetration of off patent 100% off-patent & Gx
segment/Gx is reported as a whole. The aim of 80%

penetration is in volumes and not in the

values (IMS 2011). 60%

Although volume penetration for off-patent/Gx 40%

segment is very high, penetration in values is

comparable to on patent products, which proves 20%

that prices of off-patent/Gx segment are low and 0%

innovation is rewarded through fair prices of on

patent products @ Q) Q @
(IMS 2011) L & \\?’ & «\ &
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Penetration in values ($)

» In Greece we need: B off-patent & Gx

* The implementation of the average of 3 lowest 100,00%
prices in EU. 0
* A large number of Gx Vs significant penetration of 80,00%
Gx 60,00%
* Use of therapeutic protocols 40 00%
* Reduction of pharmacist’s profit margin at 15% e
(now 21%) 20,00%
N . o,
Patients copayment (now 18%) 0,00%
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JUykplon EANGSaG pe Eupwmnaikég XWpPeS

IMS: Mgpidio ayopacg Nevoonuwv (Baocel ims) o€ a&ia
(TIMEG XOVOPIKNG)
EAANGDOa: 18.6%; PIIGS: 22.8%; EU Core: 23.3%

Mepibio ayopdcg levoonjuwv oes aéia’ (MAT/06/13)
20ykpLon Ue aAAec EUpwItaikeC YWPEC
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Fevoonuwv
oe afla (% €)
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1. J& TLpEG YOVEPLKNAG
Znueiwon: AT=Avotpia, BE=BEAyio, CZ=Toeyia, FI=Qilavéia, FR=laAAia, DE=lepuavia, GR=EAAaba, HU=Ouyyapia, IE=lpAavéia, IT=Itaia, NL=OAavéia, NO=Nop8nyia, PL=IoAwvic,
PT=lNoptoyalia, ES=lonavia, SE=Soundia, SK=3AoBakia, UK=Hvwuévo Baocilelo
Mnyn: Aedouéva IMS (MAT/06/13), IMS Management Consulting avaAuan



JUykplon EANGSaG pe Eupwmnaikég XWpPeS

IMS: Megpidio ayopag MNevoornuwv (Bacel ims) e 0Yko NWANCE®V
(ap1Opog dooswv/AA)
EAANGDa: 29.8%; PIIGS: 40.4%; EU Core: 47.2%

Mepibdio ayopdc lrevoonuwv oe oyko (A4) (MAT/06/13)
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Mnyn: Aedouéva IMS (MAT/06/13), IMS Management Consulting avaAuan



JUykplon EANGSaG pe Eupwmnaikég XWpPeS

IMS: Mé&on Tipgn ava doon vyia Ta I'svocnpa (Baosl ims) ka1 pePidio ayopag
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1. Je TLUEG YOVOPLKNG
Mnyn: Aedouéva IMS (MAT/06/13); IMS Management Consulting avdaAuvon
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AplOpOC yevoonpwyv ava Oeparnevtikn
Katnyopia

MpalOAEG

123 okevaopoto oTNV
Osetikn Niota

AlaO€oLeg
nepLeEKTIKOTNTEG: 10, 20
kot 40MG/CAP

4/127 -> 10MG/CAP
93/127->20MG/CAP
30/127->40MG/CAP

2TOTIVEC

248 cKELAOMATA CTNV
Octkn Aiota

AlaO€oLuEG
TLEpLEKTIKOTNTEG: 10, 20
kot 40MG/TAB

43/248->10MG/TAB
95/248->20MG/TAB
110/248->40MG/TAB

KAoplOpoUKiVEG

52 OKEUAOMOTOL OTNV
Octkn Aiota

AlaOEoLUES
TLEPLEKTIKOTNTEG: 200,
250 kot 500MG/TAB

1/52->200MG/TAB
8/52->250MG/TAB
43/52->500MG/TAB




100 Néa Mpwtoturmta Dappaka oto TeEAeuTALo
ATO

AOUEVEIEG KAl VOOIUATA TTOU KAAUTITOVTOL OITO TO VEQ (PAPUOKOL

OykoAoyia AAAEC KOTNYOPLEC

HIV/AIDS

Hratitida C
ZKANPUVGON KOTA TTAGLKOLG
2tedaviaia vooog
Kapdlaka voonuoata
Aevyaipia

Kuotikn lvwon
AwaBATng

Yneptoon

EmiAnyia
2xloPpEvela

Kapkivog tou mpootatn
Kapkivog tou paotou
Kapkivog tou dEppatog
Kapkivog tou vedppou
Kapkivog tou mveupova
Kapkivo¢ tTwv octwv
Nepdpwpa Hodgkin’s
MeAavwpuo
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National Pharmaceutical Policy (NPP)

- Pricing & Reimbursement from a pure quality, safety and
efficacy point of view

- aspects of pharmaceutical policy, including prescribing
and rational use (e.g. generics acceptance and
importance; appropriateness of care, e-prescribing)

- dispensing (e.g. generic substitution)

- cost-sharing options, and other national priorities from
a clinical (e.g. antibiotic use and the importance of
antimicrobial resistance), economic/fiscal (e.g. budget
impact) and overall financial sustainability perspective.




KaBuotepnon emnt 2,5 oxedov
£Tn otnv adeLodotnon Ko
TLLOAOYNoN VEWV GOPUAKWY,
Kata mapapaon tng
Evpwraiknc Odnyioc 89/105




ME EMNEIFOYZA NMPQTOBOYAIA TOY ANAPEA AYKOYPENTZOY
[apépfaocn Zoapapd yLo TO..
«AXON» pe TLC TLHEC TWV
POPHUAKAV




Pricing System

* Provide a stable and sustainable pricing
environment.

* Minimise the bureaucratic burden on EOF
and making the pricing process
administratively simple.

e Stimulate innovation, but also protect
payers and insurers from excessive
pharmaceutical expenditures that could
limit patient access to life-saving
medicines.

e Support a comprehensive EPR consistent
with national health and pharmaceutical
policy objectives.

e Re-visit pricing procedures and
methodologies for all types of products
(e.g. generics, off-patent originator,
biosimilars, orphans, over-the-counter
medicines, etc.).



Sustainable Reimbursement System

Drugs reimbursed by the EOPYY Positive and Negative List
Committee

Drugs that can be prescribed but are not Positive and Negative List

reimbursed by the EOPYY (e.g. lifestyle Committee

drugs)

Products that can be sold only in

pharmacies

Drugs that are considered high cost (with High-cost Pharmaceutical Products

a price exceeding EUR 200) and Committee

reimbursed by the EOPYY

* |sthis a feasible structure for a sustainable reimbursement system????

e Criteria for reimbursement (clinical, economic, fiscal, other)???? Current
criteria are vague

e Patient co-payments?
 Tenders?
* HTA? Negotiations? Price volume and risk-sharing agreements???

 How? Lack of HDIKA track records, registries






Prescription System

Lack of solid primary care structure

* No GP’s in the Greek healthcare system
(gatekeepers)

* Link of therapeutic protocols to the e-prescription?
e |ICD-107

* Mandatory INN but with no treatment pathways???
Why mandatory INN? What about Biosimilars?

* Penalize rather than incentivize Physicians?

e Target of 60% generics volume by end 2013 (Is this a
realistic target? Quantifications?)



Towards a higher Gx penetration with INN and
automatic substitution?

Which Gx? Who is in charge of strict monitoring in Greece?
What about Pharmacovigilance? Traceability? Are we ready
for such practices?

Sept. 16, 2013

FDA prohibits manufacture of FDA-regulated drugs from
Ranbaxy’s Mohali, India, plant and issues import alert
Agency issues import alert and adds this facility to
existing consent decree

The U.S. Food and Drug Administration today issued an
import alert under which U.S. officials may detain at the
U.S. border drug products manufactured at Ranbaxy
Laboratories, Ltd.s facility in Mohali, India. The firm will
remain on the import alert until the company complies
with U.S. drug manufacturing requirements, known as
current good manufacturing practices (CGMP).




Towards a higher Gx penetration with INN and
automatic substitution?

B) we «yevOoruo @ApuaKkos vOEITal Eva @ApUaKo UEe
NV 1610 TOOTIKA KAl TocoTIKn ouvBeon o SpQoTIKES
ougiec, Trv IB10 @OPUAKOTEY VKT HOPET LE TO QApUAKD
avagpopdc Kal Tou onolov n Buicoduvapia pe o @dap-
paxko avapopac £x el anoderyBel Bdoel Twv katahAnhov
peietwv Budubeowdmrac. Ta Sdpopa dhara, e0TE-
peEC, QBEPES, ICOUEQT), HEIVUATA WWOUEQWY, CULMAOKA 1)
napdywya pac SpacTikne ousiac BewpolvTal we pia
KQL 1] QUTT SpAoTIKR OUola, EXTOC AV OLIBIOTNTES TOUC
Siapépouy onuavTIKa and anogewe ageakeiac f/kal
AmnMoTEAE OUATIKAGTNTAC.

ANOGAZEIZ

ApBu. AYT 3a/ow B2161

Evapuovion e eAAnvikne vopoBeoiac mpoc v avTi-
OTOLT KOWOTIKN OTOV TOPEQ TNC NMAapaywyne KaL e
KuxAogopiac eapudxkwy mou npoopifovral yia av-
Bpurvn YpRoT, 08 CUUHOPMWOT] HE TNV Ul apBj.
2001/83/EK O8nyia «nepl kowotkol kwdka yia ta
edpuaka mnou mpoopifovtal yia avBpwmivn xphomns
(L 31/2811.2001), Snwe 1oyUeL Kal Grnwe Tpononomnen
ke pe trw Odnyia 2010/84/EE, doov agopd Tn @ap-
pakoenaypurvnion (L 348/31122010).




Towards a higher Gx penetration with INN and
automatic substitution?

Biosimilasr? Prescription with INN? Are they same as original
biologics? Automatic substitution? Interchangeability?
Pharmacovigillance? Traceability??

COMMISSION IMPLEMENTING DIRECTIVE 2012/52/EU

The brand name of a medicinal product should only be used to ensure clear identification of
biological medicinal products as defined in point 3.2.1.1.(b) of Annex | to Directive 2001/83/EC of
the European Parliament and of the Council of 6 November 2001 on the Community Code relating
to medicinal products

for human use ( 2 ), because of the special characteristics of those products, or of other medicinal
products in cases where the prescribing professional considers it medically

4. Drav éva folovikd @dpuako, MOpeugepss pe PBo-
Aoywd mpoidv avagpopde, Sev nhnpol Tic npoinoféoeic
TOU opouod T YEVOOTuWY @apudrwy, 1Bine Adyw
dagopiv oTic patee Uhec 1 orie dudkaciec napa-
yuyhc Tou fuodoyod papudkou Kal Tou fuoloywod
npoidvtoc avapopde, unofdihovral Ta anoteléouara
Twy KATAMRALY Mpokkvkdy 1 Kvikdy el ety mou
ouwdéovtal pe autéc Tic npoinoféoec. O Tinos kau
1 NMocdTNTa TwV unoBaldopsvoy CUUITATW LOTUKDY
oToEY TPENEL va mAnpolv Ta kmrrpwa Tov MNMapap-
TAUATOS | KQL TIC TYETIKES AETTONEPELS KATEVBLVTIDIES
ypaupéc. Asv unofdhiovtal Ta anotehéopara Alhv
Sowiuaw Kal peReTow and 1o eaxkelo Tou pappdkou
avapopdc.



EU-Mandatory INN & Automatic substitution

gxouv Tn Oduvardétnta va cuvtayoypoadolv
Slatnpwvtag
napaAAnAa to 6u<ouwua ™mg ouvtayoypadnong

MOVO ylo ouvtayég Tou ameuBuvovtal o€
aoBeveic mou AapPfdvouv ta ¢ApUAKA TOUG

nepimtwon mou bev €xeL amayopeuBel anod tov
latpo, ol acBevei¢ €xouv tn Sduvatotnta va
ouvtayoypadnBév
foYleTs

MOVO Yyl ouvtayeg Tou ameuBuvovtal o€

2YNAIAZMOZ TQN 2 METPQN ENIXEIPEITAI MONO

Xwpa Juvtayoypadnon He ApacTIKN Avtikatdotacn oto Qappakeio Tuvtayoypddnon ue INN:
Auotpia I N 51y etobndia Twv xwpkv peAdv T E.E. o atpol
BéAylo Npoatpetiki Ynoxeewtu(n ROovo yia o \ : ,
QVTIBLOTIKA KOl OVTLHUKNTIOLOKAL Bdoel NG SpacTKAC ouaiag,
Kbmpoc NpoatpeTiki Npoaupetiki KOLL TNG EUTTOPLKAG OVOUaoiag TwV Gapuakwy.
YMOXPEWTLKF) 0T0 Anudolo Topéa YMOXPEWTLKF 0T0 Anudolo Topéa
- (Yroxe f nu' uéa) (Yroxe f nu' uéa) . Agv eTUTPEMETAL OE 3 XWPEC
Togxia Mpoatpetikn Mpoatrpetikn
Feppavia Npooupetikn YroxpewTikn HOvo yia Rx pe INN ¢ Elvatl unoxpewtikn o€ 3 ( POUMGVLOL)
Davia Yroxpewtiki . Ztnv Kumpo kat tn MAATa €lval UTIOXPEWTLKN
EcOovia YnoxpewTtikn Mpooupetikn
’ r A A I I I
LEMasa B Yroxpewtikn Héow Tou «Anudolou Topéanr.
lontavia Mpoatpetiki YMOXPEWTLKA HOVO yla Rx pe INN
Dhavsia Npoaupetiki YToxXpeEWTIKN Avtikatdotaon oto GapUaKeio:
FoAAia MNpoaupetiki Mpoaupetiki , . .
- podtpeTan podtpeTan 2tnv mAeloPnodia twv xwpwv pedwv tng E.E., otnv
Ouyyapia Mpoatpetikn Mpoatpetikn
ItaAia YroxpewTikr HOvVo yia t 11 cuvtayn Npoatpetiki ClV'ELKOL'ECXG‘Er']OOUV o
NBouvavia YroxpewTtikn Mpoaupetiki d)dpuaKo UE KQTTOLO d)er]V(')TEpO ™me
AougepBoupyo Mpoawperuct - x] Spactikrig ouatag.
Aetovia Mpoaupetiki Mpoaupetiki . .
i pociperiin poctpeTn . A€V ETUTPEMETAL OE 5 XWPEC.
Méta Mpooupetikn Mpooupetikn
( Ymoxpewtikn 610 Anudcio Topéa) ( Ymoxpewtikn 610 Anuocio Topéa) . Elval umoxpewTtikn o€ 6 (* Poupavia)
OMavbic Mpoaupetikn Mpoaupetikn « ItV Kimpo kat tTn MAATO €ivatl UTIOXPEWTLKA
MNoAwvia Npooupetikh Npooupetikh
Moproyohia ) Yroxpewrks ) Yroxpewri aoBeveig tou «Anpootou Topeay.
Movo yia Bepaneieg €wg 28 NUEPEG
Poupavia
Jounbia YToxXpewTIKN
JAoBevia Npoatpetiki Npoatpetiki
AoBakia Npoatpetiki YroxpewTtikn 2E EAANAAA

MNnyég: Vogler S. (2012),

The impact of pharmaceutical pricing and reimbursement policies on generics uptake: implementation of

policy options on generics in 29 European c22ountries—an overview’, Generics and Biosimilars Initiative Journal (GaBI Journal)

1(2):93-100.

Carone G., Schwiertz C. and Xavier A (2012), ‘Cost-containment policies in public pharmaceutical spending in the EU’, Economic
Papers 461, European Union.w

NOZOZITQzH EZAIPEZEQN (15%) AEN ENIBAAETAI

NOYOENA 2TON KOzZMO -




Dispensing Practices & Co-payments

* Pharmacies dispense the cheapest generic product ?
- Definition of cheapest?
- Cheapest product in terms of price or cheapest product in stock?
* Public Awareness Campaign for Generics?
* Pharmacists margins?
* Incentives to patients in terms of co-payments?

* Incentives to Physicians-Generics manufacturers?



Distribution Channel

e Distribution of Medicines for Chronic and Serious
Diseases/Orphan Drugs

- Via hospitals? What if they do not deliver due to budget
constrains?

- Via EOPYY pharmacies? (EOPYY payer? Provider? Both?)

- Via wholesalers/pharmacists (at what cost? Budget
expenditure?)

e OTC products

- Supermarkets? Pharmacies? Both?




«AAA0éE TOV KOGHO: TO "XEL AVAYKN»

MrieptoAt Mrmpeyt



Quick Wins???

DISCUSSION




