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1. El contexto

2.El gancho

3. El hilo

4. El momento decisivo




Exponential growth of science and technology

The time span of scientific and technological progress is constantly decreasing. Without time to assess
and be aware of the impact of an advance, we must be prepared to incorporate the next

Increasing pressure for early access to innovation

Innovation, even the earliest, can not be hidden anymore and general population and public opinion
generally accept that access to treatments must be immediate

Growing possibility of a data driven decision making

Data is a key enabler for faster development of therapies, improving care and allocating health-system
spend to optimize outcome for patients, promoting a shift in value

Balancing uncertainty and lost opportunity due to delayed access

Balancing uncertainty due to early access with addressing unmet medical needs requires innovative
approaches which, in turn, should not make the process unmanageable

The pressure of demographics

Aging increases the chances of suffering cancer. Increasing survival without cure generates needs in successive
lines of treatment. Fragile and vulnerable target populations

Risk of a massively medicines-focused approach to health care



No hay una relacion unilateral entre dos g s,
partes sino una relacion multilateral entre
multiples partes

No todas las partes estan en el mismo
momento del ciclo
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Tensiones entre lo local y lo
global (con todos sus grises)

K

Fragmentacion excesiva y
no siempre coherente
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Paradigmas y procedimientos que tienden
a la complejidad como solucion




Multiple overlapping initiatives have been announced or
proposed in recent months by the US Administration

Inflation Reduction Act backdrop

& America First

W Freeloading W

Company —
< agreements ——/)

Output: ‘Great Healthcare Plan’

Notes: Freeloading is a term used in US policy discussions to argue that lower
medicine prices abroad shift a disproportionate share of R&D costs onto US patients.

US administration — Timeline

Executive Order

TrumpRXx
14297 (MFN) signed

announced for

Proposal for GENEROUS Model

US HHS issues guidance
(GENErating cost Reductions fOr

for DTC medicine

by President Trump 2026 U.S. Medicaid) to launch Jan 2026 distribution
HHS outlined an initial President Trump writes 100% tariffs on imported Details released for new CMS Launch of
framework and guiding letters to 17 manufacturers medicines (set for Oct. 1) payment models: GLOBE (Oct26) TrumpRx
principles for MFN outlining steps to deliver put on hold GUARD (Jan27)
pricing calculations MFN pricing l l l l l
May 25 Jun’ 25 Jul™ 25 Aug’'25 Sep’25 Oct™ 25 Nov ' 25 Dec™ 25 Jan" 26 Feb™ 26
Pharmal MEN Agreements Pfizer AZ, Serono Ellillayl)y, Amgegf BMS, J&J, AbbVie
Non-MEN DTC | | l Nordisk Genx_enEech,
on B. Ingelheim, Amgen Sgggggs L No DTC updates —»
BMS, Novartis, Genetech ’
Pricing* AZ GSK, Merck,
Novartis,
I Sanofi

BMS’ Cobenfy,
AbbVie's Elahere
same price US/UK

No pricing
updates

-

Pharma manufacturer responses — Timeline

*August: Lilly: EU price hikes to enable reductions to US prices; global price alignment by Sep 1, 2025; UK deal to raise Mounjaro price by up to 170% for private providers. However,
temporarily halted orders at the end of August- to prevent stockpiling ahead of the hike. Abbreviations: DTC- Direct to consumer, MFN- Most favored nation

The deals: Multiple overlapping initiatives, details not yet in place. Some are voluntary. Challenges can be
expected. Long implementation cycles

Policy shift: Federal government is determining a “Maximum Fair Price (MFN)” for expanding number of high
sales pharmaceuticals. Divergent pricing between U.S. and other comparable high-income countries
“unacceptable”. Pilot initiatives to explicitly link prices in U.S. to prices ex-U.S.
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Drug prices (+ Add to myFT)

US launches trade investigation into
Germany's spending on new medicines

So-called Section 301 probe escalates Washington’s drug pricing war with Europe

US Trade Representative Jamieson Greer has called recent German legislation a ‘serious step backwards’ © David
Paul Morris/Bloomberg
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MYTHS D

about MFN

The MFN debate is not merely
about price levels but about
fundamentally different health
system models. Europe combines
value-based assessment, broad
access, and regulatory
coherence, resulting in a volume-
driven and stable pharmaceutical
market where predictability helps
sustain industry revenues despite
lower unit prices.

Europe and the U.S. face the same structural challenge

Both EU countries and the US are working to curb the sustained growth of pharmaceutical expenditure while preserving
innovation and access. In this context, the U.S. introduced the Most Favored Nations (MFN) policy, proposing international
price referencing—including European prices—to lower drug costs for American patients.

The MFN debate rests on two contested assumptions

First, that the return on investment gap between the U.S. and the EU implies that pharmaceutical companies are “underpaid”
outside the U.S. Second, that comparing pharmaceutical expenditure as a percentage of GDP accurately reflects price
differences, when in fact it conflates demographics, utilization rates, system design, and standards of care.

European systems are not simply “lower-priced,” but structurally different

Europe relies on value-based assessment and cost-effectiveness analysis (HTA), leading to more selective and protocol-driven
use of medicines. Lower expenditure often reflects policy choices, evidence-based prescribing, and structured care pathways—
including substitution with non-pharmaceutical interventions where appropriate.

Higher spending does not automatically mean better outcomes

Indicators such as avoidable mortality suggest that European systems, despite lower per capita spending, achieve outcomes
comparable to—or in some cases better than—the United States. System organization and care coordination are critical
determinants.

Industry reactions to U.S. price reductions are not linear

The assumption that lowering U.S. prices would necessarily require higher prices in Europe or reduced innovation is based on a
static view of revenue. In reality, price, volume, and access interact dynamically: lower prices may expand treated
populations and partially or fully offset revenue reductions.

Europe as a pharmaceutical market: scale, stability, predictability

From a demographic perspective, the EU+EEA (~455 million people) exceeds the U.S. population (~335 million) and offers near-
universal coverage (=98—100%). While unit prices may be lower, broad coverage and stable reimbursement mechanisms create a
large, predictable, and structurally reliable market.



Kaplan-Meier: Time to P&R initiation
Date: 15t of May 2025 (MFN Executive Order)
Event: P&R initiation / Censor = not P&R initiation at 942026

a) Regulatory EU vs. US approval timelines

Products typically take longer to obtain marketing

authorization in the EU than in the US. Key drivers of delay LOUKY
are industry strategies with priority review or accelerated

approval more widely used in the US vs. the EU (most likely

impacted by subsequent access policies)

i
:Umbrat

170 dias ] S(70d) sin registrar:
I : Pre-MFN: 51%
: Post-MFN: 70%

Log-rank p = 0.0171 (= Significativo)

Censurados (sin registrar):
Pre-MFN: 12,6%
Post-MFN: 53,3% «

80% A

b) Post-authorization: Time to initiate P&R

After approval, companies often delay initiating P&R
procedures in the EU, varying by country and strategy.
Reasons include the need to prepare country-specific value
dossiers and HTA submissions, sequencing strategy across
markets (launch order optimization), or internal alignment on
pricing corridors and evidence packages

+19%
mas sin
registrar

60% A T .
:Max. seguim.
:Post-MFN

40% -

S(t) = P(no registrado)

c) Duration of the P&R process itself

MFN policies can influence both timing and complexity of
P&R negotiations.

Observed effects: (i) delays in initiating or progressing 20% 1

negotiations to avoid triggering low reference prices, (ii)

increased strategic sequencing of launches across
countries, (iii) greater negotiation complexity, requiring
tighter control of price disclosure and agreements

Potential outcomes: (i) higher initial list prices in some

I m— Pre-MFN (n=445)
[:?, Post-MFN: n=§0‘ méx. 309 dias seguimiento — IC mas ampHo] 3 = Post-MEN (n=30)

100 200 300 400 500 600 700
Dias desde autorizacion CE hasta registro AEMPS

markets to protect global price corridors, (ii) or conversely,
restricted access / delayed launches to manage
international reference pricing risk Post-MFN (15/05/2025) analysis: 53% of medicines authorized did not initiated P&R procedures in Spain (vs.
13% historically). When compared within the same time window, the percentage of medicines without initiating P&R
procedures changed from 9% (2023) and 16% (2022) to 53% in 2025. Log-rank test confirmed a statistically

significant difference (p = 0,017) even with such a low numbers.

Overall, MFN contributes to slower, more complex, and
more strategically constrained P&R processes
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China biotechnology market, 2018-2030 (US$M)

$262,958.1

$74,157.0

2018 2019 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2030
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Distracted by the US, Surpassed by China

Europe Is Watching Washington While China Is Building the Future

While Europe remains largely focused on responding to U.S. protectionist measures and managing

transatlantic trade tensions, China continues to execute a long-term industrial strategy that is rapidly
strengthening its position across biopharmaceutical innovation, clinical development, and advanced
manufacturing.

Regulatory Fine-Tuning Cannot Substitute for Industrial Ambition

The European debate remains heavily centred on regulatory incentives and legislative reforms, whereas
its main competitors are deploying comprehensive industrial policies supported by substantial public
investment, strategic coordination, and a clear commitment to technological leadership

China Has Moved from Manufacturing Hub to Innovation Powerhouse

The growing ability of Chinese companies to generate innovative assets, attract global clinical
development programmes, and out-license novel therapies to Western pharmaceutical companies
illustrates that competition has moved well beyond low-cost manufacturing and into the highest-value
segments of the pharmaceutical value chain.

Regulatory Activity Is Not a Growth Strategy

There is a risk that Europe mistakes regulatory activity for industrial strategy. New frameworks, action
plans, and incentive schemes will struggle to reverse the continent’s relative decline unless they are
accompanied by meaningful investment, deeper capital markets, and conditions that enable companies to
scale and remain globally competitive.

The Real Strategic Challenge Lies to the East

In an increasingly fragmented geopolitical environment, the challenge is no longer simply how to respond
to U.S. trade policies, but how to prevent the centre of gravity of pharmaceutical and biotechnology
innovation from shifting decisively towards Asia while Europe continues to rely primarily on incremental
policy adjustments.
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Juguemos a encontrar las diferencias

En Espafna se matriculan anualmente
alrededor de 1 millén de turismos nuevos.

Las adquisiciones realizadas por
administraciones publicas (Estado, CCAA,
ayuntamientos, policia, guardia civil, empresas
publicas, etc.) suelen representar del orden del
2%-5% del mercado, dependiendo del afno y
de los ciclos de renovacion de flotas.

Es decir, mas del 95% del mercado del
automovil es privado (particulares, empresas
y renting privado). La demanda publica existe,
pero no determina la estructura competitiva del
sector.

En automocion, la politica industrial y la
regulacion son mucho mas importantes que la
contratacion publica.

En Espana el gasto farmaceutico total se situa
en torno a 28.000-30.000 millones de euros
anuales.

De esa cifra, la parte financiada por el SNS
supera ampliamente los 23.000 millones de
euros.

Aproximadamente 70%-80% del mercado
farmacéutico espanol esta financiado o
comprado por el sector publico.

Ademas, en muchos segmentos, el comprador
es practicamente unico: el sistema publico.

En el sector farmacéutico, la contratacion
publica, la financiacion publica y las decisiones
de precio y reembolso son elementos
constitutivos del propio mercado.



Estrategia EJE |
de la Industria ameemT——

, . Acceso
Farmacéutica
2024-2028
PO ESTRATEGIA CENTRADA
EN NECESIDADES
ET EN{ Prevencién, salud, calidad de vida y productividad.
o° e
Compra Y -
ﬂ :
<
o >
2, y
= .
@ o :
/N315 ‘;q
Comarcializacién Irmvastigacion Q{H
Fabricacidm

EJE 3



Estrategia
de la Industria
Farmacéutica
2024-2028

MINISTERIC MRaSTERIO

EJE |

Bccaso

En Consejo de Estado.
Pendiente segunda vuelta
Consejo de Ministros

G

Ley de los Medicamentos y Productos Sanitarios

RD de evaluacion de

tecnologias sanitarias

RD de financiacion y precio

EJEI sI-
ESTRATEGIA CENTRADA
EN NECESIDADES
ST EN Prevencién, salud, calidad de vida y productividad.
e ’e,(
Compra a ’op
3 o
r)/ 6, |
QINB..'I-SO . o
Comarcializa 1 ‘;;“‘l
EJE 3

-_;l Publicada el 10 de
_l diciembre de 2024

(S

|

Publicado el 27 de
mayo de 2026

Tramite de audiencia
publica iniciado 19 de
junio de 2026

de medicamentos
©




Estrategia e
de la Industria G0 X0

Farmacéutica g%, "

2024-2028 o

MINISTERIO

MRaSTERIO
DE SANIDAD DE HACIENDA

MINSTERO
DE INDUSTRIA
¥ TURISMO

R Ley de los Medicamentos y Productos Sanitarios

_EIE I a) gravedad, duracion y secuelas de las patologias (...), asi como la carga de enfermedad asociada. b) necesidades especificas de
T e determinados colectivos, (...). c) valor terapéutico y social del medicamento, considerando su beneficio clinico incremental, la mejora en

' resultados en salud, calidad de vida, adherencia terapéutica u otros (...). d) la relacién coste-efectividad, coste-utilidad u otras evaluaciones
econdmicas, (...) |mpacto presupuestarlo (...). e) alternativas terapéuticas. f) innovacion del medlcamento (...) AMR, asi como mecanismos

ESTRATEGIA CENTRADA de accidn, tecnologlas o abordajes clinicos novedosos. g) contribucidon del medicamento a la sostenlbllldad y reS|I|enC|a del SNS
EN NECESIDADES competenaa diversificacion y seguridad del suministro, la multiplicidad de indicaciones autorizadas, las combinaciones terapeutlcas
obligadas. h) contribucion del medicamento a objetivos de interes general, incluyendo su impacto en la generacién de renta y actividad
STEN, Prevencion, salud, calidad de vida y productividad. econémica, productividad, autonomia estrateglca investigacidn clinica y precllnlca desarrollo e innovacion biomédica vinculada al SNS, asi
o° G( como la reduccién del impacto medioambiental.
Comp q' ,?’
S 2
5, 5
& s . - 4 .
“PIngas© Fey RD de evaluacion de RD de financiacion y precio
5 “l ’ . - .
I i tecnologias sanitarias de medicamentos
Fabricacion { Articulo 22. Instrucciones para la evaluacién de las \ { Articulo 7. Criterios para la financiacion publica de los medicamentos \
e tecnologias sanitarias en Espaiia.
EJE 3 1. El Ministerio de Sanidad, publicara las directrices, modelo de b)
expediente y guias metodolog/cas y de proced/m/ento (..) C
2. Para la elaboracién y modificacion de este cuerpo n) (...)-
documental, que tendra el caracter de documento vivo, se
seguira un proced/m/ento participativo, deliberativo y
transparente (...).
= Planes en Gestién de la
O marcha o informacion y :"
s nuevos v « Evaluacién Econémica los datos —5
b S + Impacto presupuestario
+ PROFARMA M %:nocne'\'i)tilgggiqobl':gs + SI nacional de consumo de o
« Genéricos y Biosimilares . . « Financiacién medicamentos y productos sanitarios
- Biomarcadores _Directrices de . VALTERMED
+ Modelos de Gestion implementacion « BIFAP




Oficina de
Evaluacion de
Medicamentos
(AEMPS)

Compaiiia

DG de Cartera
y Farmacia

Comision
Interministerial
de Precios

Interaccion
temprana

EMA

AEMPS

N
]
\—/

Criterios de
calidad, seguridad
y eficacia

Autorizacién de
comercializacion

Evaluacion

™ HTAclinica

-

Evaluacion
HTA no clinica

a) gravedad, duracién y secuelas de las patologias (...), asi como la
carga de enfermedad asociada. b) necesidades especificas de
determinados colectivos, (...). c) valor terapéutico y social del
medicamento, considerando su beneficio clinico incremental, la mejora
en resultados en salud, calidad de vida, adherencia terapeutlca u otros
(...). d) La relacion coste- efectividad, coste-utilidad u otras
evaluaciones econdmicas, (...) |mpacto presupuestario (...). e)
alternativas terapéuticas. f) innovaciéon del medicamento, (...) AMR, asi
como mecanismos de accion, tecnologias o abordajes clinicos
novedosos. g) contribucion del medicamento a la sostenibilidad y
resiliencia del SNS, competencia, diversificacion y seguridad del
suministro, la muItlpI|C|dad de indicaciones autorizadas, las
combinaciones terapéuticas obligadas. h) contribucién del medicamento
a objetivos de interés general, incluyendo su impacto en la generacién
de renta y actividad econémica, productividad, autonomia estratégica,
investigacién clinica y precllnlca desarrollo e innovacién biomédica
vinculada al SNS, asi como la reduccion del impacto medioambiental.

Proyecto de
resolucién

Resolucion

®

A

Acuerdo
de inicio
Q
Informe de
evaluacion HTA
) 4 ) 4
2 4 Estudio del expediente
Prop:uesta
de precio
1

El Ministerio de Sanidad podra autorizar la
incorporacion acelerada, condicional y/o
provisional a la prestacion farmacéutica de
nuevos medicamentos o indicaciones autorizados

Informe del
expediente

180 + 30 dias

. -
Estudio de Q g)
alegaciones
Informe del Informe del
expediente expedlente
. o/% Sesién Sesién
Q07> CIMP M CIMP
Grupo de Grupo de
Adopcién Adopcién

90 dias



2016 1017 2018 2019 2020 2021 2022 2023 2024 2025 2026

La legislacion de la UE se mueve... <+——— Pharma Package |—> ____________________

2 duiniuiieieieiaie ittt IVDR (In Vitro Diagnostic Regulation 2017/746) | ———————————————————————————— -
R MDR (Medical Devices Regulation 2017/745)  r-----=--------------- - <« Critical Medicines Act |”
T Reglamento de Ensayos Clinicos (CTR 536/2014) f--------=------- - Biotech Act |

<«———  HTA Regulation (2021/2282) I—" ..................................... -




Council of the
European Union

Interinstitutional File:
20230132 (COD)

NOTE

Brussels, 24 February 2026
(OR. en)

6367/26

LIMITE

SAN 31
PHARM 15
Mi 128
COMPET 190
ENV 131

CODEC 237
1A 32
UK 21

From: General Secretanat of the Council

To: Permanent Representatives Committes

Subject: Directive on the Union code refating to medicinal products for human use

- Analysis of the final compromise text with 3 view fo agreement

Delezations will find in Annex the final compromise text of the Directive on the Union code

relating to medicinal products for human use

Diario Oficial
de la Unién Europea

Council of the
European Union

Brussels, 22 December 2025
(OR. en)

= Council of the

European Union

Brusseis, 30 April 2026
(OR. en) o

8570126

Interinstitutional File:
20250102 (COD) LIMITE

NOTE

SAN 250
PHARM 69
Mi 394

MAP 98
POLCOM 159
IND 284
COMPET 487
CODEC 766

From:
To:

General Secretarat of the Council
Delegations

Subject: Proposal for a regulation laying a framework for strengthening the

3vaiabiity and security of supply of critical medicnal products as well as
the avaiability of, and acoessibiity of, medicinal products of common
nterest, and amending Regulation (EU) 2024/705 (Cntical Medicines Act)
- Four-column table

16945/25
Interinstitutional File:
2025/0406 (COD)

CODEC 2160
RECH 565
BIOTECH 50
ENV 1431
P1230
FOOD 118
FEED 4
VETER 134
AGRI 745
AGRILEG 215
DENLEG 68

COVER NOTE

From: Secretary-General of the European Commission, signed by Ms Martine

DEPREZ, Director
date of receipt: 18 December 2025
To: Ms Thérése BLANCHET, Secretary-General of the Council of the
European Union
No. Cion doc.: COM(2025) 1022 final
Subject: Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND

OF THE COUNCIL on establishing a framework of measures for
strengthening Union's bictechnology and biomanufacturing sectors
particularly in the area of health and amending Regulations (EC) No
17872002, (EC) No 1394/2007, (EU) No 536/2014, (EU) 2019/6, (EU)
2024/795 and (EU) 2024/1938 (European Biotech Act)

REGLAMENTO (UE) 2025/327 DEL PARLAMENTO EUROPEO Y DEL CONSEJO

relativo al Espacio Europeo de Datos de Salud, y por el que se modifican la Directiva 2011/24/UE y el
Reglamento (UE) 2024/2847

2025/327

de 11 de febrero de 2025

(Texto pertinente a efectos del EEE)

Delezations will find enclosed the four-column table on the above-mentionad proposal.

This document contains in Annex A the explanations on the layout of the table used in this
document and in Annex B the text of the Commussion proposal. changes to the proposal approved
by the Council on 2 December 2025, and the & voted by the European Parliament on
20 January 2026,

bt Mas alla de la reforma regulatoria y la politica industrial,
: el Espacio Europeo de Datos de Salud (EHDS) tiene el
IS potencial de transformar radicalmente el ecosistema de

las ciencias de la vida. Al facilitar el acceso seguro,
interoperable y a gran escala a los datos sanitarios en
todos los Estados miembros, el EHDS podria mejorar
significativamente la investigacion clinica, acelerar la
generacion de evidencia, optimizar el reclutamiento de
pacientes y fortalecer el atractivo de Europa.
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"There are only two kinds of
countries in Europe: small
countries, and countries that have
not yet realised they are small”

— Paul-Henri Spaak

— Jean-Claude Juncker
— Josep Borrell

— Vytenis Andriukaitis

Europe accounts for roughly 7% of the world's population and remains one of the largest
economic blocs, but its relative weight in the global economy is set to decline steadily over
the coming decades.

In a world increasingly shaped by continental-scale competition, no European country,
regardless of its size, can compete alone with the economic, technological, and industrial
power of the United States or China.

This reality is particularly evident in the pharmaceutical and biotechnology sectors, where
innovation ecosystems, capital markets, data resources, manufacturing capacity, and
industrial policy are becoming key determinants of competitiveness.

While Europe often focuses on refining regulatory frameworks and responding to
transatlantic trade tensions, China continues to build scale through coordinated industrial
policies, strategic investment, and long-term technological planning.

The central question is therefore not whether Europe needs more regulation or more
incentives, but whether it is prepared to act with the scale, speed, and ambition required
to remain a leading pharmaceutical and biotechnology power.
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NCAPR Background paper

The European pharmaceutical market beyond pricing:

Stable, predictable, innovative and socially grounded

Final version
15 April 2026

This paper was drafted by the NCAPR subgroup on Geopaolitical Developmends in Pricing and
Reimbursement. This document does not prejudge national positions.

10. Conclusion

Eurocpe is a valuable markest for pharmaceutical innovation.

European counfrias prioriliss universal access, clinical value and long-term sustainability,
ansuring that valuable therapies reach patients afficiently. The strong and unbiased regulalory
framawork, supporied by evidence-based markel access through HTA's, creales a climale
where innovation is both rewarded and aligned with heallth goals. With nearly 450 million
citizans insured by universal health coverage, Europe offers pharmaceulical companias a
high-v¥olumea market, in which reimbursemeant decisions ara transparent and prediclabla.

Europe conlinuas o improve on dalivering access o fasl and proven care.

Counfrias focus on the friad of limely access, quality and efficiency. This has prompted
initiatives such as EMA’'s PRIME program, eary scienlific consultations and horizon scanning,
joint clinical assessments and national efforts lo oplimise treatment protocols and real-world
avidenca generalion. The strong research infrastructure is supported by EU programs such
as Horizon BEurope and by public-privale parnarships. Lagislalive changes such as the HTA
Regulation, European Health Data Space, and the anticipated Biotech act, show Eurcpe’s
afforts to balance innovalion and ensuring sustainable access.

Europe is prafitable, health-orienied and aopan for dialogue.

Europe makes up for a significant part of global pharmaceulical revenues, whare payers hawe
a high wilingness o pay for fast access to truly innovative products. Allhough there is a
slrong tradition of indepandant and thoreugh precadures and decisions, thers is roeom for
slakeholders to interact, share ideas and help improve legislation so that it benefils all
slakeholders.

A halistic look at the pharmacaulical market shows that BEurope remains an attractive and
resilient market for the pharmaceutical industry, now and in the fubure.



& Federal Ministry En

of Health MINISTERE
DE LA sam ocs FAMILLES,
DE L'AUTO
ET DES rnsomus HANDICAPEES

EaNe

Havver

Joint Declaration on Strengthening the Pharmaceutical Industry in Europe
between
the Federal Ministry of Health of the Federal Republic of Germany
and the
Ministry of Health, Families, Autonomy and Persons with Disabilities of the French
Republic

1. Strengthening the EU as a location for clinical research

2. Easing the market launch of new medicinal products by harmonising the benefit
assessment

3. Strengthening security of supply and the industrial base

4. Balancing environmental regulation with safeguarding attractiveness for
pharmaceutical companies

5. Improving the protection of intellectual property

6. Addressing global tensions: immediate measures

#1%0 = Beneluxa

10 June 2026 - Staterment of the Beneluxa Initiative on a more unilied European approach
to Pricing and Reimbursement of pharmaceutical products

Counftries in the Eurapean Union and the European Economic Area differ in how they
afganise, insure and provide health care. Yet thete i one important unitying factor: access
1o health care s breadly considensd to be a sacial right’. With patients” interests and social
accountability in mind, their citizens can rety on universal health care systems that have
delivered health outcomes ranking amongst the best in the world®.

The Bemeluxs Initiative has esplored the opporiunities and challenges in European
collabaration since 205, We thefelore welcome collaborative approsches by Mamber
States to address shared structural challenges within @ Buropean framework rather than
through uncoordinated individual national responses, while still respecting national
competences. Support from the European Commigsion in facilitating continued dislogue and
collaborative working would enhance the ability of Member Stales 10 achieve this. This
approach endofges Furope &8 an attractive location that pusrantees legal stability and
safeguards scientiflic advancement. This is a goal we share.

In turbilent geopolitical tifmes, we beliove thal the cuffent developments in the
phamaceutical system reguire unity and coordination to saleguard long-teim aflordable
phamaceutical care for Eufopean patients, while providing a strong and targeted approach
1o inmovation in Eurape.

Although Europe remains an aftfactive economic and innovative place for the
pharmaceutical sectof, fecent geopoliticel developments have highlightsd  more
Tundamental challenges in pharmaceutical policy across Europe. These challenges requine a
Tundamental felaw.

System oplimization

W believe that there i an opportunity Tor desper cooperation to further strengthen and
suppant the way inwhich pricing and reimbursement is carmied out in Europe. Eufspesan
Iealth care systems fundamentally distinguish Between ecanomic and health cane
outcomes. Medical interventions are assessed on the impact they have on population
Isealth, rathar than their sconomic impact slons. Maintaining this strong, sclahce-basad
approsch, whils fully respecting national competences, joint efors could aid in reducing
lead tifes to e, Valuable products. Among others, incleaged information sharing, quickly
expanding the uptake of HTA-R outcomes and streamlining P&R procedures ona mutually
agrecd collaborative basig, ehould ultimately lead to 8 more unified European approach to
pricing and reimbursemaent of new reatments. Collaborative approaches on pricing and
purchasing, including those facilitated by the Critical Medicines Act, should be explored. In

' Bropean Soclal Charter of the Cowncll of Europe, &ft. 11
3Hackgreund pager o the Eurogean pharmeceutical market (Aol 2035, Hetwork of C Authy o0
Fricieg and REmbursesent (NCAFR)
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What are we pulling from when we fill the box?

S A i The box for the provision
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"Made in Europe" y contratacion
publica estratégica

El debate no es solo sanitario, sino
geopolitico (AMR, CMA y Biotech act).

« Dar mas peso en las licitaciones publicas
a la produccion europea.

* Introducir criterios de "seguridad de
suministro" ademas del precio.

» Favorecer proveedores con fabricacion en
Europa.

» Crear capacidades productivas _
estratégicas para medicamentos criticos.

La pregunta de fondo es: s Debe Europa
pagar mas por un medicamento fabricado en
Europa si eso reduce el riesgo de
desabastecimiento?
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Reforma del SPC

Este es probablemente uno de los asuntos
mas sensibles y de posicion mas dispar.

Es el incentivo mas potente de la Biotech
act, pero no deja de ser una surrogada del
acceso que se situa, ademas, muy al final
de la vida comercial del producto (cuando el
valor del incentivo es menor).

La extension de la proteccion retrasa la
competencia y, necesariamente,
incrementan el gasto sanitario.

No esta ligada a elementos ortodoxos de la
HTA de medicamentos (ensayos clinicos,
produccién en Europa, nuevo principio
activo, nuevo mecanismo de accion)

Probablemente es solo mejor que no hacer
nada.

Incentivos “push” en Europa

Europa reconoce que tiene buena ciencia,
pero le cuesta transformar investigacion en
empresas globales.

Por ello el debate se centra en:

« Mayor participacion del Banco Europeo
de Inversiones en biotecnologia.

» Fondos especificos para escalado
industrial.

* Financiacion de fabricacion.

« Apoyo a terapias avanzadas y produccion
de medicamentos criticos.

Muchos informes europeos sefialan que
EEUU financia mejor el paso de la
investigacion al mercado y que Europa
pierde empresas innovadoras en fases de
crecimiento.
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Orientacidon de la CMA

La verdadera discusion es sobre si Europa
esta dispuesta a sacrificar parte de la
eficiencia basada en precios para comprar
resiliencia, soberania industrial y capacidad
productiva propia.

¢, Como definir “produccion europea” para
que el sistema sea real?

Compras conjuntas: ¢ mas Europa o mas
soberania nacional?

¢, Quién —y cémo- financia la
reindustrializacion? Y si se financia, ¢,servira
si luego no se compra?

El Critical Medicines Act es menos una ley
farmaceéutica que una ley de politica
industrial aplicada a la salud, ¢,se puede
hacer sin los pagadores?

Reequilibrio del sistema
farmacéutico

¢, Como reforzar los incentivos a la
innovacion al mismo tiempo que se
promueve una mayor competencia y se
garantiza la sostenibilidad?.

¢, Como afecta la competencia entre
innovadores a la entrada de biosimilares?

¢, Como recuperar los precios de
medicamentos de alto valor sin incrementar
el gasto farmacéutico?

El debate trasciende lo estrictamente
sanitario. La politica farmacéutica se integra
progresivamente con la politica industrial, la
ciencia y la innovacion, y la gestion de
cadenas de suministro.

_— #HealthUnion

FROM THEORY TO PRACTICE:

Implementing the
EU Health Technology
Assessment Regulation

Y, en este contexto, s hacia
dénde va la HTA?

Europa debe hacer un esfuerzo por
identificar quienes son sus actores y como
se reparten los papeles

Solo hay dos elementos decisorios, la
autorizacion de comercializacion y la
decision de financiacion

La HTA “procedimental” debe proporcionar
la informacién relevante que estos
decisores le pidan

Atencion a la nueva posicion de FRy DE y
como afecta al statu quo actual
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El nuevo equilibrio farmacéutico
europeo ya no es solo sanitario, es
también industrial

Cada decision sobre acceso o precio es una decision sobre

dénde se produce, quién innova y quién pierde capacidad
productiva. La politica de salud no es neutral.

La sostenibilidad no puede evaluarse
solo en términos de gasto sanitario,

sino de inversion sistémica

Si Europa quiere resiliencia y capacidad productiva, estos
objetivos deben reconocerse explicitamente en los
presupuestos sanitarios, evitando que se carguen de forma
implicita o fragmentada en otras partidas.

Integracién y transversalidad

La estrategia de la industria farmaceutica espafola ofrece un
modelo en el que se puede mirar Europa
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Datos, evidencia, decisiones: generando valor
para la gestion y las politicas sanitarias

Sevilla, 17al 19 de junio de 2026
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