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Gasto en salud y farmacéutico UE- 25

Health expenditure as share of GDP, 2003
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Source: The data are mainly from OECD Health Data 200 ldealth for All Database (HFA-DB). WHO/Europe . 200
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La diferencia de precios de los medicamentos llega a ser
el doble segun los paises, tras un largo periodo de
convergencia (principalmente por el comercio paralelo)

Chart 1: Price level indices for pharmaceutical products, EU25=100
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... pero la diferencia de PIB / per capita llegar a ser de 7 veces

Producto interno bruto - /capita, Us$ PPC
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Gasto en farmacia, per capita*, 2003**

Gasto Total= Cantidad * Precio

Gran cantidad ——»

606 France
498 Italy
Bajos precios 436 Germany
401 Spain
389 Austria
389 Luxemburg
340 Netherlands
340 Sweden
339 Finland
322 Greece
318 Belgium
308 Hungary
302 Portugal
299 Slovaguia
290 Ireland
284 Czech Republic
) . 272 Denmark
Baja cantidad , 243 United Kingdom
. 225 Poland
Precios altos 202 Cyprus
200 Slovenia
135 Malta
104 Estonia
102 Lithuania
95 Latvia
600 400 200 0

US$ PPP

Source: The data are mainly from OECD Health Data 200 ldealth for All Database (HFA-DB). WHO/Europe . 200

* The OECD definition is applied. It includes thensumption of pharmaceutical products suppliedresgiptions and obtained for self-
medication (often referred to as over-the countedpcts), as well as pharmaceuticals consumedspitats. The expenditure includes
VAT and sales taxes, where applicable.

** Data of some countries are different from 2003.



Gasto farmaceéutico publico y privado

@ % Public m % Private

Source: The data are mainly from OECD Health Data 2005 ldealth for All Database (HFA-DB). WHO/Europe . 200
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Objetivos del estudio

 Evaluar el uso de las distintas politicas de precio y
reembolso de medicamentos en la Union Europeay su
Impacto en

- Control de gasto
- Acceso a los pacient
- Incentivo y compensacion a la innovacion

 Identificar los factores de éxito y de riesgo

* Ayudar a los Estados Miembos a aprender acerca de las
experiencias de otros Estados Miembros



Fases del estudio

 El estudio constaba de tres fases:

— Fase I. Disenar un esquema general de los sistemas de precios
de reembolso de los medicamentos en [-25

— Fase IlI: Evaluar el impacto para los gobiernos, pacientes,
Industria y otros actores

— Fase |ll: Resaltar las condiciones y factores de éxito, asi como
oportunidades para el intercambio de experiencias
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Metodologia

 Encuesta mediante cuestionario y contactos
personales a representantes de organismos
gubernamentales de P&R de los Estados
Miembros de la UE
— Practicas de politica de medicamentos aplicadas

— Descripcion detallada de seis practicas
seleccionadas

— Evidencia del impacto de las dichas practicas

* Revision de la literatura internacional sobre
Impacto de las seis politicas seleccionadas
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Fase |

Tabla 1. DIFERENCIAS Y SIMILITUDES EN LOS SISTEMAS DE PRECIOS Y REEMBOLSOS EN LA UE-15 (SALVO LUXEMBURGO)

Alemania
Austria
Bélgica
Dinamarca
Espana
Finlandia
Francia
Grecia
Idanda
Italia

Paises Bajos
Portugal
Reino Unido
Suecia

Fuente: Escuela Andaluza de Salud Poblica.
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Fase |l- Politicas seleccionadas

e Control de precios

e Co-pago

* Politicas de genéricos
* Precios de referencia

* Instrumentos e incentivos para una
buena prescripcion

* Presupuestos prospectivos con
devolucion (payback)
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Control de precios

 La mayoria de los paises de la UE fijan el precio de sus
productos farmaceéuticos. Algunas excepciones son
Alemania, Reino Unido, Dinamarca, Malta y Suecia

 En el 50% de los casos, la decision del precio esta
ligada al reembolso.

» Existen diversos criterios para fijar el precio de los
medicamentos y la mayoria son fijados de modo
simultaneo: coste del tratamiento existente para la
misma patologia, eficacia, precios del mismo
medicamento en el entorno europeo, evaluacion
econdmica,etc
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Control de precios

Regulacion de precio
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Countries USED as International RF
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Paises mas utilizados en en las referencias
de precios internacionales
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Participacion en el pago

o Multiples formas: Co-pago (fijo); AT, IT, UK
(bono de pre-pago); Co-seguro con porcentajes
distintos por medicamento y por otros factores:
(BE, EE, ES, LV, LT, PL, PT, SK,SL)

e EXcepciones para mejorar acceso

 Experimento de la RAND la evidencia existente
apunta a que la participacion en el coste tiene
efectos negativos sobre el acceso y la equidad
y que no discrimina entre tratamientos de
distinta efectividad.
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Copago-Experiencias interesantes
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Precios de referencia - Funcionamiento

o

1. Se definen grupos de medicina
terapeuticamente equivalentes

S
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Precios de referencia - Funcionamiento
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Precios de referencia - Funcionamiento
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Precios de referencia — Algunas
conclusiones

e Los PR parecen tener mayor impacto en el gasto en

paises con libertad de precios 0 con sistemas
débiles de control de precio  en que los nuevos
medicamentos tienen precios relativamente altos y en
los que existe una industria de genéricos muy
competitiva .

Desde posiciones de la industria se argumenta que
cuando los grupos de un sistema de PR se basan en la
equivalencia terapeutica, se desincentiva la

innovacion incremental , que se supone constituye la
forma normal de progreso del conocimiento y la
Innovacion en el campo de los medicamentos.

Se afirma, finalmente, que algunas modalidades de
sistemas de PR limitan la competencia en precios por
debajo del nivel en que se establece el PR.
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Presupuestos prospectivos con devolucion - Payback

2. Se define el objetivo |/
maximo presupuesto
ermitido

1.200

1.000

AN

1. Se define el conjunto de
medicamentos que estan incluidos
dentro del mecanismo

3. Se define la parte de la
cantidad gastada de mas
gue se tiene que recupetrar

4. Se distribuye la
cantidad a distribuir entre
las diferentes empresas

|4
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Presupuestos prospectivos con devolucion - Payback

Experiencias Europeas

Belgium France Hungary Italy Portugal
Year Started 2002 2002 2003 2002 1997
. Per group of Per product & . .
Svstem Pharmacentical fthe;al:euin:a]'v pharmaceutical Pharmacenfical | Pharmaceuntical
. - ( tically T et "
working level | budget related) products | budget budget budget
) . Target voted by | Fixed amount of | 13% budget WNominal Growth
Lo Estimation parliament meoney healtheare of GDP
50, .
Amount due | = * Around 50% 100% 69.60%
spending
Pharmaceutical
) : . industry
Pharmaceutical f;;ﬁ?unml f&féﬂ?ﬂmml {according to its
S mdusoy (72%) & | 00 PR 60% imdustry & | market share &
Contribution | - :aEEEdJHg [3 'J?LL]: le?__; = 40 %5 regions responsibility m
crmanisms (255 | “Pending an market share in NHS®
= | groweth) reimbursement) expenditure
orowtl)
Innovation,
Exemption Genencs and
Orphan dmgs
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Fase Il — Algunas conclusiones

Hasta la fecha, se dispone de poca evidencia para los
decisores clave sobre el impacto de estas diferente s
practicas . Este estudio resume algunas de las
evidencias obtenidas de la literatura y ha reunido y
comparado hallazgos iniciales de Estados Miembros
individuales. De todas formas, esta basado en
aportaciones fragmentadas y solo refleja la situacion
existente en un periodo de tiempo determinado, otofo
2006. Pudiera ser interesante, por tanto, considerar
adoptar un enfoque de mayor duracion,
intercambiando evidencia sobre un nimero mayor
de practicas entre las autoridades nacionales.
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Fase |l

Toolbox

Practice: Reference Pricing

Dezcription:

& fmanemg mechausm that establishes a marmmm kel of eovbursement for 2 group of dmgs assamed to be b andfor therapeutically
equvalet. The shawe of'the price abowe the refemnce price 15 bome by the consomer. (To be ditmgurhed fiom weferme national prices to
coss-border prices ofthe sawe produacts)

M odalities:
+  Groupmg of medicmes [chisters]: wariat 1| — narow chisters (ATC lewel 57, variart 2 —bmoad chstears (ATC kvl 41 of
o¥gmators , variad 3 — troad chisters (ATC kvl 47 of criginators + gereries
*  Flrmg cononon rammburserert -vahe: vanad 17 —m fanebon of cheapest product ; variat 27 — in fimcton of arerage

Application in EU : EE, CY, DE, DK, FE,_ FL_ES_HI,IT, LT, L¥, NL_FL_FT,3I, 5K

Impact on: Benefits Risks
Cost containment *+  Medicmal cost reductions upto 5004 +  Might create a shufl to other epensire medicmes
+  Het healtheare-savings up to 18%4 (ot of cortrolled chosters)
*  Alloars prosaction of generics *  Fived renvbursermerd-wabies can hanper finther
*  Creates cost-swrareness mpatients and doctors price-competiions and eductions
Reward for innovation * Potentul to meemnase vahable smovative | # Incremertal vahe not aberays recogused (m case
products through exerpt ions of variant 2 and 37, though exsmphions possible

+  TPotertial to create headwoom for rmovation

Access to medicines Ifone co-paymernt fiee medicive 15 foreseenper [ *# In case mot all mediores align prices 1o

chister, affordabl access is ennaed Eeference Price, for some mdn-idual patierts
* Travpaent presmation of abematives to extra information might he nesded to awoid
patients, phanmacists and docbors confision when shifting tie atrnert s.
*+  Inthis case, price-sensthve (pocrer] patierts arve
miost affected

Sanyeder et ol 2006 (1454

Sawings repoated: TV <205 v 1 e (- IIm EUR ) HIT: - 5% @06 movdhe; IT bae i for price ot 0 2004 with 50060 LIETUE. samingz LV 0 GmBETE 6 mopdhe ; DE:
100mDEE

PT, Aeenyd o al 2006




Fase |l

Toolbox

0. The Toolbox exercise (page 110)

Member States increasingly look to the same range of practices to balance budgets with
access and reward for innovation. Nevertheless there is need for more evidence of the benefits
and risks of different practices. This increases the interest of the Member State participants in
sharing their experiences and evidence on different practices.

The aim of the toolbox exercise is therefore. for six selected practices, to collect expertise
from Member States and stakeholders and to provide answers to questions like: real
benefit(s), potential risks and interferences with other practices. driving factors of such risks

or successes. practical set-up.
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Guiding principles for good practices implementing
a pricing and reimbursement

policy

1. Guiding principles for good practices implementing a pricing and reimbursement
policy (page 84)

With decisions on pricing and reimbursement of pharmaceuticals, Member States aim to
achieve 3 overall objectives of (1) finding the optimal use of resources to maintain a
sustainable financing of healthcare., (2) ensuring access to medicines for patients and (3)
rewarding valuable innovation. Each Member State has its specific approach for balancing
these 3 overall objectives.

The guiding principles and ideas in the document aim to help Member States obtain such a
balance. through implementation of national pricing and reimbursement practices.
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Fase |l

Armex A

Guiding principles for good practices implementing a
pricing and reimbursement policy

The decisions on cost of healithcare and pharmaceuticals are 2 natiomal responsibilify, it bas
appeared in the working proup thet with decisions on pricing and reimbursement of
pharmaceuticals, Member States aim to achieve 3 overall objectives of (1) optimal use of
TeSQUICES 10 mainfain sustainable financing of healthcare, (1) access to medicines for patients
and (3) reward for valuable mmovation. Each Member State has s spectfic approach for
suarantesing these 3 overall objectives

Member States shall epsure that any natiooa]l measime o control the prices of medicinal
products or to restrict the range of medicine] products covered by their nationzl health
msurance systems complies with the reguirements of Darective 39105 EEC and the Treaty
This EU legal framewodk requests in particular that pricing and reimbursement decsions are
made in 2 fAsparent manner.

The followmg toolbox prmcples will allow good mplementation of pricing and
reimbursement practices and are meant o offer puidance and facilitate the sharing of
information and assessments. They are pot binding rules.
Access for patients
L y st 10 valuable inngva The Trmsparency Diective defines deadlines
that hime o be respected in taking pricing and remmbuarsement decisions. In standard casss, a
request for a pricing and reimbursement dacision shonld come with proof of benafit upfroot,
hazed on good climcal tmals delversd by the applicant, whenever possible I a comparative
set-up with a standard treament

In some cases, when 2 full assessment is to be made for 2 pew breakwouph medicine with a
vale not yet cerain or difficult to prove, these deadlines misht be a consiraint i spite of
zood clnvcal mials. In these cases more evidence naeds fo be gathersd after a medicme bas
leen put on the market. In such cases, and m particular where it concerns Life-threatening
situations for which oo altemative treatment exzsts, mtional authorities and compamies could
take a frst pricing amd reimbursement decision with conditional on gatherme more
information m erder to review this dacision. Such decisions allow patisnts to pain early access
o potentially valuable medicmes and mnovative compamies fo 2=t an earlier reward for
imwestment in B&D. In the meantime necessary data can be collected within welldesipned
auicoms ressarch stadies. These pricing and remmbursament decisions sheuld come with 2
miual conmitment to & msk-shanns comfract between companies and authoridies. This
commitment bas to come upfront given that &t is difficult to withdraw a medicine flom
reimitursement. Such a contract lays out the expected benefits of 2 pew medicine, the criteria
i assess these benefits, the data needed and methods/'capabilities 1o do these assessmems as
well a5 the overall timeframes On the finamcial side, the contract cam define prices,
reimtursement levels and restrictions of utlisation durmg the temporary permod. as well as the
Enancizl conssquences once new proof of enadlt is available (for example lzading to price or
reimbursement changes —upwards of dowowards-, changes in wtilisation, premiums or
payhack).

26672007 Second Pharmaceutical Forum 1217

Apoyo a la elaboracion de
los principios que guian
para la buena
Implementacion de una
politica de precios y
reembolso
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Guiding principles...

* Access for patients
— Ensure timely access to valuable innovation.
— Provide affordable medicines.
— Ensure equal availability of medicines.

 Optimal use of resources

— Limit price control to where it is needed to contain the
public budget.

— Set-up a consistent package of supply and demand-
side measures.

— Create the right environment for price competition.
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Guiding principles

 Reward for Innovation
— Set expectations.
— Recognise innovation.
— Be consistent when giving

32



Algunas conclusiones

* Este tipo de estudios gue intentan buscar
evidencia de impacto Yy ayudar en el
Intercambio de experiencias son aplicables a
otros regiones con caracteristicas comunes
(América Latina, Asia, Africa, etc)

e Aprender de los errores y de las buenas
practicas es necesario, y necesario para la
Implementacion de politicas basadas en la
evidencia
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Muchas gracias por vuestra atencion

jaime.espin.easp@juntadeandalucia.es
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