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AUSTRIA

AT written comments on the second CMA compromise text:

Art. 3 (17): Following the deletion of Article 23, the term “joint procurement” in (17) is again
used in Article 22(6a) of the 2nd compromise text. The definition should therefore be kept.

Art. 18 para. 1: Austria supports the Presidency proposal regarding this paragraph.
Art. 18 para. 2: Austria requests clarification of the term “manufactured”.

Art. 18 para. 5 (c): Without further definition, the exception remains too open and may lead
to divergent application by contracting authorities. Austria therefore reiterates its
suggestion to include dedicated wording in a recital to guide interpretation. Ideas may be
drawn from Art. 25 (10) of NZIA (Regulation (EU) 2024/1735). Our concrete wording
suggestion is stated as follows: “The application of resilience requirements aims at the
security of supply of critical medicinal products. Contracting authorities should remain free
to choose the best way to implement the resilience requirements into their procurement
procedures. Some exceptions should ensure that contracting authorities avoid specific
undesirable consequences. Those exceptions relate to monopoly situations, specific market
failures or situations where contracting authorities or contracting entities might be faced
with disproportionate costs or situations of unforeseeable extreme urgency. Estimated cost
differences above [20] %, based on objective and transparent data, may be presumed by
contracting authorities to be disproportionate.”

Art. 21-23: Austria supports the Presidency proposal regarding these Articles.



BULGARIA

Below please find our most important comments on Art. 21 and Art. 23. 1 very much hope that at least
some of our suggestions are acceptable - we are also ready to assess proposals that would not result in
solutions for some Member States and problems for others.

We consider that both Art. 21 and Art. 22 should be used in exceptional cases, only where MS cannot
procure at national level, rather than as substitute of national procedures. There should be also sufficient
safeguards for both participating and non-participating MS. Therefore we propose the following:

In Art. 21 (6) and Art. 22 (6) - adding flexibility for Member States:
(6) Any involved Member State may withdraw from the procedure at any stage before the signature of the
procurement contract.

In Art. 22 (para (1) we propose deletion of lit. b) - "common interest" medicines, but are ready to look
at alternatives on limiting the scope:

In Art. 22 we request a safeguard that the joint procurement should not impact negatively the non-
participating countries:

(4) The Commission shall assess the—utility,—necessityand-propeortionality-of the request-and-whether
the joint request is justified in light of the objectives of this Regulation. The Commission shall in particular
verify give due consideration to the impact on availability and accessibility of the respective medicinal
product in non-participating Member States, and assess whether the procurement could result
in eenstitute-discrimination or restriction onto trade or a distortion of to competition taking into account
the utility, necessity and proportionality of the joint request.

In Art. 22 we cannot accept minimum binding quantities - the amounts should correspond to Member
States' needs:
(6) Where

In Art. 24 we propose safeguards for the participating Member States, including in terms of quality of
contracts:

The Commission shall conduct the negotiations in good faith, while ensuring transparency and respecting
the participating Member States’ indications for quantities and price, and any other considerations
concerning the content of the contract. Any involved Member State may withdraw from the procedure at
any stage before the signature of the procurement contract.

Finally, we consider that Art. 114 TFEU is not the appropriate legal basis for the proposed voluntary
procedures for joint procurement, that are not intended to harmonise any provisions within the Internal
market, but to respond to public health policy needs. We reiterate our request for dual legal basis (Art. 168
and Art. 114 TFEU, as was the case with the HTA Regulation ((EC) 2021/2282).




CZECH REPUBLIC

Generally, CZ would like to point out important comments on several provisions of the CMA Proposal at this
stage. Key proposals are suggested in Article 2 para 1, Article 16 para 2, Article 26 para 2 letters a) and ba),
Article 18 para 2 and Article 20 para 1 and para 3 and Article 29.

Chapter | — General provisions:
Article 2 para 1

CZ strongly disagrees with inclusion of the Article 21 in para 1 as we believe that Member States must have
an option of cross-border joint procurement not only for medicines of common interest, but also for critical
medicines. Therefore, we see no reason why cross-border joint procurement should only be used for
medicinal products of common interest and not also for critical medicines. Please see the proposed changes
to the wording:

1. This Regulation applies to the critical medicinal products listed in the Union List of Critical Medicinal
Products_with the exception of Articles 18(3)-and-21, which only apply to medicinal products of
common interest. referred-to-in-Article 131 of Regulation{EW)—/—[reference to-beadded-after
adoption-f-COM(2023) 193 finall:

2. ChapterV-Articles 1, 18(3a), 21, 22, 24, and Article 26(2) points (c) and ]db) and 26(3) also apply to
medicinal products of common interest.
interest:

Article 3 point (3c)

CZ proposes defining the term ,collecting” by reference to the SoHO Regulation, where the term ,,collecting”
is already define. Please see the proposed wording:

e ”collecting” means collection in_accordance with Regulation (EU) 2024/1938 of the European

Parliament and of the Council of 13 June 2024 on standards of quality and safety for substances of
human _origin intended for human application and repealing Directives 2002/98/EC and
2004/23/EC.

Chapter lll - Enabling conditions for investments:

Article 16 para 2

CZ is of the opinion that assessment of whether a strategic project addresses a vulnerability in the supply
chains of medicines identified by vulnerability evaluation for the purpose of EU funding should be carried out
at the level of the Commission rather than at the level of the designed authority. Please see the proposed
changes to the wording:

e At the request of a project promoter, justified by the necessity to provide results of vulnerability
evaluation for the purpose of an application for Union funding, the Commission designated
authority shall assess whether a strategic project addresses a vulnerability in the supply chains
identified following the vulnerability evaluation. The Commission designated-autherity shall provide
its assessment to a project promoter within 15 working days of receiving the request ef-itsreguest.
The_desi | authoritv-shallint the C . L } . . identified

drassi — | Bilityint! Iy chai " Jelav.
Article 17 para 2

CZ welcomes the change made by DK PRES establishing the obligation for the Commission to inform the
Critical Medines Coordination Group.



Chapter V - Critical Medicines Coordination Group:
Article 25 para 7

CZ welcomes the change made by DK PRES introducing a procedure for cases where consensus cannot be
reached: ,,the CMCG shall issue its position by a majority of its members”.

Article 26 para 2 letter a)

CZ is of the opinion that exchange of information should apply to all strategic projects, not only those
financially supported. Moreover, we believe that coordination of strategic orientation at the EU level should
be ensured in order to avoid duplication of production capacities for the same medicinal product, APl or key
inputs. Strategic projects with the same objective should not be supported, unless such duplication is justified
by clearly demonstrated needs related to security of supply, geographical distribution of production sites, or
the overall resilience of the Union’s pharmaceutical supply chain. The aim should be to ensure diversification
of the EU market. Please see the proposed wording:

e (X) A project shall not be considered strategic if it results in unnecessary duplication of existing or
planned manufacturing capacities for the same medicinal product, its active substances, or key
inputs within the Union, unless such duplication is justified by clearly demonstrated needs related
to security of supply, geographical distribution of production sites, or the overall resilience of the
Union’s pharmaceutical supply chain.

Article 26 para 2 letter ba)

CZ strongly disagrees with the removal of the information exchange on national contingency stock
requirements from the tasks of the Critical Medicines Coordination Group. We ask for this obligation to be
reintroduced. We ask for this obligation to be reintroduced. At the same time, it is necessary to provide more
details on which information is supposed to be exchanged. Please see the proposed wording:

e (X) When Member State provides information according to Article 20, it shall provide information
on API, size of the package, ATC group, the quantity of contingency stocks and the possibility of
sharing such medicinal products with other Member States in case of need.

Chapter IV — Demand side measures:

Article 18 para 2

CZ welcomes the change made by DK PRES consisting of a return to the original Commission Proposal in the
part on "manufacturing in the EU" instead of including third countries, thereby preserving the meaning and
purpose of the Regulation Proposal, i.e. supporting security of medicine supplies originating in the EU.
However, it is still necessary to clarify what is meant by ,,manufacturing in the EU“, in particular, that it does
not include the packaging and the labelling of medicinal products. We are concerned that now this part could
be interpreted the way that medicinal product is manufactured in the EU if only the part of packaging and/or
labelling has been carried in the EU, which is not desirable.

Moreover, CZ is concerned about the practical implementation of this part. It is unclear how the contracting
authorities will know that there is a vulnerability in the supply chains of medicines confirmed through a
vulnerability evaluation in the case of the specific medicines that are part of the subject matter of the
contract. It is unclear how the contracting authorities will know that there is a vulnerability in the supply
chains of medicines confirmed through a vulnerability evaluation in the case of the specific medicines that
are part of the subject matter of the contract. In order to avoid burdensome obligations for the contracting
authorities, it would be more appropriate to have a list of critical medicinal products for which a vulnerability
in the supply chains has been confirmed through a vulnerability evaluation, ideally in the form of
implementing act adopted by the Commission (similar to the NZIA Regulation). Please see the proposed
wording:



e Article 18 para 2 new subpara
o The Commission shall adopt implementing act providing for a list of critical medicinal
products for which a vulnerability in the supply chains has been confirmed through a
vulnerability evaluation pointing to the high level of dependency on a single or a limited
number of third countries.
Article 18 para 3

CZ welcomes the deletion of the para 3 of this Article which as texted in the context of CJEU case law, caused
confusion in the legislative text of the Regulation Proposal.

Article 18 para 6

CZ welcomes setting of a deadline for the Commission to issue guidelines to support Member States in
implementing this part of the Regulation.

Article 20 para 1

CZ strongly prefers the original Commission Proposal which stipulated that contingency stocks requirements
shall not result in any negative impact on security of medicine supply. On the contrary, DK PRES compromise
text only stipulates that Member States shall aim at avoiding that any form of such requirements negatively
impacts the security of medicine supply in other Member States in compliance with the internal market
provisions. We consider this provision to be significantly weakened. We propose that contingency stocks
requirements shall not adversely affect the availability of medicines in other Member States or compromise
the functioning of the internal EU market. This is the top priority for us. Please see the proposed changes to
the wording:

e Wwhen imposing requirements on marketing authorisation holders and other operators in the
supply chain to hold contingency stocks for the purpose of safeguarding the security of supply of
critical medicinal products within their territory, or making changes to existing requirements,
Member States shall aim-at ensure ensuring aveiding that any form of such requirements territory
shall not adversely affect the availability of such medicinal products in other Member States or

compromise the functioning of the internal market. negatively-impacts-thesecurity of supply-in

he ates-in-compliancewith-the-internal-market brovisions-of the U. thatany-form

Article 20 para 3

CZ strongly disagrees with the removal of the obligation for Member States to inform other Member States
of their intention to impose contingency stock requirements on medicines or make significant changes to
existing requirements. We ask for the para 3 to be reintroduced. Please see the proposed changes to the
wording:

e Member States shall, if contingency stocks requirements are deemed necessary, inform other

Member States of their intention to impose these requirements or make significant changes to
existing requirements, in the CMCG as specified in Article 26.

Chapter VIII - Final provisions:
Article 29

CZ cannot support the wording based on the possibility for national competent authorities or the Agency to
request information from market actors and believes that the text should correspond to the title of Article
29 ("Obligation of market actors to provide information") and impose an obligation on market actors to
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provide the information at the request of national competent authorities or the Agency. In this part, we
strongly prefer the original Commission Proposal. Furthermore, we believe that, in this context, the
Regulation Proposal should also include a provision on penalties. Please see the proposed wording:

e Article 29 new para 1

o Where information is requested by national competent authorities or the Agency, as
relevant, pursuant to paragraph 1, an market actor shall provide national competent
authorities or the Agency,—as relevant, the requested information necessary for the
purpose of application of this Regulation.

o Member States shall lay down the rules on penalties applicable to infringements of this
Regulation and shall take all measures necessary to ensure that they are implemented. The
penalties provided for shall be effective, proportionate and dissuasive.



ESTONIA

Please find our written comments following the last WP Pharma meeting on CMA.

1) We are of the opinion that Article 15(2) should also address the needs of the Member States where a
critical medicine may not be marketed at all times but where the critical medicine has a valid marketing
authorisation. We do not consider the wording “use its very best efforts to ensure” to be an obligatory
provision.

2) We have a positive view on NL suggestion to add paragraph 1bis. to Article 16, but here as well should
be ,,has a valid marketing authorisation” instead of “where it is being marketed” as suggested by NL.

3) In Article 16(2) we suggest to replace “designated authority” with “Commission” throughout the text.
Alternatively, we could consider the idea introduced by IE and BE that the assessment is done by the
MSSG instead.

Justification: The project promoter, as the applicant for Union funding, is best placed to demonstrate how
the proposed project contributes to addressing a specific supply chain vulnerability. Verification of this
justification should, however, take place at Union level — by the Commission or the institution providing the
funding — to ensure consistent assessment criteria and equal treatment of applicants across Member States.
This approach strengthens transparency, ensures EU-level oversight, and avoids duplication of national and
Union assessments.

4) Article 19(1) wording suggestion:

1. By 126 months after entry into force of this Regulation each Member State shall, with due respect to the
organisation of the procurement of medicinal products within the Member State and if not covered by
the existing national legislation, guidelines or programmes, establish a national programme supporting
security of supply of critical medicinal products, including in public procurement procedures. Such
programmes shall promote the consistent use of preeurementrequirements in public procurement
procedures by contracting authorities within a given Member State-as-wel-as-rmult-winnerapproaches,
where beneficial in light of the market analysis. Such programmes may also include measures-ferpricing
ahd-reimbursement supporting security of supply of-these critical medicinal products that are not
purchased through public procurement procedures.

Justification: Member States should maintain the flexibility as regards the national programmes, depending
on the national context. The national programmes should be mandatory only in case the requirements of
this Regulation cannot be met through the national legislation, guidelines or other strategies/action plans
already in place in that Member State. Unnecessary administrative burden should be avoided that a
requirement for a separate national programme creates. Alternatively, could agree if this is explained in a
recital.

5) We can’t accept deletion of Article 20(3) and Article 26(2)(ba).

Justification: For us it is essential to maintain exchanging information on national contingency stocks
requirements. There must be transparency and the possibility to discuss possible impacts and coordinate
activities in the CMCG. We would have liked to go even further in terms of coordination (for example,
agreeing on general principles), but information and transparency are the minimum that must remain.



FINLAND

Please find below the FI comments on the 2nd compromise text of the CMA.

Article 3

Definitions

(18b) ‘contingency stock requirement‘ means an obligation imposed by a Member State on

marketing authorisation holders and/er econemie operators in-ef the supply chain, other
than healthcare providers, to establish-buffer hold stocks of certain medicinal products
to safeguard the security mitigate-the risk of supply-disruptien and which obligation is
imposed by law, regulations or administrative provisions, including threugh the

Article 20
Safeguards related to Member States’ contingency stocks requirements-and-other-seenrity-of-supply

impaet Wiwhen imposing requirements on marketing authorisation holders and

operators, other than healthcare providers, in the supply chain to hold contingency

stocks for the purpose of safeguarding the security of supply of critical medicinal

products within their territory, or making changes to existing requirements, Member

States shall aim at ensuring avoiding that any form of such requirements negatively

impacts the security of supply in other Member States in compliance with the
internal market provisions of the TFEU. -that any form-ef such requirements-do-not




Justification:

We believe it is important to clarify that healthcare providers—whether private or public—do not
fall within the scope of this Regulation, as the organisation of health care and oversight of health
care providers remains under the competence of the Member States. The scope of the CMA
Regulation specifically covers medicinal products listed in the Union List of Critical Medicinal
Products, as well as medicinal products of common interest, and the operators involved in their
supply chains. Also, extending the definition to include obligations that may be specified in
procurement contracts alters the definition of contingency stocks in an inappropriate manner.
Procurement criteria aimed at ensuring availability are not contingency stock requirements. In
Finland, neither the state nor state actors are responsible for the procurement of medicines apart
from vaccines in the healthcare system.
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GERMANY

German comments on the second compromise text of the Critical Medicines Act

Art. 3 - Definitions
Art. 3 (8a) - “Marketing authorisation holder”

e Amendment for Art. 3 (8a): Deletion
Rationale: The definition of the “marketing authorisation holder” is to be deleted as the reference to the
pharma-package is not correct. The term is not legally defined there. Nor is a definition necessary in our
view. The term “market authorisation holder” has been used for many years and there have not been

any interpretation difficulties to date. We therefore suggest this be deleted.

Art. 3 (18b) CMA-E - “Contingency stock requirement”

¢ Amendment for Art. 3 (18b): “contingency stock requirement” means an obligation imposed by

a Member State on marketing authorisation holders and economic operators in the supply chain

to hold stocks of certain medicinal products to safeguard the security of supply and which

obligation is imposed by law, regulations or administrative provisions, including through the
imposition of requirements on stockholding obligations in public procurement procedures.

Rationale: For reasons of clarification the term “economic operator” should be reintroduced. The CMA

has an industrial policy objective. Article 20, which relates to contingency stocks for security of patient

supply, should not apply to stocks of the national armed forces. Using the term “economic” operators

excludes national armed forces from the scope of article 20.

Article 8 - Administrative Support

We recommend that Art. 8 (1) lit b) be deleted. Especially in view of the new addition (“with regard to

the relevant permit-granting process related to strategic projects)”, lit b) ist redundant.

Article 17 - Exchange of information on funded projects

e Amendment for Art. 17 (2) subparagraph 2: “The commission shall inform - where possible -
the CMCG sufficiently in advance of planned proposals fpr the establishment of funding
possibilities.”

Rationale: We understand that timely notification is not always possible due to certain EU financing
mechanisms. However, where possible the Commission should provide timely information about its
intention to fund strategic projects - as do the Member States. This ensures that synergies in the CMCG
in terms of its advisory function are used in the best way possible.
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Article 18 - Incentivising resilience in public procurement procedures

e Amendment for 18 (2): For public procurement procedures, where contract sas their main

subject matter have critical medicinal products for which a vulnerability in the supply chains

has been confirmed through a vulnerability evalutation peinting-te-a-highlevel of dependency

on-a nale-or-a mited mber-o OuUn es oH de

r, the contracting authorities

shall favour critical medicinal products with active substances manufactured in the Union.”

Rationale: From our perspective, strategic dependency is particularly critical when it concerns active
substance manufacturing, since this is the most important manufacturing stage. The decisive resilience
criterion should therefore be that it concerns critical medicinal products, whose active pharmaceutical
ingredient/ substance is manufactured in the EU. We therefore suggest replacing the word “or” with the
word “with”.

We regret that the application of the EU’s favouring in paragraph (2) still relies on the dependency on
one or several third countries. We were able to fully understand our French colleague’s example: A
critical medicinal product that is only produced in the EU by a single manufacturer is vulnerable.
According to the current wording, however, it does not fall under paragraph (2), since no dependency
on a third country exists. That is why the wording “pointing to a high level of dependency on a single or
limited number of countries outside the Union” should be deleted. The resilience character of Art. 18 (2)
is maintained by the requirement that a vulnerability assessment must have confirmed a vulnerability

in the supply chain for critical medicinal products.

e Amendment for 18 (3b): “Member States may specify such requirements in national laws,

regulations, administrative provisions or in the national programmes referred to in Article
19 of this Regulation”.

Rationale: We welcome that when implementing paragraphs (1) and (2), the Member States still retain
significant scope for implementation into national legislation. We would like to request that in
paragraph (3b) the original wording in the first compromise text be retained. In view of the Kolin

ruling, this wording would contribute to legal certainty and clarity.



GREECE

Please find attached the EL comments on the 2nd compromise text of the CMA.



ANNEX to El. comments

Chapter I
General provisions

Article 1

Objectives and subject matter

The objective of this Regulation is to improve the functioning of the internal market by
establishing a framework to strengthen the security of supply and the availability of critical

medicinal products within the internal- market Unien-Union, thereby ensuring a high level of

public health protection and supporting the security of the Union. The objective of this
Regulation is also to improve the availability and accessibility of ethermedicinal products-of
common interest ef eommeon-interest-within-the-internal-markettoaddressmarket
failure; where the functioning of the market does not otherwise sufficiently ensure the

availability and accessibility of those medicinal products to patients,-where-the

aeeessibility-of these-medicinal produets-to-patients, whilst giving due consideration to the
appropriateness-to-ensure-the affordability of those medicinal products.

To achieve the objectives referred to in paragraph 1, the Regulation sets out a framework to:

(a) facilitate investments in manufacturing capacity for critical medicinal products, their

active substances and other key inputs in the Union;

(b) lower the risk of supply disruptions and strengthen availability by incentivising supply
chain diversification and resilience in the public procurement procedures of critical

medicinal products and other medicinal products of common interest;

(c) leverage the aggregated demand of participating Member States through collaborative

procurement procedures, and

(d) support the diversification of supply chains also by facilitating the conclusion of

strategic partnerships.



Article 2
Scope
This Regulation applies to the critical medicinal products listed in the Union List of Critical
Medicinal Products with the exception of Articles18(3)-and—21, which only apply applies
to medicinal products of common interest referred-to-inArticle 131-of Regulation (EHH

Chapter PV-Articles 1, 18@3a):-22, 24, and-Astiele 26(2) points (c) and (db) and 26(3) also
apply to medicinal products of common interest. Chapter Hl-does-not-apply-to-medieinal
products-of commen-interest:

This Regulation complements the Union law on pharmaceuticals, state aid, permitting

and public procurement by adding specific rules concerning critical medicinal products

and medicinal products of common interest.

Article 3

Definitions

For the purpose of this Regulation, the following definitions shall apply:

(1

‘medicinal product’ means a medicinal product as defined in Article 4 point (1) of Directive
(EU) .../... of the European Parliament and of the Council [reference to be added to
corresponding Article after adoption of cf. COM(2023)192 final];

(2) ‘key input’ means input material other than an active substance required in the manufacturing
process of a given medicinal product, including starting materials and raw materials for
production of active substances or excipients, primary packaging materials, excipients,
solvents and reagents;

(3) ‘active substance’ means an active substance as defined in Article 4 point (3) of Directive
(EU) .../... [reference to be added to corresponding Article after adoption of cf.
COM(2023)192 finall;

(3a) ‘starting material‘ means material as defined in Article 4 point (4) of Directive (EU)
.../... [reference to be added to corresponding Article after adoption of cf.
COM(2023)192 final];

(3b) ‘excipient‘ means an excipient as defined in Article 4 point (5) of Directive (EU) .../...

[reference to be added to corresponding Article after adoption of cf. COM(2023)192
final];




Bo)

”collecting” means collection of substances of human or animal origin for the purpose of

“4)

®)

(6)

(N

@®)

(8a)

being processed into active substances of critical medicinal products; EL. full support

‘critical medicinal product’ means a medicinal product listed in the Union List of Critical

Medicinal Products referred to in Article 131 of Regulation (EU) .../... [reference to be

added after adoption cf. COM(2023) 193 final]. for-which-insufficient-supply-resultsin

arin harim A o arin h OB e defined1n—Axt e 4

‘medicinal product of common interest’ means a medicinal product, other than a critical

medicinal product, for which in three or more Member States the functioning of the market
does not sufficiently ensure the availability and accessibility to patients in the quantities and

presentations necessary to cover the needs of patients in those Member States;

‘vulnerability in the supply chains’ means risks and weaknesses within the supply chains of
critical medicinal products, identified at the aggregated level, taking into account all
authorised medicinal products in the EU and grouped under a common name with the same
route of administration and formulation, that eettd-compromise the continuous supply of such

medicinal products to patients in the Union; EL “could” should be reinserted.

‘vulnerability evaluation’ means the evaluation of the supply chains of critical medicinal
products to identify their vulnerabilities performed by the MSSG in accordance with
Regulation (EU) .../... of the European Parliament and of the Council! [reference to be added
after adoption cf. COM(2023) 193 final];

‘common name’ means a common name as defined in Article 4 point (48) of Directive (EU)
.../... of the European Parliament and of the Council [reference to be added to corresponding

Article after adoption of cf. COM(2023)192 final);

“marketing authorisation holder” means a holder of a marketing authorisation granted

in accordance with Directive (EU) .../... of the European Parliament and of the Council

or Regulation (EU) .../... of the European Parliament and of the Council [reference to
be added after adoption cf. COM(2023) 192 final and COM(2023) 193 final];

Regulation (EU) .... of the European Parliament and of the Council laying down Union procedures
for the authorisation and supervision of medicinal products for human use and establishing rules
governing the European Medicines Agency, amending Regulation (EC) No 1394/2007 and
Regulation (EU) No 536/2014 and repealing Regulation (EC) No 726/2004, Regulation (EC) No
141/2000 and Regulation (EC) No 1901/2006 (OJ ...) /D.G.: Title according to COM(2023) 193
final. Please check against latest version of this draft Regulation] .
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(9) ‘contracting authorities’ means contracting authorities as defined in Article 2(1) point (1) of

Directive 2014/24/EU;

(10) ‘strategic project’ means an industrial project recognised as a strategic project by a

designated authority as referred to in Article 6 identified-pursuant to the criteria set out in

Article 5;

(11) ‘project promoter’ means any undertaking or consortium of undertakings developing a

strategic project;

(12) ‘permit granting process’ means a process covering all relevant permits to build and operate a

strategic project, including-hutnetlimited-te; building, chemical and grid connection

permits and environmental assessments and authorisations where those are required and

encompassing all applications and procedures;

(13) ‘innovative manufacturing process’ means a novel manufacturing process and technology or
novel application of an existing technology, including, but not limited to, decentralised
manufacturing, continuous manufacturing, Artificial Intelligence, platform techniques, 3D

manufacturing;

(15) ‘Member States’ cross-border procurement’ means a procurement procedure initiated between
the contracting authorities from different Member States on the basis of Article 39 of

Directive 2014/24/EC;

(16) ‘procurement on behalf of or in the name of the Member States’ means a procurement

procedure initiated at the request of Member States and mandating the Commission to act as a

central purchasing body on behalf of, or in the name of, the requesting Member States, as

provided for in Article 168(3) of Regulation (EU) 2024/2509;

ho on-holdero niched-d
O O 016 S aa

forms;-or-manufacturerof key-inputs-er-active-substanees:-EL disagrees with the deletion of

this definition and suggests its reestablishment, because when there is a procurement,

the products are supplied by a supplier.
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(18b) ‘contingency stock requirement‘ means an obligation imposed by a Member State on

marketing authorisation holders and/ex other-ecenemic operators in-ef the supply chain

to establish-buffer hold stocks of certain medicinal products to safeguard the security
mitigate therisk of supply-disruption and which obligation is imposed by law,
regulations or administrative provisions, including through the imposition of

requirements on stockholding obligations in public procurement procedures. .-and/er

EL full support on the deletion of the word “buffer” before the word stocks. The flexibility if

(19)

the stock is physical in the MS (buffer stock) on not should remain within the

competence of MS.

‘strategic partnership’ means a commitment between the Union and a third country, group of
third countries or international organisations to increase cooperation related to one or more
critical medicinal products that is established through a non-binding instrument and which
facilitates beneficial outcomes for both the Union and the relevant third country, group of

third countries or international organisation.
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Chapter II1
Enabling coditions for investment

SECTION I
CRITERIA AND PROCEDURE FOR THE RECOGNITION OF STRATEGIC PROJECTS

Article 5
Strategic Projects
A project located in the Union and related to creating, modernising or increasing manufacturing

capacity_of critical medicinal products shall be considered as a strategic project if meets at least

one of the following criteria:

(a) it creates or increases manufacturing capacity for one or more critical medicinal

products or for collecting or manufacturing their active substances;

(b) it modernises an existing manufacturing site for one or more critical medicinal products

or their active substances to ensure greater sustainability or increased efficiency;

(c) it creates or increases manufacturing capacity for key inputs necessary for the
manufacturing of one or more critical medicinal products or their active substances

where it is demonstrated that there are supply constraints or limited

manufacturing capacity in the Union;

(d) it contributes to the roll-out of a technology that plays a key role in enabling the
manufacturing ex-supply of one or more critical medicinal products, their active
substances or key inputs, or increase yielding/harvesting during collection (this is
related to Soho substances.

El does not the addition of words “ersupply>and should be deleted. In addition as the
strategic projects are also related to Soho on point d we would like the addition in
order to favour methods that contributes on increasing the yielding

Article 6
Recognition of Strategic Projects
1. Each Member State shall designate an authority (‘the designated authority’) that shall assess
and-verify-whether ernet a project meets at least one of the criteria set out in Article 5 and

therefore eonstitates- may-shall be recognised eenstitutes-as a strategic project.

A Member State may designate more than one designated authority at national or
regional level.
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In order for a project to be recognised as a strategic project Aa project promoter may

shall request the designated authority to assess whether a-the project is a strategic project.

The designated authority shall provide its assessment to the project promoter without

undue delay.

The submission of a request for a project to be recognised as a strategic project as

provided for in this paragraph does not preclude the project promoter from

simultaneously submitting-initiating applications procedures to other authorities for the

permits needed for the project.

Member States shall communicate to the Commission what-is-the designated authoritiesy for
the purposes of paragraph 1-_and Article 16(2).

The Commission shall provide a simple, accessible webpage on which the contact details and
other relevant information on the_tasks of Member States’ designated authorities shall be

clearly listed.

Any other Member-State-authority in the Member State that receives a request from a
project promoter concerning Articles 8-to1+4157, 8, 11, 12, 13 and 15 shall rely on the

decision of the designated authority pursuant to paragraph 1 as toassess whether that

given project may-be is recognised asmeets-the-eriteriato-be-considered a strategic project as
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SECTION 11

FACILITATING ADMINISTRATIVE AND PERMIT-GRANTING PROCESSES FOR
RECOGNISED STRATEGIC PROJECTS

Article 7
Priority status of strategic projects
Strategic projects shall be considered as contributing to the security of supply of critical

medicinal products in the Union and, therefore, to be in the public interest.

The Member States’ authorities shall ensure that the relevant permit granting processes

related to strategic projects are carried out without undue delay inthefastest-way-peossible,

making available, in particular, any form of accelerated procedures that exists in applicable

Union and national law.

Article 8
Administrative support
Upon request of a project promoter, following the submission-of an-application-teo-the

permitneeded fora ategic projeet-a Member State

shall with regard to the relevant permit-granting processes related to strategic projects
provide to a strategic project located on its territory all-the administrative support aeeessary-to
facilitate its timely-and-effeetive-implementation, including assistance_in accordance with

national ini i law:

(a) assistanee with regard to the project promoter’s compliance with applicable

administrative and reporting obligations;

tey(b) _ assistanee to the project promoter along the permit-granting process.

When providing the administrative support and the assistance referred to in paragraph 1, the
Member State shall pay particular attention to small and medium size enterprises (SMEs) and,
where necessary apprepriate, may establish a dedicated channel for communication with
SME:s to provide guidance and respond to queries related to the implementation of this

Regulation.
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Article 11
Regulatory and-setentifie-support from competent authorities for medicinal products medieines

: - oy

Upon request of a project promoter, a Member State shall provide regulatory support to a

strategic project located on its territory, including administrative support for obtaining the

necessary authorisations from the competent authority, and by prioritising Good
Manufacturing Practices inspections for approval of new and extended manufacturing sites

and for the manufacturing sites modernised in the context of the concerned strategic project.

Upon request of a project promoter, the European Medicines Agency (‘the Agency’) shall

provide, within the scope of its mandate and expertise, dedicated advice to assist project

promoters developing projects relying on innovative manufacturing processes._ Where the

Agency provides such advice and the advice includes aspects related to Good

Manufacturing Practices, which would be subject to review during inspections for

manufacturing sites in a Member State, the Agency shall duly involve the relevant

national competent authority for medicinal products whenpreviding in the provision of
such-the advice.
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Article 12

Environmental assessments and authorisation

A project promoter may request, where the obligation to assess the effects on the environment
arises simultaneously from two or more of Council Directive 92/43/EEC?, Directive
2000/60/EC of the European Parliament and of the Council?, Directive 2001/42/EC of the
European Parliament and of the Council*, Directive 2008/98/EC of the European Parliament
and of the Council®, Directive 2009/147/EC of the European Parliament and of the Council®,
Directive 2010/75/EU of the European Parliament and of the Council”, Directive 2011/92/EU
of the European Parliament and of the Council® or Directive 2012/18/EU of the European
Parliament and of the Council®, that a coordinated or joint procedure fulfilling the

requirements of those Union legislative acts are applied.

Council Directive 92/43/EEC of 21 May 1992 on the conservation of natural habitats and of wild
fauna and flora (OJ L 206, 22.7.1992, p. 7, ELI: http://data.europa.eu/eli/dir/1992/43/0j).

Directive 2000/60/EC of the European Parliament and of the Council of 23 October 2000
establishing a framework for Community action in the field of water policy (OJ L 327, 22.12.2000,
p- 1, ELIL: http://data.europa.eu/eli/dir/2000/60/0j).

Directive 2001/42/EC of the European Parliament and of the Council of 27 June 2001 on the
assessment of the effects of certain plans and programmes on the environment (OJ L 197, 21.7.2001,
p- 30, ELIL: http://data.europa.eu/eli/dir/2001/42/0j).

Directive 2008/98/EC of the European Parliament and of the Council of 19 November 2008 on waste
and repealing certain Directives (OJ L 312,22.11.2008, p. 3, ELI:
http://data.europa.eu/eli/dir/2008/98/0j).

Directive 2009/147/EC of the European Parliament and of the Council of 30 November 2009 on the
conservation of wild birds (OJ L 20, 26.1.2010, p. 7, ELI: http://data.europa.eu/eli/dir/2009/147/0j).
Directive 2010/75/EU of the European Parliament and of the Council of 24 November 2010 on
industrial emissions (integrated pollution prevention and control) (OJ L 334, 17.12.2010, p. 17, ELIL:
http://data.europa.eu/eli/dir/2010/75/0j).

Directive 2011/92/EU of the European Parliament and of the Council of 13 December 2011 on the
assessment of the effects of certain public and private projects on the environment (OJ L 26,
28.1.2012, p. 1, ELI: http://data.europa.eu/eli/dir/2011/92/0j).

Directive 2012/18/EU of the European Parliament and of the Council of 4 July 2012 on the control
of major-accident hazards involving dangerous substances, amending and subsequently repealing
Council Directive 96/82/EC (OJ L 197, 24.7.2012, p. 1, ELIL:
http://data.europa.cu/eli/dir/2012/18/0j).
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Under the coordinated procedure referred to in the first subparagraph, a competent authority
shall coordinate the various individual assessments of the environmental impact of a

particular project required by the relevant Directive.

Under the joint procedure referred to in the first subparagraph, a competent authority shall
provide for a single assessment of the environmental impact of a particular project required by

the relevant Directive.

Member States shall ensure that the competent authorities issue the reasoned conclusion
referred to in Article 1(2), point (g)(iv), of Directive 2011/92/EU on the environmental impact

assessment within 45 days of receiving all necessary information.

In exceptional cases, where the nature, complexity, location or size of the proposed project so
requires, Member States may extend the time limit referred to in paragraph 2 once by a
maximum of 15 days, before its expiry and on a case-by-case basis. In that event, the
competent authority shall inform the project promoter in writing of the reasons justifying the

extension and of the deadline for its reasoned conclusion.

The deadlines for consulting the public concerned as referred to in Article 1(2), point (e), of
Directive 2011/92/EU and the authorities referred to in Article 6(1) of that Directive on the
environmental impact assessment report referred to in Article 5(1) of that Directive shall not
be longer than 85 days and not shorter than the 30 day period referred to in Article 6(7) of that

Directive.

With regard to the environmental impacts or obligations referred to in Article 4(7) of
Directive 2000/60/EC, Article 9(1), point (a), of Directive 2009/147/EC, Articles 6(4) and
16(1) of Directive 92/43/EEC and for the purposes of Article 4(14) and (15) and Article 5(11)
and (12) of Regulation (EU) 2024/1991 strategic projects in the Union may be considered to
have an overriding public interest and to serve the interests of public health and safety

provided that all the conditions set out in those acts are fulfilled.
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Article 13
Planning

National, regional and local authorities responsible for preparing plans, including zoning,
spatial plans and land use plans, shall consider including in such plans, where appropriate,
provisions for the development of Strategic Projects, as well as the necessary infrastructure.
To facilitate the development of strategic projects, Member States shall ensure that all

relevant spatial planning data is available.

Where plans including provisions for the development of strategic projects are subject to an
assessment pursuant to Directive 2001/42/EC of the European Parliament and of the Council
and pursuant to Article 6(3) of Directive 92/43/EEC, those assessments shall be combined.
Where applicable, the combined assessment shall also address the impact on potentially
affected water bodies referred to in Directive 2000/60/EC. Where Member States are required
to assess the impacts of existing and future activities on the marine environment, including
land-sea interactions, in accordance with Article 4 of Directive 2014/89/EU of the European

Parliament and of the Council'®, the combined assessment shall also cover those impacts.

Article 14

Directive 2014/89/EU of the European Parliament and of the Council of 23 ELI:
http://data.europa.eu/eli/dir/2014/89/0j July 2014 establishing a framework for maritime spatial
planning (OJ L 257, 28.8.2014, p. 135, ELI: http://data.europa.eu/eli/dir/2014/89/0j).
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SECTION III

FINANCIAL INCENTIVES

Article 15
Financial support by Member States

Without prejudice to Union state aid rules as set out in Articles 107 and 108 TFEU and the
Commission Regulation (EU) No 651/2014A«ticles107-and-108FFEY, Member States may
prioritise financial support to strategic projects that address a vulnerability in the supply chains of
critical medicinal products identified following a vulnerability evaluation and with due
consideration to the strategic orientations of the Critical Medicines_ Coordination Group (‘CMCG’)
referred to in Article 26(2) point (a).
EL prefers the previous formulation

For as long as the critical medicinal product is on the Union List of Critical Medicinal

Products, an undertaking that has benefitted from financial support for a strategic project shall

prioritise supply to the Union market and use its very best efforts to ensure that the critical

medicinal product remains available in all the Member States where it is being marketed.

Where appropriate, the terms of the financial support shall stipulate for how long the

obligation shall continue to apply in case the critical medicinal product is removed from

the Union List of Critical Medicinal Products.

The Member State that provided financial support to a strategic project may require request

such undertaking to prioritise supply and provide the necessary supplies of a critical

medicinal product, active substance or key inputs, as applicable, to the Union market to avoid

shortages in one or several Member States.

Any Member State that encounters a threat of shortages of the critical medicinal product in
question may request demand-the Member State that provided financial support to submit a

request on its behalf.

26



Article 16

Financial support from the Union

1.  Forthe-duration-ofthe Multiannual Financial Framework2021-2027"Financial support for
strategic projects [under the Multiannual Financial Framework 2021-2027'2] may be

provided supperted-by the Union-funding from Union programmes; including but not
limited to, such-Unienprogrammes-as-the EU4Health Programme _established by Regulation
(EU) 2021/522*, Horizon Europe_established by Regulation (EU) 2021/695*, and the
Digital Europe Programme _established by Regulation (EU) 2021/694* provided that such

support is in line with the objectives set out in the regulations establishing those programmes.

The amount of Union financial contribution under this Article shall be established in

accordance with the rules of those programmes as part of the annual budgetary

procedure, subject to the availability of funding. The budgetary authority shall

determine the appropriation available each year.

2. Atthe request of a project promoter, justified by the necessity to provide results of
vulnerability evaluation for the purpose of an application for Union funding, the designated
authority shall assess whether a strategic project addresses a vulnerability in the supply chains
identified following the vulnerability evaluation. The designated authority shall provide its

assessment to a project promoter within 15 working days of receiving the request efits

request. The designated authority shall inform the Commission about the strategic projects

identified as addressing an existing vulnerability in the supply chains without delay.

ELL httn-//dats L /rea/2020/2003 /61)
1 =aciy)

HEoBa-eu-
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Council Regulation (EU, Euratom) 2020/2093 laying down the multiannual financial
framework for years 2021 to 2027, as amended (OJ LI 433, 22.12.2020, p.11,

ELI: http://data.europa.eu/eli/reg/2020/2093/0j)
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Where the designated authority considers that the submitted particulars accompanying

the request referred to in the first subparagraph is incomplete, it shall inform the

project promoter accordingly and shall set a time line for submitting the missing

information and documentation. In case the designated authority sets such a time-linme,

the time-line referred to in the first subparagraph shall be suspended until such time as

the supplementary information and documentation required has b een provided for.

Article 17

Exchange of information on funded projects

Member States shall, without prejudice to their right to decide whether to provide financial

support to strategic projects, inform the CMCG Eritical-Medicines-Coordination-Group {‘the
GH-Geal—Meéemes—Greu-p—) referred toin Artlcle 2425 of the intention to provide such financial

support sufficiently

in advance to aIIow the group to carry out its bﬂ&&%ﬂﬁcoordmauon task
as set out in Article 2526.

The Commission shall inform periodically the Critical Medieines-Greup CMCG of the

strategic projects that benefited from financial support from the Union_to allow the group to

carry out its coordination task.

The Commission may-shall inform the Critical Medieines-Group-CMCG of planned
proposals for the-intentionto-propese-the establishment of funding possibilities specifically

designed to address vulnerabilities in the supply chains as well as inform of any other

programmes that may benefit the availability of critical medicinal products, under specific

rules and conditions of these Union funding programmes.
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Chapter 1V Demand side measures
SECTION I

AWARD-CRITERIAAND-OTHE PROCUREMENT-REQUIREMENTS FOR PUBLIC
PROCUREMENT PROCEDURES AND RELATED
MEASURES
Article 18

Incentivising resiliencesustainabilitr-and-positivesoctatimpacts in public procurement

procedures

For award public procurement procedures eferiticalmedicinal produets falling within the
scope of Directive 2014/24/EU-ofthe EuropeanParliament-and-of the- Counel, where
contracts have critical medicinal products as parteftheir main subject matter,
contracting authorities-in-the- Member-States shall apply-precurement requirements-other-than

price-only award-eriteria-such-as-proeurement requirements that promote the resilience of
supply in the Union.

These resilience requirements shall take the form of_at least one of the following:

(a) selection criteria within the meaning of Article 58 of Directive 2014/24/EU; or

(b) technical specifications or requirements within the meaning of Article 42 of
Directive 2014/24/EU; or

(ba)best price-quality ratio as award criteria within the meaning of Article 67 of
Directive 2014/24/EU; or

(c) contract performance clauses within the meaning of Article 70 of Directive

2014/24/EUs-er.
@ | eriteriawithin ¢} 3 £ Article 67 of Directive 2014/24/EU-
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These procurement resilience efsupply-requirements shall-be-defined-inaccordance-with
Direetive2014/24/EU-and-may, inter alia, relate to stockholding obligations, the number of

diversified suppliers, monitoring of supply chains, theirtransparency of the supply chains te
the-eontracting-autherity and contract performance clauses on timely delivery. Member

The resilience requirements do not preclude contracting authorities from using

multiple-winner approaches.

2. Withregardte For public procurement procedures, where contracts as parteftheir main

subject matter have critical medicinal products for which a vulnerability in the supply chains

has been confirmed through a vulnerability evaluation pointing to the high level of
dependency on a single or a limited number of third countries_outside the Union, the
contracting authorities shall;-wherejustified; apply-procurementregquirements-that-favour
econemic-operaters-suppliers-that supply-these-critical medicinal products or their active
substances eriginating-manufactured-manufactare-a significantproportion-of these-eritical
medieinal preduets-in the Union.in-athird country which-is-a Party to-the WFO

EL asks for a reformulation “.............. the contracting authorities shall favour suppliers
of critical medicinal products for which their active substances and key essential
manufacturing steps are performed within the Union.”
Rational: WE believe that a significant proportion of a critical medicine manufactured in the
EU means that the majority of key production steps are conducted there. As key manufacturing steps
are considered, the development of active substance, key inputs and the finished dosage
formulation. In this way, we reward the real production in the EU and in parallel with the multi-
winner tender system nobody is excluded.
Contracting authorities shall favour suppliers of these critical medicinal products or their

active substances by applying Fhe requirements that referred-to-in-subparasraph1 shall take

the form of at least one of the following:

(-a) technical specifications or requirements within the meaning of Article 42 of

Directive 2014/24/EU regarding critical medicinal products or their active

substances; or
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(a) eontractbest price-quality ratio as award criteria within the meaning of Article 67
of Directive 2014/24/EU thatinclude the best price-quality ratie-which may be

assessed on the basis of criteria also relating to delivery condition for the critical

medicinal products or their active substances supplied-er-provided-in-the execution

s Or

(b) contract performance clauses within the meaning of Article 70 of Directive

2014/24/EU, thatentailing that at least [25] % of the total contract value of the

critical medicinal products or their active substances supplied or provided in the

execution and duration of the contract are manufactured and-eriginating-in the

EL has a reservation because further clarifications are needed on the issue how this 25% of
the total contract_value can be proved (with which documentation). We are wondering if it
would be more feasible to consider replace the value with the volume. In addition to set an exact
minimum percentage 25% could be very restrictive. We prefer not to have it and the exact
percentage to be set by the MSs.

The requirements set out in this paragraph shall apply irrespective of whether

products are supplied or provided directly by the successful tenderer or by a

subcontractor.

The requirements do not preclude contracting authorities from using multiple-

winner approaches.
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These requirements_set out in this paragraph shall be applied in compliance with the

Union’s international commitments-ineluding-the Government Procurement

This Article shall not preclude Member States from specifying the requirements

referred to in paragraphs 1 and 2 and defining additional requirements in accordance

with Directive 2014/24/EU in national laws;regulations-administrative provisions or in

the national programmes referred to in Article 19 of this Regulation.

This Article shall not preclude contracting authorities from using additional qualitative
requirements, including in relation to environmental sustainability and social considerations
rights.

Contracting authorities may exceptionally decide not to apply paragraphs 1_and; 2 and-3
where:-justified-by-market-analysis-orconsiderationsrelated-to-the finaneing ofhealth
serviees:

(a) the required critical medicinal product can only be supplied by a specific economic

operator and no reasonable alternative or substitute exists and the absence of

competition is not the result of an artificial narrowing down of the parameters of

the public procurement procedure; or
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(b) no suitable tenders or no suitable requests to participate have been submitted in

response to a similar former public procurement procedure launched by the same

contracting authority in the two vears immediately before the commencement of

the planned new procurement procedure; or

(c) their application would oblige that contracting authority to acquire critical

medicinal products having disproportionate costs; or

(d) itis strictly necessary due to reasons of extreme urgency brought about by events

unforeseeable by the contracting authority.

The Commission shall issue guidelines designed to support Member States in

implementing the obligation to use requirements in public procurement procedures with

a view to strengthening the security of supply at the latest 6 months after the entry into

force of this Regulation. The guidelines shall respect the responsibilities of the Member

States for the management of health services and medical care and the allocation of the

resources assigned to them.

Article 19

Programmes supporting sustainability and resilience in public procurement procedures

By 126 months after entry into force of this Regulation each Member State shall, with due

respect to the organisation of the procurement of medicinal products within the Member

State, establish a national programme supporting security of supply of critical medicinal
products, including in public procurement procedures. Such programmes shall promote the
consistent use of preearementrequirements in public procurement procedures by
contracting authorities within a given Member State-as-wel-as-multi-winnerapproaches;
where-beneficialinlightof the-market-analysis. Such programmes may also_promote the
consistent use of multi winner approaches, where beneficial in light of the market
analysis, and may include measures-forprieingandreimbursement supporting security of
supply of-these critical medicinal products that are not purchased through public procurement
procedures. EL. we would like to erase the phrase where beneficial in lisht of the market
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2. Member States shall inform netify-theirprogrammes+te the Commission in its role of the
secretariat of the Critical Medicines-Group- CMCG about their programmes. The
Commission shall ensure the distribution to all members of the CMCG Eritical Medieines
Group forthwith. The CMCG Critieal Medieines-Group shall facilitate a discussion_as

referred to in Article 26(2), point (b) on the national programmes aiming to ensure

coordination of national programmes-aiming-to-ensure-coordination-of national
programmes including as regards the application of criteria mentioned in Article 18(2)-and

Article 20
Safeguards related to Member States’ contingency stocks requirements-and-other-seenrity-of-suppy

Wsrhen imposing requirements on marketing authorisation holders and other operators

in the supply chain to hold contingency stocks for the purpose of safeguarding the

security of supply of critical medicinal products within their territory, or making

changes to existing requirements, Member States shall aim at ensuring avoiding that

any form of such requirements negatively impacts the security of supply in other

Member States in compliance with the internal market provisions of the TFEU. -that

2. Member States shall ensure that any contingency stocks requirements referred to in

paragraph 1they-impese-on-companies-in-the-supply-chain-to-hold-contingeney-sto
including their seope-and-timing the extent and implementation timeline, are

proportionate and respect the principles of transparency and solidarity.

EL is in favour of the retention of par.3 , as these information should be shared
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4.

This Article is without prejudice to obligations under Union law for the notification of

technical regulations and technical barriers to the internal market, including those set

out in Directive (EU) 2015/1535.

SECTION II
COLLABORATIVE PROCUREMENTS

Article 21

Commission facilitated Member States’ cross-border procurement

Upon a reasoned request from ef three or more Member States (‘the request’), the
Commission may act as facilitator for the requesting Member States’ cross-border

procurement as laid down in Article 39 of Directive-efthe EuropeanParliamentand-of the
Council 2014/24/EUC!® where the procurement concerns EC*for medicinal products of

common interest.

Having received the request, the Commission shall inform all other Member States of the
initiative and set an-appropriate deadline of 35 20 working days for them to declare_their
interest_in participating in the procedure.: Such-a-deadlineshall netexceed-three

weeks:Participation in the procedure shall be voluntary for Member States.

The Commission shall assess the request in light of the objectives of this Regulation. The
Commission shall inform eemmunieate-te the interested Member States_of its decision on
whether it agrees;-er#ret to facilitate the proposed initiative within 15 working days three
weeks of receiving the request.

If the Commission declines the request, it shall state its previde reasons for the refusal.

If the Commission accepts the request, the Commission shall provide secretarial and logistical
support to the involved interested Member States. The Commission shall facilitate
communication and cooperation between the involved Member States and provide advice on
applicable Union public procurement rules and on regulatory matters related to medicinal

products.

Directive 2014/24/EU of the European Parliament and of the Council of 26 February 2014 on

public procurement and repealing Directive 2004/18/EC (OJ L 94, 28.3.2014, p. 65,
ELI: http://data.europa.eu/eli/dir/2014/24/2024-01-01).
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The facilitation offered by the Commission shall be limited in time and shall end at the latest

upon signature of the procurement contract by the participating contracting authorities.

Member states involved in the cross-border procurement shall procure at their cost

only.

The Commission shall not be responsible, nor held liable, for any breaches of Union or

national procurement laws by the participating contracting authorities. The Commission shall
net bear no any liability associated with the conduct of the procurement procedure by
participating interested Member States or for the and implementation of the contract

resulting from the procedure.

Article 22

Commission procurement on behalf of or in the name of Member States

By way of derogation from Article 168(3) of Regulation (EU, Euratom) 2024/2509 where six
aine or more Member States jointly request ("the joint request’), the Commission to procure
on their behalf, or in their name and at their costs, the Commission may initiate a
procurement procedure under the conditions laid downset-eut in this Article when the
procurement concerns relateste medicinal products belonging to one of the following

categories below;

(a) critical medicinal products for which a vulnerability evaluation has identified a
vulnerability in the supply chains or for which the MSSG has recommended a common

procurement initiative;
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(b) medicinal products of common interest, for which a joint clinical assessment report has
been published pursuant to Article 12(4) Regulation(EH) 2021/2282/EU-ef the
European-Parliament-and-the-Couneil-'8, or which have undergone a clinical assessment
carried out under the voluntary cooperation among Member States pursuant toas-per
Article 23(1) point (e) of that Regulation.

2. The joint request referred to in paragraph 1 shall only be submitted made where the
medicinal product concerned fulfils one of the criteria laid down set-eut in that paragraph and
where if the requested procurement procedure is expected wilthelp to improve the security
of supply and availability of critical medicinal products in the Union or te ensure the

availability and accessibility of medicinal products of common interest, as applicable.

3. The participation in the procurement procedure shall be open to all Member States. Having

received the joint request, tfhe Commission shall inform all other Member States of the

joint request, through the Critieal Medieines-Group CMCG, and set a deadline of 15 20

working days for them to declare their interest in participating in the procedure.

Participation in the procurement procedure shall be voluntary for Member States invite
4.  The Commission shall assess the-utiity;necessity-andpropertionality-of the request-and
whether the joint request is justified in light of the objectives of this Regulation. The

Commission shall in particular verify whether the procurement could result in eenstitute
discrimination or restriction onte trade or a distortion of te competition_taking into account

the utility, necessity and proportionality of the joint request.

5. Within 20 working days of receiving the joint request, tfhe Commission shall inform the

interested Member States within-one-menth-of the-request-of its decision and state its reasons

in case of a refusal.

18 Regulation (EU) 2021/2282 of the European Parliament and the Council of 15 December 2021 on
health technology assessment and amending Directive 2011/24/EU (OJ L 458, 22.12.2021, ELI:
http://data.europa.cu/eli/reg/2021/2282/0j)
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6a.

on its assessment, the Commission may, if necessary to achieve the objectives of this

Regulation, make the initiation of the procurement procedure conditional upon the

interested Member States accepting binding minimum quantities or refraining from

participating in competing subsequent procurement processes. Such a procurement

procedure may only be initiated once these conditions have been accepted by the

interested Member States.

By way of derogation to Article 168(2) of Regulation 2024/2509/EU, at least six Member

States may exceptionally initiate a joint procurement procedure together with the

Commission.

The conditions established in paragraphs 1(a) and 1(b) as well as in paragraphs 2-6 of

this Article apply mutatis mutandis to such procedure.

Except for the derogations provided for in this Regulation, the procurement referred to in this
Article shall be carried out in accordance with Article 168 (3) of Regulation (EU, Euratom)
2024/2509%.

19

Regulation (EU, Euratom) 2024/2509 of the European Parliament and of the Council of 23
September 2024 on the financial rules applicable to the general budget of the Union (recast) (OJ L,
26.9.2024, p. 1, ELI: http://data.europa.cu/eli/reg/2024/2509/0j).
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Article 24

Agreement concerning procedures under Articles 22-and 23

Member States participating in the procurement procedures covered by Articles 22,-and23
shall share with the Commission any information relevant for the procurement procedure. The
participating Member States shall provide the resources necessary for the successful
conclusion of the procedure, in particular through involvement of staff with expertise and

knowledge.
An agreement between the Member States and the Commission shall determine the practical

arrangements governing the procurement procedure, liabilities to be assumed and the

decision-making process.

Chapter V
Critical Medicines Coordination Group

Article 25
Establishment of Critical Medicines Coordination Group

A Critical Medicines Coordination Group (‘CMCG Eritieal Medieines-Group’) is hereby
established.
The Member States and the Commission are Members of the CMCG Critical- Medicines

Greup. Each Member State shall appoint one a-maximum-eftwo-high-level permanent
representatives, with strategic the expertise relevant for implementing aH the different

measures set out in this Regulation. As necessary Whererelevant-asregards-the-funetionand

expertise, Member States may appoint_an alternate permanent representative and

additional expert representatives to accompany the permanent Member State

representative in order to support the differentrepresentatives-inrelationte different tasks
of the CMCG Critical Medicines-Group. Appointed-permanentrepresentativesshall-ensure
the-neeessary-coordination-within-their respeetive MemberState- The Agency shall have an

observer status.

The CMCG Eritieal Medieines-Group shall work closely with the MSSG, the Agency, and
national_competent authorities-respesnsible for medicinal products. For discussions where
input from the medicines regulatory authorities’ perspective is necessary, the CMCG Critieal

Medieines-Group may organise joint meetings with the MSSG.
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4. The Commission shall organise and coordinate the work of the CMCG Critical Medieines
Greup by means of the Secretariat. The CMCG shall establish its rules of procedure,

including procedures relating to the working group referred to in paragraph 6.

The CMCG shall be co-chaired by a representative of the Commission and by a

representative of the Member States, who shall be elected by and from among the

representatives of the Member States.

6. The CMCG Critical Medicines-Group, at the proposal of the co-c€hair or any _of its

members, may decide to establish a working group.

7.  The CMCGEritical Medicines-Group shall use its best endeavours to reach consensus, where
possible, when providing advice as referred to in Article 26(2) points (d) and (db) and

providing an opinion as referred to in Article 26 (3). If such consensus cannot be
reached, the CMCG shall-issue-its-pesition—by-a—majerity efits-members-shall

deliberate by a majority of two thirds of the Member State representatives.

Each Member State shall have one vote.

EL: it is important that the opinions of the CMCG, if consensus cannot be found, to reflect
the views of as much as broader number of Member States. The above change derived

from agreed language of article 5 point 11 of the Council Regulation 2022/2372 of

24 October 2022 on a framework of measures for ensuring the supply of crisis-relevant

medical countermeasures in the event of a public health emergency at Union level.

are-based-be recorded-in-the-Critical Medicines-Group’s-pesition—Members with diverging
positions may request that their positions and the grounds on which they are based be
recorded in the CMCG?’s position.’
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Article 26
Tasks of the Critical Medicines Coordination Group

El has a reservation

1.

The Eritical Medieines-Greup-CMCG shall facilitate coordination in the implementation of
this Regulation, including,-and;-where appropriate advise to the Commission where

appropriate,advise-the- Commission-or Member States at their request, so as to maximise

the impact of the measures envisaged and to avoid any unintended effects on the internal
market_or on national healthcare systems. FThe EMCEG-may;where appropriate-advise

3

In order to attain the objectives referred to in paragraph 1, the CMCG Eritical Medicines
Group shall perform the following tasks:

(a) facilitate coordination on strategic orientation of the financial support for strategic
projects, including by exchanging information, where available, on the manufacturing
capacity and-the Ei-market desisnated preduetion-for a given critical medicinal
product, existing or planned, in the Member States and facilitate discussion on the
capacity needed in the Union to strengthen its supply security and availability of critical

medicinal products, their active substances and key inputs within the Union;

(-a) to facilitate a constant dialogue with the industry in order to promote synergies

towards the strategic projects”

El believes that the CMCG should not work isolated from the industry, if we want to

maximize the possibilities of strengthening the resilience of supply in the EU in

terms manufacturing capacities. In this regard the relation and a constant dialogue

with the industry are key for information sharing and the promotion of potential

synergies among companies for the MS on strategic projects.

(aa) enable the exchanges of information between the Member States and the

Commission as referred to in Article 17 and, where necessary, facilitate

coordination of respective actions aiming to attain the objectives of this

Regulation.

2



(b) facilitate exchanges on the national programmes referred to in Article 19 and promote

best practice and, where appropriate, voluntary enable cooperation on and

eoordination-ef Member States public procurement policies with regard to critical

medicinal products;

EL does not support the deletion

(c) facilitate strategic discussion efthe-needfora on collaborative procurement initiatives
; . Leinal et
(d) advise the MSSG to provide the order of priority of critical medicinal products for

vulnerability evaluation_as set out in Regulation (EU) .../... [reference to be added after

adoption cf. COM(2023) 193 final], and propose a review or an update of existing

evaluations where necessary.

EL.Question: As the MSSG will provide the 1 vulnerability assessment, what type of
advise is expected from the Coordination Group and on which criteria the priority

for vulnerability assessment will be decided?

(da) periodically discuss the potential contribution of strategic partnerships to the

objectives of this Regulation and the consistency and potential synergies between

Member States’ cooperation with relevant third countries and the actions carried

out by the Union.

(db) where appropriate, advise the Commission or Member States, at their request, on

matters relating to the application of this Regulation.
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35. The CMCG Critical- Medieines-Group, at the Commission’s_or Member States’ request,
may provide an opinion en-matters where providing related-to-the advice-applieation-of this

Regulation-in-the-context-of performing-tasks as referred to in_paragraph 2, points (d) and
(db)-this-Astiele.

Chapter VI
International cooperation

Article 27

Strategic partnerships

Without prejudice to the prerogatives of the Council, the Commission, shall explore possibilities of
concluding strategic partnerships aiming to diversify sourcing of critical medicinal products, their
active substances and key inputs_to increase the security of supply of critical medicinal products

in the Union.-te-inerease-the-seeurity-of supphy-et-eritical-medieinal produetsin-the Union. The

Commission shall also explore the possibility of building on existing forms of cooperation, where

appropriate whenpessible, to support security of supply and reinforce efforts to strengthen the

production of critical medicinal products in the Union. The Commission shall periodically inform

the CMCG about their ongoing considerations and assessments.

Chapter VII
Amendments to Regulation (EU) 2024/795

Article 28
Regulation (EU) 2024/795 is amended as follows:

(a) in Article 2, (1) point (a), subparagraph (iii) is replaced by the following:

‘(iii) biotechnologies, and any other technologies relevant for manufacturing of critical

medicinal products as defined in Critical Medicines Act *;

* Regulation (EU) ... of the European Parliament and of the Council laying down a
framework for strengthening the availability and security of supply of critical
medicinal products as well as for improving the availability of, and access to,
medicinal products of common interest, and amending Regulation (EU)
2024/795.” [D.G.: reference to be completed with the definitive title of the
‘Critical Medicines Act’ and with its publications references once they are

available];
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(b)

(©

(d)

(©

in Article 2, the following subparagraph is added in paragraph 3:

‘By way of derogation from the first subparagraph of this paragraph, the value chain for

the development or manufacturing of medicinal products that fall within the scope of

the [Critical Medicines Act] and that are referred to in paragraph 1, point (a)(iii) of this

Article, relates to finished dosage forms, as well as to active pharmaceutical ingredients

and other key inputs necessary for the production of the finished dosage forms of

critical medicinal products as defined in the Regulation.’;

in article 2, paragraph 8 is added:

‘8.

Strategic projects designated in accordance with the [Critical Medicines Act] that
address a vulnerability in the supply chains of critical medicinal products shall be

deemed to contribute to the STEP objective referred to in paragraph 1, point
(a)(iii).’;

in Article 4, paragraph 7 is replaced by the following:

‘7.

Strategic projects recognised in accordance with the relevant provisions of the
Net-Zero Industry Act, the Critical Raw Materials Act [and the Critical Medicines
Act] that fall within the scope of Article 2 of this Regulation and that receive a
contribution under the programmes referred to in Article 3 of this Regulation may
also receive a contribution from any other Union programme, including funds
under shared management, provided that those contributions do not cover the
same costs. The rules of the relevant Union programme shall apply to the
corresponding contribution to the strategic project. The cumulative funding shall
not exceed the total eligible costs of the strategic project. The support from the
different Union programmes may be calculated on a pro rata basis in accordance

with the documents setting out the conditions for support.’;

in Article 6, paragraph 1, point c is replaced by the following:

©

details of projects that have been recognized as strategic projects under the Net-
Zero Industry Act, the Critical Raw Materials Act and the [Critical Medicines
Act], to the extent that they fall within the scope of Article 2 of this Regulation.
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Chapter VIII
Final provisions

Article 29

Obligation of the market actors to provide information

For the purposes of Articles 6, 8, 11(1), 12, 15, 16(2) and 26(2) point (a) the national

competent authorities concerned may request information from project promoters,

Mmarketing authorisation holders and other ecenemic-operators actors in the supply and
distribution chains of critical medicinal products, their active substances or-includingtheir

key inputs, including from importers and manufacturers of medicinal products, active

substances or key inputs and relevant suppliers of these, wholesale distributors,

stakeholder representative associations or other persons or legal entities that are
authorised or entitled to supply medicinal products to the public. and-active-substances-or

For the purposes of Article 30 the national competent authorities may request

information from the market actors referred to in paragraph 1, contracting authorities

and economic operators.

For the purposes of Article 11(2) the Agency may request information from the market

actors referred to in subparagraph 1.

Where information is requested by national competent authorities or the Agency, as

relevant, pursuant to paragraph 1, an actor may indicate that the information requested

has already been provided to the national competent authority concerned or the Agency

pursuant to other relevant Union legal acts. In such cases the national competent

authority concerned or the Agency shall take due account of the information already

provided in so far as this information has been provided and may be used also for the
purposes of this Regulation.. The-Commission-and-national-authorities-of the Member-States
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Where a Member State considers that the disclosure of information submitted pursuant

[=

I

ed

to this Article is likely to compromise its defence or national security interest, it may, by

means of a reasoned notice, object to the disclosure of that information. Market actors

shall comply with this notice.

Where a market actor submits information pursuant to paragraph 1, the actor shall

indicate whether the information provided contains any commercially confidential

information, identify the relevant parts of that information having a commercially
confidential nature and explain why that information is of such nature. The_ national
competent authority or the Agency, as relevant, Commission-andnational-autherities-of the
Member-States-shall assess the merits of each-duly-substantiated confidentiality claims made

by_the actors marketing-authe on-holdersand-othereconomic-operators—requested-to

5 and shall protect any information that is commercially

confidential against unjustified disclosure_in accordance with Article 29a.

(new) Article 29a.

Handling of confidential information

Information acquired in the course of implementing this Regulation shall be used only

for the purposes of this Regulation and shall be protected by the relevant Union and

national law.

Member States, the Commission and the Agency shall ensure the protection of trade and

business secrets and other commercially confidential information obtained and

processed in application of this Regulation, in accordance with Union and relevant

national law.

The Commission, the Agency and the national competent authorities, their officials,

employees and other persons working under the supervision of those authorities shall

ensure the confidentiality of information obtained in carrying out their tasks and

activities in accordance with relevant Union or national law. This obligation also applies

to all representatives of Member States, observers, experts and other participants

attending meetings of the CMCG pursuant to Article 25.
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Any obligations on sharing information pursuant to this Regulation shall not apply to

data that concerns the essential interests of the Member States’ security or defence.

Article 30

Evaluation

1. By [OP please insert the date of:] at the latest five years after the date of application of this
Regulation and every five years thereafter, the Commission shall evaluate this Regulation and
present a report on the main findings to the European Parliament, the Council, the European

Economic and Social Committee, and the Committee of the Regions.

The Commission shall in its evaluation assess the impact of this Regulation and to what

extent its objectives as established in Article 1 have been achieved.

IS

No later than [three vears] after the date of transposition of a revision of Directive

2014/24/EU, or no later than [five years]| after the date of application of this Regulation,

whichever the earlier, the Commission shall review the scope, functioning and efficiency

of Article 18 as well as coherence with the revised Directive 2014/24/EU, and shall report

its findings to the European Parliament and to the Council.

3. The national authorities-and-the-economie-eperaters shall, upon request, provide the

Commission with any relevant information they have and that_is necessary for the

Commission-may-reed for its assessment_and review pursuant to # paragraphs 1_and 2 3a.
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Article 31

Entry into force and application

1. This Regulation shall enter into force on the twentieth day following that of its publication in

the Official Journal of the European Union.
2. [Itshall apply from[....].

3. Article 18 (1) and (2) shall apply from [12 6 months after the date of application in para
2].

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Strasbourg,

For the European Parliament For the Council
The President The President
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IRELAND

Please find IE’s comments on the second compromise text for the CMA attached. Our suggestions concern:

Article 5(c) — targeting of key input now supported by suggestions for Article 6(1) and a new recital 17a
Article 12 — timeframes to align with NZIA/CRMA

Articles 15 & 16 — suggestion for recital 21 re. safeguarding against creating perverse incentives

Article 22(6) — linking binding minimum requirements with national need

Article 29(1) — better reflecting the scope of the EMA
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ANNEX to [E comments

Chapter 111
Enabling coditions for investment

SECTION I
CRITERIA AND PROCEDURE FOR THE RECOGNITION OF STRATEGIC PROJECTS

Article 5
Strategic Projects
A project located in the Union and related to creating, modernising or increasing manufacturing

capacity of critical medicinal products shall be considered as a strategic project if meets at least

one of the following criteria:

(a) it creates or increases manufacturing capacity for one or more critical medicinal

products or for collecting or manufacturing their active substances;

(b) it modernises an existing manufacturing site for one or more critical medicinal products

or their active substances to ensure greater sustainability or increased efficiency;

(c) itcreates or increases manufacturing capacity for key inputs necessary for the
manufacturing of one or more critical medicinal products or their active substances
where it is demonstrated that there are supply constraints or limited
manufacturing capacity in the Union;

(d) it contributes to the roll-out of a technology that plays a key role in enabling the
manufacturing or supply of one or more critical medicinal products, their active

substances or key inputs.

Article 6
Recognition of Strategic Projects

1. Each Member State shall designate an authority (‘the designated authority’) that shall assess and
verify whether ernet a project meets at least one of the criteria set out in Article 5 and therefore
eonstitates shall be recognised censtitutes as a strategic project.

A Member State may designate more than one designated authority at national or regional
level.
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1. Inorder for a project to be recognised as a strategic project Aa project promoter may-shall

request the designated authority to assess whether a-the project is a strategic project.

The request for a project to be recognised as a strategic project shall outline how the

proposed project would create, modernise or increase manufacturing capacity of

critical medicinal products within the Union @d meet at least one of the criteria set out

in Article 5. In the case of criterion c, the request shall include a letter of support from

a marketing authorisation holder or manufacturer of a critical medicinal product or of

an active substance used in a critical medicinal product that utilises the key input in
question.

The designated authority shall provide its assessment to the project promoter without

undue delay. Where considered necessary, the designated authority may consult with

the relevant national competent authority for medicinal products when assessing

whether the requirements of Article 5 are met.\

The submission of a request for a project to be recognised as a strategic project as

provided for in this paragraph does not preclude the project promoter from
simultaneously initiating application procedures to other authorities for the permits
needed for the project.

2. Member States shall communicate to the Commission whatis the designated authoritiesy

for the purposes of paragraph 1- and Article 16(2).

Recital 17a

Where necessary to demonstrate supply constraints or limited manufacturing capacity in the

Union in order to be recognised as a Strategic Project, project promoters could include

evidence that there are only a limited number of suppliers of a key input located in the EU or

that existing suppliers did not have sufficient capacity to meet demand. l
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critical medicinal product or associated active substance.
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will have more knowledge of supply chains than even the
designated authority.
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Article 12

Environmental assessments and authorisation

A project promoter may request, where the obligation to assess the effects on the environment
arises simultaneously from two or more of Council Directive 92/43/EEC?!, Directive
2000/60/EC of the European Parliament and of the Council??, Directive 2001/42/EC of the
European Parliament and of the Council?3, Directive 2008/98/EC of the European Parliament
and of the Council?*, Directive 2009/147/EC of the European Parliament and of the Council?S,
Directive 2010/75/EU of the European Parliament and of the Council?®, Directive 2011/92/EU
of the European Parliament and of the Council?’ or Directive 2012/18/EU of the European
Parliament and of the Council?®, that a coordinated or joint procedure fulfilling the

requirements of those Union legislative acts are applied.

Under the coordinated procedure referred to in the first subparagraph, a competent authority
shall coordinate the various individual assessments of the environmental impact of a

particular project required by the relevant Directive.

Under the joint procedure referred to in the first subparagraph, a competent authority shall
provide for a single assessment of the environmental impact of a particular project required by

the relevant Directive.
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Council Directive 92/43/EEC of 21 May 1992 on the conservation of natural habitats and of wild
fauna and flora (OJ L 206, 22.7.1992, p. 7, ELI: http://data.europa.eu/eli/dir/1992/43/0j).

Directive 2000/60/EC of the European Parliament and of the Council of 23 October 2000
establishing a framework for Community action in the field of water policy (OJ L 327, 22.12.2000,
p- 1, ELIL: http://data.europa.eu/eli/dir/2000/60/0j).

Directive 2001/42/EC of the European Parliament and of the Council of 27 June 2001 on the
assessment of the effects of certain plans and programmes on the environment (OJ L 197, 21.7.2001,
p- 30, ELIL: http://data.europa.eu/eli/dir/2001/42/0j).

Directive 2008/98/EC of the European Parliament and of the Council of 19 November 2008 on waste
and repealing certain Directives (OJ L 312, 22.11.2008, p. 3, ELI:
http://data.europa.eu/eli/dir/2008/98/0j).

Directive 2009/147/EC of the European Parliament and of the Council of 30 November 2009 on the
conservation of wild birds (OJ L 20, 26.1.2010, p. 7, ELI: http://data.europa.eu/eli/dir/2009/147/0j).
Directive 2010/75/EU of the European Parliament and of the Council of 24 November 2010 on
industrial emissions (integrated pollution prevention and control) (OJ L 334, 17.12.2010, p. 17, ELI:
http://data.europa.eu/eli/dir/2010/75/0j).

Directive 2011/92/EU of the European Parliament and of the Council of 13 December 2011 on the
assessment of the effects of certain public and private projects on the environment (OJ L 26,
28.1.2012, p. 1, ELI: http://data.europa.eu/eli/dir/2011/92/0j).

Directive 2012/18/EU of the European Parliament and of the Council of 4 July 2012 on the control
of major-accident hazards involving dangerous substances, amending and subsequently repealing
Council Directive 96/82/EC (OJ L 197, 24.7.2012, p. 1, ELI:
http://data.europa.cu/eli/dir/2012/18/0j).
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Member States shall ensure that the competent authorities issue the reasoned conclusion
referred to in Article 1(2), point (g)(iv), of Directive 2011/92/EU on the environmental impact

assessment within 45 90 days of receiving all necessary information.

In exceptional cases, where the nature, complexity, location or size of the proposed project so
requires, Member States may extend the time limit referred to in paragraph 2 once by a
maximum of 45 20 days, before its expiry and on a case-by-case basis. In that event, the
competent authority shall inform the project promoter in writing of the reasons justifying the

extension and of the deadline for its reasoned conclusion.

The deadlines for consulting the public concerned as referred to in Article 1(2), point (e), of
Directive 2011/92/EU and the authorities referred to in Article 6(1) of that Directive on the
environmental impact assessment report referred to in Article 5(1) of that Directive shall not
be longer than 85 days and not shorter than the 30 day period referred to in Article 6(7) of that

Directive.

With regard to the environmental impacts or obligations referred to in Article 4(7) of
Directive 2000/60/EC, Article 9(1), point (a), of Directive 2009/147/EC, Articles 6(4) and
16(1) of Directive 92/43/EEC and for the purposes of Article 4(14) and (15) and Article 5(11)
and (12) of Regulation (EU) 2024/1991 strategic projects in the Union may be considered to
have an overriding public interest and to serve the interests of public health and safety

provided that all the conditions set out in those acts are fulfilled.
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SECTION II1

FINANCIAL INCENTIVES
Article 15
Financial support by Member States

Without prejudice to Union state aid rules as set out in Articles 107 and 108 TFEU and
the Commission Regulation (EU) No 651/2014A+ticles 107-and 108 TEEU, Member States

may prioritise financial support to strategic projects that address a vulnerability in the supply
chains of critical medicinal products identified following a vulnerability evaluation and with
due consideration to the strategic orientations of the Critical Medicines_Coordination Group

(CMCQG’) referred to in Article 26(2) point (a).

For as long as the critical medicinal product is on the Union List of Critical Medicinal
Products, an undertaking that has benefitted from financial support for a strategic project shall

prioritise supply to the Union market and use its very best efforts to ensure that the critical

medicinal product remains available in all the Member States where it is being marketed.

Where appropriate, the terms of the financial support shall stipulate for how long the

obligation shall continue to apply in case the critical medicinal product is removed from

the Union List of Critical Medicinal Products.

[The Member State that provided financial support to a strategic project may require reguest

such undertaking to prioritise supply and provide the necessary supplies of a critical

medicinal product, active substance or key inputs, as applicable, to the Union market to avoid

shortages in one or several Member States.

Any Member State that encounters a threat of shortages of the critical medicinal product in
question may request demand-the Member State that provided financial support to submit a

request on its behalf.]
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manufacturing sites for critical medicinal products, active
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Union. To strengthen the security of supply of critical
medicinal products, and where despite best efforts to
avoid supply chain vulnerabilities private investment
alone is not sufficient, financial support of investments in
manufacturing capacity within the Union may be justified.
Member States should be able to prioritise financial
support for strategic projects that address specific
vulnerabilities in the supply chains, while ensuring that
such support complies with the Union’s State aid rules.
For this purpose, specific guidance to clarify the
application of EU State aid rules to assist the Member
States has been provided by the Commission services and
will be updated as necessary.




Chapter IV Demand side measures

Article 22
Commission procurement on behalf of or in the name of Member States

1. By way of derogation from Article 168(3) of Regulation (EU, Euratom) 2024/2509 where six
atre or more Member States jointly request ("the joint request’), the Commission to procure
on their behalf, or in their name and at their costs, the Commission may initiate a
procurement procedure under the conditions laid downset-eut in this Article when the
procurement concerns relates-te medicinal products belonging to one of the following

categories below;

(a) critical medicinal products for which a vulnerability evaluation has identified a
vulnerability in the supply chains or for which the MSSG has recommended a common

procurement initiative;

(b) medicinal products of common interest, for which a joint clinical assessment report has
been published pursuant to Article 12(4) Regulation{EH) 2021/2282/EU-efthe
European-Parliament-and-the Couneil?®, or which have undergone a clinical assessment
carried out under the voluntary cooperation among Member States pursuant toasper
Article 23(1) point (e) of that Regulation.

2. The joint request referred to in paragraph 1 shall only be submitted made where the
medicinal product concerned fulfils one of the criteria laid down set-eut in that paragraph and
where if the requested procurement procedure is expected witthelp to improve the security
of supply and availability of critical medicinal products in the Union or te ensure the

availability and accessibility of medicinal products of common interest, as applicable.

3. The participation in the procurement procedure shall be open to all Member States. Having

received the joint request, tFhe Commission shall inform all_other Member States of the

joint request, through the Critical Medieines-Group CMCG, and set a deadline of 15 20
working days for them to declare their interest in participating in the procedure.

Participation in the procurement procedure shall be voluntary for Member States invite

] il sre.

» Regulation (EU) 2021/2282 of the European Parliament and the Council of 15 December 2021 on
health technology assessment and amending Directive 2011/24/EU (OJ L 458, 22.12.2021, ELI:
http://data.europa.eu/eli/reg/2021/2282/0j)
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4.  The Commission shall assess the-utHitynecessity-and-propertionality-of the request and
whether the joint request is justified in light of the objectives of this Regulation. The

Commission shall in particular verify whether the procurement could result in eenstitute
discrimination or restriction onte trade or a distortion of te competition_taking into account

the utility, necessity and proportionality of the joint request.

5. Within 20 working days of receiving the joint request, tThe Commission shall inform the

interested Member States within-one-menth-oftherequest-of its decision and state its reasons

in case of a refusal.

on its assessment, the Commission may, if necessary to achieve the objectives of this

Regulation, make the initiation of the procurement procedure conditional upon the

interested Member States accepting binding minimum quantities, in accordance with

THEiE] national need, or refraining from participating in competing subsequent Commented [A8]: Important not to exclude smaller
MSs

procurement processes. Such a procurement procedure may only be initiated once these

conditions have been accepted by the interested Member States.

6a. By way of derogation to Article 168(2) of Regulation 2024/2509/EU, at least six Member

States may exceptionally initiate a joint procurement procedure together with the

Commission.

The conditions established in paragraphs 1(a) and 1(b) as well as in paragraphs 2-6 of

this Article apply mutatis mutandis to such procedure.

7. Except for the derogations provided for in this Regulation, the procurement referred to in this
Article shall be carried out in accordance with Article 168 (3) of Regulation (EU, Euratom)
2024/2509%.

3 Regulation (EU, Euratom) 2024/2509 of the European Parliament and of the Council of 23
September 2024 on the financial rules applicable to the general budget of the Union (recast) (OJ L,
26.9.2024, p. 1, ELI: http://data.europa.cu/eli/reg/2024/2509/0j).
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Chapter VIII
Final provisions

Article 29

Obligation of the market actors to provide information

For the purposes of Articles 6, 8, 11(1), 12, 15, 16(2) and 26(2) point (a) the national

competent authorities concerned may request information from project promoters,

Mmarketing authorisation holders and other ecenemic-operators actors in the supply and
distribution chains of critical medicinal products, their active substances or-includingtheir

key inputs, including from importers and manufacturers of medicinal products, active

substances or key inputs and relevant suppliers of these, wholesale distributors,

stakeholder representative associations or other persons or legal entities that are

authorised or entitled to supply medicinal products to the public. and-active-substances-or

For the purposes of Article 30 the national competent authorities may request

information from the market actors referred to in paragraph 1, contracting authorities

and economic operators.

For the purposes of Article 11(2) the Agency may request information from the market

actors referred to in subparagraph 1. For the purposes of Article 11(2) the Agency may

request information from the kﬂaﬂeet—aeters—referred—te—m—subpafaﬁaph—l— project

promoters, marketing authorisation holders, manufacturers of medicinal products and

manufacturers or suppliers of active substances or key inputs.

Where information is requested by national competent authorities or the Agency, as

relevant, pursuant to paragraph 1, an actor may indicate that the information requested

has already been provided to the national competent authority concerned or the Agency

pursuant to other relevant Union legal acts. In such cases the national competent

authority concerned or the Agency shall take due account of the information already

provided in so far as this information has been provided and may be used also for the
purposes of this Regulation.. The-Commission-and-national-autherities-of the Member-States
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Commented [A9]: Given the limited scope of Art

11(2) which focusses on scientific and regulatory
advice to project promoters there should not be a
need for EMA to request information from national
supply chain actors such as wholesalers and
pharmacies to provide such advice. The proposed
text would more clearly specify the actors that EMA
could contact.




2a

Where a Member State considers that the disclosure of information submitted pursuant

to this Article is likely to compromise its defence or national security interest, it may, by

means of a reasoned notice, object to the disclosure of that information. Market actors

shall comply with this notice.

Where a market actor submits information pursuant to paragraph 1, the actor shall

indicate whether the information provided contains any commercially confidential

information, identify the relevant parts of that information having a commercially
confidential nature and explain why that information is of such nature. The_ national
competent authority or the Agency, as relevant, Commission-and-national-autherities-of the
Member-States-shall assess the merits of each-duly-substantiated confidentiality claims made

by_the actors marketing e on-holdersand-othereconomic-operators—reqtrested-to

> and shall protect any information that is commercially

confidential against unjustified disclosure_in accordance with Article 29a.
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THE NETHERLANDS

Please find enclosed, following the WP of yesterday, the NL proposals.

Most important proposals from NL side:
e Article 5 (to solve the problem for ’key input’, the example of the screw factory)
e Article 11 (GMP-inspections, no interference with pharma legislation)

e Article 26 (to task the CMCG to provide guidance)
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ANNEX I to N1. comments

Text proposals on compromise text - NL

28-10-2025

Reading Guide Document

e This document contains the text proposals from the Netherlands for the compromise text of
the Critical Medicines Act, after the Council Working Party of the 27" and 28" of October.
o The structure of the document is as followed:

1. Reading Guide DOCUIMENT ...ttt 61
2. Substantial proposals... ...62
ATHCIC 5, NEW PATA 2.t 62
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ATticle 16, NEW PArA 1 DIS..c.iiuieiiiiiiiiieeee e 64
ATticle 19, NEW PArA IDIS ...t 66
Article 20, re-add paragraph 3 ... ..c.cviueuiiiiie e 67
ATrticle 26, PAra 28 & 2D8...c.cuuiiieiiieee e 68
3. TEChNICAl TVISIOMNS .utiuiuienietietiteei ettt ettt 70
ATHCIC 3, PATA 75 i 70

Article 12, para 2:
Article 15, para 2:
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Substantial proposals

%rticle 5, new para 2\

Article 5
Strategic
Projects
A project located in the Union and related to creating, meodernising or increasing
manufacturing capacity_of critical medicinal products shall be considered as a strategic project

if meets at least one of the following criteria:

(a) it creates or increases manufacturing capacity for one or more critical
medicinal products or for collecting or manufacturing their active

substances;

(b) it modernises an existing manufacturing site for one or more critical medicinal
products or their active substances to ensure greater sustainability or increased

efficiency;

(c) it creates or increases manufacturing capacity for key inputs necessary for the

manufacturing of one or more critical medicinal products or their active

substances where it i monstrated that there ar 1 nstraint;
limited £ . e ey

(d) it contributes to the roll-out of a technology that plays a key role in enabling
the manufacturing or supply of one or more critical medicinal products, their

active substances or key inputs.

2. By way of derogation from paragraph 1, a project located in the Union and related to

creating, modernising or increasing manufacturing capacity of critical medicinal products

that meets at least one of the criteria set out in paragraph 1 shall not be considered as a

strategic project if its contribution to the availability of critical medicinal products is

disproportionate.
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rCommented [A10]: This proposal introduces a
proportionality safeguard to ensure that the designation of
Strategic Projects remains focused on inputs that are
genuinely critical to the supply of medicines.

It provides limited discretion for the designated authority
to refrain from recognising projects that would be
manifestly disproportionate or that concern inputs of only
marginal or easily substitutable relevance.

In the Council Working Party the example of the 'screw
factory' was used to address this matter.

Commented [A11]: In addition, we support the proposal
of CZ to introduce guidelines on the designation of
strategic projects




Article 11, changes made in para 1.2 and new para 1bis

Article 11

Regulatory aendscientifiec-support from competent authorities for medicinal products wedicines

- .y

1. Upon request of a project promoter, a Member State shall provide regulatory support to a

strategic project located on its territory, where relevant.; ineluding Such support shall

include administr rt for

ining the necessary authorisations from the

1 bis A Member State shall, when feasible, prioritise Good Manufacturing Practices

inspections for approval of new and extended manufacturing sites and for the

manufacturing sites modernised in the context of the concerned strategic project. of

the concerned strategic project.

provide, within the scope of its mandate and expertise, dedicated regulatory advice to

assist project promoters developing projects relying on innovative manufacturing

2.

processes._ Where the Agen

related to Good Manufacturing Practi
3.

and the advi

Upon request of a project promoter, the European Medicines Agency (‘the Agency’) shall

incl

t to revi

The regulatory support, prioritization and regulatory advice mentioned in

paragraph (1, 1bis and 2) shall be provided within the limits of the competences

conferred on the competent authorities and the Agency as in the rules on supervision

and inspections as laid down in Directive 2001/83/EG and Regulation726/2004) of

the European Parliament and of the Council and shall not extend beyond those

competences.
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( Commented [A12]: The proposed text clarifies the

relationship between the CMA and the existing EU
pharmaceutical acquis.

The CMA has Article 114 TFEU as its legal base and aims
to improve the functioning of the internal market.

The pharmaceutical acquis, adopted under

Article 168(4)(c) TFEU, lays down detailed a system of
supervision, including risk-based inspection planning for
manufacturers and importers of medicines. Those
provisions will be carried forward in the revised
pharmaceutical legislation package.

The proposed adjustment avoids modifying the
responsibilities of competent authorities and the Agency
under pharmaceutical legislation, while still allowing
strategic projects to benefit from faster regulatory support
where justified by demonstrated risk.




Article 15, para 1

Without prejudice to Union state aid rules as set out in Articles 107 and 108 TFEU

and the Commission Regulation (EU) No 651/2014Axticles107-and 108 TFEY,

Member States may prioritise financial support to strategic projects that address a

vulnerability in the supply chains of critical medicinal products identified following a
vulnerability evaluation and with due consideration to the strategic orientations of the
Critical Medicines_Coordination Group (‘CMCG?) referred to in Article 26(2) point (a).
For as long as the critical medicinal product is on the Union List of Critical Medicinal
Products, an undertaking that has benefitted from financial support for a strategic project
shall w supply to the Union market within the limits of its responsibility,
and shall ensure continued supplies so that the needs of patients in and-use-its-verybest

efforts-to-ensure-the-critical-medicinal productremains-available-in all the Member

States, where it is being marketed, are covered. ‘

ligation shall contin ly in he critical medicinal pr. is rem

from the Union List of Critical Medicinal Pr t;

Commented [A13]: Strategic projects should ensure

placing their products on the Union market so that the
resulting critical medicinal products are effectively
available to European patients, within their responsibility.
We support the aim of the compromis text. However, with
this wording, we echo the discussion within the

pharmaceutical package on article 56a of the Regulation

Article 16, new para 1 bis

Article 16

Financial support from the Union

Forthe-duration-of the Multiannual Financial Eramework 20242027 Financial support
for strategic projects [under the Multiannual Financial Framework 2021-2027'2] may
be provided supperted-by the Union-funding from Union progranunes, including but not
limited to, sueh-Unien-pregrammes-as-the EU4Health Programme _established by
Regulation (EU) 2021/522*, Horizon Europe_established by Regulation (EU)

2021 . and the Digital Europe Programme_established by Regulation (EU)

2021/694* provided that such support is in line with the objectives set out in the

regulations establishing those programmes.
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The amount of Union financial contribution under this Article shall tablish

in accordance with the rules of those programmes as part of the annual budgetary.
r I ject to the availability of funding. Th tary authority shall

termine the appropriation available each vear.

1bis.

[For as long as the critical medicinal product is on the Union List of Critical

Medicinal Products, an undertaking that has benefitted from financial support for a

strategic project shall ensure supply to the Union market within the limits of its

responsibility, and shall ensure continued supplies so that the needs of patients in all

the Member States, where it is being marketed, are covered.

At the request of a project promoter, justified by the necessity to provide results of
vulnerability evaluation for the purpose of an application for Union funding, the
designated authority shall assess whether a strategic project addresses a vulnerability in the
supply chains identified following the vulnerability evaluation. The designated authority
shall provide its assessment to a project promoter within 15 working days of receiving the
request ofits request. The designated authority shall inform the Commission about the

strategic projects identified as addressing an existing vulnerability in the supply chains

without delay.

accompanying the r t referred to in the first aragraph is incomplete. it
hall inf I . Jingl 1 shall ime line fi
submitting the missing

information and documentation. In case the designated authority sets such a time linme,

the time-line referred to in the first subparagraph shall be suspended until such time as

the supplementary information and documentation required has b een provided for.

Commented [A14]: The obligation of supply the Union

market as in article 15 para 2 should extent to strategic
projects that received funding from the Union too. If those
project are not included in article 15 para 2, we want to
add that explicit obligation in a new para 2 within this
article, with has the same formulation as our proposal for

article 15.
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Article 19, new para lbis\

Article 19

Programmes supporting sustainabitity security of supply and availability of critical medicines,

1bis.

specifically resttience in public procurement procedures

By 126 months after entry into force of this Regulation each Member State shall, with due
respect to the organisation of the procurement of medicinal products within the
Member State, establish a national programme supporting security of supply of critical
medicinal products, including in public procurement procedures. Such programmes shall
promote the consistent use of preeurement-requirements in public procurement
procedures by contracting authorities within a givenrMember-State-as-well-as-multi—
winner approaches, where-benefictalintghtof the marketanalysts. Such programmes may
also_promote the consistent use of multi winner approaches, where beneficial in light

of the market analysis. and may include measures-forpricing-andreimbursement
supporting security of supply of-these critical medicinal products that are not purchased

through public procurement procedures.

The Commission shall provide a guidance document, as mentioned in Article 18, paragraph

6, in which they stipulate the resilience requirements, as defined in article 18 paragraph 1

and 2. The national programmes should integrate and promote the use of these resilience

criteria.

Member States shall inform netify-theirprogrammes-te the Commission in its role of the

secretariat of the Critical Medieines-Greup- CMCG about their programmes. The
Commission shall ensure the distribution to all members of the CMCG Critical Medicines

Group forthwith. The CMCG Critieal Medieines-Group shall facilitate a discussion_as

ea 101N A € 20 DOLI D)on tne national programimnes alming to ci

rdination of national programmes-aimingto-ensure-coordination-of national
programmes including as regards the application of criteria mentioned in Article 18(2)-and
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Commented [A15]: We consider that national

‘ programmes are an essential instrument to help contracting
authorities in the application of the resilience criteria.
National programmes are also an important instrument to
reach the goal of convergence. We invite member states to
give national programmes a bigger role by promoting the

| resilience criteria for contracting authorities by using the

\\ Guidance Document provided for by the Commission




[Article 20‘, re-add paragraph 3 | Commented [A16]: We support the proposal to exempt
. healthcare providers from this article

Article 20
Safeguards related to Member States’ contingency stocks requirements-and-other-security-of-suppty

impaet Wwhen imposing requirements on marketing authorisation holders an

operators in th ly chain to hol ntingen tocks for th

f Jing t1 ity of Iv of critical Jicinal i ithin thei
territory, or making changes to existing requirements, Member States shall aim at
ensuring avoeiding that any form of such requirements nggatiiygl v impacts the
security of supply in other Member States in compliance with the internal market
provisions of the TFEU. -that any form of such requiremen n mproimi

2. Member States shall ensure that any contingency stocksrequirements referred to

timeline, are proportionate and respect the principles of transparency and solidarity.

3. Member States shall. if contingency stocks requirements are deemed necessary.
inform other Member States of their intention to impose these requirements or make
significant changes to existing requirements. in the CMCG as specified in Article 26.

CQ atlon alld _tecnnical a

those set out in Directive (EU) 2015/1535.
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Article 26, para 2a & Zba_tf

Article 26
Tasks of the Critical Medicines Coordination Group

The Eritieal Medieines-Group_ CMCG shall facilitate coordination in the implementation

of this Regulation, including.-and, where appropriate advise to the Commission
—where-appropriate;-advise-the-Commission_or Member States at their request, so as to
maximise the impact of the measures envisaged and to avoid any unintended effects on

the internal market_or on n

In order to attain the objectives referred to in paragraph 1, the CMCG Critieal
Medieines Group shall perform the following tasks:

(a) provide guidance and facilitate coordination, in response to a request from relevant

parties, such as Member States, the Commission or financing institutions, or on its

own initiative, bn strategic orientation of the financial support for strategic projects,

including by exchanging information, where available. on the manufacturing

pi-for a given critical medicinal
product, existing or planned, in the Member States and facilitate discussion on the
capacity needed in the Union to strengthen its supply security and availability of
critical medicinal products, their active substances and key inputs within the

Union;

(aa) enable the exchanges of information between the Member States and the

mmission in Article 17 an

referr here n ry. facili

coordination of respective actions aiming to attain the objectives of this
Regulation.

(b) facilitate exchanges on the national programmes referred to in Article 19 and
promote best practice and, where appropriate, voluntary enable cooperation on
and eoordination-of Member States public procurement policies with regard to

critical medicinal products;

information on national contingen ks requirements referr

Article 20(3).

xchan
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| Commented [A17]: We want to enhance the
effectiveness and coherence of Union spending regarding
the objectives of the Critical Medicines Act. We see a role
for the CMCG in providing guidance and coordination on
the strategic orientation of financial support.

Its guidance could support decision-making by relevant
Union bodies and financing institutions, for instance in
considerations related to investment priorities or the
allocation of Union funds.

With this amendment, we want to establish that the
CMCG is designated to provide such guidance, without
establishing any legal obligation for such bodies, nor
creating any formal legal link between the CMA and other
Union financial instruments.

It may give guidance on its own initiative to guide relevant
Union bodies and financing institutions in considerations
related to investment priorities; or upon request from such
bodies and institutions. The form of this guidance will
respect the capacity available for the CMCG by the
Member States.

Commented [A18]: This contribution aims to enhance
the effectiveness and coherence of Union spending,
without establishing any legal obligation for such bodies
to make use of the CMCG’s analyses or reports, nor
creating any formal legal link between the CMA and other
Union financial instruments.

The CMCG is designated to provide input and guidance
on the strategic orientation of (financial) support for
Strategic Projects. It may do so both proactively and
reactively: on its own initiative to guide relevant Union
bodies and financing institutions in considerations related
to investment priorities; or upon request from such bodies
and institutions. Its guidance could serve as underpinning
information to support evidence-based decision-making by
relevant Union bodies and financing institutions, for
instance in considerations related to investment priorities
or the allocation of Union funds or the European
Investment Bank.




(c) facilitate_strategic discussion efthe-needfora on collaborative procurement
initiativeg for-agiven-medicinal produet;

(d) advise the MSSG to provide the order of priority of critical medicinal products for
vulnerability evaluation_as set out in Regulation (EU) .../... [reference to be added
after adoption cf. COM(2023) 193 finall, and propose a review or an update of

existing evaluations where necessary.

objectives of this Regulation and the consistency and potential synergies
between Member States’ cooperation with relevant third countries and the

actions carried out by the Union.

35. _The CMCG Critical Medicines-Group, at the Commission’s_or Member States request,

may provide an opinion ea-atters where providing related-te-the_advice-applieation-of

this Regulation-in-the-context-of performingtasks as referred to in_paragraph 2. points
(d) and (db)-this-Attiele.
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Technical revisions

Article 3, para 7: [Commented [A19]: In line with the formulation of the

| Union List

‘vulnerability in the supply chains’ means risks and weaknesses within the supply chains
of critical medicinal products, identified at the aggregated level, taking into account all
authorised medicinal products in the EU and grouped under a common name with the same
route of administration and fermulatien that could-compromise the continuous supply

of such medicinal products to patients in the Union;

Article 12, para 2:
Member States shall ensure that the competent authorities issue the reasoned conclusion
referred to in Article 1(2), point (g)(iv), of Directive 2011/92/EU on the environmental
impact assessment within 45 90 days of receiving all necessary information, bursuant to
Articles 5, 6 and 7 of Directive 2011/92/EU and after completing the consultations referred to

in Articles 6 and 7 of Directive 2011/92/EU. [ Commented [A20]: To align this paragraph with the
NZIA

Article 15, para 2:
The Member State that provided financial support to a strategic project may require
request such undertaking to prioritise supply and provide the necessary supplies of a

critical medicinal product, active substance or key inputs, as applicable, to the Union

market to avoid anticipated shortages, or resolve shortages, ﬁn one or several Member Commented [A21]: This wording encompasses both the
prevention and, where necessary, the resolvement of

States. shortages. This change strengthens the operational
flexibility of Article 15. It also reflects the practical
realities within national governance frameworks, such as

Any Member State that encounters a threat of shortages of the critical medicinal product in the Dutch model, where addressing shortages through
. . . . targeted strategic projects may be more feasible and
question may request demand-the Member State that provided financial support to submit a | effective than anticipatory prevention measures.

request on its behalf.

Article 18, para 2:

2. Withregardte For public procurement procedures, where contracts as their

main subject matter have critical medicinal products for which a vulnerability in the
supply chains has been confirmed through a vulnerability evaluation pointing to the high

level of dependency on a single or a limited number of third countries_outside the
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Union, the contracting authorities shall—b, vhere '|ustiﬁe(_]}, apph-procurement [ Commented [A22]: The use of the EU preference
. . E . | criteria should always be justifiable, therefore we want this
requirements-that-favour economic eperators supphers-that supply-thesecri

to be explicitly mentioned
medicinal products or their active substances eriginating-manufactured

manufacture a-significant proportion-of these critical medicinal produets-in the Union.;

substances by applving The requirements that i take
the form of at least one of the following:
ca) hnical ificati . ithin tt . £ icle 42
of Directive 2014/24 regarding critical medicinal pr ts or their
active substances: or

a.contractbest price-quality ratio as award criteria within the meaning of Article

may be assessed on the basis of criteria also relating to delivery condition for
the critical medicinal products or their active substances supplied-orprovided

in-theexeeution and - duration-of the contractsuch-as delivery-proeess-and

rforman 1 ithin the meaning of Articl f Dir
2014/24/EU. thatentailing that at least [25] % of the total contract value of the

critical medicinal products or their active substances supplied or provided in




I ts ar li I _provi irectl th ful tenderer or by a

subcontractor.

The requirements do not preclude contracting authorities from using multiple-
winner approaches.

These requirements_set out in this paragraph shall be applied in compliance with the

Union’s international commitmentsﬁncluding the Government Procurement

Agreement in WTO and other international agreements of which the Union i

M‘ Commented [A23]: The Legal Council Service
recommends to have an explicet reference to the
international commitments of the Union, and state that all
provisions within this article are bound to those
commitments. Therefore, we suggest to re-add this.

Another option is to include this reference in the recitals
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Recitals

Art 18

These requirements set out in this paragraph shall be applied in compliance with the

Union’s international commitments including the Government Procurement

Agreement in WTO and other international agreements of which the Union is boun_d.]

LArt 27 Strategic Partnerships

Where necessary to effectively achieve this objective, the Commission may include broader

elements in such partnerships that support the Union's capacity to produce, develop or ensure

Commented [A24]: The Legal Council Service
recommends to have an explicet reference to the
international commitments of the Union, and state that all
provisions within this article are bound to those
commitments. Therefore, we suggest to re-add this.

Another option is to include this reference in the recitals

access to medicines.
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Commented [A25]: This proposal recognises that in
practice, the conclusion of international partnerships often
requires addressing the broader interests of partner
countries, which may extend beyond critical medicines
strictly defined under this Regulation. Allowing the
Commission, where necessary, to include related elements
in such partnerships provides the flexibility needed to
reach balanced and mutually beneficial agreements, while
keeping the overall focus on strengthening the Union’s
resilience and security of supply of critical medicines. This
pragmatic approach ensures that partnerships remain
consistent with the objectives of the Critical Medicines
Act, while accommodating the negotiation dynamics
inherent in international cooperation.




SWEDEN

Please find below the SE written comments on the second compromise text.

Our comments mainly concern:
1. Matters of national competence (Articles 18, 12—13 and 20).
2. Definitions in Article 3
3. Strategic projects (Article 5 and 6)
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ANNEX to SE comments

SE written comments on the second compromise proposal on CMA 2025-10-30 Please find

proposed amendments in_red text.

Article 2

Paragraph 3 should be deleted.

Rationale: It is redundant and keeping it may be misleading. Regarding state aid for critical
medicinal products it may seem as it is only allowed by the definition of the CMA (those on the
Union list). This is too narrow for MS, as MS may need to support also critical medicinal
products on their national lists that are not on the Union list, the former are identified by other
methods than those the Union list.

Article 3

1. 18 a. Reinstate the definition of Economic operator to be in line with the
Procurement Directive.

2. 18 b. We propose a new version of the definition for “contingency stock
requirements as follows”:

18b) ‘contingency stock requirement‘ means an obligation imposed by a Member
State on marketing authorisation holders and/or other economic operators in of
the supply chain to health care providers and patients, to establish buffer hold
stocks of certain medicinal products to safeguard the security mitigate the risk of
supply disruption and which obligation is imposed by law, regulations or

national programmes for resiliences

Rationale: Fits with point 18 a “economic operator” which may include pharmacies, but
does not target health care providers stockpiling, aligned with the cortesponding recital.
National programmes to be included — not the procurements themselves — the latter
would be an enormous administrative burden f6r MS and contracting authorities.

3. We propose at new definition on “manufactured in the Union”:

20 ‘active substance or medicinal product manufactured in the Union’

means that any total or partial operation in the manufacturing process, according
to Article 3 in the [Revised Directive /XX], is performed in the Union.

Rationale: This aligns with the Directive in the Pharmaceutical package.
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Article 5

Similar to other MS, SE proposes to sharpen the criteria for strategic projects:

(c) it creates or increases manufacturing capacity for key inputs necessary for the
manufacturing of one or more critical medicinal products or their active substances
where it has been is-demenstrated verified that there are supply constraints
or limited manufacturing capacity of those critical medicinal products_ in the
Union that impact their security of supply;

Rationale: There is a need for the designated authority to be able to double check that the
project is relevant.

Article 6

SE proposes to add a separate point 6. to safeguard for the designated authority by the
right to revoke status of “strategic project”:

6. If, by assessment of the designated authority, it is found that a strategic project
disproportionally and seriously disrupts the market for a key input, active substance or
medicinal product, the designated authority may revoke the project’s status as a strategic
project.

Rationale: This is a safeguard added to the “screw” or other “key inputs” that could potentially
distort a market for /a/ medicinal product/s, not only critical ones.

Article 11

SE proposes a slightly different wording not to misunderstand what the regulatory
support will consist of:

1. Upon request of a project promoter, a Member State shall provide regulatory support to a
strategic project located on its territory, including administrative support in fer
obtaining the necessary information to proceed with the submission fer
autherisatiens of applications for granting of the necessary permits from the
competent authority, and by prioritising Good Manufacturing Practices inspections for
approval of new and extended manufacturing sites and for the manufacturing sites
modernised in the context of the concerned strategic project.
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Article 12

SE proposes to align the timelines in Article 12 with those of NZIA and CRMA.
We also think that para 2 and 4 should be reversed, consulting the public should come
before (para 4) the reasoned conclusion (para 2).

“Under the joint procedure referred to in the first subparagraph, a competent authority shall
provide for a single assessment of the environmental impact of a particular project required by
the relevant Directive.

2. Member States shall ensure that the competent authorities issue the reasoned conclusion
referred to in Article 1(2), point (g)(iv), of Ditective 2011/92/EU on the environmental
impact assessment within 45 90 days of receiving all necessary information.

3. In exceptional cases, where the nature, complexity, location or size of the proposed
project so requires, Member States may extend the time limit referred to in paragraph 2
once by a maximum of 45 20-days, before its expiry and on a case-by-case basis. In that
event, the competent authority shall inform the project promoter in writing of the
reasons justifying the extension and of the deadline for its reasoned conclusion.

4. The deadlines for consulting the public concerned as referred to in Article 1(2), point (e),
of Directive 2011/92/EU and the authorities referred to in Article 6(1) of that Directive
on the environmental impact assessment report referred to in Article 5(1) of that
Ditective shall not be longer than 85 days and not shorter than the 30 day period referred
to in Article 6(7) of that Directive.

In the cases falling under the second sub-paragraph of Article 6(4) of that

Directive, that period shall be extended to a maximum of 40 days on a case-by-
case basis.

Rationale: There will be sectoral fragmentation of different types of permit processes as it is,
which will increase the administrative burden for authorities. We should at least harmonise with
the requirements in similar Acts.

Article 13

SE would prefer “may” in Article 13. 2 as proposed.

Where plans including provisions for the development of strategic projects are subject to
an assessment pursuant to Directive 2001/42/EC of the European Patliament and of the
Council and pursuant to Article 6(3) of Directive 92/43/EEC, those assessments shall
may be combined. Where applicable, the combined assessment shall may also address
the impact on potentially affected water bodies referred to in Directive 2000/60/EC.
Where Member States are required to assess the impacts of existing and future activities
on the marine environment, including land-sea interactions, in accordance with Article 4
of Directive 2014/89/EU of the European Parliament and of the Councill0, the
combined assessment shall may also cover those impacts.
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Rationale: This will lend flexibility for MS to implement the provision, given that this is national
competence.

Article 18

SE overall comments is that paragraph 2 b) needs to be better defined not to cause
confusion to contracting authorities. There is need for guidance.

(a) contract performance clauses within the meaning of Article 70 of Directive
2014/24/EU, that entailing thatatlteast up to [25] % of the total contract
value of the critical medicinal products or their active substances supplied or
provided in the execution and duration of the contract are manufactured and

The requirements set out in this paragraph shall apply irrespective of whether products
are supplied or provided directly by the successful tenderer or by a subcontractor.

The requirements do not preclude contracting authorities from using multiple- winner
approaches.

These requirements_set out in this Article shall be applied in compliance with the

Union’s international commitments including the Government Procurement Agreement in
WTO and other international agreements of which the Union is bound.

Rationale:

The entire Article 18 should be a “may clause” since these binding rules affects MS differently
depending on if they mainly have private or public health care systems, thus this Regulation is
not harmonizing MS costs for bringing industry to the EU.

SE has for several reasons difficulties with extending the proportion of the “contract value”.
In some situations, and for some substances there may be very few “manufactured in the EU”
vendors to accommodate all MS’ needs by these binding rules. This may lead to a shortage and
price increments (will depend on the context of why and when the procurement is performed).
Also, depending on the currency for trade (EUR vs other currency, e g SEK), the fixed
petrcentage may restrict MS’ financial capacity and deprive MS from covering the entire
population in need.

The Union should honor its trade commitments.
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Article 20

SE and FI have proposed a slightly different version of Article 20.

SE proposes to reinstate paragraph 3:

3. Member States shall, if contingency stocks requirements are deemed necessary,
inform other Member States of their intention to impose these requirements or make
significant changes to existing requirements, in the CMCG as specified in Article 26.

Rationale: The TRIS database is not sufficient. This point may enhance MS cooperation.

Article 22

SE proposes a slight alignment in para 6 to para 1 relating to Member States’ costs:

6. Ifin light of the Commission assessment, it is necessary, in order to achieve
the objectives of this Regulation, to conduct the procurement as exclusive for
the Member States or to agree to minimum binding quantities, the
Commission agreement to pursue the procedure may be conditioned upon
acceptance of these conditions by interested Member States. The Commission
shall, when initiating the procurement procedure on behalf of Member States,
take into account the Member States’ own costs. butWhete The Commission
may, based on its assessment, the Commission may, and, if necessary to
achieve the objectives of this Regulation, make the initiation of the
procurement procedure conditional upon the interested Member States
accepting binding minimum quantities or refraining from participating in
competing subsequent procurement processes. Such a procurement procedure

may only be initiated once these conditions have been accepted by the
interested Member States.

Article 25

SE agtees with other Member States that the majotity in the CMCG should be by 2/3:

7. The CMCGCritical Medicines Group shall use its best endeavours to reach
consensus, where possible, when providing advice as referred to in Article
26(2) points (d) and (db) and providing an opinion as referred to in Article 26
(3). If such consensus cannot be reached, the CMCG shall issue its position by
a majority of two thirds of its members. Members with diverging positions may
request that their positions and the grounds on which they are based be
recorded in the Critical Medicines Group’s position. Members with diverging

positions may request that their positions and the grounds on which they are
base i ’ iti
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Article 31

The timeline should be extended in para 3.

Entry into force and application

1. This Regulation shall enter into force on the twentieth day following that of its
publication in the Official Journal of the European Union.

2. It shall apply from [....].

3. Article 18 (1) and (2) shall apply from [18 6 months after the date of application in
para 2].

Rationale: The national programmes need to be implemented well before Article 18 is being
applied by contracting authorities.
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