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COVID-19 38
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CODEC 1164

NOTE

From: General Secretariat of the Council

To: Delegations

No. prev. doc.: 11056/20 SAN 323 PHARM 41 MI 356 CADREFIN 264 |A 55 CODEC 856
No. Cion doc.: 8595/20 SAN 184 PHARM 17 MI 157 CADREFIN 114 1A 32 CODEC 464

Subject: Proposal for a Regulation on the establishment of a Programme for the
Union's action in the field of health — for the period 2021-2027 and
repealing Regulation (EU) No 282/2014 (“EU4Health Programme”)

This is a document comparing the text of the Commission Proposal, amendments voted by the
European Parliament on 13 November 2020 and changes to the Proposal approved by the
Permanent Representatives Committee on 21 October 2020 (document 11056/20).

This document contains

in Annex A explanations of the content of the tables;

in Annexes B, C, D, E and F the Commission text, the amendments voted by the European

Parliament and the Coreper text, together with comments.
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Annex I

ANNEX E

This Annex contains the consolidated text of Annex I to the Proposal on the establishment of a

Programme for the Union's action in the field of health — for the period 2021-2027 and repealing
Regulation (EU) No 282/2014 (“EU4Health Programme”) as agreed by Coreper on 21 October

2020.

ANNEX I

LIST OF POSSIBLE ELIGIBLE ACTIONS PROVIDED FOR IN ARTICLE 13

1.  Actions meeting the objective laid down in Article 4(1)

(@)

(b)

(©

(d)

(¢

Strengthening the critical health infrastructure to cope with health crises by

supporting the setup of tools for surveillance, forecast and management of outbreaks;

Supporting actions to foster Union-wide health crisis prevention, preparedness,
management and response capacity of actors at Union and national level, including
contingency planning, preparedness exercises, mechanisms for the efficient
coordination of preparedness and response and coordination of those actions at

Union level;

Supporting actions for setting up an integrated cross cutting risk communication
framework covering all phases of a health crisis i.e. prevention, preparedness,

response and recoveryy

Supporting preventive actions to protect vulnerable groups from health threats and
actions to adapt the response to and the management of crisis to the needs of those

vulnerable groups;

Supporting actions to address the collateral health consequences of a health crisis, in
particular the consequences for mental health and patients suffering from cancer and

from chronic diseases;
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(2

(h)

Training programmes for the upskilling of healthcare and public health workforces,

and programmes for temporary exchanges of staff;

Supporting the coordination of Union Reference Laboratories and Centres, and of

Centres of excellence;

Auditing Member States preparedness and response arrangements (such as crisis

management, antimicrobial resistance, vaccination);

Communicating to citizens in the context of risk management and crisis

preparedness.

2. Actions meeting the objective laid down in Article 4(3)
(a) Supporting actions for the procurement and supply of health products and crisis
relevant products and contribute to their affordability;
(b) Supporting actions to strengthen the production, research, development and
deployment of health products and crisis relevant products within the Union;
(c) Supporting actions to prevent shortages of medicinal products and medical devices as
well as crisis relevant products to increase sustainability of supplies;
(d) Supporting clinical trials to speed up the development, market authorisation and
access to innovative, safe and effective vaccines;
(e) Supporting actions to encourage the development of innovative products and of
commercially unprofitable products such as antimicrobials;
(f) Supporting actions to improve environmental-friendly production and disposal of
medicinal products and medical devices;
(g) Supporting initiatives to improve vaccination coverage rates in the Member States;
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(h) Supporting actions to promote the prudent and efficient use of medicinal products, in

particular of antimicrobials;

(i)  Supporting actions to reduce the risk of healthcare-acquired infections.

3. Actions meeting the objective laid down in Article 4(4a)

(a) Supporting a Union framework and the respective interoperable digital tools for
cooperation among Member States and in networks, including those needed to enable

Member States to deliver joint clinical assessments and joint scientific consultations;

(b) Supporting the deployment, operation and maintenance of mature, secure and
interoperable digital service infrastructures and data quality assurance processes for
the exchange of, access to and use and reuse of data; supporting cross-border
networking, including through the use and interoperability of electronic health
records, registries and other databases; developing appropriate governance structures

and interoperable health information systems;

(c) Supporting the digital transformation of healthcare and health systems including
through benchmarking and capacity building for the uptake of innovative tools and
technologies such as artificial intelligence; digital upskilling of healthcare

professionals;

(d) Supporting the optimal use of telemedicine and telehealth, including through satellite
communication for remote areas, fostering digitally-driven organisational innovation
in healthcare facilities and promoting digital tools to support citizen empowerment

and patient-centred care;

(e) Supporting the development and operation of digital databases and digital tools and
their interoperability, including where appropriate with other technologies, such as

artificial intelligence;
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®

(2

Supporting actions to strengthen citizens’ access to and control over their health data.

Supporting preparatory activities and projects for the European Health Data Space;

4.  Actions meeting the objective laid down in Article 4(5)

(a) Supporting the establishment and implementation of programmes assisting Member
States and their actions to improve health promotion and disease prevention;

(b) Supporting the implementation and advancement of surveys and health indicators,
and fostering knowledge-brokering and benchmarking exercises;

(c) Supporting Member States’ actions to put in place healthy and safe urban, work and
school environments, to enable healthy life choices and to promote healthy diets,
taking into account the needs of vulnerable groups;

(d) Supporting Member States in delivering effective responses to communicable
diseases, and in the prevention, surveillance, diagnosis and treatment of such
diseases;

(e) Supporting Member States’ actions in health promotion and disease prevention
throughout the lifetime of an individual and by addressing health risk factors, such as
obesity, unhealthy diets and physical inactivity;

(f) Supporting actions to improve mental health;

(g) Supporting actions to complement measures of Member States in reducing health
damage due to illicit drug use and addiction, including information and prevention;

(h) Supporting actions to address health inequalities;

(i)  Supporting actions to enhance health literacy;
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(G) Supporting actions for the promotion and implementation of the recommendations of

the European Code against Cancer;

(k) Supporting actions to improve the quality in cancer care including prevention,
screening, early diagnosis, monitoring and treatment, and the establishment of
quality assurance schemes for cancer centres or other centres treating cancer

patients;

(1)  Supporting actions to strengthen secondary prevention of cancer, such as early

detection and diagnosis through screening;

(m) Supporting actions to improve the continuity of care (integrated care approaches for

prevention, diagnosis, treatment and follow-up care);

(n) Supporting mechanisms for cross-specialty capacity building and continuous

education, in particular in the area of cancer care;

(o) Supporting the implementation and further development of the Union’s tobacco

control policy and legislation;

(p) Strengthening collaboration on patient rights, patient safety and quality of care.

5. Actions meeting the objective laid down in Article 4(8), in particular through

(a) Supporting the establishment and operation of a health intelligence and knowledge

infrastructure;

(b) Supporting technical and administrative assistance, including development,
maintenance and management of digital tools and databases needed for

implementation of Union health legislation;

(c) Supporting Member States to strengthen the administrative capacity of their

healthcare systems through cooperation and exchange of best practices;
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(d)

(¢

(2

Supporting upwards convergence of national systems’ performance through health
indicator development, analysis and knowledge brokering;

Supporting the development of scientific studies and analysis to underpin evidence-

based public health measures and policymaking.

Supporting the establishment of expert groups and panels providing advice, data and

information to support health policy development and implementation;

Supporting national focal points in providing guidance, information and assistance

related to the Programme.

6.  Actions meeting the objective laid down in Article 4(9)

(a) Supporting knowledge transfer actions and Union level cooperation to assist national
reform processes towards improved effectiveness, accessibility, sustainability and
resilience of health systems;

(b) Supporting capacity building for investing in and implementing health system
reforms (strategic planning and access to multi-source financing);

(c) Supporting the transfer, adaptation and roll-out of best practices and innovative
solutions with established Union level added-value across Member States, and
country-specific tailor made support to countries, or groups of countries, with the
highest needs, through the funding of specific projects including twinning, expert
advice and peer support;

(d) Supporting cross-border collaboration and partnerships, including in cross-border
regions, with a view to transferring and upscaling innovative solutions;

(e) Strengthening cross-sectoral collaboration and coordination where appropriate;
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(2

(h)

(i)

Support the strengthening of primary care, reinforcing the integration of care with a

view to universal health coverage and equal access to healthcare;

Supporting the functioning of the European Reference Networks and the
establishment and operation of new transnational networks set out in accordance
with Union health legislation, and supporting Member States’ actions to coordinate

the activities of these networks with the operation of national health systems;

Fostering the system of European Reference Networks, especially for patients

requiring highly specialised care as is the case for rare-diseases;

Supporting national systems for the implementation of legislation on substances of
human origin and for the promotion of the sustainable and safe supply of such

substances through networking activities.

7. Actions meeting the objective laid down in Article 4(10)

(@)

(b)

(©

(d)

Supporting the WHO as the directing and coordinating authority for Health within
the United Nations. Enhancing the effort of the WHO in providing leadership on
global health matters, shaping the health research agenda, setting norms and
standards, articulating evidence-based policy options, providing technical support to
countries and training to health professionals and health policy makers, as well as

monitoring and assessing health trends;

Supporting collaboration between the Union institutions, its Agencies, and
international organisations and networks, and the Union’s contribution to global

initiatives;

Supporting collaboration with third countries on the areas covered by the

Programme;

Supporting the establishment and operation of a mechanism for cross-sectorial

coordination following the One Health approach.
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