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Introduction

Why we provide this opinion

Legal basis

01 On 16 July 2025, the Commission published its legislative proposal for a regulation an the
Union Civil Protection Mechanism and Union support for health emengency preparedness
and response (the UCPM & HEPR proposal), accomipanied by an impact assessment. The
Council, on 16 October 2025, and the European Parliament, on & November 2025, asked
the ECA to give an opinion on the Commission's proposal.

(02 The legal bases for the Commission’'s proposal are Articles 168(5), 196 and 322(1) of the
Treaty on the Functioning of the European Union. Based on Article 322(1) of the Treaty, the
European Parliament and the Coundil must consult the ECA before adopting regulations on
the financial rules which determine the procedure for establishing and implementing the

budget

03 In accordance with our institutional mandate, we are providing this opinion to support the
legislative process through observations concemning the design, financial implementation,
control enwironment and potential risks of the proposed programme. Annex | lists the
ECA publications that are referenced in this opinion and those that we have published on
the Union Civil Protection Mechanism or health topics within the last decade.
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Context

The Commission’s proposal builds on the legal framework established by

Decizion 1313/2013/EU on the UCPM and Regulation (EU) 2021/522 establishing a
programme for the Union's action in the field of health for the 2021-2027 period
(EUHealth). The proposal covers the 2028-2034 Multdannual Finandal Framework (MFF).
For more background informiation, see Annex 11

The Commission plans to continwe the UCPM inthe 2028-2034 period, with an increased
budget and an extended scope, by induding finandng for HEPR under a common
framework and potentially extending the geographical coverage of the assodiation to the
LUICPM to any third country. The Commission’s proposal introduces new elements, such as
the EL Crisis Coordination Hub, and suggests that the default delivery mode for funding
grants should be financing not linked to costs or simplified cost options. Toble 1
summarises the main changes introduced by the Commission’s proposal.

Table 1 | Main changes in the UCPM & HEPR proposal

Main changes Paragraphs im our opinion
Increase in the availzble budget 16-20; 05 of Anmex Il
mﬁrﬂh&mw and civil protection funding 21-29, 6467
Fmeqﬁa.l extension l::_nfﬂ"-egeugmphiml coverage of the UCPR 4853
association to amy third country
Creation of the EU Crisis Coordination Hub 3031, 6263

Fmancing not linked to costs as default delivery mode for grants | 40

Sowrce: ECA analysis.

06 The scope of our opinion is to identify where the Commission's proposal is unclear or open

1o misinterpretation, and where it could potentially have unexpected consequences,
particularly from a financial management perspective. Our opinion is structured as two
miain sections and three annexes. After a brief section on the background to the opinion
(paragraphs (11-06), we assess the proposal by thematic area (paragraphs 05-44) and then
provide specific comments that follow the structure of the proposal (paragraphs 45-67).
In Annex [ we list relevant ECA publications. In Annex I, we suggest changes to the
wording of the proposal. In Annex 1, we provide further background information on the

proposal.



Main messages

07 In our opinion, we have identified a number of main messages. These are listed below in
Box 1 and further developed in the following sub-sections.

Box 1

Main messages at a glance

EU added value: Metther the EL's current legal framework nor the Commission’s
proposals for the next MFF provide a definition of the concept of EU added value. The
impact assessment report supporting the WCPM & HEPR proposal does not include a
well-substantiated analysis of how EU added value will be ensured under the new

framework (paragraphs 08-10).

Aligning spending objectives with EL-wide policy priorities: The objectives of the
Commission’s proposal are aligned with the prindples of the 2025 EU Preparedness
Strategy, but they are not spedfic enough to be measurable, they do not have a

timeframe and it is not dear how their achieverment will be measured (paragraphs 11-
12 and 47).

Double funding: The proposal refers to complementarity with other funding
programmes under the 2028-2034 MFF, but has no dear provisions to avoid double
Tunding or coordingte similar inftiatives financed by multiple programmes
{paragraphs 12-15).

Financing the EU budget: The combined UCPM & HEPR budget for 2028-2034
significantly increases the resources available compared to the current programiming
penod. However, the Commission did not provide a cost analysis supporting the
budgetary increase proposed. (paragraphs 16-15).

Budget flexibility: To allow for flexibility, the Commission has not indicated in its
proposal how the emeelope will be split between civil protection and health



emergencies, nor how it will be distributed between prevention, preparedness and
response. We consider that earmarking a minimum financial allocation for
programmable prevention and preparedness activities would balance flexibility and

transparency (paragraphs 19-20).

Simplification of the programme and procedures: The Commission’s proposal
incorporates financing for health emergendes into the UCPM progrmamme, but only
has generic rules for the health component. It does not reduce the number of
instruments to finance health emergency preparedness and response overall. The
proposal does not contain clear provisions on coordingtion between the health
emerngency and civil protection components or on how the new Crisis Coondination
Hub and the Emergency Response Coordination Centre will work together

(paragraphs 21-31).

Performance framework: We welcome the introduction of result indic@tors; however,
the cutput and result indicators on civil protection set out in Annex | to the proposed
performance framework appear insufficient to assess the performance of all the
activities related to dvil protection and health emergency preparedness and response.
We also found a series of weaknesses in terms of darity and relevance in the

proposed output and result indicators (paragraphs 3.2-37).

Compliance, ransparency, accountability and traceability of funds spent: In the
Commission's proposal, the default delivery mode for grants is either financing not
linked to costs or simplified cost options. We consider that this introduces new risks
for compliance, sound finandal management, transparency, accountability and
traceability in terms of how funds are spent (paragraphs 38-41).

ECA audit mandate: The proposed regulation will be implemented under direct or
indirect management. We ask the Commission to dearly state our audit rights in its

legislative proposal (paragraphs 4.2-44).

Geographical coverage: the Commission's proposal potentially extends the
geoeraphical coverage of the UCPM assodation to amy third country. However, we
found some ambiguities in the terminology of the proposal and we suggested that the
Compnission darify them [paragraphs 45-53).

EU added value

(I8 In our review on opportunities for the post-2027 MFF, we reported that, while the prindple
of subsidiarity is defined in the Treaty, thera is no definition of EU added value in the
ourrent EU legislation. Az we previoushy pointed out?, 1o be fully effective, the concept of
EU added value should be understood in the same way by all EU institutions, and

Opinion 01/2010 on the finandal management of the EU budget, paragraphs 14 and 13.



articulated in an appropriate political dedlaration or EL legislation. EU added value can
only be measured effectively if it is clearly defined and applied consistenty®. The
Commission’s proposals for the 2028-2034 MFF do not provide a definition of the concept
of EU added value.

09 In 2024, the Commission published an evaluation of the UCPM from 2017 to 20223, it
assessed the EU added value of the UCPM, defined as producing results beyond what
would have been achieved by member states acting alone. The study found that the UCPM
brought EU) added value to member states and third countries by delivering results that
could not have been achieved solely at national, regional or local level.

10 In its analysis of the compliance of the UCPM & HEPR proposal with the subsidiarity
principle*, the Commission highlighted that the UCPM was established becuse major
disasters can overwhelm the response capacities of any member state acting alone. It also
considered that in cases of complex transboundary emergencies and aises where the
European Union as a whole is affected — such as the COVID-19 pandemic and Russia’s war
of aggression against Ukraine —a well-coordinated collective approach is needed to avoid
fragmentation and duplication. Howewver, the impact assessment report supporting the
UCPM & HEPR proposal does not indude a well-substantiated analysis of how EU added
value will be ensured under the new framework.

Aligning spending objectives with EU-wide policy
priorities

11 The revision of the UCPM is one of the actions listed in the 2025 EU Preparedness Strategy.
The Strategy builds on the following principles:

*  anintzgrated all-hazards approach that covers the full spactrum of natural and
human-inducad risks and threats, and brings together all the available tools;

& 3 whole-of-government approach that brings together all relevant stakeholders aoss
all levels of government (local, regional, national and EU) and promotes collaboration,
policy coherence and resource-sharing;

Review 02/2025 on opportunities for the post-2027 MFF, parsgraphs 14-15.
* Commission, Evaluation of the UCPM (2017-2022), pp. 37-38, 5152, 67.
4 UCPM E HEFR proposal, p. 4.
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* a3 whole-of-sodety approach that fostars an indusive culture of preparedness and
resilience involving ditizens, locl communities and civil society, businesses and social
partners, and sdentific and academic communities.

The Commission's proposal addresses the prevention, preparedness and response phases
of the disaster management cycle, and incorporates the finandng of measures for health
emergency preparedness and response. The objectives of the proposal are aligned with

the prindples of the Strategy (paragraphs 46-47).

However, it is not dear how the Commission's proposal will ensure complementarity with
other funding programmes under the 2028-2034 MFF and avoid double funding. For
instance, we noticed that the EU Fadility set up under the proposal for a regulation
establishing the European Fund supports EU actions fostering recovery and reconstruction
following a arisis, but also addresses urgent and specific needs in response to crisis
situations such as major or regional natural disasters. While the UCPM & HEPR proposal
excudes recovery and reconstruction from its scope, we draw attention to the potential
areas of overlap between the two instruments with regard to response activities, and
stress the importance of ensuring complementanity and avoiding double funding.

Concerning health emergency preparedness, the proposed Eurcpean Competitiveness
Fund supports the implementation of Regulation (EU) 2022,/2371 on serious cross-bonder
health threats by coordinating EL and national prevention, preparedness and response
plans. This may overlap with the UCPM & HEPR proposal, which also supports coordination
activities related to health emergencies.

Az highlighted in our previous work ", the scope and objectives of an instrument should be
dearly defined to maximise the impact of EU funding and avoid overaps between different
programmes. In our view, the presence of several funding mechanisms supporting similar
initiatives requires better coordination mechanisms to avoid duplication. This is even more
relevant when the finandng not linked to costs mode (paragraph 40) applies. As we
previously reported®, initiatives financed by multiple programmes also require a horizontal
overview across all funds to establish the extent of the EU financial support in a specific
area. The overview would help address overlaps and miake it possible to comprehensively
assess how the EU support contributes to the achievement of the EU policy objectives.

Review 02/2025 on lessons learned from the weaknesses of the Recovery and Resiliznce Facility
(RRF], p. 8.

Spedal report 25/2024 on digitalisation of healthcare, parsgraphs 65-63 and
recommendation 2; specal report 16/ 2025 on forest fires, parsgraphs 27-28.
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Financing the EU budget

For 2021-2027, the budget allocated to the UCPM was £3.6 billion in current prices. The
total amount allocated to arisis preparedness under the 2021-2025 EUMHealth work
programmes was around €1.7 billion in current prices (the 2026 and 2027 EU4AHealth work
programmes are not available yet). The indicative finandial envelope for the
implementation of the UCPM & HEPR proposal for the 2028-2034 period is €10.7 billion in
current prices (£9.5 billion in constant (2025) prices), a significant increase in the resources
available compared to the current programming period.

The Commission explained that, in establishing the financial ervelope for the

2028-2034 MFF, they considered the current level of activities and cpacities and the new
extended scope (paragraph 05). However, the Commission did not provide a cost analysis,
including caloulations of how the budget was estimated and a finandal breakdown of the
spedfic activities to be financed. In our view, that information is necessany to support the
budgetary indrease proposed.

The Commission’s proposal provides for optional contriibutions in addition to the indicative
finandal envelope of £10.7 billion, under Article 7 and Article 9. In our view, these options
allow for flexibility to extend the indicative envelope to address future orises.

Budget flexibility

The indicative finandal envelope contained in the UCPM & HEPR proposal is designed to
support prevention, preparedness and response activities for all kind of disasters, together
with measures for health emergency preparedness and responss. We note that, to allow
for flexibility, the Commission has not indicated in its proposal how the emvelope will be
split between avil protection and health emergencies, nor how it will be distributed
between prevention, preparedness and responss.

We acknowledze that the budget requires flexibility to deal with unexpected challenges,
such as crises and emergencies. However, it is also important that flexability arrangements
ensure accountability and transparency in the use of the EU funds and strike a balance
between predictability and flexibility. In our view, earmarking a minimum finandal
allocation for progrmmmable prevention and preparedness activities would provide
transparency and predictability for implemeniting partners and beneficiaries.
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Simplification of the programme and procedures

Simplification of the programme

Under the 2028-2034 MFF, the Commission intends to streamiine and simplify the

EU financial programmes, by reduding their number and simplifying rules and procedures
within those programmes. Currently, arisis preparedness for health emergendes is
financed by the EL4Hezlth programme under the “crisis preparedness” heading. The
proposed regulation on the European Competitiveness Fund (paragraph 14) will repeal the
ElMHealth programme, and finandng for health emergency preparedness and response
will be incorporated into the CPM & HEPR proposal.

This change may increase flexibility in fund allocation. It may also reduce the
administrative burden for the benefidaries. For instance, stockpiling and operational
activities will be financed under the same LCPM & HEPR programme under a common set
of rules (Tabie 2). However, there is no simplification regarding the number of instruments,
since the finandng of health emergency preparedness and response will still be split across
three programmes, as in the cument MFF.

Table 2 | Financing of health emergency preparedness and response
MFF 2021-2027 MFF 2028-2034

Horizon E - recearch & devel Horizon Eurcpe: basic and collzborative

ressarch
EUHealth: crisis preparedness (advanced Eurcpsan Competitiveness Fund: achanced
reseanch and innowvation, operational actions res=arch and innovation, support to supphy
sudh 25 monitoring, production capacity, chain resiliznce, use of biotech for developing
SMmergency procurement) medical countermeasures

LICPM & HEPR: operational activities and
UCPM: stockpiling rpiling nae =n

Sowrce: BCA based on Commission's input.

The UCPM & HEPR proposal only provides co-finandng rates for UCPM actions and, unlike
the EU4Health regulation, does not specify co-financing rates for health emergency
activities. According to the Commission, co-financng rates for HEPR would be indicated for
each action in the work programmes. Inour view, the co-financing rates for HEPR should
be indicated in the proposal, to provide the same legal basis as for the LCPR.

The annex to the UCPM & HEPR proposal contains a list of possible eligible actions for all
spedfic objectives, except for the specific objective on health emergency preparedness
and response. According to the Commission, the actions listed in the annex are indicative
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and non-exhaustive, thus providing flexibility in terms of what is eligible. Regarding health
emergency actvities, the Commission decided not to indude examples of possible actions
in the proposal given the difficulty of predicting far in advance which activities will be
funded. However, we think that the types of activity deriving from existing regulations” are
predictable, in particular for prevention and preparedness, and that an indicative non-
exhaustive list for health emergency actions would increase predictability and
accountability.

To allow flexibility, the UCPM & HEPR proposal does not spedfy whether the work
programmes implementing the regulation will be annual, as for the current EU4Health
programme, or multiannual, as for the current UCPM. MNor does it speafy whether there
will be separate work programmes for the UCPM and HEPR, possibly with different

timeframes. In our view, there is scope to clarify how work programmes will be used o
manage UCPM & HEPR funds.

Simplification of procedures
Coordination between the UCPM and HEPR components

According to the explanatory memorandum accompanying the UCPM & HEPR proposal,
the proposed regulation aims to improve overall effectiveness in preventing, preparing for,
and responding to natural and human-induced hazards, including serious cross-border
health threats. To do so, the proposal:

*  introduces a framework for dvil protection and the financing of health emergencies,
1o use synergies and support improved coordination across sectors; and

#  puts particular emphasis on enhandng UCPM collaboration with health emergency
preparedness and responss measures.

The exgplanatory memorandum also states that “hezalth emergency preparedness and
response actions will continue to be coordinated within current structures”, as set out in
Regulations (EL) 2022/2371 and 2022,/2372 and in the regulations of the relevant
agendes —the Health Emergency Preparedness and Response Authority (HERA), European
Centre for Disease Prevention and Control (ECDC), and Eurcpean Medicines Agency

[EMA) —within their respective mandates (paragraph 03 of Annex L

For instance, Regulation 2022,/2371 on serious cross-border health threats and
Regulation 20222372 on the supply of crisis-relevant medical countermeasures.
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In our report on the ELPs response to the COVID-19 pandemic, we found that the

EU measures adopted to fill the gaps in responding to health emergencies resulted in a
miore complex organisational set-up that relies on dose copperation between a wide range
of stakeholders at all levels. The creation of HERA also led to a partial overlap with the
responsibilities of the ECDC and EMA. We therefore recommended that the Commission
dlarify the respective responsibilities of HERA, ECDC and EMA, and that it enhance
coordination.

We would therefore expect the Commission’s proposal to clanfy how the two
components — civil protection and health emergendies —would be coordinated and work in
synergy, in line with the general cross-sectoral nature of the instrument. Howewver, the
current text of the proposal does not provide any such darifications.

Coordination between the Emergency Response Coordination Centre and the Crisis
Coordination Hub

The UCPM & HEFR proposal establishes a Crisis Coondination Hub (Hub), in addition to the
existing Emergency Response Coordination Centre (ERCC). Reatal 27 of the LCPM & HEPR
proposal explains that the Hub would operate in synergy with the ERCC and complement
its function, making use of the existing structures and expertise of the ERCC. However, the
articles of the legislative text do not clearly reflect this scenario. As the text is curmenthy
formulated, it seems that the Hub and the ERCC would be two entities with different
mandates | Table 3).

Table 3 | The different mandates of the ERCC and Crisis Coordination Hub

ERCC Huly

Operates during a disaster, defined as: Operates during a cross-sectoral crisis, defined
S

a situation which, regardless of its origin, has

or may have a severs impact on people, public | any ongoing or immnent disaster which

health, the emdronment, critical infrastructure | impacts or has the potential to impact multiple

or property, including cultural heriage. sectors simuftaneoushy.

Sowrce: BCA, based on UCPRA & HEPR propaosal.

The Cammission clarified that the Hub and the ERCC would not be two different structures
and explained that the UCPM & HEPR proposal would provide the legal bases to cover
arises, which go beyond avil protection. In that context, the ERCC will operate in the civil
protection domain, while the Hub will deal with cross-sectoral situations where civil
protection may be covered or not. In our view, the current legislative text is not clear
enough to reflect the Commission's intentions. Therefore, we can not assess whether the
creation of the Hub efficiently addresses the coordination needs related to the
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management of cross-sectoral orises. We also think that — especially in arisis situations,
when decisions must be taken quickly — dear provisions on coordination and responsibility
among stakeholders are pivotal.

Performance framework

The UCPM & HEPR proposal is to be implemented in accordance with the proposed
Performance Regulation, which establishes the performance framework for the 2028-2034
budget, including rules for monitoring and reporting on the performance of

EU programmes and activities, and rules for the evaluation of the programmes. The
propasad performance regulation is subject to a separate ECA opinion. In this section we
analyse only selected elements of the proposed performance regulation which directly
relate to the UCPM & HEPR proposal.

The proposed performance regulation indudes two fields of civil protection intervention:

#  Civil protection, risk and disaster management and health security [402].

&  Civil protection and disaster management systems to support cimate change
adaptation and resili=nce measures, prevention and management of dimate related
risks [e.g. disaster monitoring, preparedness, waming and response systems) [403].

Cutput and result indicators are assigned to each intervention field. Tabie 4 shows the
indicators for the two interventon fields relating to civil protection.

Table 4 | Output and result indicators for the intervention fields relating to

civil protection

Intersention
field

Output indicators

Nurmber of protection and disaster
[e.g. early waming systems, public
alert and notification systems);
number of critical items purchased,
number of @pacity-building projects;
number of EU member states having
developed or updated a national
preparedness action plan following
recommendations from the public

health emergency preparedness
SESETEMENTS.

Mumber of pacities available for
deployment — by level [courtry or
EU level, including rescew
operational capacities and response
apacities registerad in the
[Eurcpean Chal Protection Pool);
additional population benefiting
from protection measures;
increasing preparedness and
response capacities for all hazards in
EL memiber states.



Source: ECA, based on Annex | to the proposad performance regulation.

Murniber of protection and dissster

(2. sarly warning systems, public
dlert and notification systems);

number of critical items purchased;
number of c@pacity-buildng projeds.

Result indicators

Mumber of capacities available for
deployment — by level (country or
EU lewed, including rescgEl
operationzl pacities and response
capacities registerad in the
European Cihvil Protection Pool);
additional population benefiting
from protection measures;

value of assets and/or population
benefiting from dimate reslience
MESUres.

35 Aswe pointed out in previous reports®, in a performance framework, funding should be
dearly linked to results. We therefore welcome the introduction of result indicators.
Mevertheless, we think that the proposed output and result indicators appear insufficient
1o assess the performance of all the activities set out in the UCPM & HEPR proposal,
because they mainly focus on prevention and preparedness, and do not cover the
performance of response activities. Furthermaore, there are no indicators related to cross-
sectoral crises, only 1o disasters. We also found a series of weaknesses in the proposad
output and result indicators (Tabie 5).

Table 5 | Weaknesses in the proposed output and result indicators

Weaknesses in output indicators

—  Spme output indicators are vague, 6. in
“murnber of oritical tems purchased”
critical itermns are not defined.

Sowrce: ECA analysis.

Weaknesses in result indicators
Somnee result indicators lack a baseline for
assessment, e g additional population
b=nefiting from protection measures;

increasing preparedness and response
capacities for all hazards in EU member

The relevance of some result indicators is
not clear, & g value of assets and/or
population bensfiting from cimate
resilience measures.

36 We also find it challenging to meaningfully allocate investments in prevention and
preparedness | “critical items”, “cpacity building projects™ and “protection and disaster

Review 02/2025 on lessons learned from RRF weaknesses, p. 8, and Review 03/2025 on
opportunities for the post-2027 MFF, Box 1.
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management systems”) to interventions 402 or 403 (paragraph 33), depending on whether

the potential disasters would be related to dimate or not.

37 Maoreover, other indicators with a divil protection or health emergency component are
spread across other intervention fields [ Tobie 6). It is not clear whether these additional
indicators will be used to monitor and assess the performance of the UCPM & HEPR
regulation in conjunction with the indicators relating to intervertion fields 402 and 403.

Table 6 | Additional intervention fields and indicators with a civil protection
or health emergency component

Intervention field
407
Military infrastructure
[exduding militzry
mability]

Emergency vessels
[e.g. seanch and rescue,
medical, coastguand)

Sowrce: BCA, based on Annex | to the proposed performance regulation.

Owpurt indicators
capacity (in m") of new or
modemised faclities by type
(training grounds, dual-use
housing, ermergancy health
facilities, military storage,
other)
Mumber and type of new
aircraft (primary use type)
Additional capacity available
for deployment at EU lewvel

Mumber and type of new
vessals

Mumber of projects supported

Result indicators

Murmniber of annual users of
new or modemisad fadlities

additional population
benefiting from protection
rresasures and/for arsa covered
Ciarnage or casualties
prevented by intervention

Additional population
benefiting from protection
rmeasures (&g area coverad)
Reduction in damage or
casualties due to ntervention

Compliance, transparency, accountability and
traceability of funds spent

38 In this section we foous on the compliance and accountability aspects relevant to the
UCPM & HEPR proposal. Some remarks on these aspects also appear in the section
“Simplification of the programme and procedures” |paragraphs 23-25).

39 Aswe have previously pointed out®, simplifying EL budget instruments, rules and
procedures can increase transparency, reduce the administrative burden and imiprove fund

Review 032025 on opportunities for the post-2027 MFF, parsgraph 15.
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absorption. However, this should not come at the expense of accountability, effectiveness,
efficiency, and economy.

We note that, in the UCPM & HEPR proposal, the default delivery mode for grants is either
“financing not linked to costs or, where necessary, simplified cost options™ . In our review
on the lessons leamed from the Recovery and Resilience Fadlity, we noted that finandng
not linked to costs model is not necessarily performance-based, lacks transparency and has
weak accountability and control arrangements . Our recent spedial report on double
funding* conduded that the introduction of funding instruments not linked to costs @n
lead to a higher risk of double funding. This risk is particularly pronouncad when such
instruments are used in conjunction with different EU funding programmes that finance
similar measures and actions during the same timeframe, as proposed for UCPM and
HEPR. Moreover, we suggested a drafting change for the text of the proposal related to
simplified cost options [Annex If).

I our view, the text of some articles in the UCPM & HEPR proposal needs to be darified to
reduce the risk of double funding and of providing more than 100 %zin financing. Table 7
shows the proposed legislative text, together with our analysis.

o Article 10{5) of the UCPM & HEPR proposal.
1 Review 02/2025, paragraphs 11, 14 and 19,
2 Sperial report 22/2024, paragraph 100.
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Table 7 | ECA analysis of Articles 8({1) and 11(5) of the UCPM & HEPR

proposal

UICPM & HEPR proposal
Article 8(1):

This Regulation shall be implernented in
synergy with Uinicn programimes. An action
that has receved a Union contribution from
another programme may also receive a
contribution under this Regulation. The nules
of the relevant Union programime shall apply
to the cormesponding contribution, or a single
set of rules may b2 applied to all contributions
and a single legal commitrnent may be
concluded. If all Union contributions are
provided based on eligible cost, the cumulatie
support from the Union budget shall not
excesd the total eligible costs of the action and
may be c@loulated on a pro=ta basis in
aocordance with the documents setting out
the conditions for support

Article 11|5):

I award procedures for grants, actons shall
not be eligible for funding where those adtions
or parts thersof, are already fully financed
from other public or private sources, except
comtributions from the Unéon in the context of
synergy actions referred to in Amtide 8.

Souwrce: BCA analysis of the UCPM B HEPR propasal.

ECA audit mandate

ECA analysis

Im our opimion:

—  the text does not darify how the risk of
double funding will be mitigated;

—  comrary o the simplifietion cbjective,
the administrative burden could
increase, since the same action would
follow differsnt niles depending on the
source of the contribution.

The text should be clarified, bemuse—as itis
ourently drafted — it seems that actions fully
financed from other public or private sources
are mot eligible for UCPM funding, but they are
eligible if they are fully financed by other

EU contributions. That would mnply a financing
of more than 100 %.

Owr audit rights are referred to in recital & of the UCPM & HEPR proposal, which states that
“any person or entity receiving Union funds is to fully cooperate in the protection of the
Union's financial interests, to grant the necassary rights and access to the Commission,
OLAF, the EPPO and the ECA and to ensure that any third parties imvolved in the
implementation of Union funds grant equivalent rights".

Article 9 of the UCPM & HEPR proposal refers to associated third countries and mentions
the rights and access required under Regulations (EU) 2024/2509 and (EL) 883,/2013,
"enforcement decisions imposing a pecuniany obligation based on Article 299 of the Treaty,
as well as judgements and orders of the European Court of Justice™. It does not expresshy
mention the ECA's audit rights, as Article 27 of Decision 1313,/2013 did. In particular,



Article 9@ may not make the extent of the ECA's audit rights sufficiently dear to readers in
non-EU countries.

44 For reasons of darity, we suggest that the UCPM & HEPR proposal specifically provide for
the ECA’s audit rights in member states and third countries by explicithy mentioning them
in the relevant legal provisions, rather than only in the recital.
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Specific comments

45 The UCPM & HEPR proposal is divided into four parts, referred to as “titles™: Tides | and IV

46

47

on general and final provisions apply to both components (civil protection and health
emergencies); Title Il addresses civil protection with 20 articles, while Title Il covers health
emergency preparedness and response with only one article. The proposal lays down
detailed rules on the functioning of the UCPM, induding spedfic measures on prevention,
preparedness and response, but only lays down generic rules on the HEPR.

Title I. General provisions

Objectives

The general objective of the UCPM & HEPR proposal [Article 4{1)) is “to strengthen
cooperation between the Union and member states to prevent, prepare for and respond
to all kinds of natural and human-induced disastars”, serious cross-border threats to
health, and situations impacting several sectors simultaneoushy, occunming within or outside
the EL.

This general objective will be pursued through six specific objectives. These are aligned
with the principles of the EU Preparedness Strategy. al-hazards, whole-of-government and
whole-of-sodety (paragraph 11). However, the spedfic objectives of the UCPM & HEPR
proposal are not SMART (specific, measurable, achievable, relevant for the policy
objectives, and time-bound). Box 2 shows two examples of specific objectives. Although
they are relevant to the policy objectives, they are not spedific enough to be measurable,
their timeframe is not indicated and it is not dear how their achievement will be measured
(s=e also paragraphs 34-37).
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Box 2

Examples of specific objectives of the proposed regulation

{a) “Strengthen the understanding and antidipation of disaster risks and threats,
induding those linked to dimate change and public health, and work proactively
to prevent or mitigate their potential impacts; foster prevention and
preparedness; and enhance collaboration between dvil protection, health and
other relevant authorities”.

ib) “Facilitate, notably through the Knowledee Network, capacity building at Union
and member state level, in partcular by fostering and increasing the uptake and
use of reseanch and innovation results in disaster and crisis, by providing and
conducting capacity building programmes such as training and exerdses, pesr
reviews, deployment of experts and EUCP Teams that provide advice on
prevention and preparedness measures, as well as other expertise, as well as
technical and finandal assistance to support strategies, plans and investments,
foster prevention, preparedness and resilience”.

Sowrce UCPM & HEPR progosal, Article 4(2){a) and (b).

Geographical coverage

48 Article 9(1) lists the third countries that can be fully or partly associated under the
UCPM & HEPR proposal. Itintroduces a new element compared to the aurrent
Dedision 1313/2013 by referring to “other third countries” thus potentially extending the
geographical coverage of the UCPM association to any third country. However, we found
some ambiguities in the terminology of the proposal. We suggest that the Commission
darify those ambiguities as explained in the following paragraphs.

49 Article 3(23) defines “assodated country™ and refers also to “assodated states”. If the
terms “states” and “countries” have different meanings, we suggest providing definitions
for each of them. If not, we suggest using only one term and defining it

S0 While Article 3(23) refers to “assodated country™, the heading of Artide 9 and Artide 11
refer to “associated third countries”. We suggest aligning the wording.

51 The UCPM & HEPR proposal contains references to “participating states” (in the legislative,
finandal and digital statement) and to “partcipating countries” (in Article 11(3) of the
proposal). If the terms “partidipating states” and “partidpating countries™ are meant to be
replaced by “assodated [third] countries™, we suggest aligning the terms throughout the
text of the proposal.



52 Aricle 3(23) explains that reference to the term “member states” should be construed as

53

54

55

56

including “assodiated states” unless otherwise specified. We therefore understand that all
articles in the UCPM & HEPR proposal that refer to “member states”™ encompass all states
— EU and non-EU — participating in the mechanism. However, in Artide 11{2) member
states and assodated countries are listed separately, under letter (a) and [b) respectively,
but there is no exdusion of associated countries in Article 11(2)(a). We suggest clarifying
this concept either in Artide 3(23) or in Article 11{2). The lack of clarity may cause
ambiguities in the interpretation of the provisions.

Article 21(10) on rescEL capacities refers to “requesting member state”, meaning — as
explained in paragraph 5.2 — member states and associated countries. However, according
1o Article 28, non-associated third countries can also reguest assistance. We suggest
repladng “requesting member state” by "affected country™ 1o indude non-assodated third
countries.

Title Il. Civil protection

Five-year reporting cycle

We note that, for the UCPM, Artide 15 of the proposal extends the member states’
reporting to the Commissicn from the current 3-year framework to a proposed S-year
framework. In contrast, Regulation (EL)) 2022,/2371 on serious cross-border health threats
still requires member states to report on their national prevention, preparedness and

response plans every 3 years.

‘We note that recital 10 of the proposal clarifies that national risk assessments must be
provided “at least once every 5 years, or where a significant change in the risk landscape
reguires the updating of such assessments”, thus allowing more frequent submissions. To
darify that updates are required earlier in case of significant changes, we suggest aligning
the text of Artide 15 with recital 10.

Considering the Commission’s supporting role, we welcome the option — provided for in
Aricle 16(3) and set out in Decision 1313,/2013 — for the Commission to ask member
states to provide additional information on spedfic prevention and preparedness
mieasures related to risks leading to regularly ocourring or particularly impactful disasters,
and, if appropriate:

*  propose the deployment of experts to provide advice; or
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*  make recommendations to strengthen the level of prevention and preparedness in
the member state concemed.

Howewer, the proposal does not specify what mitigating actions the Commission may take
if member states do not follow up on the Commission’s requests or recommendations. In
our view, mitigating actions could support member states in implementing prevention and
preparedness measures at national level.

RescEL

RescELl was established in 2019 as a strategic reserve of European disaster response
capabilities and stockpiles, fully funded by the EL). It comprises planes and helicopters for
firefighting and medical evacuation, and several essential stockpiles, including field
hospitals, energy and shelter items, critical medical supplies, and equipment to respond to
chemical, biclogical, radiological, and nudear emergendes. It is currently operational.

Article 21(1) of the UCPM & HEPR proposal states that “rescEL shall provide assistance to
complement the overall existing response capadties at national level and those committed
by member states to the European Civil Protection Pool or to fulfil operational nesds”™. We
welcome the flexibility provided by this article, which no longer refers to rescEU as a last
resort.

Article 21(8) of the UCPM & HEPR proposal states that rescEl) capacities may only be used
for national purposes when not being used or needed for response. We suggest adding the
stipulation that any use of rescEU capacities for national purposes requires prior approval
from the Emergency Response Coordination Centre (ERCC). Currenty Artidle 35 of the
Commission’s Implementing Dedision (EU) 2025,/704 requires member states to notify the
ERCC of their national use of rescEL) capacities, and when their national use impacts the
rescEl) capacities’ availability, to obtain the ERCC consent.

Article 21(15) of the UCPM & HEPR proposal states that “member states shall be informed
of the operational status of rescEl) capacities through the Common Emergency
Communication and Information System (CECIS)”. The Commission's proposal does not
require that the availability of the European Civil Protection Pool capacities should also be
communicated to member states through CECIS. Currently, such requirement is provided
for in Article 15(8) of the Commission’s Implementing Dedision (EU) 2025,/704. To improve
information on the availability of resources within the UCPM and provide the same legal
basis on the CECIS use for rescEL and the European Civil Protection Pool capacities, we
suggest inrodudng a reference to CECIS in Artide 20 on the European Civil Protection
Pool.
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Crisis Coordination Hub

02 Article 1]2) of the UCPM & HEFR proposal states that “the regulation lays down rules on

the establishment of the Crisis Coordination Hub”, but it does not mention provisions for

its functioning. The Commission explained that the functioning of the Hulbr is ruled by
Articles 26 and 29. We suggest refining the text (Annex V).

63 We also suggest better defining the role, compasition and responsibilities of the Hub in line

64

65

60

with the opinion®® of the Regulatory Sorutiny Board, which is an independent body within
the Commission that issues opinions and recommendations on all the Commission's draft
impact assessments, fitness chedks, and major evaluations of existing legislation. As
mentioned in paragraph 31, we suggest better explaining the coordination with the
Emergency Response Coordination Centre.

Title lll. Health emergency preparedness and
response

Titde Il, “Health emergency preparedness and response”, of the UCPM & HEPR proposal
has only one artide (Artide 34). We suggest further expanding the provisions under this
Title to address the weaknesses described in paragraphs 26-29. We also suggest darifying
the complementarity betwesn the UCPM and HEPR, for examiple by specifying which
UCPM tools (e.g. ERCC, Hub, European Civil Protection Pool, Union Civil Protection
Knowdedge Metwork, etc) are applicable to HEPR and when they can be used.

Article 34(d) of the UCPM & HEPR proposal reads “support actions for the development,
implementation and monkonng, induding through cooperation between national
authorities and with stakeholders, and the development and deployment of the necessary
tools and infrastructures, induding [T infrastructures”. We suggest darifying the object of
“development, implementation and monitoring”, since it is not dear which measuras these
terms refer to.

The Commission explained that recital 14 introduces a derogation established in the
Finandal Regulation to allow the possibility of adding a new contracting authority for joint
procurement cutside a crisis, as most joint procurement takes place in the context of
preparedness to prevent crisis escalation. For the sake of darity, we suggest making the
derogation explict among the legal provisions.

= Regulatory Scrutiny Board opinion on the impact assessment of the MFF - Civil protection,
preparedness and response to crises, p. 3.



07 Asageneral remark, we found some cases where the term “shall”, which denotes
obligation, is used together with the wording “voluntary basis™, for instance in the text
“member states shall, on a voluntary basis, develop response capacities™ . We think that
such wording may be open to misinterpretation. We sugeest rephrasing the text wherever
“shall” iz used in conjunction with “on a voluntary basis”.

This opinion was adopted by the Couwrt of Auditors in Luxemibourg at its mesting of
5 February 2026.

For the Court of Auditars
i ."".";:i

o
¢ i
i i

Tony Murphy
President

' Article 19(1) of the UCPM & HEPR proposal.
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Annexes

Annex | — List of ECA publications

Special report 19/2025: Critical shortages of medicines — EL measures were of added
value, but structural problems remain

Special report 16/2025: EU funding to tackle forest fires — More preventive measures, but
insufficient evidence of results and their long-term sustainability

Review (03,/2025: Opportunities for the post-2027 Multiannual Financial Framework

Review 02,/2025: Performance-orientation, accountability and transparency — lessons to be
learmed from the weaknesses of the RRF

Special report 25/2024: Digitalisation of healthcare — EU suppart for member states
effective overall, but difficulties in using EU funds

Special report 22/2024: Double funding from the EU budget — Control systems lack
essential elements to mitigate the increased risk resulting from the RRF model of financing
niot linked to costs

Special report 12/2024: The ELF's respanse to the COVID-19 pandemic — The EU medical
agendes generally managed well in unprecedented droumstances

Special report 19/2022: EU COVID-19 vaccine procurement — Sufficient doses secured after
initial challenges, but performance of the process not sufficiently assessed

Cypinion 092020 accompanying the Commission's proposal for a Decision of the European

Parliament and of the Coundil amending Decision Mo 1313/2013/EU on a Union Cvil
Protection Mechanism

Special report 33/2016: Union Civil Protection Mechanism: the coordination of responses
1o disasters outside the EU has been broadly effective

Spedal report 28/2016: Dealing with serious cross-border threats to health in the EU:
important steps taken but more needs to be done



Chpindon 01/2010: Improving the finandal management of the European Union budget:
risks and challenges



Annex Il - Suggested changes with comments

Table 1 | Suggested drafting changes with comments

Text of the proposal
Article 1
2.[]

(c) rules on the establishment of the Crisis
Coordination Hub (‘the Hub') [..]

Article 2

1. This Regulation shall aim to ensure the
protection [..].

Article 2

6. The establishment of stockpiles referred to in
Title Ill shall be made in accordance with
Article 21, except for medical countermeasures
that are not defined as rescEU.

Suggested change
Article 1

2[.]

() rules on the establishment and functioning of
the Crisis Coordination Hub (‘the Hub') [..]

Article 2

1. This Regulation shall apply to the protection [..]

Article 2

6. The establishment of stockpiles referred toin

Title 11l shall be made in accordance with

Article 21, except for medical countermeasures

that are not defined as rescEU in the applicable
implementing acts.
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Comments

The proposal establishes the Crisis Coordination
Hub, without mentioning its functioning. In
incent (c) we suggest adding a reference to the
functioning of the Hub, as well as fo its
establishment.

The current wording does not fit under the
article’s heading, “Scope”, We suggest adjusting
the wording so that it fits under “Scope”.

We suggest mentioning the legal framework,
which defines which medical countermeasures are
considered as rescEl,



Text of the proposal
Article 2

7. Where applying the prevention, preparedness
and response measures under this Regulation, the
special needs of isolated, outermost and other
regions or islands of the Union in terms of
prevention, preparedness and response.

Article 4

2.[.]

(e)tosupport [..J;
(f)toenhance [..].

Article 7

6. Member States [..].

7. Resources allocated [,
Article 9

1. The association under this Regulation may be
opened to the following third countries through
full of partial association, [...].

Article 10

4, Grants under the specific objective referred to in

Article 4(2) [..]

Suggested change
Article 2

7. Where applying the prevention, preparedness

and response measures under this Regulation, the

special needs of isolated, outermost and other
regions or islands of the Union in terms of
prevention, preparedness and response shall be
taken into account,

Aticle 4

2[.]

(e}e support [..;
(f/taenhance ...

Article 7

§1. Member States [..].

#2. Resources allocated [...]
Article 9

1. The association under this Regulation may be
apened to the following third countries through
full afor partial association, [...]

Article 10

4. Grants under the specific objectives referred to
inArticle 42) [...]

Comments

The text in the proposal does not contain a verb.

Some of the specific objectives listed under
Article 4(2) start with “to”, while others do not:
this could be standardised.

The numbering of the paragraphs should start
with 1, not with 6.

The word “of” should read “or”,

Article 4(2) contains several specific objectives,
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Text of the proposal
Article 10

5. Where Union funding is provided in the form of
agrant, funding shall be provided as financing not
linked to costs or, where necessary, simplified cost
options [...]

Article 15

[..] the Member States[...] shall make available to
the Commission a summary [...] by 31 December
2028 and at least once every 5 years thereafter.

Article 16

1. To enhance the understanding of disaster risks
facing the Union and inform coordinated
preparedness, and based on the summaries
referred toin Article 16 and [..).

Article 20

4,[...]. The Commission shall encourage Member
States to address significant response capacity
gaps in the ECPP, in accordance with the report
referred to in point (c) of Article 17(1).

Suggested change
Article 10

5. Where Union fundiing is provided in the form of
agrant, funding shall be provided as financing not
linked to costs or, where applicable recessary,
simplified cost options [..]

Article 15

[...] the Member States [...] shall make available to
the Commission a summary [...] by 31 December
2028 and thereafter ot least once every 5 years
thereafter or where a significant change in the
risk landscape requires the updating of such
assessments,

Article 16

1. To enhance the understanding of disaster risks
facing the Union and inform coordinated
preparedness, and based on the summaries
referred to in Article 185 and [...]

Article 20

4.[...]. The Commission shall encourage Member
States to address significant response capacity
gaps in the ECPE, in accordance with the report
referred to in point (c) of Article 176(1).

Comments

We think that “where applicable” is more correct
than “where necessary” and it would be in line
with the French version of the text.

To align the text of Article 15 with recital 10,

Article 16(1) seems to refer to summaries referred
to in the preceding article (Article 15).

The report s referred to in point (c) of
Article 16(1), not Article 17.

30



Text of the proposal
Article 20

6. Member States shall on a voluntary basis
identify, commit and register the response
capacities which they offer to the ECPP, [....

Article 21

9. rescEU capacities shall be used, including for
deployment, national use, loaning or donations,
including for managing rescELl strategic reserves,
in accordance with implementing acts adopted in
accordance with the examination procedure
referred to in Article 35(2).

Article 23

2. A scientific and technical facility shall pool
together [..].

Article 31
3.[..] funding rates set out in Annex .
Article 32

7. The Commission shall lay down rules on the
deployment of experts and EUCP Teams in an
implementing act adopted in accordance with the

examination procedure referred to in Article 35(2).

Suggested change
Article 20

6. Member States shall on a voluntary basis
identify, commit and register the response
capacities which they offer to the ECPPin the
CECIS, [..].

Article 21

9, rescEU capacities shall be used, including for
deployment, national use, loaning or donations,

ineluding-fer and managing rescEU strategic
reserves, in accordance with implementing acts

adopted in accordance with the examination
procedure referred to in Article 35(2).

Article 23

2. A scientific and technical facility (STAF) shall pool
together |...].

Article 31
3. [..] funding rates set out in the annexd,

See Comments.

31

Comments

To improve information on the availability of
resources within the UCPM and provide the same
legal basis on CECIS use for rescEU and the
Eurapean Civil Protection Pool capacities.

To improve readability, the second “including for”
could be deleted,

To harmonise Article 23(2) with recital 42 and
Article 28(5), the abbreviation “STAF" could be
added,

The legislative proposal only contains one annex.

This paragraph could be better located under
Article 33, “Deployment of experts and EUCP
Teams",



Text of the proposal
Article 32

8. When a Member State requests the
Commission to contract transport services, the

Commission shall request partial reimbursement
of the costs according to the funding rates set out

in Annex .
Article 33

2. .. Experts from the Commission and from
other Union insfitutions, agencies, including the
EU Health Task Force established in accordance
with point (3] of Article 11 of

Regulation (EC) No 851/2004 33[..]

Annex - Section 2

(&) Taking additional supporting and
complementary prevention action necessary to
achieve the objective specified in point (b) of
Article 4(2),

Annex - Section 3

(o) Taking additional supporting and
complementary prevention action necessary to
achieve the objective specified in point [c) of
Article 4(2).

Suggested change

8. [..] funding rates set out in the annex.

Article 33

2...] Experts from the Commission and from
other Union institutions, agencies, including the EU
Health Task Force established in accordance with
point (a) of Article 11a of

Regulation (EC) No 851/2004 33 [..]

Annex - Section 2

(e) Taking additional supporting and
complementary prevention capacity-building

action necessary to achieve the objective specified
in point (b) of Article 4(2).

Annex - Section 3

(o) Taking additional supporting and
complementary prevestion preparedness action
necessary to achieve the objective specified in
point (c) of Article 4(2)

EH)

Comments
The legislative proposal only contains one annex,

In addition, the text of Article 32(8) is the same as
the text of Article 31(3): one of the two paragraphs
could be deleted.

Article 33(2) refers to “point (3) of Article 11 of
Regulation (EC) No 851/2004" this should read
“Article 114",

Section 2 of the annex concerns capacity-building
actions,

Section 3 of the annex concerns preparedness
actions,



Text of the proposal
Annex - Section 4
(2)[.-]

(i) taking additional supporting and
complementary prevention action necessary to
achieve the objective specified in point (d) of
Article 4(2);

Source: ECA,

Suggested change

Annex - Section 4
2[-]

(i) taking additional supporting and
complementary-prevention response action
necessary to achieve the objective specified in
point (d) of Article 4(2);

Comments

Section 4 of the annex concerns response actions.
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Annex lll — Background information

Member states bear primary responsibility for preventing, preparing for, and responding to
disasters and crises on their territory. The Commission has supporting competence in the
area of cvil protection and health emergencies*.

In Cctober 2001, a Coundil Decision established the Community Mechanism for Civil
Protection, which today operates as the Union Civil Protection Mechanism. Since 2001, the
miechanism has been activated more than 800 times, both inside and outside the EU. The
current legislative framework for the Union Civil Protection Mechanism is based on
Decision 1313/2013/EU.

With regard to health emergency preparedness and responsa:

+ the European Centre for Disease Prevention and Control (ECDC) is responsible for
identifying, assessing and communicating current and emerging threats to human
health from communicable diseases;

+ the European Medicines Agency (EMA) is responsible for the sdentific evaluation of
applications for centralised marketing authorisations reganding medicines and for
monitoring and mitigating shortages of critical medicines, and has similar
responsibilities in respect of medical devices during a crisis;

*  the Health Emergency Preparedness and Response Authority (HERA) is responsible
for improving the EU's preparedness for and response to serious cross-border health
thireats in the area of medical countermeasures.

The Commission’s proposal aims to repeal and replace Dedsion 13132013 with effect
from 1 Januany 2028. In addition, the proposal takes over some of the elements of
Regulation (EL) 2021,/522 establishing a Programme for the Linion’s action in the field of
heatth for the period 2021-2027 (EU4Health). Regulation 2022,2371 on serious cross-
border threats to health and Regulation 20222372 on a framework of measures for
ensuring the supply of arisis-relevant medical countermeasures in the event of a public
health emergency at Union level remiain in force in their curment form.

In 2021-2027, the budget allocated to the UCPM was £3.6 billion in current prices;
£1.6 billion from the MFF and an additional £2 billion from Mext Generation EU as a
consequence of the COVID-19 pandemic. The total amount allocated to crisis preparedness

Articles 168 and 196 of the Treaty on the Functioning of the European Union.



under the 2021-2025 EURealth work programmes was around £1.7 billion in current
prices. The indicative finandal envelope for implementing the proposed UCPM & HEPR
regulation [2028-2034) is £10.7 billion in current prices (£9.5 billion in constant (2025)
prices).
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Abbreviations

Abbreviation Definitiony/Explanation

ECDC European Centre for Disease Prevention and Control
EMLA European Medicines Azency

EFPO European Public Proseoutor's Office

ERLCLC Emiergency Response Coordingtion Centre

HEPR Health emergency preparedness and response

HERA Health Emergency Preparedness and Response authority
MFF hauftiannual finandal framework

OLAF European Anti-Fraud Office



Glossary

Definition,Explanation

7

Constant [2025) prices

Figures that have been adjusted to a fiued, constant price level for a
given reference year, in this Ese 2025, making it easier to ompane a
budget's volume or purchasing power aoross different years or MFF
periods.

Figures expressad in their actual monetany value in the year in which
the payment is made.

Fagility for directing disaster relief to loations where it is nesdad
nside or outside the EU at national authomties' request.

The ELFs health action plan for 2021-2027.

Strategic reserve of European disaster response capabilities and
stockpiles, fully fumded by the ELU.
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