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Intreduction: a shared diagnosis

Shaortages of Critical Medicines have been on tha rise for many years globally. They are a concem
for all EU Member States. Major recent events, such as the COVID-19 pandemic or the invasion
of Ukraine, have exacerbated their prevalence and duration, and have undermined patient’s
timely access to high guality care. The root causes for shortages are complex and variable,
depending on the type of product Unexpected increases in demand, manufacturing and quality
issues, closures or relocations of manufacturing sites are all potential reasons for the accurrence
of shortages af a specific product.

The EU has already taken steps to respond to these shortages, notably by developing a mare
coordinated approach at EU level The European Medicine Agency's extended mandate and its
work via the Executive Steering Group on Shortages and Safety of Medicinal Products! ("MSSG')
on monitoring shortages and building the Voluntary Solidanty Mechanism?® (VSM') have been
instrumental in developing such an approach. In December 2023, the Buropean Commission
published the first Unian List of Critical Medicines, together with the European Medicines Agency
(EMA) and the Member States’ Heads of Medicines Agencies (HMA)®, The current version contains
over 260 active substances It s updaled on an anpual basis, covering a wide range of
therapeutic areas targeting both communicable and non-communicable diseases, thus providing
a commaon frame of reference for the fight against shortages at EU level Additional measures
to address shortages and strengthen the supply of Critical Medicines are contained in the
proposed review of the ;hannumucal igmslatlnn and others thould be set out by the new
Commission's proposal for 2 biotech act aiming at stroking the right balance between
competitiveness and innovation in the pharmaceutical sector across the whole value chain*

Mevertheless, It has become clear that not all reasons for shortages had been considered for
policy intervention at EU level There is a need to look ‘upstream’ at vulnerabilities in the
manufacturing supply chains of Critical Medicines and to adopt a more proactive industrial pollcy
In this field, This focus is reflected in the Commission Communication on “addressing shortages
of medicines in the EU” of October 2023, which has announced the setting up of a Critical
Medicines Alllance so as to ensure adequate stakeholder consultation on this matter. This has
also been followed up by the new Von der Leven Commission proposal For a2 “Critical Medicines
Act” (the “Act™)s. The objective of the Act is to develop a coordinated, European industrial
framework to prevent and mitigate shortages of the most Critical Medicines, which are caused
by structural issues that cannot be addressed by any regulatary interventions,
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The Criticol Medicines Allionce

Todiscuss the industrial challenges behind shortages of Critical Medicines, the Critical Medicines
Alliance was set up and lacnched in April 2024, The Alliance brings together stakeholders fram
health professions, industry and civil society and representatives from Member States® It has
been set up for five years. The Alliance aims to identify key challenges and formulate
recommendations for areas and priorities for action, proposing solutions to strengthen the
supply of Critical Medicines In the EU and the development of a dedicated Industrial policy
focusing on Critical Medicines

The Steering Board of the Alliance has prepared this Strategic Report for the consideration of
the Alllance Forum. [Following s meeting on 12 Februory 2025, the Allionce Forum has
confirmed its broad endorsement of the Report]’.

The main focus of the Strategic Report = to put forward strategic recommendations to the
Commission, Member States and the Alliance's stakeholders on actions and measures that could
be implemented to support the strengthening of Critical Medicines manufacturing in the EU and
to ensure strateqgic partnerships with non-EU countries to strengthen the supply chaln of Critical
Medicines. The Report was built on recommendations developed by thematic Working Groups of
the Alliance and should be seen as a key contribution for the preparation of 2 future Critical
Medicines Act.

Key industrial challenges for Critical Medicines

While shortages can affect any type of medicine, they disproportionately impact older, off-
patent and generic medicines. This issue stemns largety from the low profit marngins associated
with these products®, which discourage investments In robust manufacturing capacities. EU
health systerms have increasingly relied on generic medicines, prioritising procurement at the
lowest cost lo reduce the burden on national health care budgets. However, understanding the
root causes of shortages of Critical Medicines requires a clear distinction between the market
dynamics of generic medicines/off-patent medicines and those of innovathve/on-patent
medicines

The Union List of Critical Medicines, as it stands, mostly comprises generic, of f-patent medicines
that no longer benefit fram intellectual property rights or other regulatary data protections
These affordable medicines have often become “staple’ products of EU health systerns, but are
increasingly produced in ways that heighten vulnerability. Many Critical Medicines are supplied
by only one or two manufacturers, leaving supply chains highly fragile and dependent These

Terms ¢f Reference of the Critical Medicines Allignce
ﬂpﬂlﬁ'ﬁ of Alliance members are available on the following Ilnkl 1, lincluding dissenting ones|
] - gtudy of d shodtages. European Cormmission, 2021
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suppliers have often moved production of their finished product outside of the EU and/or source
their AP from outside the ELU. As a result. the EU & reliant. for many of its Critical Medicines, on
a limited number of APls suppliers or manufacturers, many siuated outside of the EU. For
generic medicines, It has been calculated that between 60 to 80% of the APl prodwction has
been outsourced to China over the recent years and an increasing part of other inputs to the
manufacturing supply chain are being outsourced to Asia®

This dynamic has increased the vulnerability of the EU supply chains of generic medicines. Any
disruption - whether due to manufacturing or guality issue, natural disasters, geopaolitical
conflicts or the withdrawal of a marketing authorisation holder from the market - can lead to a
shortage of a critical medicine in the EU. Innovative medicines, in confrast, have relained a much
larger footprint In the EU but represent only 10-20% of the EU list of Critical Medicines.

On this basis, the Alliance identified and discussed the following key industrial challenges:

1) Overreliance on a limited number of geographical locations ' for the provision of APl and
raw materials, which is of high importance for both generics and originators;

2) Erosion of the EU manufacturing base, starting upstream of the supply chain as well as
for marketing authorisation holders - especially for generics (90% of the Critical
Medicines list), but also for innovative medicines;

3) Clear market consolidation which encourages single supplier sourcing inside and outside
of the EU,

4) Lack of competitiveness and investment in the European APl industry as well as in the
genarics Industry;

5) Trend towards a fragmentation of the industrial value chain, with a clear separation
between upstreéam activities producers (intermediates and APl producers) and high-value
downstream activities producers (formulation and packaging). This results in limited
vislbility-and investment potential for upstream APl and intermediates suppliers.

Proposed way forward

The Critical Medicines Alllances considers that the above challenges should be addressed in
priority in a future Critical Medicines Act, while other policy instruments should be developed to
address non legislative challenges. In any event, the relevant policy instruments should respond
to the general objectives of:

1} Ensuring access to Critical Medicines for EL citizens, Le strengthening Critical Medicines
supply chains to reduce the risk of shortages in Member States ensuring health security for
the continent

¥ Grumidler, J & Grohs, H (20211 Improving security of supply for critical products in the Global Morth and Seuth
post-COVIDLD: the cases of medical and pharrnacml q-u-n-ds
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2} Improving competitiveness of EU industry and ensuring open strategic autonomy

This Strategic Report puts forward a first set of recommendations of the Critical Medicines
Alliance for the consideration of the Commission, Member States (whether at national, regional
or local level) andfor the industry.

These recormmendations are built around the following 3 key specific objectives:

1} Reinforce manufacturing capacity in the EU and ensure its competitiveness on the basls
of a solid business case;

2} Support and incentivise the diversification of the production of APls andlor critical
intermediates where there are dependencies on a limited number of third countries and
strengthen supply chains via strategic partnerships with third countries;

3)  Improve supply and production conditions within the EU by promoting local, sustainable
and resilient production along the value chain. This includes strengthening the production
of critical raw materials, APis and medicines.

An overarching objective is the need for enhanced coordination between relevant stakeholders,
Member States and the EL as no single entity can solve these challenges alone.

This report may distinguish in certain cases between (i) main recommendations {providing the
main actions and objectives to achieve) and (il) specific recommendations (with specific actions
and elements for dedicated targets and objectives). The latter therefore aim to give a more
detailed understanding of the steps required to implement the main recommendation.
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I. Assess vulnerabilities in the industrial supply chains of Critical
Medicines.

Main Recommendation:

& The Allilance recommends the establishment of a European list of Critical
Vulnerable Medicines based on an assessment of structural vulnerabilities within
their industrial supply chains (preliminary draft list by mid-2025) (the
“Vulnerability Assessmeant”).

The European Union List of Critical Medicines was put forward by the European Medicines
Agency (EMA) in December 2023 to help combat shortages of medicines. This is a list of
medicines where continued supply is considered a priority for the EU to help health care systems
function and avoid serious harm to patients, The Critical Medicines list is compiled based on
medical criteria including the severity of the condition, avallability of altermatives and additional
input from Member States. It is kept updated on a regular basis ',

However, the vulnerabllity of the manufacturing and supply of the product is not considered. in
April. 2024, HERA conducted & pilot exercise to assess the structural and non-structural
vulnerahilities of selected medicines” industrial supply chains®™. Results of this pilot exercise and
lessons leamed (including data limitations, notably in the absence of the proposed
pharmaceutical legislation) led the Alliance to identifying the need to further improve the
methodology assessing the vulmerability of products on the list in order to prioritise efforts on
those products most in need and o give patient the maost benefit The Alllance considers that
such an analysis of industrial vulnerabilities should result in a list of Critical Vulnerable
Medicines,

This assessment should be evidence-based in order for the EU to prioritise its policy Instrurments

and financial efforts on manufacturing supply chains for which structural vulnerabilities have
besn identified.

U The Cormmission has publishad an updated list on 16 December 2024
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#« The Alliance recommends the EU to implement the below-outlined methodology
to perform a Vulnerability Assessment of medicines. The aim should be to
achieve an actionable list at the earliest time and to conduct periodic updates
of the List of Critical Vulnerable Medicines.

¢« The Alllance recommends the EU to maintain involvement of the relevant
Alliance stakeholders in the development of the list of Critical Vulnerable
Medicines.

This assesement i racommended to be performed on a regular basis an madicines from the
Uriion List of Critical Medicines. This assessment will guide the Commission, Member States and
industry in prioritizing targeted actions and direct investments to secure the supply of these
critical and vulnerable medicines in the EU,

The Alliance recommends a revised methodology for this Vulnerability Assessment (using the
outcome and lessons leamit from the pilot exercise conducted by HERA based on adapted DG
GROW methodology '* [see Annex | for full details)), primarily developed to identify
vulnerabilities In the supply chains of established critical medicinal products with multiple
MAHs manufacturers and marketed since several years (while noting that there 1= a need to
develop a methodology to cover all Critical Medicines). [t involves a new two-step process to
comprehensively analyse the vulnerability of Critical Medicines. First, a shortlist of the most
vulnerable medicines is created using qualitative indicators. Then, these medicines should
undergo further evaluation using a combination of gualitative and guantifative indicators,
notably by considering potential vulnerabilities associated with global muttinational supply
chains andlor environmertal, social and safety aspects. Indicators shall be further refined, to
set thresholds and weights adapted to the medicine. Additionally, the Alliance suggests explonna
predictive analysis models to anticipate future shortages, which could offer valuable insights
into supply chain vulnerabilities and the availability of Critical Medicines.

The Alliance emphasizes the importance of an iterative approach te maintalning and updating
the list of Vulnerable Critical Medicines, with periodic reviews considering changes in supply
chains and the phamaceutical market.
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The Alliarnce recognises that each medicine has its own specificities and will necessitate a
dedicated assessment This Includes the need to consider the difference between off-patent
medicines where multiple suppliers may be operating and patent-protected medicines with one
supplier. The proposed methodology will need to be further adapted for critical innovative
medicinal products where there is a sole MAH manufacturer,

The Alliance proposes for a preliminary draft list of Vulnerable Critical Medicines to be
established by mid-2025, with the goal of full implementation by the end of the same year. To
meet this objective, interim actions such as conducting Vulnerability Assessments in batches
and using temporary Vulnerability Assessment results to prioritize mnitial acticns should be
considered. The Alllance recommends conducting this Vulnerabllity Azsessment Irvolving the
Alliance stakeholders due to their role in gererating and sharing data.



C?) Critical Medicines
Alliance

Il. Strengthening European manufacturing of Critical Medicines by
investing in EU strategic projects

The structural low profitability of mature drugs, mainly off-patent generic drugs, facing intense
dowrnward price pressure, along with a growing competitiveness gap with Aslan producers of
raw materials, intermediaries, and APls, has led to offshoring and concentration of strategic
commuodities’ production primarily in China and India. Lower production costs and less stringent
regulatory standards in India and China have driven the transfer of APl production to these
countries. The costs of developing testing, producing and marketing generics in these regions
are estimated to be 20-40% of the corresponding cost in Europe®™. As a result, these countries
have become the leading suppliers of pharrmaceutical ingredients for essential and generic drogs
consumed in Europe, creating a key vulnerability in the supply chainand contributing to recurring
tensions and supply shortages.

The geographical concentration of production chains appears as a critical risk factor For supply
chain tension and shortages'®, particularly when no viable alternatives exist in Europe's. Strong
European manufacturing of Critical Medicines offer strategic advantages for Europe, as
evidenced during the COVID 19 pandemic. These include security of supply, competitiveness and
a stronger EU presence in global healthcare. implementing effective incentives for investmant
can bolster these strategic advantages, encouraging pharmaceutical companies to invest and/or
reinforce manufacturing This approach aligns with the EU's industrial policy objectives of
fostering a resilient, innovative, and high-quality healthcare sector.

In comparison to innovative medicines, there are Umited incentives (through both public or
private funds) for investmeants in mature medicines of the Union List of Critical Medicines, which
often rely on alder manufacturing processes. As such, a solid and dedicated strategic project
framework should therefore be established This should cover projects essential for reinforcing
the supply, resillence, and competitiveness of the Critical Medicines industry in the ELL

Strategic projects could be of varied nature but should, in any event, have positive spill-over
effects for the security of supply of Critical Medicines in the EU beyond one given Member State
and therefore be in the public interest. Beyond their primary objectives, strategic projects should

Yhirhile an average ‘Westemn APl company has an average wage index 100, an average Indian &P cormpany has
10

5 2019 EAHPS medicine shostages survey

¥ Shukar 5, Zahoor F, Hayat K, Saeed & Gillani &H. Omer 5, Hu 5, Babar 7-U-0, Farg Y and Yang © (2021 Drug
Shortage-

Causes, Impact, and Mitigation Strategies. Front. Pharmacol. 12:695426. doi: 103389 fphar 2021 635426

10
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have a positive impact on the industry supply chain and downstreamn sectors contributing o
skills and workforce developrment and contributing 1o creating new employment and improving
regional dynamics. These projects should be supported by national or regional authorities and
enabled accelerated implementation.

Relevance of EU and national funding instruments to strengthen manufacturing
capocities in the EU

To assess the relevance of existing EU funding instruments to strengthen manufactunng
capacities in the EU, the Alliance conducted an analysis of the existing financial incentives tools
In the EU In addressing the identified needs, The Alllance developed a dedicated matrix of
relevant EU programmes and State Ald tools ratched against areas most vulnerable to global
supply chain disruptions.

Several needs that should be prioritized for support have been identified through this work:

= APIs and intermediates were identified as the most common vulnerable components
of the supply chain, for which public support appears utterly important. If the
appropriate tools or intervention’s rate might be different, finished products need to be
in the perimeter of an mvestrnent plan to guarantee continuity in the value chain.

# In terms of types of expenditures:

o Infrastructure and CAPEX investment support has been identified as the top
priorities, particularly investing in modernization and greener production
technologies, and enhancing process efficiency, notably - but not only - in the
manufacture of Active Phamnaceutical Ingredients (a typical project would be
between 5 to 20 MEY depending on the complexity of the product),

o Targeted research and development (RE&D) could help to drive process
gfficiencies and maintain competitiveness in the sector with an improved
environmental footprint.

o OPEX could be relevant in some precise cases, mainly in the first deployment
years (in link to test batches and ramp-up of the production).

o Skills development for maintaining production efficiency, especially during
scale-up phases, and for ensuring the high-quality standards needed in
pharmaceutical manufacturing,

17 This rmnge was delined duning technical subgroup mestings with members of the allianoe whn asked asaul B conditions Tor creating a
sustanable busiress mse of AP production ir ELrone

11
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The Critical Medicines Act should also support investment in the digitalisation (Industry 4.0) of
the off-patent manufacturing sector in Europe (both AP and FDF production). This would enable
greater efficiency and resilience in production and reduce the labour cost and compliance cost
advantage of Asian competitors, This would also reduce shortages by increasing the flexibility
and efficiency of manufacturing processes to better respond to the highlty vaolatile nature of
dermnand for medicines on the EU market

It was suggested for financial incentives to prioritize projects that integrate multiple tiers of
the pharmaceutical supply chain (e.g. intermediates, APIs, Finished Dosage Forms (FDFs))
to strengthen supply chain resilience and flexibility

In addition, future investments must allow for holistic and flexible support, acknowledging that
Europe's pharmaceutical industrial base of Critical Medicines comyuises both SMEs and large
groups that need to invest, regardless of their location in the ELL This approach ensures equitable
access bo suppoart and fosters an inclusive and balanced industrial strategy.

To address these needs, the Alllance proposes several action points, under an ambitious and

robust European Investment Plan, to strengthen production capacities for Critical Medicines
in Europe.

The need for o coordinoted Europeon Investment Plan

Recommendation:

# The Alliance emphasizes the need for an ambitious European investment plan to
strengthen production capacities for Critical Medicines in Europe, and for ensuring
an EU-level coordinated approach to implement it

As no existing tool is cumrently directly matching the expressed need, in particular for mature
medicines, the EU (i} should implernent short-term modifications to existing EU and national
financing tools to reduce approval times and increase responsiveness and (i) create a dedicated
Investrnent programme for Critical Medicines in the medium to long-term.

A dedicated investment programme for critical medicine production, combined with a
tailored funding framewaork, could provide a suitable solution. This programme would establich
clear criteria for public support, and operate as a one-stop-shop under a tailored aid regime
and/or an EU funding framewark.

This European investment plan must be coordinated at the EU level to ensure

consistency, efficiency, and alignment with strategic objectives. This coordination should be
underpinned by rigorous scope definition and clear commitrnents from beneficiaries to delier

tangible results that enhance the EU's phamnacedtical resilience and strategic autanomy.

12
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The recommended European investment plan must adopt a coordinated, holistic, and
differentiated approach to address the diverse risks associated with Critical
Medicines. The Yulnerability Assessment long-term planning and strategic vision will play a
pivotal role in identifying critical and vulnerable medicines reouiring public support to foster
European production capacity. Regularly updated data from the Vulnerability Assessment will
also help pinpoint the weakest links in the supply chain, guiding a well-coordinated European
policy

To strengthen supply chain resilience and flexibility, financial incentives should
priaritize projects that integrate multiple tiers of the pharmaceutical supply chain,

such as intermediates, APls, FDFs, These efforts will ensure continuity in the supply chain and
support the establishment of industrial consortia of industrial sites strategically distributed
across the EU, encompassing diverse regions and Member States

A strategic, unified, and long-term vision focused on EU strategic autonomy was
largely underscored. Reducing long-term reliance on external suppliers will require developing
robust intemal capacities for essential pharmaceutical manufacturing. This vision necessitates
EU-level cooperation and coordination, including with civil society, to prevent
competition distortions among Member States and promote cohesive and coordinated
response. Dedicated governance structure, aligned with the implementation of the
Vulnerability Assessrment, will be critical to ensuring this cooperation.

The Alliance recommends that any new tools, which are to be developed at EU level, should also
be adagted to the use and benefit of all undertakings, in particular SMEs

Effective implementation will require strong alignment between wvarious levers
recommended by the Alliance, including public procurement, level-playing field
measures, trade protection mechanisms (when necessary), and developing the right
framework conditions to make relocation efforts sustainable in the long-term. While
measures to relocate the production of APls, finished medicines, and health products can yield
medium-term successes, long-term sustainahbility will hinge on public demand mcentives and
policies that ensure fair competition. These measures are crucial for maintaining commercial
viability and preventing a resurgence of dependency on cheaper imports from Asla,

Financial support provided under this plan must be accompanied by firm and
proportionate commitments from beneficiaries, such as prioritizing the supply of the
European market during periods of supply tension. The Alliance underscores the
importance of an ambitious investment plan designed to enhance European sanitary soversignty
and secure the supply of Critical Medicines for the benefit of European patients.

13
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This integrated amnd forward-looking approach will lay the groundwork for a resilient and
strategically autonomaous pharmaceutical ecosystemn in Europe.

A. Financial Incentives at EU level for strengthening Critical
Medicines production

Main recommendation:

« The Alliance recommends that the European investment plan rely on the
combination of an EU funding programme and a state aid regulation allowing to
support capacity projects in the scope of Critical Medicines.

a. EU funding programmes

Specific recommendation:

s The Alliance recommends the creation of a Critical Medicines production-specific
one-stop-shop, under an EU funding programme dedicated to production of APIs
and essential medicines.

Existing EU furding programmes under MFF 202 1-2027 (Horizon Europe, EU4Health, Eurapean
Regional Bevelopment Fund) offer incentive financing solutions. Thelr curment foous on
innovation and greening projects®™ limits their application for mature medicines and some of
the needs identified above.

A Critical Medlicines production-specific one-stop-shop under an EU funding prograrmme could
offer a solution to develop! de-risk industrial infrastructure for producing APIs and Critical
Medicines so as to ensure security of supply in the EU. Such an initiative could be put Forward
as part of the negotiations on the revision of the EU multi-annual financial framework (MFF).

This financial support should be accompanied by commitrments to supply the European market
I the event of tenslons on part of the production supported, and public authorities showld

muanitor such cammitments,

¥ |, Activities aiming at establishing new mowladge or to explone the feasibility of 8 new or inmproyed
technology, proguct, process, service or salution

14
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The Strategic Technologies for Europe Platform (STEP) was introduced under the current MFF o
boost imvestrnents in critical technologies and products in Europe, either to promote innovation
or to prevent the Unlon's strategic dependencies, including In Critical Medicines and their
components, as listed on the Union List of Critical Medicines. The STEP seeks to reinforce and
leverage existing EU instruments for a quick deployment of financial support for the
development or manufacturing in the Union of critical technologies and products in several fields
STEP projects can be supported through several programmes, such as cohesion policy
programmes, EUdHealth, Horizon Europe or InvestEL.

A complementary STEP Seal (Sovereignty Seal), applicable also to Critical Medicines, could grant
projects visibility and facilitating their access to other possible sources of furding.

b. Private funding

Specific recommendaotion:

# The Alliance recommends that public financing tools should be strategically
coordinated with the EIB, multilateral banks and private sector banks, to improve
access to private finance for high-risk projects.

The EIB, for example, can provide financing for different areas of pharmaceutical manufacturing,
from investing in infrastructure, innovation, digitalisation and technology transfer, to specific
medicinal products, devices and diagnostics, and addressing unmet medical needs in
cooperation with, notably, patients” representatives and health professionals, through agnostic
therapeutic indication. Several investments in pharmaceutical companies have already been
done to date by the EIB, making use of the variety of their programmes, such as under Invest
EUL

The InvestEU Fund provides a budgetary guarantee to the EIB Group and selected implementing
partners, facilitating access to financing for projects that involve higher risk. The programme
can provide direct loans to companies and SMEs, equity investments through intermediaries and
guarantes instruments for loans provided by the EIB and by the public investrment banks of each
Member State, Healthcare sector is notably targeted by the Research, Innovation and

Digitalisation (RID} window, To support private investment into Critical Medicines, conditions for
funding should be adapted to reflect the funding criteria beyond innovation

15




C?) Critical Medicines
Alliance

B. Financial Incentives at National level for strengthening Critical Medicines
production

a. State Aid programmes

Specific recommendaotions:

* The Alliance recommends the consideration of a new State Aid regulation,
restricted to Critical Medicines, allowing differentiated funding of large groups
and SMEs within the EU for production capacity investment projects.

» The Alliance recommends the launch of a dedicated IPCEI, in specific cases, when
documented evidence suggest a substantial competitivity gain potential from
beyond state-of-the-art innovation.

#« The Alliance recommends the launch of a Critical Medicines SGEI coordinated at
EU level to limit the risk of critical shortages, through a compensated public
service obligation, in specific cases of products with low market viability.

Existing tools

State aid, such as direct grants, loans, risk finance investments, and tax advantages, can be
compatible with the intemal market under specific conditions. These akds can be exempted from
notification under the General Block Exemption Regulation (GBER). However, current state aid
tools anly partially address the identified needs due to limitations in amounts, project types,
company 5izes, geographical areas, and restrictions on supporting CAPEX and OPEX investments
Ad Hog notification allows Member States to go beyond the amount limitation to some extent,
but it imposes a higher burden on beneficiaries.

Important Project of Common European Interest (IPCEI) is a state aid instrument included in
Artlcle 107 {3){b) TFEU and concretized In the European Commission's IPCEI Communication of
2021, It foruses on breakthrough innovation beyond the global state of the art The first wave
of the IPCEl an health (MeddCure), authorized by the European Commission in May 2024,
emphasizes process innovation that can be a significant competitiveness lever but is only part
of the solution for strengthening manufacturing capacities and raw material suppliers of Critical
Medicines in Europe.

Recommended evolutions

To modernize, where relevant, the manufaciuring base for APl and Critical Medicines in the EU,
the Alliance suggests reviewing and updating the below-detailed state aid tools to provide more
flexibility in addressing security of supply and strategic autonomy challenges, while maintaining
the level playing field principle in the Intemal Market

16
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In the short term, a new State Aid regulation, limited to a list of Critical Medicines, could fund
large undertakings and SMEs without geographical restrictions. It would feature differentiated
ald rates, supporting production capacity investment projects, including an optional innovation
and greening premium. This State Ald regulation could be complemented by a mechanism
ensuring consistent EU strategy and coordination in project selection.

Stote Aid under o new fromework

A new framework could be a strong remedy for Critical Medicines production capacities,
addressing the new challenges of competitiveness and dependency on foreign imports the EU
is facing, and opening funding perspectives to both large undertakings and SMEs. Such a new
frarmework could be part of the Clean Industrial Deal and would not only allow Mermbers States
to support the green transition but would also allow support to modernize existing and new
production capacity in strategic sectors, to work towards the EU's strategic autonomy.

Such a framework, in line with the recommmendations of the Draghi report, could be implemented
as of the second semester of 2025 and include certain limitations to prevent any distortion of
compelition within the internal market (commitrments such as an obligation Lo give prionty 1o
supplying European value chains in tmes of crisis, encouraging recourse to European funds or
the use of certain forms of non-subsidized aid ...).

Important Project of Common Europeon Interest {IPCEI)

An IPCEIl could be a powerful State aid tocl to foster research and Industrial deployment of
Innovative manufacturing processes and technologies, in specific cases, where the process s
the limiting factor, and when dacumentad evidence suggests a substantial competitivity gain
potential from innovation.

In the fleld of Critical Medicines, taking into consideration the experlence gathered so far fram
Alliance members in relation to their participation to IPCEl in the health sector, the Alliance
members consider that the IPCEl State aid instrument is less adapted to SMEs and to
manufacturers producing well-established medicines or APIs, as it mainly focuses on innovation
(and = not suitable for suppart to proaduction capacities) and that it involves a complex legal
frarmework and represents a significant administrative burden for the companies imvolved in its
implermentation,

Service of general economic interest (SGEI)

Services of peneral economic interest (SGEl allow a Member State to finance a mission of
general interest invalving a public service obligation (that could be defined through a company’s
commitment to make its production capacity available to Europe in the event of a failure to
supply the value chains, in the case of Critical Medicines), for the benefit of citizens or in the
Interests of soclety as a whole. This tool implernents a cormpensation mechanism, defined in the
regulations, whose potential to finance certain projects needs to be assessed.

It seems that this tool could be particularly relevant in some specific cases of products with a
structural low market viability (small volumes, crisis products) and thus be more adapted o
keeping some Critical Medicines on the market rather than fostering relocation projects. To reach
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a level of mcentive effect sufficient to foster relocation projects, it would be necessary to couple
it with a public support on the investment and would imply that the rules for calcolating
compensation should be easy to curmulate with state aids and European funding.

The introduction, in the context of specific Critical Medicines, of a coordinated SGE! at EU level
to lUmit the risk of critical shortages at EU level, mentioned by the Commission in its
Communication on addressing shortages of medicines of October 2023, should still be explored
and would require a review of the Decision and Framework governing the SGE|, as well as a
coordination mechanism for several MS to participate.

b. Proportionality of public funding and preservation of the single market

Specific recommendation:

# The Alliance recommends Member States to earmark parts of the shared
management European funds to contribute to the objectives of the CMA.

The purpose of the Alliance's recommendations is to guarantee the production of Critical
Medicines in Europe and to ensure their avallability to the European population in the event of
a crisis. Therefore, public funding (European furds and aid From Member States) granted to
companies should be strictly necessary for these objectives and proportionate to the financing
needs of companies induding the private part of investment from the undertakings and from
the financial market actors,

Shared management funds, such a5 the European Regional Development Fund (ERDF) or the
Cohesion Fund (CF), are run by the European Commission and national authonties in the Member
States together. The national administrations are responsible for choosing projects to finance
and take responsibility for their management, with the Commission making sure of the
successful conclusion of the projects.

It appears essential that a share of European funds managed by Member Slates can be
earmarked for the objectives of the Alliance, in order to avold excessive disparities in the means
of action among Member States, thereby also making sure funds are used in an optimal way
and not creating overcapacity for one critical medicine, while at the same time impeding funding
for other Critical Medicines or technologies In this perspective, it therefore appears necessary
that the rules for curmnulation between the different European funds and State aid be applied in
a simple and uniform rmanner,
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c. Skills

Specific recommendation:

+« The Alliance supports a coordinated approach to skills development to address
immediate workforce shortages and ensure long-term sustainability and
competitiveness within the sector.

The Alliance identified the scarcity of skilled manufacturing workforces as a critical issue,
particularty in highly competitive employment areas. Addressing this challenge requires targeted
initiatives to develop and sustain a workforce with specialized training in pharmaceutical
manufacturing. 4 European programmes have been identified by the Alllance as key
opportunities. They include the European Social Fund Plus (ESF+), Horizon Europe, Erasmus+ and
the Digital Europe Programme

To address skills gaps in the European health industries, DG EMPL launched the Pact for Skills
under ESF+. This initiative brings together stakeholders from the pharmaceutical industry,
academ|c Institutions, and other ecosystem pariners (o form a large-scale skills partnership.
Coordinated by EIT Health, this partnership is designed to expand training opportunities across
Europe, Key objectives of the partnership include:

1. Improving Skills Intelligence: Moritoring industry needs and identifying gaps in
workforce capabilities.

2. Designing Aligned Training Programmes: Developing curricula that match current and
future industry requirements.

3. Drafting a Comprehensive Skills Strategy: Creating a cobesive approach to ensure that
healthcare professionals and organisations are equipped to meet emerging challenges.

By leveraging these European programmes and initiatives, the Partnership aims to create a
robust pipeline of skilled professionals to support the pharmaceutical industry's growth and
resilience. A coordinated approach to skills development will not only address immediate
workforce shortages but also ensure long-term sustalnability and competitiveness within the
seclor,
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lll.Ensuring the security of supply of Critical Medicines through
updated contingency stocks and procurement strategies

a. Strengthen EU sclidarity through contingency stock

Recommendation:

* The Alliance recommends the industry, Member States and/or the EU to implement
a comprehensive harmonised and balanced framework on contingency stocks to
be defined in the Critical Medicines Act.

Building on already existing mechanisms, such as the voluntary solidarity mechanism under the
M35G, the Alllance ks supportive of a European approach to ensure that Member States are not
competing over supplies and can rely on EU solidarity when faced with shortages. This incudes
the guestion of contingency stocks reguirernen ts which; while broader in their scope thar Critical
Medicines, may impact their security of supply.

Tomitigate the risk of shortages, several Member States have implemented contingency stock
obligations, which mainly require suppliers to maintain national reserves of Critical Medicines.
These mandated supplier stocks are requlated by authorities but rerain under the ownership
of suppliers. However, these stocks are typically reserved for a single country, hindering the
equitable distribution of essential medicinal products according to patient needs.

While stocks of medicinal products can help mitigate the impact of supply chain disruptions on
health systems, uncoordinated apgproach within the EU can lead to misallocation of products.
particularty for medicinal products already at high risk of shortages due to market concentration.
As a result, patients may increasingly experience disruptions to their health care due to further
strain on supply chains, which may prevent from efficiently addressing shorages and undermine
the principle of solidarity, as stocks are restricted to national markets, Furthenmore, excessive
contingency stocks increase the likelihood of stock write-offs, which is both wasteful and
financially burdensome. Excessive and uncoordinated cantingency stocks can also exacerbate
market consolidation, as it places additional pressures on already strained generic medicine
markels and supply chains.

Current level of coordination among Member States regarding contingency stock shall improve.
Linilateral national stocks fragment the market and negatively impact the patients * access to
medicinal products, as some countries might hoard supplies, worsening shortages elsewhere
and increasing health inequalities and tensions between Member States, While committees such
as the EMA's Medicines Shortages Single Paint of Contact Working Party and the MSSG provice
essential technical oversight, there is a pressing need for enhanced strategic coordination

at the EU level
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A clear framework covering both national and EU contingency stocks is needed to mitigate the
potential negative consequences of current national contingency stocks. It is also important to
facillitate the realiocation of stocked medicinal products to Member Siates in case of shortage.
ensuring that solidarity mechanisms are effective, and Member States have mechanisms that
allow thern to share the stock in time of need. Additionally, although contingency stocks may be
created by each Member State, such conditions should never put patients' lives and the primary
availability of medicinal products at risk.

Therefore, the Critical Medicines Alliance proposes the below specific recommendations.
Although these recormmendations apply primarily to the Union List of Critical Medicines, it is
appropriate to apply them to amy measures and obligations related lo contingency stock of
critical medicinal products'®at the Member State level or EU level.

Beyond that. the Alliance realises that root causes of shortages for different product groups are
multi-factorial and, therefore, contingency stocks of medicinal products do not address root
cavces of supply disruptions and shortages, and such measures cannot be used as a one-size-
fits all solution. The need for contingency stocks should be assessed in the broader supply
ecosystem recognising the shared responsibility with other supply stakeholders and should be
proportionate to the identified risks, Additional measures to ensure EU resilience of supply of
medicinal products are needed, especially rules supporting EU production capacities of critical
medicinal products,

The framework on contingency stock can be also coordinated with the frarmework on public
procurement of medicinal products. In this case, it should be accompanied with a more
overarching public procurement strategy,

The recommendations put forward to Member States and/or the EU, and industry where retevant
(later referred to as targeted parties) apply to:

+ mandated supplier contingency stock, when there is a requirement imposed by an
authority (such as a government or regulatory body), but the responsibility for maintaining
and owning the stock remains with the supplier, and

* contingency stock done, managed and controlled by the Member States or EU
related to supply chain disruptions and the prevention of shortages of medicinal products
{strategic reserves of Member States or EU intended for use during emergencies, such as
health threats, natural disasters, economic crises, are excluded),

These should be considered without limiting the phase of the product (unfinished or finkshed
medicinal product) that is stocked, the ownership of the stocked product or the existence of
financial compensation for holding and managing the contingancy stock.

" 4 eritical medicinal product is a medicingl product for which insufficient supply results in serious harm or
rizk of serious harm to patients.
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Based on the current sel of obligations related to contingency stocks in many Member States,
the Alliance acknowledges that it would be uneasy and maybe even impossible to reset the
system from point zero. For this purpose, it is needed to combine balanced and proportionate
obligations related to national contingency stock, EU contingency stock and contingency stock
of unfinished medicinal products based on an impact assessment and relative to lead (response)
time.

The implementation of such a framewaork on contingency stocks should consider the following
specific recommendations.

Forecast and data analysis to ensure proportionality of required stock

Specific recommendations:

» The Alliance recommends targeted parties to evaluate relevant data connected to
manufacturing and storage capacities and use forecasting, when implementing

contingency stock obligations to ensure proportionality.

Before setting an obligation to stock medicinal preducts, it s important to evaluate relevant
data connected to manufacturing and storage capacities and the ability of suppliers o prevent
disruptions of planned production and supplies during the uptake of stock. Based on such
evaluation, it might also be needed to approach some calegories of medicinal products or
entities differently than others (eg seasonal medicinal products, orphan medicinal products,
paediatric medicinal products; hospital pharmmacies, community pharmacies). Additlonally, also
a targeted time period for restocking of the medicinal product after covering a supply dismuption
or shortage should be sat by the Member States according to the possibilities and capacities of
the market, while taking into account that these circumstances may vary strongly and, thus, it
is not possible to set binding time periods.

When forecasting and setting the amount of obligatory stock, historical data related to supply
disruptions and shortages must be considered as well as the criticality of the medicinal product
and expected demand {including seasonal variation and demand spikes). Based on experience
of Interruption of supplies, it 5 also important to set up measures that avoid unnecessary
accumulation of medicinal praducts in the distributicn chain and pharmacies after the recovery
from shortage For this purpose, the Member States must evaluate data related to supply
disruptions and shortages, communicate with the marketing authortsation holders and other
stakeholders, and use modemn technologies that can help with the forecasts. Enhancing supply-
demand planning through better data collection and collaboration with institutions like the ECDC
and EMA, is critical for ensuring medicinal product security across Europe, By integrating real-
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time epidemiological data and other demand indicators™, a more accurate farecast of medicinal
product can be developed. This approach allows for strategic stock allocation, avoiding the
pitfalls of both overstocking?!, which leads to waste and can exacerbate shortages, and
understocking.

Additionally, assessing whether all countries need to stock the same medicinal products ar if
dermnand can be more efficlently distributed across the region Is essential A comprehensive
understanding of stock levels throughout the supply chain {(supplier, wholesaler,
pharmacy/hospital) should precede the final stock arrangements to create a more responsive
and resilient systern that adjusts to fluctuating demands. Such proactive planning can avoid
disproportionate stock and prevent large guantities reserved for a national market shifting
supply away fromn other Member States, hindering patient access and increasing the risk of
shortages across the EU. A mechanism should be set in place to prevent unequal distribution of
medicinal products from wholesaler to community and hospital pharmacies in case of limited
availability of medicinal products and usage of stock to prevent unnecessary unavailability at
the level of community pharmacies.

Prevention of waste

Specific recommendation:

= The Alliance recommends targeted parties to implement stock management
strategies to ensure prevention of waste.

Contingency stocks can increase the risk of generating a considerable waste and consequent
destruction of medicinal products, especially for products with a short shelf-life. For antiblotics,
destruction may also present an additional risk of antimicrobial resistance (AMR) development.
To prevent those negative consequences, the contingency stock system should be regularly
renewed on first-in first-out basis and the different expiration time of stocked product {e.g
category of medicinal product) should be considerad. it should also be considerad that it is easier
to set such processes in the environments of marketing authorisation holders or distributors in
comparison to separate warehouses, where medicinal products owned by public authorities are
stored. Additionally, stability studies to prolong the shelf-life of critical medicinal products could
be facilitated to ensure higher availability of medicinal products,

“ For example sigrificant changes in intemational and national clinical management guidelines far strained
therapsutic areas such as respiratory infections

1 For exarnple, acconding to Technopoles study on shortanes, two thirds of shortages weane resolved within the
first 3 manths
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Transporency between Member Stotes ond market consolidation

Specific recommendaotion:

#= The Alllance recommends targeted parties to transparently share data regarding
stock requirements and related measures, and to develop a dedicated database.

Member States need to be informed about regulatory measures on contingency stock taken by
other Member States and at the EU level, including requirerments on volume and lead time to
build the stock. Before adopting such measures, impact on the availability of medicinal products
In Member Statee should be evaluated to ensure a stock reqguirement that brings benefits to EU
patients and does not cause unwanted negative effects. In case of a critical shortage of a critical
medicinal product in a certain Member State, other Member States should consider intermuption
of creation of contingency stocks or release of existing contingency stocks, when legally possible.
Beyond that, a consultation process at the EU level could be set up to-share best practices
between Member States and find effective solutions,

In order to keep a high level of transparency between Member States, a database that would
collect up to date information on current Member States and EU stocks should be created,
further allowing products to be reallocated to Member States in need in case of supply dismuption
or shortage, based on the solidarity principle. Such database should include information on the
phase of product that is stocked (unfinishedifinished medicinal product), type and amount of
such product and Its availability For other markets (e.g. rules based on ownership of the product)
and data on stock usage and waste (per product).

Reallocation flexibility

Specific recommendations:

= The Alliance recommends for the EU and national regulation to allow reallocation
Flexibility.

To reduce supply complexity and foster rapid reallocation of product in stock across Member
States, EUl and national regulations shall allow reallocation flexibility related to:

« packaging and labelling reqguirements (e.g multi-country packs),

« product information (including electronic product information), while maintaining the
right for a patient to request a paper product information

« usa of unauthorised medicinal products approved according to the same standards of
guality, safety, and effectiveness, and

- solidarity mechanism between Member States
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In the case of critical medicinal products on the Union List of Critical Medicines, an EU packaging
[same for all Member States) cshould be considered so that such medicinal product could be
allocated to 2 Member State, at any time, allowing a fast supply of needed medicinal product
and avoiding administrative burden.

Regulatory flexibilities would specifically facilitate the reallocation of stock for medicinal
products authorised under national procedures (around 90% of authorisations of medicinal
products in Europe) and avoid, among others, re-packaging. For the case of critical shortage of
a critical medicine product, Member States may implement measures that allow price flexibility
related ta the reallocation of the medicinal product.

The reallocation flexibility is also affected by the public or private sector ownership of the
stocked product and related rights and cbligations. When setting the regulatory measures, the
ownership rights and obligations should be flexible to ensure that the stocked product may be
reallocated to a different Member State if needed. Finally, the reallocation of medicinal product
should require approval of the involved Member States.

Financlal intensity

Specific recommendotions:

+ The Alliance recommends for the targeted parties to assess the financial impact
of contingency stocks cbligations.

In addition to the impact on the market that was mentioned above, the financial impact of
contingency stock obligations on the Member States, EU and the stakeholders should afso be
assessed The contingency stock systerm and the assoclated financlal burden should be set o
that the obligations do not exacerbate shortages or lead to market withdrawals. To understand
better the potential impact on relevant stakeholders, these should share, upon reguest, audited
data with the competent authorities on their inventory costs as the total share of production
costs and other costs associated to contingency stock, which are not considered to be business
confidential.

The Member States should set proportionate sanctions related to contingency stock and take
Into consideration that contingency stocks may need to be consumed to prevent or mitigate a
shortage in a given Member State. The stakeholder should notify the competent authority and
do its utmaost to replenish it as soon as possible.

Re-evaoluation

All relevant data mentioned above should be re-evaluated regularly, after imposing the
contingency stock obligations together with the data on the actual usage of the stock, in order
to reconsider and tailor stock obligations to actual needs over time,

26




C?) Critical Medicines
Alliance

National contingency stock or EU contingency stock

Specific recommendotions:

* The Alliance recommends the prioritisation of EU contingency stocks for medicinal
products with low consumption (such as orphans or innovative antibiotics) or with
limited national contingency stocks obligations based on the agreement of the
Member States

Currently, there are national contingency stock obligations in many Member States that are not
harmonised and may have regative impact on markets of different Member States and
availability of medicinal products for patients. The contingency stock system in the EU should
prevent such unwanted consequences and bring benefit to patients in all Member States. To this
end, the national contingency stocks and EU contingency stock may work concurrently, while
considering the EU's general principle of solidarity, all the general principles stated above and
avoiding duplicating contingency stock of the same product.

The EU contingency stock could be bepeficial in case of specific medicinal products (such as
medicines that were purchasad through the EU procurement scheme, orphan medicinal products,
or innovative antibiotics] or if there would be a wide reduction of national contingency stock
obligations in the future The positives EL contingency stock brings is the higher transparency
of stock and a fast reallocation flexibility enabled by conditions supporting reduced lead
(responise) times, such as EU packaging. Additionally, there would be a need to establish a
predictable system, according to which medicinal products would be allocated between Member
states,

Contingency stock of unfinished medicinal product

Specific recommendations:

s The Alliance recommends the targeted parties to consider contingency stocks of
unfinished medicinal products and relevant applicable obligations.

Contingency stock of unfinished or primary packaged medicnal product allows high reallocation
flexibility and supports the prevention of waste, while maintaining patient safety. The impact
assessment, in such case, should focus on the phase of the unfinished medicinal product, in
which it should be stocked, to bring the most positive benefit on the availability of the finished
medicinal product In such case, appropriate preparatory measures that enable a timely
availability of the finished medicinal product, should be implemented. Contingency stock of
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unfinished medicinal product does not resolve the immediate unavailability of medicinal product
for patients and should be combined with minimuem stock of finished medicinal product at
Member State level

An obligation to stock unfinished medicinal product may be also set as a general EU-wide
pbligation for all marketing authorisation holders (excluding certain specific cases, such as e.q.
radiopharmaceuticals), to ease the situation in case of supply disruptions or shortages of
medicinal products and allow Member States to resolve such situation or ensure that it affects
the treatment of patients as little as possible. This obligation could also reduce national
contingency stock measurers related to finished medicinal products as it would ensure higher
secunty of supply of medicinal products.

b. Update of public precurement criteria

Receammendation:

* The Alliance recommends the EU to promote virtuous public procurement practices
within the scope of the Critical Medicines through the systematic integration of
essential procurement criteria like supply security, resilience, and environmental
impact.

Procurermnent of medicines s a national competence, whether in the realm of pricing and
reimbursement or the definition per se of procurement criteria. EU procurement legislation gives
the Member States a large margin of manoeuvre in setting up the criteria for their tenders for
the supply of Critical Medicines.

Current procurement practices by Member States - with a particular focus on price as the most
Important, of even the only meaningful procurement criterlon - have been a significant driver
of the current market dynamics for mature medicines. These market dynamics have led to
consolidation of suppliers and outsourcing to other jrisdictions outside the EU, of all or part of
the manufacturing supply chains.

Improving these procurement practices, towards a 'MEAT criteria approach’, could change the
above market dynamics. This cowld create powerful incentives for the provision of more
sustainable and seourely supplied Cntical Medicines and would be one of the most effective
ways to improve the EU's security of supply in a structural, lang-term fashion

In parallel, EU-wide mechanisms could be used to develop demand signalling for mare
sustainable and securely supplied Critical Medicines.

Manufacturers considering investment in the EU need to know that there will be a minimum
demand (volurme and price point) for the products that they will produce.
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From ‘price only’ to the use of essentiol qualitotive criteria

According to recent reports®, over 90% of all reported shortages of Critical Medicines concem
genaric medicines, where competition is primarily driven by price. According to IOVIA, 2/3
of all generic medicine shartages (critical and essential medicines) are associated with products
with Few suppliers. However, it is essential to recognise that the issue of supply stability extends
bevond generic drugs non-generic, patent-protected medicines are also susceplible 1o
shortages, Likewise, it is essential to recognise that Critical Medicines are not considered a public
good in the context of the World Trade Organization's definition™

These medicines face vulnerabilities tied to the concentration of production capacities,
often outside Europe. The limited supply chain flexibility and the reliance on global
Imports amplify these risks, especially when disruptions or geopolitical challenges arise.

Acconding to the Public Procurement Directive 2014({24/EL, contracts should be awarded to the
Mast Economically Advantageous Tender (MEAT), which allows several {including non-price)
criteria to be used together. While this approach comes into increasing use, as reported in the
study on best practices in public procurement conducted by the European Commission“* {2022),
it currently still accounts for @ minority of public procurement procedures (24% of countries),
and rmost are awarded based on price only (52% of countries). Environmental criteria are not
yel widely used, but there is experience in sorme countries (e.g. the Nordic countries in both
national and Joint tenders).

To address these issues effectively, public procurement criteria should integrate MEAT
standards, focusing not only on price but also on essential criteria like supply security, resilience,
and environmental impact This will entail fostering market incentives and support measures
that encourage the acoption of modem, resilient manufacturing processes. In addition to
safeqguarding supply chains, these measures can mitigate environrmental impacts and ersure a
high-quality, continuous supply of Critical Medicines, thus enhancing Europe’s autonomy and
responsiveness to future public health needs, ultimately improving the availability of Critical

 Vogler 5, Fischer 5. How to address medicines shomages findings from a oross-sectional study of 24
countries. Health Policy. 2020 Chapman, 5, G, Dedetand R Lopert {2022), "Shartages of medicines in OECD
countries”, DECD Health Working Papers, No. 137, DECD Publishing, Paris, hitps:/idol org/ 10. 17878509 1 5¢-en.

= A public good in the context of the World Trade Organization (WTO) refers to a product or service that benefits
not anly the individual or firm that acquires or produces it but also society as a whole. & s non-exchudable, meaning
that it is difficult or impossible o prevent athers from enjoying ks benefits, and non-rvalrus, mearing that one
parson's consumption does not diminish the availabdity for others. Examgles of public goods in the WTO context
include public health measuras. environmental protection, and public infrastructure, These goods are subject to
irntemational trace rules, which airm bo promote fair cornpetition, rermove trade bartiers, and foster sconarmic growth
armang WT0 member countries.
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Medicines for patients. By rewarding positive externalities associated for instance with
the production in the EU of active pharmaceutical ingredients (APIs) and finished
dosage forms (FDFs), the inclusion of security of supply, resilience and environmental
criteria will alse be a strong lever to improve the competitiveness of the European
industry, in a consistent approach with the other recommendations of the Alliance.

To this end, several levers can be effectively mobilised in public procurement
= Eligibility Criteria: Defining minimum reguirements that must be met for tender
eligibitity;
« Award Criteria: Encouraging sustainability, securlty of supply, and resilience throwgh
specific award criteria;

# Parformance Clauses: Including execution clauses that progressively enhance
transparency and security of supply;

«  Multi-Award: Implementng mult-award  strategles to ensure  restlence and
diversification in procurement

Specific recommendations:

« The Alliance recommends the systematic application of specific MEAT criteria in
Critical Medicines public procurement in the EU, to be covered by the Critical
Medicines Act

« The Alliance recommends for the Critical Medicines Act to promeote public
procurement practices that reward the security of supply granted notably by EU-
production and contributing to sustainable markets; an appropriate legislative
instrument that ensures legal certainty and uniform application of the criteria in
the EU should be identified by the Commission; in addition, an implementing act
should be adopted providing guidelines on the application of each criterion.

+ The Alliance recommends the EU to implement a mechanism prescribing specific
selection criteria and weighting ranges in tender evaluations.

Mare specifically, the Critical Medicines Act should cover the application of the specific MEAT
criteria in Critical Medicines public procurement in the EU (definition, weighting, eligibility or
attribution far each criterion). The Act should also define the exemptions and Flexibilities.

An implementing act to be adopted should include sufficiently precise guidelines on how to apply
each criterion to enable Member States to apply the framework without risk of legal
consequences (e.q. method of application for each criterion, minirmum data reguirements]; and
to secure supply of Critical Medicines
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Such an act will avoid fragmentation, while allowmng Member States the flexbility to adapt
implementation at the national level, especially when tackling potential contract clauses and
penalties that should not lead to companies withdrawing from the market, l(especially
considering the heterogeneity of national systems),

Scope of opplication

The approach outlined applies to medicines listed in the Union List of Critical Medicines and

identified as vulnerable as through the established Yulnerable Critical Medicines list on the basis
of the vulnerability assessment. Additional Critical Medicines may subsequently be included as

their critical status is recognised
Method ond objective

The success of the framework depends on its capacity to generate viable industrial bids for
public buyers avakding as much as possible impact on affordability. Establishing a rmechanism

that prescribes specific selection criteria and their weighting in tender evaluations would help
achieve this goal.

This approach should rely on & limited set of measurable metrics, enabling transparent
data-driven evaluations and clear, enforceable standards, designed to promote long-
term Improvernents and the standardisation of criteria across the sector,

Public procurement rules

Contracting authorities should base the award of contracts for Critical Medicines on the most
econamically advantageous tender, which shall include the best price-quality ratio, comprising
at least of three criteria: environmental, security of supply and resilience criterion. A well-
balanced minimal weight per criterion that should be defined at EU level (see Annex 1)
Furthermore, the following considerations should be taken Into account in public procurement
processes:

» Increase demand predictability, when designing tenders, authorities should ensure sufficient
lead tirme and pravide realistic volume estimates, along with commitments and guarantees
for Critical Medicines supply:

s [ appropriate, calls for tender should allow For the selection of multiple suppliers to diversify
stakeholders and thereby contribute to supply security;

# All public procurerment eriterla should be objective, transparent, non-discriminatory and in
line with the EU intemational commitrments;

» For contracts covered by the Union's Appendix | to the Warld Trade Organisation Agreement
on Govemment Procurement (GPA) or by other relevant intermational agreements by which
the Union is bound, contracting authaorities and contracting entities should not apply those
requirements;

s Exemptions should be applied for:

o Critical Medicines that can only be supplied by a specific operator, with no reasonable
altermnative,
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o previous procurement procedures (within bwo years) yielded no suitable offers,

o situations where the application of the requirements would lead to excessive costs
(threshold to be defined) or technical incompatibilities in the healthcare system,
where significant cost differences may be presumed to be disproportionate® -

» Coordination efforts between the European Commission and Member States is important to
ensure consistency and clarity in applying those criteria in public procurement for Critical
Medicines. It also involves sharing best practices between Member States (through the
production of guidelines on application of above-mentioned criteria, adoption of an
implementing act and establishment of a platfoarm for best practices sharing).

c. Updated Joint Procurement approach

Specific recommendation:

= The Alliance recommends making use of Joint Procurement as a way to address
the fragmentation of the market and to update the Joint Procurement
Agreement's scope to tackle shortages of medicines.

The Alliance considers that in some circumstances, the fragmentation of the EU Internal Market
may negatively impact the predictability needed for further investment in manufacturing and in
resilient supply chains, which In turm reduces security of supply. This may be the case, for
example, for some smaller volume medicines where there 5 insufficient volume in some
Mermber States for a commercially viable market

Joint Procurement between Member States (al EU level or regional level in a decentralised
manner) on a voluntary basis can contribute to improve availability, affordability and security
of supply of Critical Medicines, by strengthening the negotiating position of Member States, but
dlso allowing for a stronger reliance on MEAT criteria to ensure overall positive effects on the
supply chain, Joint Proourement can also improve demand signalling to incentivise production
capacities. loint procurement should ensure that there s no disruption to pre-existing (national
or regional) contracts and participating Member States should not tender nationally/locally for
the same medicines for the duration of the European or regional joint tender. Competing joint
and national procurement would generate shortages as manufacturers would need to produce
for both tenders without knowing which one takes precedence. In order for this joint procurement
to be cost-effective from a public health perspective we need (o ensure that (i) there are
objective criteria in place for establishing its scope, also relying on transparent and detailed

™ This provision does not prejudice the possibity of excluding abnommally low bids, acoonding to article 69 of
Directive 2014724/EU. Tha artscle prohibits any form of discrisnination or wnjustified different treatrment bebw een
suppliers from different EU Member States, ensuring that all suppliers are treated aqually in procuremant processes.
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infarmation about current stocks within the EU, {ii) that it does not distort the intemal markel
and {iil} that price-setting is based on a methodology jointly established with the member states

participating,

Ell-level policy tools and instruments should be updated to tackle these changes. For example,
joint procurement could be wsed to identify and consolidate demand from Member States for
critical and life-saving medicines. This may require an adaptation of the EU Joint procurement
mandate to include the prevention of shortages or unavallability In several member states, using
the Critical Medicines Act as 2 new legal base to extend the scope of the Joint Procurement
Agreement at least to Critical Medicines with the application of MEAT criteria to the JPA within

Its scope

For larger volume joint procurement, for example for crisis preparedness, procurers should
consider multi-awand tenders as this reduces pressure for industrial consolidation which is the
root cause of medicine shortages and supply dependency

IV.Fostering a level-playing-field for Critical Medicines production

Recommendation:

* The Alliance recommends for the EU to promote a level playing field, concerning
environmental and social standards but also fair competition between Critical
Medicines manufactured in the EU and in the rest of the world.

Ensuring a fair level-playing field between the EU and the rest of the world, where relevant
could create new Incentives for the production of Critical Medicines, The Alllance has identified
various factors related to manufacturing that can impact the competitiveness of EU-based
praduction of Critical Medicines and their APls within the EUL

In parallel, within the EU, dug to dwerse national laws and practices {e.g, pricrty status for
strategic projects in permitting procedures, assistance on access to financing, and public
procurement criteria), EU member states have significant flexibility to incentivize production and
investment. However, varying levels of implementation could create uncertainty for investors
and the industry, leading 1o an uneven playing fleld within the EU.

Manufacturing in the EL adheres to strict environmental and social standards, while certain non-
EU countries may not be held to the same standards. This can have a dual effect: Firstly, it
unintentionally externalizes same of the environmental or social costs of medicine production
for the EU, Secondly, EU-based manufacturers face compliance costs related to these regulatory
standards that ron-EU-based manufacturers might not face, which diminishes their
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competitiveness®, Additionally, non-EU-based mamufacturers may receive support from their
local or national govermements through mechanisms that the Alliance believes may constitute
direct or indirect state aid, potentially leading to unfair trade practices.

In order to gather further evidence, the CMA recommends the Commission to undertake a study
to identify the sources of competitive disadvantage for EU manufacturers of Critical Medicines,
of critical APls, and of their starting materials, including EU legislation and its cumulative impact.
The Commisslon should also assess If the EU rules on procurement are fully respected for
medicines— notably the Guidance on the Participation of Third Country Bidders.”

Based on the outcome of the study, the Critical Medicines Alliance recommends that the Critical
Medicines Act and its aligned strategy should reflect the situation inside the EU and
simultaneously work to establish a level playing field, by fostering fair competition between
Critical Medicines produced within and outside of the European Unicn

Rewarding the environmentol quality of EU-production

Specific recommendotions:

= The Alliance recommends the EU to promote environmentally virtuous products
manufactured in the EU, through the intreduction of environmental criteria in
public tenders. More globally, the EU should work to create a fair and equitable
environment for the development and production of Critical Medicines by
identifying, promating and rewarding best practices. To address the level-playing
field, the EU should introduce measures and tools that will support best
manufacturing practices, including EU-based manufacturing of Critical Medicines,
while ensuring their affordability.

The Alliance observed that Critical Medicines produced in the EU {conceming both APls and FDF)
display a high environmental value that Is linked to the high environmental standards applicable
in the EU, to its low-carbon energetic mix and to the high degree of involvernent of
manufacturers operating in the EU in the ecologic transition. However, this environmental value
is yet not sufficiently rewarded in the way Critical Medicines are bought.

To this extent, the tools and potential solutions discussed, concerning public procurement, will
deliver strong preliminary insights regarding ways o promobe best practices In public
procurement including rewarding stakeholders for resilience, security of supply and
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environmental commitments. The recormmendations put forward conceming public procurement
should provide part of the solution to valorise best manufacturing practices of Critical Medicines.
Mare specifically, to facilitate and streamline the deployment of this criteria, the EU should
consider a step-by-step approach to include environmental criteria in grocurement, based on
the evolving best practices and scientific development in the sector. This can include the
development of a methodology for assessing the carbon footprint of medicines production and
encourage purchasers across the EU to progressively roll out such incentives. The Critical
Medicines Act may create an expert group to define and regularly update the criteria for use by
purchasers,

To complerment downstream valorisation through publie procurement, additional tools o
promote EU-based production and sustainable practices could be mobilized through soft law
instruments: new mdustry manufacturing standards and certifications, product and consumer
awareness, C5R and ESG commitments

Assessing the need to increase specific stondards imposed to extra-EU production

Specific recommendotions:
The Alliance recommends the Commission to promptly launch a study teo:

* To identify the sources of competitive disadvantage for EU manufacturers,
To provide a comparison of regulatory standards between EU and non-EU and
quantify their impact on competitiveness, environmental risk and public health
risk

The CMA recommends the Commission to undertake a study in 2025:

to identify the sources of competitive disadvantage for EU-based manufacturers and
suppliers of Critical Medicines, of APls and of their starting matenals, including within
existing and possibly proposed EU legislation, and its cumulative impact on the security of
supply of Critical Medicines in Europe. The study could also cover the potential issue of
divergences of standards for the performance of GMP Inspections irside the EU and in
certain countries outshde af the EU, and also map direct and indirect subsidies and axport
promotion palicies

o to clarify which regulatory standards are less stringent overseas than in the EU and guantify
their impact on competitiveness of manufacturing in the EL, public health risk and
environmental risk. This study should also provide an overview of curment and upcoming™

* Such as UWWTD and PFAS
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EU environmental standards, which have an impact on the production of Critical Medicines,
APls and their starting materials.

s Io identify the most impactful regulatory gaps and relevant tools for the EU to be able to
close them including through potential additional standards to be imposed on products
manufactured outside of the EU wishing to enter the EU market (for which imbalances are
observed and documented)

* Toassess how existing and upcoming EU environmental legislation {including the corporate
sustainability reporting and due diligence legislation) impact the shift towards more
environmentally virtuous production of critical APis and medicines within and beyond ELL

This study should be launched in 01 and would have to be completed by the end of 2025.
The following elements should be considered, based on the outcome of the study:

« the Commission could review the measures considered burdensome for EU-based
manufacturers and propose a simplification without impacting the quality, safety and
efficacy of the Critical Medicines.

e the Commission could impose additional erwironmental or social standards to products
manufactured outside of the EU and commercialized onthe EU market, in a specific calendar
and through fexible tools that should impose no additional standard o EU-based
productions (the objective being level-playing-field) and not put supply chains at risk, while
ensuring affordability of Critical Madicines and facilitating menitoring of implementation

Having in mind the revision of the framework pharmaceutical legislation and, in line with the
Strateqic Agenda 2024-2029" the CMA should promote a business-friendly enviranment for
manufacturing in the EU that will lead to increased efficiency, reduced compliance costs for
businesses, balster global competitiveness, attracting investments and strengthen resilience
with a positive impact on the availability of medicines in Member States, while preserving their
affordability.

The regulatory asymmetry on environmental and social standards that exists
between the EU and some of its biggest competitors in the field of Critical Medicines
has a direct impact on (i) competitiveness, (i) public health risk {eg in the context of
antimicrobial resistance) and (i) environmental risk.

If rewarding the envirommental quality of production in the EU is a major step that also offers
a lot of flexibility, it might, in some cases, be necessary to bridge the gap between the
standards imposed to manufacturing in the EU and the ones imposed on extra-EU
manufacturing authorized for commercialization in the EU, especially if the impact of the
asymimetry regarding some criteria Is too high, whether cancemning competitiveness, pulblic
health risk or environmental risk
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Trode defence instruments

Specific recommendation:

* The Alliance recommends the EU to stand firm against unfair trade practices
through active monitoring and addressing of unfair trade practices, by making
more effective use of Trade Defence Instruments (TDIs) in line with WTO rules,
where relevant in the pharmaceutical sector.

The EU Commission possesses a toolbox of trade defence instruments (TDI), such as anti-
dumping, anti-subsidy, and safeguard measures, which can be employed to shield European
industries fram unfair intermational competition.

Consideration should be given to how to raise awareness of the proper use of currently available
toals among manufacturers of Critical Medicines relying on production in the EL in the context
of a fast-increasing number of cases. In particular, in the context of the current trade challenges
faced by the pharmaceutical industry, it should be studied how the EU can accelerate its anti-
subsidy and antidumping procedures, though still being based on objective case-by-case
analysis. The Commission should explore ways to facilitate cooperation with European
manufacturers on this matter

While trade defence instruments can be a valuahle tool to protect domestic industries, they
should not be used to artificially relocate production of Critical Medicines. The analysis must
remain objective on 3 case-by-case basis with the aim of addressing genuine and proven market
distortions. TDI's should be employed selectively and In parallel with measures to strengthen
domestic production capabilities and ensure a reliable supply of medicines,
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V. Enhancing the resilience of the EU's pharmaceutical supply chain
through identification and assessment of alternative

countries/regions for establishing partnerships

Recommendations:

* The Alliance recommends the EU to leverage existing partnerships with third
countries and to build new ones.

While the Alliance focuses on strengthening the global competitiveness of the European
pharmaceutical sector by stimulating local production in order to safeguard EU's supply security,
the EU cannot independently produce all Critical Medicines.

As such, international cooperation and integration af the global pharmaceutical industry is a key
determinant in securing Critical Medicines supply. Conseguently, strengthening the resilience of
the global pharmaceutical supply chain is fundamental Given the complexity and interconnected
nature of today's global supply networks, a collaborative approach emphasising flexibility,
adaptahility and diversification |s essential. n this context, the Alllance explored ways of
strengthening strategic international partnerships as a means to diversify international supply
chains and enhance security of supply for Critical Medicines and reduce supply disruption risks.

Partnerships with third countries are instrumental in creating a conduchve environment and
political support system to address supply chaln vulnerabilities and strengthen the resilience of
Critical Medicines supply, The Alliance recogrises that companies will later play a vital role m
the industrial policy pillar as an essential component of these partnerships, ensuring tangible
action and meaningful impact The recommendations and subsequent measures should be
guided by the supply chain vulnerabilities as identified in the Vulnerability Assessment of Critical
Medicines®, Relevant measures must be consistent with the work of the Alliance on incentives
to strengthen manufacturing, and more specifically with existing production capacities and
projected capacities in Europe, so as not to duplicate and undermine efforts contributing to the
strengthening of such capacities,

Partnerships with third countries fall into two overarching categories driven by different starting
points: 1) to leverage existing partnerships and facilitate existing trade or 2) to intensify or budbd
new partnerships to secure geographic diversification in future., These partnerships are
associated with different timescales, with some to be prioritised for short-term action and
others associated with medium- or long-term ohjectives.

* httpsihealth,ac furops s publicationsassessment spply-Chain-vulnembilities-first lerthe-unien st -outical:
madicines-fechnical-report en”
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On this basis, the Alliance recommends pursuing the following types of partnerships with
complementary, not mutually exclusive objectives (Annex Il A for a detailed description of the

parinership typesk

# With established trade partner countries to prioritise continuity, security, and resilience in
the pharmaceutical supply chain,

e With large producer and spare capacity countries to pragmatically explore ways to work with
third countries that (legally commit not to introduce export restrictions] to prevent supply
chain disruptions

s With neighbouring and strategically positioned countries to foster pharmaceutical supply
chams that will enhance resilience and diversification,

s With capacity-development countries to identify opporfunities to cultivate and expand
pharmaceutical production capacity in @ mutually beneficial manner.

« Beyond bilateral partnerships, the Alllance should consider and identify the potential
avenues for collaboration through existing bilateral and multilateral platforms such as, for
example, the OECD, WHO, US-EU TTC, G7, G20 and EU-ALL

The Alliance developed a macro-level framework (see Annex |1l B) to evaluate countries and
regions for establishing polential partnerships (or strengthening existing ones), in order 1o
enhance the resilience and sustainability of EU pharmaceutical supply chains, This work reguired
a list of clearly defined archetypes of potential international partnerships, each with clear
pbjectives and characterisiics (see Annex 1l A).

Specific recommendaotions:

# The Alliance recommends the Commission to pursue partnerships with established
trade partner countries, large producer and spare capacity countries, neighbouring
and strategically positioned countries, and capacity-development countries.

s The methodological framework it has developed should serve as a basis to assess
the prospects of non-EU countries fFor different partnerships. Notably it should
consider indicators for production capacity, ease of trade, third-country policy and
geographical/geopolitical factors.

The Alliance developed a macro-level framework (see Annex |1l B} to evaluate countries and
regions for establishing potential partnerships (or strengthening existing ones), in order to
enhance the resilience and sustainability of EU phamaceutical supply chains, This work reguired
a list of clearly defined archetypes of potential intemational partnerships, each with clear
objectives and characteristics (see Annex [l A).

Specific recommendaotions:
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# The Alliance recommends using the methodological framework it has developed to
assess the prospects of non-EU countries for different partnerships.

* The Alliance recommends assessing non-EU countries, based on four categories,
including indicators for production capacity, ease of trade, third-country pelicy
and geographical/geopolitical factors.

The methodological framework is based on the principles of decision theory and composed of
different methodological stages (including decision context definition and identification of
explicit value criteria). It is meant to act as a decision support tool for the structured and
trapsparent evaluation of different countries/regions in termns of their prospects to form the Four
tyvpes of partnerships. The Alllance recornmends assessing non-EU countries based on 18 key
criteria falling under the following four categories;

o Production capacity: the ability of pharmaceutical suppliers in a country to be a
source of production and exports of relevant pharmaceutical components.

o Ease of trade: the dynamics and efficiency of existing trade as well as related supply
chain and trade policies and processes, also considering that partnership could be
built on the EU's capacity to export some Critlcal Medicines and APls as the EL.

o Third-country policy; the level of alignment with wider standards for production and
for protection of employee rights to those recognised by the EU, or where appropriate,
internationally.

o Geographical/opopolitical Factors; the possible impact of wider political and social
context of countries on partnerships.

The application of the methodological framewaork and its respective components (including
collecting the necessary data and eliciting any value preferences required from the decision
makers} should take place throughout the course of 2025 The objective is to produce empirical
results in relation to countries ranking/ classification/ categorisation to the different types of
partnership categories. These findings should inform the future work of the Alliance, which aims
at establishing product-spedific criteria to identify and evaluate potential manufacturers and
suppliers within priortised countries.*!

Y The Alliance will further develop a micro-level assessment to identify, assess and rank altemative companees
{ncluding rmanufacturers and suppliers), to priontize companies for potential partnerships in wiew of enhancing the
resilience and sustainability of EUrs pharmaceutical supply chains,
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VI.Routes to establish and expand international solidarity cooperation

Recommendations:

* The Alliance welcomes the efforts of the M55G in the developments of a veluntary
solidarity mechanism and recommends the M55G to formalise the possibility for
outreach to third-country jurisdictions, as part of the Voluntary Solidarity
Mechanism.

« The Alliance specifically recommends the M55G to explore the possibilities for
increase of supply to Europe on a temporary basis, including in view of seasonal
demand peaks. The Alliance recommends the MS5G to create a dedicated,
structured, transparent, and secure repository for Information exchange on
Member States’ experience as regards their respective bilateral relations with
international partners when dealing with national shortages.

Following the Commission Communication “Addressing shortages of medicines in the EL", the
Voluntary Solidarity Mechanism (VSM) was launched in October 2023 at the level of the
Executive Steering Group of the European Medicines Agency on Shortages and Safety of
Medicinal Products {MS5G) to support Member States experiencing critical shortages. It enables
EU and European Economic Area (EEA} Member States, where all other possibilities are
exhausted, to request assistance from the MSSG in obtaining stocks of a medicine during critical
shortages.. However, in a situation where Member States’ capacities would not be sufficient to
address sach ather's needs, support from International partners may be sought {and vice versa).

In view of the above; discussions on intemational solidarity cooperation commenced within the
Alllance, Bazed on an assessment of possible gaps, structural approaches to strengthen
international solidarty cooperation were explored, with the objective of being better prepared
for Critical Medicines shortages, All recommended actions bulld upon the existing VSM, and
activities already pursued at EU level for intemational cooperation on medicines shortages. In
this context, intermational solidarity cooperation is understood 1o serve as a last resort solution
In case of critical shorages, to be employed only when the YSM Is unable to resolve the shortage
at hand and in accordance with applicable EU legislation, thereby ensuring the safety for
patients. Further, intermational solidarity cooperation is understood to serve as a structured
approach For short-termm supply in response to ad-hoc Critical Medicines shortages in the ELL

Given the activities already pursued by the European Medicines Agency (EMA) and the MSSG,
which has already identified intermational collaboration in its published MSSG Toolkit on

recommendations on tackling shortgges of medicinal products the Alliance recommends the

MS5G to expand, intensify and complement their ongolng work on intemational solidarity
cooperation,
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It specifically recommends the M55G:

L to consider updating the V5M to specifically reflect and formalise the possibility
for outreach to other jurisdictions,

2, to leverage and further formalise existing platforms for  international
cooperation, as well as exploring a framework for intemational cooperation outside of
existing structures, including collaboration with retevant supply chain players, healthcare
professionals and their respective representative bodies. Existing platform which could
potentially be leveraged for this purpose Is the Drug Shortages Global Regulatory
Working Group, an international forum for medicine regulators, the World Health
Organization through which regulators already exchange information on Critical
Medicines.

T to create a dedicated, structured, transparent, and secure repository for
information exchange on Member States’ experience as regards their respective bilateral
relations with international partners when dealing with national shortages, In case of an
ad-hoc critical medicine shortage, Member State national competent authorities could
consaquently tap into such repository, enabling them to build on each other's expertise
and possibly accelerate processes. An existing platform which could potentizlly be
leveraged for this purpose is the European Metwork on International Cooperation on

Medicines (IntCop] which brings together the EMA, the European Commission and
international affairs experts from all EU national competent authorities.

Conclusion

The Alliance invites the Commission, all relevant EU institutions and Member States to take its
recommendations into consideration when developing measures to strengthen the resilience of
supply chains for Critical Medicines. in particular, the Alliance = looking forward to the Critical
Medicines Act, which the Commission should be tabling shortly, In this context, the Alliance tasks
its steering board to monitor and report on the implementation of its recommendations.

The Alliance also considers that this report 1s a first step, which has focused on priority areas
for action. There are numerous other areas, which will need to be considered for discussion and
possible recommendations for actions. The Alliance is looking forward to working with its
members on these, and counts on the continuous support from the Commission to help it in this
endeawvour,
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Annex

Annex [ Vulnerability Assessment methodology

Detalls of the Vulnerability Assessment methodology

1. Adopt a two-stage method to assess medicine vulnerability, in order 1o achieve a
cormnprehensive analysis of critical medicine volnerabilities. An initial phase will allow the
shortlisting of the mast vulnerable medicines through a series of guantitative indicators.
The molecules identified as vulnerable at the end of the first phase will be included in the
Vulrerable Medicines List and undergo the serond phase aimed at refining the nature of
vulnerabilites using a combination of more detailed quantrtatve and qualitatve
indicators. At the request of Member states, a challenge procedure will be available, This
procedure shall allow the assessment of molecules that are not initially {at the end of the
first phase) identified as wulnerable in light of other wulmerability factors. If these
molecules are found to be wulnerabie based on the new qualitative and refined
guantitative indicators, they shall be added to the list The precise modalities of the
challenge procedure will be defined later,
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Figure I Visuol representotion of the two stoge process

! Patent medicines, due to their specific characteristics and the better resilience of their supply, are not
intendedto be included refhes within the vuinerability assessment nar the futune list af vulnerable
rmedecines,
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Use the vulnerability indicators identified, defined and majority validated by the
members of the Critical Medicines Allionce Based on a pilol exercise conducted by
DG HERA/GROW and the ewpertise of various stakeholders of the pharmaceutical
ecosystem, the Critical Medicines Alliance has developed a set of indicators of vulnerability,
associated with relevant items to operationalise the assessment

Igr:ai Proposed items
Industrial presence Quantitative |- >hareof active production sites

withinand outside EU for API, FAF
and P&L. Key elements underpinning
potential partnerships.

- MNumber of production sites alongsice

F
H thesupply chain per phase for API, F&F
A Diversification Quantitative and
5 PEL
E - NMumber of countries with
manufacturingsites per phase for AP,
1 F&F and P&L
Market Quantitative |- Fespective market share [ number
concentiition ofMAHs on a given product
- Mumber of shortages or risks of
Supply chain risk Quantitative shortagesdeclared in the past defined
period (duration to be defined later)
Unpredictable Quantitative |- Sales variability, y, seasonality and
demand epidemiclogy
Market Quantiatve |- Distribution of volumes of API, FAF,
o concentration P&Lbetween manufacturers.
H (refining)
A - ldentification as a strategic medicine
g Incase of crisis.
g | Unpredictable Qualitative - Evolution of therapeutic indications.
demand - Risks assoclated with social
2 (refining) phenomena (medication misuse)
- MAH market exits and/or newcomers
Economic viability Qualitative - Price volatility of APl and raw materials.

- Complexity related to product specificity
= Environmental, sodal and safety aspects
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| | [ related to specific productions

M.B: Furiher detoils regording the criterinfiiterns, their objectives, ond their
implermeniotionoon be found in the concept note “Vulmerobility Assessment” i
Appenix,

3. Examine the feasibility of using predictive analysis tools to anticipate shortages.
In the currentvulnerability assessment methodology, consideration of past shortages is
ersuned by the “Supply Chain Risk” indicator. However, the use of predictive analysis models
to anticipate futureshortages would allow for a more exhaustive analysis. In this regard,
the inclusion of predictive analysis in the methodalogy should be carefully studied as it
can yield significant insights into supply chain vulnerabilities and subsequent availability
of Critical Medicines

4. Creating a macro-indicator to identify medicines for inclusion in the list of
Vulnerable Medicines. The creation of a "Supply Vilmerobility index® aggregatang the
indicators of the first phase will enable a rounded aralysis of the vulnerability of the
medicines under shudy, For eachitem, thresholds will be set to determine whether the
medicine presents a vulnerability on the given indicator, Ther, at the conclusion of the first
phase of the analysis, if the medicing is vulnerable an a defined rumber of Indicators and
thus scores higher than & defired threshold, itwill be included in the list of Vulnerable
Medicines.

5. Consultation with experts to determine the thresholds and weighting for the
macro-indicator.Given the importance of calibrating the quantitatsve parameters and to
ensure alignment with health and industral realities, the expertise of specialists (both
technical and decisions scientist] should be mobilised to define threshalds beyond which
wvulrerability is identified far each indicator, a5 well as the weighting tobe assigned to each
indicator within the macro-indicator, These experis may come from the authority
responsible for establishing the list, as well as from extemal institutions and academia
with expertise in the feld

Considerations on the development of the future list of Vulnerable Medicines

6. Conduct periodic updates of the list of Vulnerable Medicines, The CMA stakeholders
emphasised the necessity o adopt an iterative approach to construct the list of Vulnerable
Medicines. Therefore, penodic updates using the latest availabie data should be conducted
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Periodic updates will allow for the reassessment of medicines on the vulnerability list,
taking intoaccount changes in supply chains and the broader pharmacedtical market,
including new medicines added to the EMA's Critical Medicines lsL

Implementing the required measures to achieve an actionable list at the earliest
time. The listof Vulnerable Medicines shall serve as a reference to prioritise supply chain
reirforcerment actions developed by the EU and the Member States. Thus, the Critical
Medicines Alliance considers it imperative to establish a preliminary draft list of
Critical Medicines by mid-2025, with a view to full implementation by the end of
the same year. To facilitate the timely achievement of this objective, a number of interim
actions should be underiaken:

o Conducting the vulnerability assessment in successive batches A& batch
approach would facilitate the acquisition of preliminary results while distributag
the burder of datatransfer for Member States and market authorisation holders.
This approach would also pinpoint weaknesses in the methodology and offer room
for optimisation.

o Transitionally, use temporary vulnerability assessment results to prioritise
initial actions. Conducting a two-phaze winerability assessment will ultimateby
yield a comprehensive evaluation of supply chain vulnerabilities for Critical
Medicines. However, to synchronise the respective timelines for compiling the list
and Initiating the first measures, the employment of partial analyses may be
appropriate on & lemporary basis. In particular, the shortlist resulting From thee First
phase of the vulnerability assessment (mid-2025) may be utilised while awaiting
the gualitativie analysis.

Invelving the Critical Medicines Allionce in the development of the list of
Vulnerable medicines. The technical phase of developing the list is out with the
Alliance’s mandate. Nonetheless, the stakeholders of the Critical Medicines Alliance shall
be closely associated to technical decisions, particularly Member States representatives
due to their implication in data generation and transfer,

Annex Il Considerations for public procurerment rules

= Actions on Public Procurement Specifications: Eligibility requirements

The reguirements outlined In public procurement specifications will, 2t 2 minimum, address the fiollowing

aspocis:

1 Security of Supply Reguiremants

45



C?) Critical Medicines
Alliance

» The supplier should ensure the availability of Critical Medicines by maintaining required stock
levels o establishing contracts with raw materlal suppliers to guarantes a rellable supply

2 Environmental reguirements:

=  Requirements will ncude compliance o EBrwironmental Management Sysktems, and risk
evaluation in accordanca with data provided urder the Environmental Fisk Assessment (ERA] as
mandated by Directhve 2001/BXEC

=  Actions on Public Procurement Attribution: Criteria

AL & rainirnurm, the following bid evabsation oritera will be implemenied

1 Security af supply eritérion

&  Real-tirme monibofing and traceabdlity of supply chain components to enhance visibility throughout
the chain and enable the rapid identification of potential issues (wolving patients ang
representatives).

4 Resilience Criterion:

»  Mamber and location of diersifled suppliers to reduce dependency on single sournces, espacially
for raw materals or crifical cormponents.

= Phrrheruf!ul’lpuh:t‘lﬂls.maﬁhlheEUI*d’iwrclnqﬁwhtl'EEUv&mtsldEﬂ'reEUI

»  Number of Finished Products production sites in the EL (% of sourcing from the EU vs. outside
the EL],

3 Environmental Criterion:

* [Carbon footprint assessment of produttion and supply chain processes.

= Fowironmental management system for the production of active substances and finished
products, including risk assessmants, emdronmental routines, eminonmaental sudits, ard sanctions fos
non-compliEance with emvironmenial  agresmentsimoatines. To achieve the highest score, the
ervironmental management system should be cerified by a thind party,

Aditional sutrcriteria rmay be adderd bosed an the findings of the study that will be loundhed by the Alliance
regording reqidofory asymimetry fconceming environmentol ond socol stonaaords) between EUY ond Hhingd
copnkmes g its dmpod on compiitiveness, pulxic health ang ereeironmeniol risk.

# Actions on Legal Clauses

T ereaure the reliabitity of tenders In terms of technical quality and logistics, public procurement contracts could
include the followsng dauses:

=  Security of supply clauses, intluding timely delvery obdigations and refiable manufacturing
pIOCESSas

= Envirenmental responsibillty clauses, including the development of a long-term roadmag
aullining future anvironmental impact prajections and actions mquined to mitigabe this impact

«  Additional conditions could include guaranieed production capacity reserves (o ensure rapid
scabing during supply shecks.
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Annex |Il: Methodology for international partnerships
A) Types of partnerships

Four types of mtemational partnerships are proposed to enhance EU pharmaceutical supply, each with
their own objectives. For the purpeses of these recormmendations, “intemational partnerships” refer to
cooperative relationships between the EU and non-EU countres, regions, or arganisations to achieve
mutually agreed objectives. Participation in partnerships is not mutually exclusive.

The proposed intemational partnerships are as follows:
Leveraging existing partnerships
Established trode partner countries

Goal of partnership: to strengthen and facilitate existing trade relationships with trade partners whio
possess significant phamaceutical production capacity and established regulatory standards. Focusing
o strong, proven trade connections, thiese partnerships prontise continuity, security, and resilience n
the phamaceutical supply chain

This partnership type should include the following objectives:
1} Commit to Facilitate timely cross-border movernent of medicines and inputs

2} Evaluate current trade agreements (strengths, weaknesses) and explore ways Lo enhance
effective implementation of these. for instance by reduding and not imposing trade barriers,
Including tariffs, whers appropriate, while ensuring that the EU patient safety and quality
standards will be maintained

5) Support reguiatory cooperation, induding for manufacturing through exchange of
informalion on manufacturing capabilities and supply chain vulnerabilities, as well as on
regulatory best praciices to develop hammuonised and effective regulatory polickes, procedures,
and standards, and commit to adequate enforcement and compliance with such stardards

4) Promote inmovation, ncluding ;v production processes, throwgh skills development and
woluntary technology transfer

5) Promote scalable manufacturing capacity expandable beyond domestic needs in the case of
pandermics or seasonal disease peaks

B) Examing possibilities to co-imvest in strabegic projects
Lorge producer and spare copocity countries

Goal of partnership: pragmatically explore ways to work with third countries to prevent supply chain
disruptions.
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The prodisction of inputs for generic medicines has increasingly shifted outside Europe, particularly to
Chira and India™. This rellance on a limited number of extemal suppliers, coupled with limited
diversification options for manufactuning Active Pharmaceutical Ingredients (AP1) in the EU, has raised
concems about supply security, Over-dependence on a few suppliers makes global supply networks
vulnerabile to disruptions.

At the same time, It is essential to adopt a pragmatic approadh in the short tern, notably to maintain
current partnerships and trade bo prevent supply chain disruptions and strengthen their resilience as well
as quality of supply,

This partnership should include the following objectives:
1) Commit to ensure ongoing cross-border movernent of medicines and inputs

2} Strengthen resilience of partnerships through information exchanges and supgort For
alignment with EU standards, in parallel with the long-term intertion to reduce dependencies
via enhancing capacities in Europe

%) Evaluate current trade agreements (strengths, weaknesses) and explore ways to enhance
effective implernentation of these

4} Support reguiatory cooperation and optimization, ensuring the adeguate enforcement of
regulatory poficies, procedures, and standards

B} Excharge information on manufactuning capabilities

71 Strengthen commitment to uphold and advance environmental and social standands, while
preserving affordability of costs.

Intensifying and building new partnerships
Neighbouring and strotegicolly positioned countries

Goal of partnership: foster future phammaceutical supply chains that will enharce resilience and
diversification by collaborating with neighbouring or strategically positioned countries with moderate but
potentially growing pharmaceutical production capacities and significant geopolitical importance to the
ELL

Iri dedrsg S0, the EL) can broaden itS supply base, reduce dependency on any single Source of regson, and
strengthen supply chaln security for Critical Medicines. This can be achieved through both short- and
long-term actions, depending on the level of pharmaceutical production capacities in third countries. By
partnering with accession candidate countries and potential candidates, the EU could strengthen the
overall supply chain, ensuring that medicnes meet the same high standards of quality and safety as
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those produced within the ELL This alignment is achieved through the adopticn of the EU acquis, which
sets rigorous requirements for production, distributian, and regulatory oversight, creating a seamless
integration with the ELPs quality framework. Action can also build on existing Deep and Comprehensive
Free Trade Agreements, such as those with Ukraine and Moldova, where applicable

Such parnerships reflect the priorities of the New Growth Plan for the Westem Balkans, which seehks to
promote integration into (ndustrial supply dhains, as well as this Cornmission’s priority for enlargement.
These partnerships can be built through both political engagement amd with members of the Critical
Medicines Alliance From this region

This partnership should include the following objectives:
1} Contribute to the diversification of supply chains, including via EU strategic investments
2} Reduce lead time and wulnerability to dimate andior transport upheaval
%) Identify manufacturing potential in relevant countnies

Copaocity-development countries

Goal of partnership: identify future opportunities to cultivate and expand pharmaceutical production
capacity In low- and middle-income countries (LMICs) in a mutually beneficial manner

This partnership type bullds on the premise that rmore sustainable and diverse global production will
benefit people around the world, inchuding those mthe EL. it should support ongoing initiatives buitding
production capacity for local demand in a third country. In the long-term, this partnership should ensure
the sustainability of investmients by Fostening an environment that also enables exports and strengthens
trache between the Eurapean Union and LMICs.

Action can build on ourrent and previows EU initiatives_ including actions under the Global Gateway and
Teamn Europe tocbuild local manufacturing capacity, Given the nature of this partmership, most objectives
and associated actions will cocur within a long-tenm timeframe.

This partnership type should Include the following objectives:

1) Explore the possibillty of greenfield projects and pool financing mechanisms/means that
could support these

2) Strengthen commitment to upholding and advancing rights of employees, social, and
environmental and social stardards

3) Identify manufacturing potential

4) Promote reguiatory comvergence and increasing the standard of production, including by
inviting these countries to join multilateral fora and intermational organisations that promate
the development of standards and regulatory corvergence in the field of pharmaceuticals

5) Support innovation of production processes, including through skills development and
fvaoluntary) technology transfer

B) Development of the Methodological Framework
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Pricntising countries for different partnerships should consider various evaluation critena and that the
relative mportance of the crteria depends on the type of partnership under corsideration. It is
recommended to prortise countries using the multi-criteria decision analysis (MCDA) approach. MCDA
allows the evaluation of altemative options towards achieving multiple objectives, by elicting value
preferences against a set of criteria while considering their relevant importance. This allows establishing
a transparent link batween the available data and value pudgments, by distinguishing between altemative
options’ performance and valuation, thus facilitating prioritisation or ranking decisions.

The required methodological framework was developed by specifying the decsion context and ideatifying
the value criteria. These wene established by eliciting feedback from members via surveys and workshops,
presenting the draft framework, and obtaining member feedback to finalise it

Decici

Aim of the sxercise: To priontise countries relevant for the four types of partnerships. The
pantnerships were drafted as part of decision context development A single country can be
prioritised for multiple partnership types (Le. the categonies are not mutually exclushe).

o The Alliance recognises that the country of manufacturing is not the sole determinant of
corporate conduct or cost of manufactuning for a given company in a ghven country. The
market on which a product is going to be placed, including the EU, informs the standards.
Global pharmaceutical companies that pperate across geographies, both as it relates to
manulacturing and distributien and supplying reedicines to patients across the world,
uphoid corporate and globally applicable standards regardless of location of operation.

Decizion makers: The Alllance makes recormmendations, and the European Commizsion
ultimately makes the decision. The outcomes of the CMA, through the Strateqgic Report and its
recommendations will feed into the preparatory work of the Critical Medicines Act

Alternative options: Countries to be considered. In practice, these vary by partnership and will
be specified when applyng the framework.

o Any country considered for an established trade partnership with the EU needs to have
reguiations that ensure Good Manufactunng Practice {GMP) compliance of produced
materials or medicines, If a country does not have such regulations, it will not be
considered an "Established trade parinership country”, but may be considered under one
of the other three remaining categories.

Stage of the pharmaceutical supply chain: Recommendations are not limited to certain
stages of the supoly chain but are considered as a eriterion (production capacity of key oulputs
of the various stages of the phammaceytical supply chain).

Medicine type: Forus on all medicines on the Critical Medicines List, apprediating that the list is
dynamic, i.e. subject to change.

Decision time frame; The current country priantisation is a one-off exercise.

value criter
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A total of 18 key critena were identified and classified into four categonies: production capacity (Four
criteria), ease of trade (si critera), third-counbry policy (fowr criterta), and geographical’geopolitical
factors (four critenial

Production copacityypresence

Different stages in the value dhain have varying dynamics in terms of production. Understanding the
ability of economic operetors in 2 third country to be a source of production and exports of relevant
phamaceutical components, including regulatory starting matenal, GMP  intepmediates, active
pharmaceutical ingredients, or finished dosage forms will support the CMA's goals on identifying the
potential of countries for intermational partnerships.

When production capacity data are not readily available and neither can be obteined, mdustnal presence
may be used as an indicator to understand the overall baseline ability of economic operators ina third
country to act as sources of product supply.

1 (Regulatory) starting material production capacityfpresence: First GMP-compliant
chemical and biological substances.

2. GMP intermediate production capacity/presence: GMP-compliant intermediate substances
between regulatory starting material and active phammaceutical or biological ingredient.

% Active pharmaceutical/biological ingredient production capacitylpresence: Ky
ingredients that provide the desired effects of the medicine that are GMP-compliant.

4, Finished dosage form production capacity/presence: The GMP-compliant final dneg product
abtained by blending APIs and excipients.

Eose of trode

The pharmaceutical ard larger trade relationship between the EL and third countries will influence the
pase of trade of Cntical Medicines between the two. Factors contributing to the relative ease of trade
include existing agreements, trade relationships, and other trade policies.

5 Trade flows Existing tade data on imports into the EU of finished medicnes provide an
indication of source countries’ integration into intemational value chains and openness 1o racde
Export data will also help understand how much a potential pariner third country alss sources
medicines from:companies in the ELL

& Regulatory standards: I a third cowntry has regulatory standards for pharmaceuticals similas
to those of the EU, this could Facilitate the process of trade between the EU and third country in
Critical Medicines. Additionally, if a thind country does not have regulatory standards similar or
equivalent to ELl standards, it needs to be identified whether companies operating in those
countnes meet the EU requirerénts.

7. Pharmaceutical agreements: Countries with GMP Mutual Recognition Agreements (MRAs)
recognise each other's manufacturing standands, and the EU may waive batch testing or certain
biological starting material establishments (eg plasma collection centres), speeding up
manufacturing ard tirme to access of patients bo imported medicines, EU candidata countries and
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patential candidates are obliged to gradually align with all EU acquis in this area (as well as all
other acquis areas).

Free trade agreements or other partnership agreements: Free trade or other partnership
agreements/engagements (e.q, association agreements or Trade and Technology Council (TTCH
with the EU may cover pharmmaceuticals, APls, etc Such agreements may also bring other
advantages, such as tarff liberalisation, clear procurement rules, and a forum for regulatory
dialogue.

Regulatory collaboration, including previous collaborations during shortages: Broad
requlatory collaboration, including previous collaborations with between the EU and thind country
reguiators during specific medicine shortages, may provide operational evidence of insight inio
the feasibility of collaborations for Fulure shortages.

Protectionist trade policies: The existence of protectionist trade policies and other trade
barriers for medicines in third countries (e.g. export restrictions, subsidies, discriminatory public
procurement, ete) may limit EU imports into these markets thus hindering market access of EU-
based manufacturars and exporters, Such policies also diminish the level playing Field for EU
products since the ELI remains one of the most open markets in the world.

Third country palicy

Third country policy regarding pharmaceutical production is relevant in examining potential partnershaps
This includes understanding how safety, guality and other standands align with those recognized by the
EUl or intermationally,

Il

L2,

13

GMP compliance: Alignment with EU | International quality standards (EUDRALEX and
Intemational Council on Harmmonisation of Tedhnical Requirements for Registration of
Phammaceuticals for Human Use (ICH]) bo enswre that products are consistently produced and

controlled. It is cnudial for safeguarding public health by ensuning the safety, efficacy, and quality
of medicines,

Diversification or supply resilience policy: If a third country has a policy measure for
medicines supply chain resilience or diversification, it could provide an existing “landing zone' for
a bilateral agreement with the EU. Examples include the Medical Supgly Chain Resiliency Act
{draft US legislation) and national resilience strategies (e.g. Japan, Canada, and the UK).
Environmental standards: Alignment with EU or, where appropriate, globally recognised
environmental protection standards as they relate to the manufacturing of pharmaceuticals
Consideration of further potential protections, including compliance with relevant national
legislation of the respective thind country as well as intermmational conventions, regulations, and
instruments on environmental rights and conduct, including sector specific standards.
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Moregver, good and standand practices include global environmental health and safety (EHS)
programs, prnciples, and technical requirernents that establish global minimum operating
characteristics for a vanety of amvironmental, health, and safety aspects™.

14, Worker protection: Mignment with EU {eg EU Directive on Safety and Health at Work) or
globally recognised worker protection and standards (eqg. Intemational Labour Standards) as
they relate to the manufacturing of pharmaceuticals. Legislation covering health and =afety,
working conditions, and compensation, for example, can contribute to providing adeguate worker
protection for pharmaceutical manufacturng

Geogrophicol/geopaliticol factors

Geographical and geopolitical factors will influence the context in which a partnership is developed. This
includes both the relationship between the EU and the third country and pofitical and social conditions
within the third country itself.

% Geographic preximity: Prosimity to the EU may reduce lead time and vulnerability to transport
upheaval™

16. EU membership status: The potentizl for the third country to enter the EU in the future
Eventual membership and the process leading to it, leads to Full entry into the EU single market
and includes the obligation af full aligrement with EU regulatory standands (EU gogeirs).

17. Political stability: Countries with stable political environments are less likely to experience
disruptions that can affect supply chains,

18 Corruption: Level of expected corruption in the thind country:

Application of the Methodological Framework

The Alllance recornmends that the Commission will apply the methodological framework In 2025 (o
identify countries most suited for each type of partnership. It should also identify how these partnerships
can be operationalisad, including with which policy tools.

The recommended application of the methodological framework requires the following steps in the
course of 2025:
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»  selecting which countnes to evaluate as altemative options for gach partnership (decision
comtext definition],
®  pstablishing qualitative or quantitative measurement scales for the selected crtena (critena
definition],
= gathering evidence on country performance on the critena relevant for partnerships they are
considersd for (data collection amnd options scoring),
»  pstablishing criteria weights {criteria weighting),
¥ aggregating data to establish overall estimates of value {scores and weights aggregation),
& and lasily developing decision recommendations based on the wvalue estimates
{recommendations).
Fallewing applying the methodological framework and identifying countries suitable for partnerships, the
Alliance recommends focusing on the design and specific actions of these partnerships to ensure they
deliver mutual benefits. This process should carefully account for the sngue charactenistics and contest
of each country, while aligning with the overarching of the partnership. Key steps include selecting
appropriate policy tools and instruments, along with establishing mechanisms to ensure their effective
implementation

Criteria weighting

Draft measurement scales have been proposed for the 18 criteria, but these may need to be revised
based on dala availability identifled during the Framework’s application. It s recommended to elicit
criteria weights from Alliance members using a workshop-based swing weighting exercise. The weights
will be elicted separately for each of the four partrership types: that is, the relative importance of the
criteria may differ based on the partnership The criteria weights will assume that aggregation (s done
with an additve mult-attribute value model The workshop may also eliot criteda scale scoring if
categorical scales are used. Agreed-upon oriteria weights will then be used to establish overall value
estimates for each country in each relevant parnership.



