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are indicated in bold italics in both columns. New text is indicated in bold 
italics in the right-hand column.

The first and second lines of the header of each amendment identify the 
relevant part of the draft act under consideration. If an amendment pertains to 
an existing act that the draft act is seeking to amend, the amendment heading 
includes a third line identifying the existing act and a fourth line identifying 
the provision in that act that Parliament wishes to amend.

Amendments by Parliament in the form of a consolidated text

New text is highlighted in bold italics. Deletions are indicated using either 
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DRAFT EUROPEAN PARLIAMENT LEGISLATIVE RESOLUTION

on the proposal for a regulation of the European Parliament and of the Council on 
serious cross-border threats to health repealing Decision No 1082/2013/EU
(COM(2020)0727 – C9-0367/2020 – 2020/0322(COD))

(Ordinary legislative procedure: first reading)

The European Parliament,

– having regard to the Commission proposal to Parliament and the Council 
(COM(2020)0727),

– having regard to Article 294(2) and Article 168(5) of the Treaty on the Functioning of 
the European Union, pursuant to which the Commission submitted the proposal to 
Parliament (C9-0367/2020),

– having regard to Article 294(3) of the Treaty on the Functioning of the European Union,

– having regard to the opinion of the European Economic and Social Committee of ... 1,

– having regard to the opinion of the Committee of the Regions of ... 2,

– having regard to Rule 59 of its Rules of Procedure,

– having regard to the opinion of the Committee on the Internal Market and Consumer 
Protection,

– having regard to the report of the Committee on the Environment, Public Health and 
Food Safety (A9-0000/2021),

1. Adopts its position at first reading hereinafter set out;

2. Calls on the Commission to refer the matter to Parliament again if it replaces, 
substantially amends or intends to substantially amend its proposal;

3. Instructs its President to forward its position to the Council, the Commission and the 
national parliaments.

                                               
1 OJ C ... / Not yet published in the Official Journal.
2 OJ C ... / Not yet published in the Official Journal.
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Amendment 1

Proposal for a regulation
Recital 3

Text proposed by the Commission Amendment

(3) An important role in the 
coordination of preparedness and response 
planning for serious cross-border threats to 
health is being played by the Health 
Security Committee (HSC), as formally 
established by Decision No 1082/2013/EU. 
This Committee should be given additional 
responsibilities with regard to the adoption 
of guidance and opinions to better support 
Member States in the prevention and 
control of serious cross-border threats to 
health.

(3) An important role in the 
coordination of preparedness and response 
planning for serious cross-border threats to 
health is being played by the Health 
Security Committee (HSC), as formally 
established by Decision No 1082/2013/EU. 
This Committee should be given additional 
responsibilities with regard to the adoption 
of guidance and opinions to better support 
Member States in the prevention and 
control of serious cross-border threats to 
health. Representatives nominated by the 
European Parliament should be able to 
participate in the Health Security 
Committee (HSC) as observers.

Or. en

Amendment 2

Proposal for a regulation
Recital 5

Text proposed by the Commission Amendment

(5) This Regulation should apply 
without prejudice to other binding 
measures concerning specific activities or 
quality and safety standards for certain 
goods, which provide for special 
obligations and tools for monitoring, early 
warning and combatting specific threats of 
a cross-border nature. Those measures 
include, in particular, relevant Union 
legislation in the area of common safety 
concerns in public health matters, covering 
goods such as pharmaceutical products, 
medical devices and foodstuffs, substances 
of human origin (blood, tissues and cells, 
organs), and exposure to ionising radiation.

(5) This Regulation should apply 
without prejudice to other binding 
measures concerning specific activities or 
quality and safety standards for certain 
goods, which provide for special 
obligations and tools for monitoring, early 
warning and combatting specific threats of 
a cross-border nature. Those measures 
include, in particular, relevant Union 
legislation in the area of common safety 
concerns in public health matters, covering 
goods such as pharmaceutical products, 
medical devices, in vitro diagnostic 
medical devices and foodstuffs, substances 
of human origin (blood, tissues and cells, 
organs), and exposure to ionising radiation.
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Or. en

Amendment 3

Proposal for a regulation
Recital 6

Text proposed by the Commission Amendment

(6) The protection of human health is a 
matter which has a cross-cutting dimension 
and is relevant to numerous Union policies 
and activities. In order to achieve a high 
level of human health protection, and to 
avoid any overlap of activities, duplication 
or conflicting actions, the Commission, in 
liaison with the Member States, should 
ensure coordination and exchange of 
information between the mechanisms and 
structures established under this 
Regulation, and other mechanisms and 
structures established at Union level and 
under the Treaty establishing the European 
Atomic Energy Community (the Euratom 
Treaty), the activities of which are relevant 
to the preparedness and response planning,
monitoring, early warning of, and 
combating serious cross-border threats to 
health. In particular, the Commission 
should ensure that relevant information 
from the various rapid alert and 
information systems at Union level and 
under the Euratom Treaty is gathered and 
communicated to the Member States 
through the Early Warning and Response 
System (‘EWRS’) set up by Decision No 
2119/98/EC.

(6) In line with the “One Health” and 
“Health in all policies” approaches, the
protection of human health is a matter 
which has a cross-cutting dimension and is 
relevant to numerous Union policies and 
activities. The Union should support 
Member States in reducing health 
inequalities, within and between Member 
States, in achieving universal health 
coverage and in addressing the challenges 
of vulnerable groups. In order to achieve a 
high level of human health protection, and 
to avoid any overlap of activities, 
duplication or conflicting actions, the 
Commission, in liaison with the Member 
States, should ensure coordination and 
exchange of information between the 
mechanisms and structures established 
under this Regulation, and other 
mechanisms and structures established at 
Union level and under the Treaty 
establishing the European Atomic Energy 
Community (the Euratom Treaty), the 
activities of which are relevant to the 
preparedness and response planning, 
monitoring, early warning of, and 
combating serious cross-border threats to 
health. In particular, the Commission 
should ensure that relevant information 
from the various rapid alert and 
information systems at Union level and 
under the Euratom Treaty is gathered and 
communicated to the Member States 
through the Early Warning and Response 
System (‘EWRS’) set up by Decision No 
2119/98/EC.

Or. en
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Amendment 4

Proposal for a regulation
Recital 7

Text proposed by the Commission Amendment

(7) Preparedness and response planning 
are essential elements for effective 
monitoring, early warning of and 
combatting serious cross-border threats to 
health. As such, a Union health crisis and 
pandemic preparedness plan needs to be 
established by the Commission and 
approved by the HSC. This should be 
coupled with updates to Member States’ 
preparedness and response plans so as to 
ensure they are compatible within the 
regional level structures. To support 
Member States in this endeavour, targeted 
training and knowledge exchange 
activities for healthcare staff and public 
health staff should be provided knowledge 
and necessary skills should be provided by 
the Commission and Union Agencies. To 
ensure the putting into operation and the 
running of these plans, the Commission 
should conduct stress tests, exercises and 
in-action and after-action reviews with 
Member States. These plans should be 
coordinated, be functional and updated, 
and have sufficient resources for their 
operationalisation. Following stress tests 
and reviews of the plans, corrective actions 
should be implemented and the 
Commission should be kept informed of all 
updates.

(7) Preparedness and response planning 
are essential elements for effective 
monitoring, early warning of and 
combatting serious cross-border threats to 
health. As such, a Union health crisis and 
pandemic preparedness plan needs to be 
established by the Commission and 
approved by the HSC. This should be 
coupled with updates to Member States’ 
preparedness and response plans so as to 
ensure they are compatible within the 
regional level structures. The plan should 
be implemented through interregional 
crisis anticipation planning to enhance 
cross-border health cooperation. To 
support Member States in this endeavour, 
the Commission and Union agencies 
should provide targeted training and 
facilitate the sharing of best practices for 
healthcare staff and public health staff to 
improve their knowledge and ensure
necessary skills. To ensure the putting into 
operation and the running of these plans, 
the Commission should conduct stress 
tests, exercises and in-action and after-
action reviews with Member States. These 
plans should be coordinated, be functional 
and updated, and have sufficient resources 
for their operationalisation. Following 
stress tests and reviews of the plans, 
corrective actions should be implemented 
and the Commission should be kept 
informed of all updates.

Or. en
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Amendment 5

Proposal for a regulation
Recital 8

Text proposed by the Commission Amendment

(8) To this end, Member States should 
provide the Commission with an update on 
the latest situation with regard to their 
preparedness and response planning and 
implementation at national level. 
Information provided by the Member 
States should include the elements that 
Member States are obliged to report to the 
World Health Organization (WHO) in the 
context of the International Health 
Regulations (IHR)15. In turn, the 
Commission should report to the European 
Parliament and to the Council on the state 
of play and progress with preparedness, 
response planning and implementation at 
Union level, including on corrective 
actions, every 2 years to ensure that 
national preparedness and response plans 
are adequate. In order to support the 
assessment of these plans, EU audits in 
Member States should be conducted, in 
coordination with the ECDC and Union 
agencies. Such planning should include in 
particular adequate preparedness of critical 
sectors of society, such as energy, 
transport, communication or civil 
protection, which rely, in a crisis situation, 
on well-prepared gender-sensitive public 
health systems that are also in turn 
dependent on the functioning of those 
sectors and on maintenance of essential 
services at an adequate level. In the event 
of a serious cross-border threat to health 
originating from a zoonotic infection, it is 
important to ensure the interoperability 
between health and veterinary sectors for 
preparedness and response planning.

(8) To this end, Member States should 
provide the Commission with an update on 
the latest situation with regard to their 
preparedness and response planning and 
implementation at national level. 
Information provided by the Member 
States should include the elements that 
Member States are obliged to report to the 
World Health Organization (WHO) in the 
context of the International Health 
Regulations (IHR)15. In turn, the 
Commission should report to the European 
Parliament and to the Council on the state 
of play and progress with preparedness, 
response planning and implementation at 
Union level, including on corrective 
actions, every year to ensure that national 
preparedness and response plans are 
adequate. In order to support the 
assessment of these plans, EU audits in 
Member States should be conducted, in 
coordination with the ECDC and Union 
agencies. Such planning should include in 
particular adequate preparedness of critical 
sectors of society, such as energy, 
transport, communication or civil 
protection, which rely, in a crisis situation, 
on well-prepared gender-sensitive public 
health systems that are also in turn 
dependent on the functioning of those 
sectors and on maintenance of essential 
services at an adequate level. In the event 
of a serious cross-border threat to health 
originating from a zoonotic infection, it is 
important to ensure the interoperability 
between health and veterinary sectors for 
preparedness and response planning.

___________________ ___________________

15 World Health Organization. International 
Health Regulation (IHR, 2005) 
https://www.who.int/ihr/publications/9789
241596664/en/

15 World Health Organization. International 
Health Regulation (IHR, 2005) 
https://www.who.int/ihr/publications/9789
241596664/en/
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Or. en

Amendment 6

Proposal for a regulation
Recital 8 a (new)

Text proposed by the Commission Amendment

(8a) Cross-border threats to health are 
often related to pathogenic agents that 
can be transmitted between individuals. 
While such transmission cannot be 
completely prevented, general hygiene 
measures can make an important 
contribution by reducing the speed and
extent of the spread of the agent and thus 
reducing the general risk. Such measures 
could include providing information on 
good hygiene practices, such as effective 
hand washing and drying, in collective 
settings and in the workplace, and should 
take into account the existing 
recommendations of the WHO.

Or. en

Amendment 7

Proposal for a regulation
Recital 9

Text proposed by the Commission Amendment

(9) As serious cross-border threats to 
health are not limited to Union borders, 
joint procurement of medical 
countermeasures should be extended to 
include European Free Trade Association 
States and Union candidate countries, in 
accordance with the applicable Union 
legislation. The Joint Procurement 
Agreement, determining the practical 
arrangements governing the joint 
procurement procedure established under 
Article 5 of Decision No 1082/2013/EU, 

(9) As serious cross-border threats to 
health are not limited to Union borders, the 
Union should adopt a coordinated  
approach, characterised by solidarity, in 
fighting against such threats. The joint 
procurement of medical countermeasures 
should, therefore,be extended to include 
European Free Trade Association States 
and Union candidate countries, in 
accordance with the applicable Union 
legislation. The Joint Procurement 
Agreement, determining the practical 
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should also be adapted to include an 
exclusivity clause regarding negotiation 
and procurement for participating countries 
in a joint procurement procedure, to allow 
for better coordination within the EU. The 
Commission should ensure coordination 
and information exchange between the 
entities organizing any action under 
different mechanisms established under 
this Regulation and other relevant Union 
structures related to procurement and 
stockpiling of medical countermeasures, 
such as the strategic rescEU reserve under 
Decision No 1313/2013/EU of the 
European Parliament and of the Council16.

arrangements governing the joint 
procurement procedure established under 
Article 5 of Decision No 1082/2013/EU, 
should also be adapted to include an 
exclusivity clause regarding negotiation 
and procurement for participating countries 
in a joint procurement procedure, to allow 
for better coordination within the EU. In 
times of crisis, other mechanisms such as 
a Union export control mechanism, 
cooperation agreements or voluntary 
licensing agreements between companies 
should guarantee access to counter-
measures to people including those in
low- and middle-income countries, in 
particular the African countries. In a
spirit of solidarity, part of the Union joint 
procurement should be pre-allocated to 
low- and middle-income countries. The 
Commission should ensure coordination 
and information exchange between the 
entities organizing any action under 
different mechanisms established under 
this Regulation and other relevant Union 
structures related to procurement and 
stockpiling of medical countermeasures, 
such as the strategic rescEU reserve under 
Decision No 1313/2013/EU of the 
European Parliament and of the Council16.
The establishment of a 3 to 12 month 
mandatory reserve of medical products 
within production sites could help reduce 
the risk of shortages of critical products.

___________________ ___________________

16 Decision No 1313/2013/EU of the 
European Parliament and of the Council of 
17 December 2013 on a Union Civil 
Protection Mechanism (OJ L 347, 
20.12.2013, p. 924).

16 Decision No 1313/2013/EU of the 
European Parliament and of the Council of 
17 December 2013 on a Union Civil 
Protection Mechanism (OJ L 347, 
20.12.2013, p. 924).

Or. en
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Amendment 8

Proposal for a regulation
Recital 9 a (new)

Text proposed by the Commission Amendment

(9a) In times of crisis, temporary 
measures should be introduced by the 
Commission to mitigate shortages and 
facilitate the circulation of medicines 
between Member States, including the 
acceptance of different packaging 
formats, a reuse procedure to enable 
marketing authorisation holders to obtain 
approval in another Member State, 
extending the validity of good 
manufacturing practices certificates, 
longer expiry periods, and the use of 
veterinary medicinal products. The 
Commission should strictly monitor the 
use of such measures, to ensure that 
patient safety is not compromised and to 
keep medicines available in the event of 
difficulties or shortages.

Or. en

Amendment 9

Proposal for a regulation
Recital 10

Text proposed by the Commission Amendment

(10) Unlike for communicable diseases, 
the surveillance of which at Union level is 
carried out on a permanent basis by the 
ECDC, other potentially serious cross-
border threats to health do not currently 
necessitate monitoring by EU Agencies. A 
risk-based approach, whereby monitoring 
is carried out by Member States and 
available information is exchanged through 
EWRS, is therefore more appropriate for 
such threats.

(10) Unlike for communicable diseases, 
the surveillance of which at Union level is 
carried out on a permanent basis by the 
ECDC, other potentially serious cross-
border threats to health do not currently 
necessitate monitoring by EU Agencies. A 
risk-based approach, whereby monitoring 
is carried out by Member States and 
available information is exchanged through 
EWRS, is therefore more appropriate for 
such threats. Nevertheless, the ECDC 
should have the ability to monitor the 
impact of communicable diseases on non-
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communicable diseases in coordination 
with existing tools and registers.

Or. en

Amendment 10

Proposal for a regulation
Recital 11

Text proposed by the Commission Amendment

(11) The Commission should strengthen 
cooperation and activities with the Member 
States, the ECDC, the European Medicines 
Agency (‘EMA’), other Union Agencies, 
research infrastructures and the WHO to 
improve the prevention of communicable 
diseases, such as vaccine preventable 
diseases, as well as other health issues, 
such as antimicrobial resistance.

(11) The Commission should strengthen 
cooperation and activities with the Member 
States, the ECDC, the European Medicines 
Agency (‘EMA’), other Union Agencies, 
research infrastructures and the WHO to 
improve the prevention of communicable 
diseases, such as vaccine preventable 
diseases, as well as other health issues, 
such as antimicrobial resistance. In times 
of crisis, particular attention should be 
paid to the mental health and 
psychosocial needs of the population.

Or. en

Amendment 11

Proposal for a regulation
Recital 13

Text proposed by the Commission Amendment

(13) A system enabling the notification 
at Union level of alerts related to serious 
cross-border threats to health has been put 
in place by Decision No 2119/98/EC in 
order to ensure that competent public 
health authorities in Member States and the 
Commission are duly informed in a timely 
manner. All serious cross-border threats to 
health covered by this Regulation are 
covered by the EWRS. The operation of 
the EWRS should remain within the remit 
of the ECDC. The notification of an alert 

(13) A system enabling the notification 
at Union level of alerts related to serious 
cross-border threats to health has been put 
in place by Decision No 2119/98/EC in 
order to ensure that competent public 
health authorities in Member States and the 
Commission are duly informed in a timely 
manner. All serious cross-border threats to 
health covered by this Regulation are 
covered by the EWRS. The operation of 
the EWRS should remain within the remit 
of the ECDC. The notification of an alert 
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should be required only where the scale 
and severity of the threat concerned are or 
could become so significant that they affect 
or could affect more than one Member 
State and require or could require a 
coordinated response at the Union level. To 
avoid duplication and ensure coordination 
across Union alert systems, the 
Commission and ECDC should ensure that 
alert notifications under the EWRS and 
other rapid alert systems at Union level are 
linked to each other to the extent possible 
so that the competent authorities of the 
Member States can avoid as much as 
possible notifying the same alert through 
different systems at Union level and can 
benefit from receiving all-hazard alerts 
from a single coordinated source.

should be required only where the scale 
and severity of the threat concerned are or 
could become so significant that they affect 
or could affect more than one Member 
State and require or could require a 
coordinated response at the Union level. To 
avoid duplication and ensure coordination 
across Union alert systems, the 
Commission and ECDC should ensure that 
alert notifications under the EWRS and 
other rapid alert systems at Union level are
fully interoperable and are linked to each 
other to the extent possible so that the 
competent authorities of the Member States 
can avoid as much as possible notifying the 
same alert through different systems at 
Union level and can benefit from receiving 
all-hazard alerts from a single coordinated 
source.

Or. en

Amendment 12

Proposal for a regulation
Recital 14

Text proposed by the Commission Amendment

(14) In order to ensure that the 
assessment of risks to public health at the 
Union level from serious cross-border 
threats to health is consistent as well as 
comprehensive from a public health 
perspective, the available scientific 
expertise should be mobilised in a 
coordinated manner, through appropriate 
channels or structures depending on the 
type of threat concerned. That assessment 
of risks to public health should be 
developed by means of a fully transparent 
process and should be based on principles 
of excellence, independence, impartiality 
and transparency. The involvement of 
Union agencies in these risk assessments 
needs to be broadened according to their 
speciality in order to ensure an all hazard 
approach, via a permanent network of 

(14) In order to ensure that the 
assessment of risks to public health at the 
Union level from serious cross-border 
threats to health is consistent as well as 
comprehensive from a public health
perspective, the available scientific 
expertise should be mobilised in a 
coordinated manner, through appropriate 
channels or structures depending on the 
type of threat concerned. That assessment 
of risks to public health should be 
developed by means of a fully transparent 
process and should be based on principles 
of excellence, independence, impartiality 
and transparency. Following the increase
of their respective financial and human 
resources, the involvement of Union 
agencies in these risk assessments needs to 
be broadened according to their speciality 
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agencies and relevant Commission services 
to support the preparation of risk 
assessments.

in order to ensure an all hazard approach, 
via a permanent network of agencies and 
relevant Commission services to support 
the preparation of risk assessments.

Or. en

Amendment 13

Proposal for a regulation
Recital 17

Text proposed by the Commission Amendment

(17) Inconsistent communication with 
the public and stakeholders such as 
healthcare professionals can have a 
negative impact on the effectiveness of the 
response from a public health perspective 
as well as on economic operators. The 
coordination of the response within the 
HSC, assisted by relevant subgroups, 
should, therefore, encompass rapid 
information exchange concerning 
communication messages and strategies 
and addressing communication challenges 
with a view to coordinating risk and crisis 
communication, based on robust and 
independent evaluation of public health 
risks, to be adapted to national needs and 
circumstances. Such exchanges of 
information are intended to facilitate the 
monitoring of the clarity and coherence of 
messages to the public and to healthcare 
professionals. Given the cross-sectoral 
nature of this type of crises, coordination 
should also be ensured with other relevant 
constituencies, such as the Union Civil 
Protection Mechanism established by 
Decision (EU) 2019/420 of the European 
Parliament and of the Council17.

(17) Inconsistent communication with 
the public and stakeholders such as 
healthcare professionals can have a 
negative impact on the effectiveness of the 
response from a public health perspective 
as well as on economic operators. The 
coordination of the response within the 
HSC, assisted by relevant subgroups, 
should, therefore, encompass rapid 
information exchange concerning 
communication messages and strategies 
and addressing communication challenges 
with a view to coordinating risk and crisis 
communication, based on robust and 
independent evaluation of public health 
risks, to be adapted to national needs and 
circumstances. Such exchanges of 
information are intended to facilitate the 
monitoring of the clarity and coherence of 
messages to the public and to healthcare 
professionals. Following its 
recommendations to Member States and 
healthcare professionals, the ECDC 
should broaden its communication
activity to include the general public by 
establishing and managing an online
portal to share verified information and 
fight against disinformation. Given the 
cross-sectoral nature of this type of crises, 
coordination should also be ensured with 
other relevant constituencies, such as the 
Union Civil Protection Mechanism
established by Decision (EU) 2019/420 of 
the European Parliament and of the 
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Council17.

___________________ ___________________

17 Decision (EU) 2019/420 of the European 
Parliament and of the Council of 13 March 
2019 amending Decision No 
1313/2013/EU on a Union Civil Protection 
Mechanism (OJ L 77I, 20.3.2019, p. 1).

17 Decision (EU) 2019/420 of the European 
Parliament and of the Council of 13 March 
2019 amending Decision No 
1313/2013/EU on a Union Civil Protection 
Mechanism (OJ L 77I, 20.3.2019, p. 1).

Or. en

Amendment 14

Proposal for a regulation
Recital 18

Text proposed by the Commission Amendment

(18) The recognition of public health 
emergency situations and the legal effects 
of this recognition provided by Decision 
No 1082/2013/EU should be broadened. 
To this end, this Regulation should allow 
for the Commission to formally recognise a 
public health emergency at Union level. In 
order to recognise such an emergency 
situation, the Commission should establish 
an independent advisory committee that 
will provide expertise on whether a threat 
constitutes a public health emergency at 
Union level, and advise on public health 
response measures and on the termination 
of this emergency recognition. The 
advisory committee should consist of 
independent experts, selected by the 
Commission from the fields of expertise 
and experience most relevant to the 
specific threat that is occurring, 
representatives of the ECDC, of the EMA, 
and of other Union bodies or agencies as 
observers. Recognition of a public health 
emergency at Union level will provide the 
basis for introducing operational public 
health measures for medical products and 
medical devices, flexible mechanisms to 
develop, procure, manage and deploy 
medical countermeasures as well as the 
activation of support from the ECDC to 

(18) The recognition of public health 
emergency situations and the legal effects 
of this recognition provided by Decision 
No 1082/2013/EU should be broadened. 
To this end, this Regulation should allow 
for the Commission to formally recognise a 
public health emergency at Union level. In 
order to recognise such an emergency 
situation, the Commission should establish 
an independent advisory committee that 
will provide expertise on whether a threat 
constitutes a public health emergency at 
Union level, and advise on public health 
response measures and on the termination 
of this emergency recognition. The 
advisory committee should consist of 
independent experts and representatives of 
civil society, selected by the Commission 
from the fields of expertise and experience 
most relevant to the specific threat that is 
occurring, representatives of the ECDC, of 
the EMA, and of other Union bodies or 
agencies as observers. Taking into account 
the applicable rules in each case, 
scientific experts should provide 
declarations of interest and of 
commitments. Such declarations should 
include any activity, position, 
circumstances or other facts potentially 
involving a direct or indirect interest, in 
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mobilise and deploy outbreak assistance 
teams, known as ‘EU Health Task Force’.

order to make it possible to identify 
interests which could be considered 
prejudicial to those experts’ 
independence. The advisory committee 
should work in close cooperation with 
national advisory bodies. Recognition of a 
public health emergency at Union level 
will provide the basis for introducing 
operational public health measures for 
medical products and medical devices, 
flexible mechanisms to develop, procure, 
manage and deploy medical 
countermeasures as well as the activation 
of support from the ECDC to mobilise and 
deploy outbreak assistance teams, known 
as ‘EU Health Task Force’.

Or. en

Amendment 15

Proposal for a regulation
Recital 20

Text proposed by the Commission Amendment

(20) The occurrence of an event that 
corresponds to serious cross-border threats 
to health and is likely to have Union-wide 
consequences should require the Member 
States concerned to take particular control 
or contact-tracing measures in a 
coordinated manner in order to identify 
people already contaminated and those 
persons exposed to risk. Such cooperation 
could require the exchange of personal data 
through the system, including sensitive 
information related to health and 
information about confirmed or suspected 
human cases of the disease, between those 
Member States directly involved in the 
contact-tracing measures. The exchange of 
personal data concerning health by the 
Member States has to comply with Article 
9(2)(i) of Regulation (EU) 2016/679 of the 
European Parliament and of the Council18.

(20) The occurrence of an event that 
corresponds to serious cross-border threats 
to health and is likely to have Union-wide 
consequences should require the Member 
States concerned or potentially concerned 
to take particular control or contact-tracing 
measures in a coordinated manner in order 
to identify people already contaminated 
and those persons exposed to risk. Such 
cooperation could require the exchange of 
personal data through the system, including 
sensitive information related to health and 
information about confirmed or suspected 
human cases of the disease, between those 
Member States directly involved in the 
contact-tracing measures. The exchange of 
personal data concerning health by the 
Member States has to comply with Article 
9(2)(i) of Regulation (EU) 2016/679 of the 
European Parliament and of the Council18.

___________________ ___________________
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18 Regulation (EU) 2016/679 of the 
European Parliament and of the Council of 
27 April 2016 on the protection of natural 
persons with regard to the processing of 
personal data and on the free movement of 
such data, and repealing Directive 
95/46/EC (General Data Protection 
Regulation) (OJ L 119, 4.5.2016, p. 1).

18 Regulation (EU) 2016/679 of the 
European Parliament and of the Council of 
27 April 2016 on the protection of natural 
persons with regard to the processing of 
personal data and on the free movement of 
such data, and repealing Directive 
95/46/EC (General Data Protection 
Regulation) (OJ L 119, 4.5.2016, p. 1).

Or. en

Amendment 16

Proposal for a regulation
Recital 21

Text proposed by the Commission Amendment

(21) Cooperation with third countries 
and international organisations in the field 
of public health should be fostered. It is 
particularly important to ensure the 
exchange of information with the WHO on 
the measures taken pursuant to this 
Regulation. This reinforced cooperation is 
also required to contribute to EU’s 
commitment to strengthening support to 
health systems and reinforcing partners’ 
preparedness and response capacity. The 
Union could benefit from concluding 
international cooperation agreements with 
third countries or international 
organisations, including the WHO, to 
foster the exchange of relevant information 
from monitoring and alerting systems on 
serious cross-border threats to health. 
Within the limits of the Union’s 
competences, such agreements could 
include, where appropriate, the 
participation of such third countries or 
international organisations in the relevant 
epidemiological surveillance monitoring 
network and the EWRS, exchange of good 
practice in the areas of preparedness and 
response capacity and planning, public 
health risk-assessment and collaboration on 
response coordination, including the 

(21) Cooperation with third countries 
and international organisations in the field 
of public health should be fostered. It is 
particularly important to ensure the 
exchange of information with the WHO on 
the measures taken pursuant to this 
Regulation. This reinforced cooperation is 
also required to contribute to EU’s 
commitment to strengthening support to 
health systems and reinforcing partners’ 
preparedness and response capacity. The
Union could benefit from concluding 
international cooperation agreements with 
third countries or international 
organisations, including the WHO, to 
foster the exchange of relevant information 
from monitoring and alerting systems on 
serious cross-border threats to health. 
Within the limits of the Union’s 
competences, such agreements could 
include, where appropriate, the 
participation of such third countries or 
international organisations in the relevant 
epidemiological surveillance monitoring 
network and the EWRS, exchange of good 
practice in the areas of preparedness and 
response capacity and planning, public 
health risk-assessment and collaboration on 
response coordination, including the 
research response. The establishment of a 
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research response. WHO framework convention on
pandemic preparedness and response 
could establish principles, priorities and 
targets for pandemic preparedness and 
response. Such a specific framework 
convention could facilitate the 
implementation of the International 
Health Regulation (2005)1a and resolve
the weaknesses of that Regulation as 
identified during the COVID-19 crisis.

___________________

1a World Health Organization. 
International Health Regulation (IHR, 
2005) 
https://www.who.int/ihr/publications/9789
241596664/en/

Or. en

Amendment 17

Proposal for a regulation
Recital 25

Text proposed by the Commission Amendment

(25) In order to ensure uniform 
conditions for the implementation of this 
Regulation, implementing powers should 
be conferred on the Commission to adopt 
implementing acts in relation to: templates 
to be used when providing the information 
on preparedness and response planning; 
organisation of the training activities for 
health care and public health staff; the 
establishment and update of a list of 
communicable diseases and related 
special health issues subject to the 
network of epidemiological surveillance
and the procedures for the operation of 
such a network; the adoption of case 
definitions for those communicable 
diseases and special health issues covered 
by the epidemiological surveillance 
network and, where necessary, for other 
serious cross-border threats to health 
subject to ad hoc monitoring; the 

(25) In order to ensure uniform 
conditions for the implementation of this 
Regulation, implementing powers should 
be conferred on the Commission to adopt 
implementing acts in relation to: templates 
to be used when providing the information 
on preparedness and response planning; 
organisation of the training activities for 
health care and public health staff; the 
establishment and update of a list of 
communicable diseases and related special 
health issues subject to the procedures for 
the operation of the network of 
epidemiological surveillance; the 
designation of EU reference laboratories to 
provide support to national reference 
laboratories; the procedures for the 
information exchange on and the 
coordination of the responses of the 
Member States; the recognition of 
situations of public health emergency at 
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procedures for the operation of the 
EWRS; the functioning of the 
surveillance platform; the designation of 
EU reference laboratories to provide 
support to national reference laboratories; 
the procedures for the information 
exchange on and the coordination of the 
responses of the Member States; the 
recognition of situations of public health 
emergency at Union level and the 
termination of such a recognition and 
procedures necessary to ensure that the 
operation of the EWRS and the processing 
of data are in accordance with the data 
protection legislation.

Union level and the termination of such a 
recognition and procedures necessary to 
ensure that the operation of the EWRS and 
the processing of data are in accordance 
with the data protection legislation.

Or. en

Amendment 18

Proposal for a regulation
Recital 28

Text proposed by the Commission Amendment

(28) In order to ascertain the state of 
implementation of the national 
preparedness plans and their coherence 
with the Union plan, the power to adopt 
acts in accordance with Article 290 of the 
Treaty on the Functioning of the European 
Union should be delegated to the 
Commission in respect of procedures, 
standards and criteria for the audits aimed 
at the assessment of preparedness and 
response planning at national level. It is of 
particular importance that the Commission 
carry out appropriate consultations during 
its preparatory work, including at expert 
level, and that those consultations be 
conducted in accordance with the 
principles laid down in the 
Interinstitutional Agreement on Better 
Law-Making of 13 April 201621. In 
particular, to ensure equal participation in 
the preparation of delegated acts, the 
European Parliament and the Council 
receive all documents at the same time as 

(28) In order to ascertain the state of 
implementation of the national 
preparedness plans and their coherence 
with the Union plan, the power to adopt 
acts in accordance with Article 290 of the 
Treaty on the Functioning of the European 
Union should be delegated to the 
Commission in respect of the 
establishment and update of a list of 
communicable diseases and related 
special health issues subject to the 
network of epidemiological surveillance,
and the procedures for the operation of 
such a network; the adoption of case 
definitions for those communicable 
diseases and special health issues covered 
by the epidemiological surveillance 
network and, where necessary, for other 
serious cross-border threats to health that 
are the subject of ad hoc monitoring; the 
procedures for the operation of the 
EWRS; the functioning of the 
surveillance platform; and the procedures, 
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Member States' experts, and their experts 
systematically have access to meetings of 
Commission expert groups dealing with the 
preparation of delegated acts.

standards and criteria for the audits aimed 
at the assessment of preparedness and 
response planning at national level. It is of 
particular importance that the Commission 
carry out appropriate consultations during 
its preparatory work, including at expert 
level, and that those consultations be 
conducted in accordance with the 
principles laid down in the 
Interinstitutional Agreement on Better 
Law-Making of 13 April 201621. In 
particular, to ensure equal participation in 
the preparation of delegated acts, the 
European Parliament and the Council 
receive all documents at the same time as 
Member States' experts, and their experts 
systematically have access to meetings of 
Commission expert groups dealing with the 
preparation of delegated acts.

_____________ _______________

21OJ L 123, 12.5.2016, p. 1. 21 OJ L 123, 12.5.2016, p. 1.

Or. en

Amendment 19

Proposal for a regulation
Recital 28 a (new)

Text proposed by the Commission Amendment

(28a) In respect of the establishment and 
updating of a list of communicable 
diseases and related special health issues 
subject to the network of epidemiological 
surveillance and the procedures for the 
operation of such a network, the adoption 
of case definitions for those 
communicable diseases and special health 
issues covered by the epidemiological 
surveillance network and the case 
definitions to be used for ad hoc 
monitoring, the Commission should adopt 
delegated acts under the urgency 
procedure where duly justified imperative 
grounds of urgency related to the severity 
or novelty of a serious cross-border threat 
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to health or to the rapidity of its spread 
between the Member States so require.

Or. en

Amendment 20

Proposal for a regulation
Article 1 – paragraph 3

Text proposed by the Commission Amendment

3. The implementation of this 
Regulation shall be supported by funding 
from relevant Union programmes and 
instruments.

3. In keeping with “One Health” and 
“Health in all policies” approaches, the
implementation of this Regulation shall be 
supported by funding from relevant Union 
programmes and instruments. The 
strengthened Union health framework 
addressing serious cross-border health 
threats shall be funded by the EU4Health 
programme and shall work in synergy
with and in a manner that is 
complementary to other Union policies 
and funds, such as actions implemented 
under the ESIF, Horizon Europe, the 
Digital Europe Programme, rescEU, ESI, 
ESF+ and SMP.

Or. en

Amendment 21

Proposal for a regulation
Article 2 – paragraph 1 – point a – point i

Text proposed by the Commission Amendment

(i) communicable diseases; (i) communicable diseases including 
human zoonotic infections;

Or. en
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Amendment 22

Proposal for a regulation
Article 2 – paragraph 2

Text proposed by the Commission Amendment

2. This Regulation shall also apply to 
the epidemiological surveillance of 
communicable diseases, and of related 
special health issues.

2. This Regulation shall also apply to 
the epidemiological surveillance of 
communicable diseases, the surveillance 
of the impact of such diseases on non-
communicable diseases and of related 
special health issues, such as mental 
health conditions.

Or. en

Amendment 23

Proposal for a regulation
Article 2 – paragraph 6

Text proposed by the Commission Amendment

6. Member States shall retain the right 
to maintain or introduce additional 
arrangements, procedures and measures for 
their national systems in the fields covered 
by this Regulation, including arrangements 
provided for in existing or future bilateral 
or multilateral agreements or conventions, 
on condition that such additional 
arrangements, procedures and measures do 
not impair the application of this 
Regulation.

6. Member States shall retain the right 
to maintain or introduce additional 
arrangements, procedures and measures for 
their national systems in the fields covered 
by this Regulation, including arrangements 
provided for in existing or future bilateral 
or multilateral agreements or conventions, 
on condition that such additional 
arrangements, procedures and measures do 
not impair the application of this 
Regulation. The Union shall call for the 
establishment of a WHO framework 
convention on pandemic preparedness 
and response. That convention shall be 
such as to facilitate the implementation of 
the International Health Regulation 
(2005)1a and resolve the weaknesses of 
that Regulation, identified during the 
COVID-19 crisis.

___________________

1a World Health Organization. 
International Health Regulation (IHR, 
2005) 
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https://www.who.int/ihr/publications/9789
241596664/en/

Or. en

Amendment 24

Proposal for a regulation
Article 3 – paragraph 1 – point 3

Text proposed by the Commission Amendment

(3) ‘contact tracing’ means measures 
implemented in order to trace persons who 
have been exposed to a source of a serious 
cross-border threat to health, and who are 
in danger of developing or have developed 
a disease, through manual or other 
technological means;

(3) ‘contact tracing’ means measures 
implemented in order to trace persons who 
have been exposed to a source of a serious 
cross-border threat to health, and who are 
in danger of developing or have developed
a communicable disease, through manual 
or other technological means, with the sole 
objective of rapidly identifying potentially 
newly infected persons who may have 
come into contact with existing cases, in 
order to reduce further onward 
transmission, and not for any other 
objective;

Or. en

Amendment 25

Proposal for a regulation
Article 3 – paragraph 1 – point 4

Text proposed by the Commission Amendment

(4) ‘epidemiological surveillance’ 
means the systematic collection, recording, 
analysis, interpretation and dissemination 
of data and analysis on communicable 
diseases, and related special health issues;

(4) ‘epidemiological surveillance’ 
means the systematic collection, recording, 
analysis, interpretation and dissemination 
of data and analysis on communicable 
diseases, the surveillance of the impact of 
such diseases on non-communicable 
diseases and related special health issues;

Or. en
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Amendment 26

Proposal for a regulation
Article 3 – paragraph 1 – point 8

Text proposed by the Commission Amendment

(8) ‘medical countermeasure’ means 
medicinal products for human use and 
medical devices as defined in Directive 
2001/83/EC of the European Parliament 
and of the Council23 and in Regulation 
(EU) 2017/745 of the European Parliament 
and of the Council24 or other goods or 
services for the for the purpose of 
preparedness and response to a serious 
cross-border threat to health.

(8) ‘medical countermeasure’ means 
medicinal products for human use and 
medical devices as defined in Directive 
2001/83/EC of the European Parliament 
and of the Council23 and in Regulation 
(EU) 2017/745 of the European Parliament 
and of the Council24 or other goods or 
services for the purpose of facilitating
diagnosis and treatment in the framework 
of preparedness and response to a serious 
cross-border threat to health.

___________________ ___________________

23 Directive 2001/83/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
relating to medicinal products for human 
use (OJ L 311, 28.11.2001, p. 67).

23 Directive 2001/83/EC of the European 
Parliament and of the Council of 6 
November 2001 on the Community code 
relating to medicinal products for human 
use (OJ L 311, 28.11.2001, p. 67).

24 Regulation (EU) 2017/745 of the 
European Parliament and of the Council of 
5 April 2017 on medical devices, amending 
Directive 2001/83/EC, Regulation (EC) No 
178/2002 and Regulation (EC) No 
1223/2009 and repealing Council 
Directives 90/385/EEC and 93/42/EEC (OJ 
L 117, 5.5.2017, p. 1).

24 Regulation (EU) 2017/745 of the 
European Parliament and of the Council of 
5 April 2017 on medical devices, amending 
Directive 2001/83/EC, Regulation (EC) No 
178/2002 and Regulation (EC) No 
1223/2009 and repealing Council 
Directives 90/385/EEC and 93/42/EEC (OJ 
L 117, 5.5.2017, p. 1).

Or. en

Amendment 27

Proposal for a regulation
Article 3 – paragraph 1 – point 8 a (new)

Text proposed by the Commission Amendment

(8a) “medical device” means both a 
medical device as defined in point (1) of 
Article 2 of Regulation (EU) 2017/745, 
read in conjunction with point (2) of 
Article 1 and point (a) of Article 1(6) of 
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that Regulation, and an in vitro diagnostic 
medical device as defined in point (2) of 
Article 2 of Regulation (EU) 2017/746.

Or. en

Amendment 28

Proposal for a regulation
Article 4 – paragraph 2 – point d a (new)

Text proposed by the Commission Amendment

(da) adoption, on an annual basis, of 
an action programme to clearly set its 
priorities and objectives at the high level 
working group and the technical working 
groups levels.

Or. en

Amendment 29

Proposal for a regulation
Article 4 – paragraph 7 a (new)

Text proposed by the Commission Amendment

7a. The European Parliament shall 
nominate representatives to participate in
the Health Security Committee (HSC) as 
observers.

Or. en

Amendment 30

Proposal for a regulation
Article 5 – paragraph 3 – point c a (new)

Text proposed by the Commission Amendment

(ca) the surveillance of the impact of 
communicable diseases on non-
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communicable diseases.

Or. en

Amendment 31

Proposal for a regulation
Article 5 – paragraph 3 – point e

Text proposed by the Commission Amendment

(e) the risk and crisis communication; (e) the risk and crisis communication 
including for citizens in order to fight 
against disinformation;

Or. en

Amendment 32

Proposal for a regulation
Article 7 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

Member States shall by the end of 
November 2021 and every 2 years
thereafter provide the Commission with a 
report on their preparedness and response 
planning and implementation at national 
level.

Member States shall by the end of 
November 2021 and every year thereafter 
provide the Commission with a report on 
their preparedness and response planning 
and implementation at national and 
regional levels.

Or. en

Amendment 33

Proposal for a regulation
Article 7 – paragraph 1 – subparagraph 2 – point a a (new)

Text proposed by the Commission Amendment

(aa) description of the measures or 
arrangements aimed at ensuring 
interoperability between the health sector 
and other sectors, including the veterinary 
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sector, that are critical in the case of an 
emergency.

Or. en

Amendment 34

Proposal for a regulation
Article 7 – paragraph 1 – subparagraph 2 – point a b (new)

Text proposed by the Commission Amendment

(ab) description of the business 
continuity plans, measures or 
arrangements aimed at ensuring the 
continuous delivery of critical services 
and products;

Or. en

Amendment 35

Proposal for a regulation
Article 7 – paragraph 1 – subparagraph 2 – point b – point i

Text proposed by the Commission Amendment

(i) governance: including national 
policies and legislation that integrate 
emergency preparedness; plans for 
emergency preparedness, response and 
recovery coordination mechanisms;

(i) governance: including national 
policies and legislation that integrate 
emergency preparedness; plans for 
emergency preparedness, response and 
recovery at national and regional levels; 
coordination mechanisms;

Or. en

Amendment 36

Proposal for a regulation
Article 7 – paragraph 1 – subparagraph 2 – point b – point ii

Text proposed by the Commission Amendment

(ii) capacities: including assessments of (ii) capacities: including assessments of 
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risks and capacities to determine priorities 
for emergency preparedness; surveillance 
and early warning, information 
management; access to diagnostic services 
during emergencies; basic and safe gender-
sensitive health and emergency services; 
risk communications; research 
development and evaluations to inform and 
accelerate emergency preparedness;

risks and capacities to determine priorities 
for emergency preparedness; surveillance 
and early warning, information 
management; the capacity to produce 
medical products; equal access to 
diagnostic services and tools, and medical 
products during emergencies; basic and 
safe gender-sensitive health and emergency 
services; risk communications; research 
development and evaluations to inform and 
accelerate emergency preparedness;

Or. en

Amendment 37

Proposal for a regulation
Article 7 – paragraph 1 – subparagraph 2 – point b – point iii

Text proposed by the Commission Amendment

(iii) resources: including financial 
resources for emergency preparedness and 
contingency funding for response; logistics 
mechanisms and essential supplies for 
health; and dedicated, trained and equipped 
human resources for emergencies; and

(iii) resources: including financial 
resources for emergency preparedness and 
contingency funding for response; logistics 
mechanisms and essential supplies for 
health; a 3 to 12 month mandatory reserve 
of medical products within production 
sites and dedicated, trained and equipped 
human resources for emergencies; and

Or. en

Amendment 38

Proposal for a regulation
Article 7 – paragraph 1 – subparagraph 2 – point c

Text proposed by the Commission Amendment

(c) implementation of national 
response plans, including where relevant 
implementation at the regional and local 
levels, covering epidemic response; 
antimicrobial resistance, health care 
associated infection, and other specific 
issues.

(c) implementation of national 
response plans, including where relevant 
implementation at the regional and local 
levels, covering epidemic response; 
antimicrobial resistance, health care 
associated infection, mental health and 
other specific issues.
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Or. en

Amendment 39

Proposal for a regulation
Article 7 – paragraph 1 – subparagraph 3

Text proposed by the Commission Amendment

The report shall include, whenever 
relevant, interregional preparedness and 
response elements in line with the Union 
and national plans, covering in particular 
the existing capacities, resources and 
coordination mechanisms across 
neighbouring regions.

The report shall include, whenever 
relevant, interregional and cross-border
preparedness and response elements in line 
with the Union and national plans, 
covering in particular the existing 
capacities, resources and coordination 
mechanisms across neighbouring regions.

Or. en

Amendment 40

Proposal for a regulation
Article 7 – paragraph 2 – subparagraph 1

Text proposed by the Commission Amendment

The Commission shall make the 
information received in accordance with 
paragraph 1 available to the HSC in a 
report prepared in cooperation with the 
ECDC and other relevant Union agencies 
and bodies every 2 years.

The Commission shall make the 
information received in accordance with 
paragraph 1 available to the HSC in a 
report prepared in cooperation with the 
ECDC and other relevant Union agencies 
and bodies every year.

Or. en

Amendment 41

Proposal for a regulation
Article 8 – paragraph 1

Text proposed by the Commission Amendment

1. Every 3 years, the ECDC shall 
conduct audits in the Member States aimed 
at ascertaining the state of implementation 

1. Every 2 years, the ECDC shall 
conduct audits in the Member States aimed 
at ascertaining the state of implementation 
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of the national plans and their coherence 
with the Union plan. Such audits shall be 
implemented with the relevant Union 
agencies, aiming at the assessment of 
preparedness and response planning at 
national level with regard to the 
information referred to in Article 7(1).

of the national plans and their coherence 
with the Union plan. Such audits shall be 
implemented with the relevant Union 
agencies, aiming at the assessment of 
preparedness and response planning at 
national level with regard to the 
information referred to in Article 7(1).

Or. en

Amendment 42

Proposal for a regulation
Article 9 – paragraph 1

Text proposed by the Commission Amendment

1. On the basis of the information 
provided by the Member States in 
accordance with Article 7, and of the 
results of the audits referred to in Article 8, 
the Commission shall by July 2022 and 
every 2 years afterwards, transmit to the 
European Parliament and to the Council a 
report on the state of play and progress on 
preparedness and response planning at 
Union level.

1. On the basis of the information 
provided by the Member States in 
accordance with Article 7, and of the 
results of the audits referred to in Article 8, 
the Commission shall by July 2022 and 
every year afterwards, transmit to the 
European Parliament and to the Council a 
report on the state of play and progress on 
preparedness and response planning at 
Union level.

Or. en

Amendment 43

Proposal for a regulation
Article 11 – paragraph 1 – subparagraph 2

Text proposed by the Commission Amendment

The Commission shall organise those 
activities in cooperation with the Member 
States concerned.

The Commission shall organise those 
activities in cooperation with the Member 
States concerned or potentially concerned.

Or. en
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Amendment 44

Proposal for a regulation
Article 12 – paragraph 1

Text proposed by the Commission Amendment

1. The Commission and any Member 
States which so desire may engage in a 
joint procurement procedure conducted 
pursuant to Article 165(2) of Regulation 
(EU, Euratom) 2018/1046 of the European 
Parliament and of the Council29 with a 
view to the advance purchase of medical 
countermeasures for serious cross-border 
threats to health.

1. The Commission and any Member 
States may engage in a joint procurement 
procedure conducted pursuant to Article 
165(2) of Regulation (EU, Euratom) 
2018/1046 of the European Parliament and 
of the Council29 with a view to the advance 
purchase of medical countermeasures for 
serious cross-border threats to health.

___________________ ___________________

29 Regulation (EU, Euratom) 2018/1046 of 
the European Parliament and of the 
Council of 18 July 2018 on the financial 
rules applicable to the general budget of 
the Union, amending Regulations (EU) No 
1296/2013, (EU) No 1301/2013, (EU) No 
1303/2013, (EU) No 1304/2013, (EU) No 
1309/2013, (EU) No 1316/2013, (EU) No 
223/2014, (EU) No 283/2014, and 
Decision No 541/2014/EU and repealing 
Regulation (EU, Euratom) No 966/2012 
(OJ L 193, 30.7.2018, p. 1).

29 Regulation (EU, Euratom) 2018/1046 of 
the European Parliament and of the 
Council of 18 July 2018 on the financial 
rules applicable to the general budget of 
the Union, amending Regulations (EU) No 
1296/2013, (EU) No 1301/2013, (EU) No 
1303/2013, (EU) No 1304/2013, (EU) No 
1309/2013, (EU) No 1316/2013, (EU) No 
223/2014, (EU) No 283/2014, and 
Decision No 541/2014/EU and repealing 
Regulation (EU, Euratom) No 966/2012 
(OJ L 193, 30.7.2018, p. 1).

Or. en

Amendment 45

Proposal for a regulation
Article 12 – paragraph 3 – introductory part

Text proposed by the Commission Amendment

3. The Commission shall, in liaison 
with the Member States, ensure 
coordination and information exchange 
between the entities organizing any action, 
including, but not limited to joint 
procurement procedures, stockpiling and 
donation of medical countermeasures 
under different mechanisms established at 

3. The Commission shall, in liaison 
with the Member States, ensure 
coordination and information exchange 
between the entities organizing any action, 
including, but not limited to joint 
procurement procedures, stockpiling and 
donation of medical countermeasures,
which shall be of benefit to low- and 
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Union level, in particular under: middle-income countries, under different 
mechanisms established at Union level, in 
particular under:

Or. en

Amendment 46

Proposal for a regulation
Article 12 – paragraph 3 – point f

Text proposed by the Commission Amendment

(f) other instruments supporting 
biomedical research and development at 
Union level for enhanced capacity and 
readiness to respond to cross-border threats 
and emergencies.

(f) other programmes and instruments 
supporting biomedical research and 
development at Union level for enhanced 
capacity and readiness to respond to cross-
border threats and emergencies.

Or. en

Amendment 47

Proposal for a regulation
Article 12 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. Other mechanisms, such as a 
Union export control mechanism, 
cooperation agreements or voluntary 
licensing agreements between companies,
shall enable the Union to guarantee 
access to counter-measures for people, 
including those in low and middle-income 
countries, in particular the African 
countries.

Or. en
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Amendment 48

Proposal for a regulation
Article 13 – paragraph 2 – point b a (new)

Text proposed by the Commission Amendment

(ba) monitor the impact of 
communicable diseases on non-
communicable diseases.

Or. en

Amendment 49

Proposal for a regulation
Article 13 – paragraph 2 – point d

Text proposed by the Commission Amendment

(d) identify risk factors for disease 
transmission, population groups at risk and 
in need of targeted prevention measures;

(d) identify and monitor risk factors 
for disease transmission, population groups 
at risk and in need of targeted prevention 
measures;

Or. en

Amendment 50

Proposal for a regulation
Article 13 – paragraph 2 – point e

Text proposed by the Commission Amendment

(e) contribute to the assessment of the 
burden of communicable diseases on the 
population using such data as disease 
prevalence, complications, hospitalisation 
and mortality;

(e) contribute to the assessment of the 
burden of communicable diseases on the 
population using such data as disease 
prevalence, complications, hospitalisation 
and mortality, and the social and 
economic impact;

Or. en
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Amendment 51

Proposal for a regulation
Article 13 – paragraph 2 – point h a (new)

Text proposed by the Commission Amendment

(ha) identify any weakness in the 
supply chain involved in the production 
and manufacturing of medical 
countermeasures needed for the 
diagnosis, treatment and follow up of 
communicable diseases;

Or. en

Amendment 52

Proposal for a regulation
Article 13 – paragraph 3 – point f a (new)

Text proposed by the Commission Amendment

(fa) information on the availability of 
medical countermeasures needed for the 
diagnosis, treatment and follow up of the 
disease.

Or. en

Amendment 53

Proposal for a regulation
Article 13 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. The ECDC shall support the 
Member States to ensure the collection 
and sharing of data in times of health 
crisis. The ECDC expertise in that domain 
shall, when appropriate, also be of benefit 
to low and middle-income countries.

Or. en
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Amendment 54

Proposal for a regulation
Article 13 – paragraph 9 – introductory part

Text proposed by the Commission Amendment

9. The Commission shall, by means of 
implementing acts, establish and update:

9. The Commission shall adopt 
delegated acts in accordance with Article 
28 concerning the establishment and
update of:

Or. en

Amendment 55

Proposal for a regulation
Article 13 – paragraph 9 – point c

Text proposed by the Commission Amendment

(c) procedures for the operation of the 
epidemiological surveillance network as 
developed pursuant to Article 5 of 
Regulation (EU) …/… [OJ: Please insert 
the number of Regulation ECDC 
[ISC/2020/ 12527]].

deleted

Or. en

Amendment 56

Proposal for a regulation
Article 13 – paragraph 9 a (new)

Text proposed by the Commission Amendment

9a. Where duly justified imperative 
grounds of urgency related to the severity 
or novelty of a serious cross-border threat 
to health or to the rapidity of its spread 
between the Member States so require, the 
procedure provided for in Article 28a 
shall apply to delegated acts adopted 
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pursuant to this Article.

Or. en

Amendment 57

Proposal for a regulation
Article 13 – paragraph 9 b (new)

Text proposed by the Commission Amendment

9b. The Commission shall, by means 
of implementing acts, establish and 
update procedures for the operation of the 
epidemiological surveillance network 
developed pursuant to Article 5 of 
Regulation (EU) …/… [OJ: Please insert 
the number of Regulation ECDC 
[ISC/2020/ 12527]].

Or. en

Amendment 58

Proposal for a regulation
Article 13 – paragraph 10

Text proposed by the Commission Amendment

10. On duly justified imperative 
grounds of urgency related to the severity 
or novelty of a serious cross-border threat 
to health or to the rapidity of its spread 
among the Member States, the 
Commission may adopt immediately 
applicable implementing acts in 
accordance with the procedure referred to 
in Article 27(3) for the adoption of case 
definitions, procedures and indicators for 
surveillance in Member States in the case 
of a threat referred to in points (i) and (ii) 
of point (a) of Article 2(1). The indicators 
mentioned above shall also support the 
assessment of capacity for diagnosis, 
prevention and treatment.

10. On duly justified imperative 
grounds of urgency related to the severity 
or novelty of a serious cross-border threat 
to health or to the rapidity of its spread 
among the Member States, the 
Commission may adopt immediately 
applicable implementing acts in 
accordance with the procedure referred to 
in Article 27(3) for the adoption 
procedures for surveillance in Member 
States in the case of a threat referred to in 
points (i) and (ii) of point (a) of Article 
2(1).
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Or. en

Amendment 59

Proposal for a regulation
Article 14 – paragraph 1

Text proposed by the Commission Amendment

1. The ECDC shall ensure the further 
development of the digital platform 
through which data are managed and 
automatically exchanged, to establish 
integrated and interoperable surveillance 
systems enabling real-time surveillance 
where appropriate, for the purpose of 
supporting communicable disease 
prevention and control.

1. The ECDC shall ensure the further 
development of the digital platform after 
having conducted a data protection 
impact assessment and having mitigated 
any risks to the rights and freedoms of the 
data subjects, through which data are 
managed and automatically exchanged, to 
establish integrated and interoperable 
surveillance systems enabling real-time 
surveillance where appropriate, for the 
purpose of supporting communicable 
disease prevention and control.

Or. en

Amendment 60

Proposal for a regulation
Article 14 – paragraph 6 – introductory part

Text proposed by the Commission Amendment

6. The Commission shall adopt 
implementing acts for the functioning of 
the surveillance platform which lay down:

6. The Commission, following the 
carrying out of a consultation procedure 
as set out in Article 42(2) of Regulation 
2018/1725, shall adopt delegated acts in 
accordance with Article 28 concerning the 
functioning of the surveillance platform 
laying down:

Or. en
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Amendment 61

Proposal for a regulation
Article 14 – paragraph 6 – point a

Text proposed by the Commission Amendment

(a) the technical specifications of the 
platform, including the electronic data 
exchange mechanism for exchanges with 
existing national systems, identification of 
applicable standards, definition of message 
structures, data dictionaries, exchange of 
protocols and procedures;

(a) the technical specifications of the 
platform, including the electronic data 
exchange mechanism for exchanges with 
existing international and national 
systems, identification of applicable 
standards, definition of message structures, 
data dictionaries, exchange of protocols 
and procedures;

Or. en

Amendment 62

Proposal for a regulation
Article 14 – paragraph 6 – point d

Text proposed by the Commission Amendment

(d) the cases where, and the conditions 
under which the third countries and
international organisations concerned may 
be granted partial access to the 
functionalities of the platform and the 
practical arrangements of such access;

(d) the cases where, and the conditions 
under which the international organisations 
concerned may be granted partial access to 
the functionalities of the platform and the 
practical arrangements of such access, in 
full compliance with Regulations
2018/1725 and (EU) 2016/679 and 
Directive (EU) 2016/680;

Or. en

Amendment 63

Proposal for a regulation
Article 15 – paragraph 2 – point f

Text proposed by the Commission Amendment

(f) monitoring, alert and support in 
outbreak response and

(f) monitoring, alert and support in 
outbreak response, in particular for 
emerging pathogens; and
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Or. en

Amendment 64

Proposal for a regulation
Article 15 – paragraph 3

Text proposed by the Commission Amendment

3. The network of EU reference 
laboratories shall be operated and 
coordinated by the ECDC.

3. The network of EU reference 
laboratories shall be operated and 
coordinated by the ECDC. The 
governance structure of the network shall 
cover cooperation and coordination with 
existing national and regional reference 
laboratories and networks.

Or. en

Amendment 65

Proposal for a regulation
Article 15 – paragraph 4

Text proposed by the Commission Amendment

4. The designations provided for in 
paragraph 1 shall follow a public selection 
process, be limited in time, with a 
minimum period of 5 years, and be 
reviewed regularly. Designations shall 
establish the responsibilities and tasks of 
the designated laboratories.

4. The designations provided for in 
paragraph 1 shall follow a public selection 
process, be limited in time, with a 
minimum period of 5 years, and be 
reviewed regularly. The Commission shall 
consult the Member States and the ECDC 
to elaborate the terms of reference and the 
criteria of the designation process.
Designations shall establish the 
responsibilities and tasks of the designated 
laboratories. Laboratory consortia shall be 
eligible for designation.

Or. en
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Amendment 66

Proposal for a regulation
Article 15 – paragraph 5 – point a

Text proposed by the Commission Amendment

(a) be impartial, free from any conflict 
of interest, and in particular not be in a 
situation which may, directly or indirectly, 
affect the impartiality of their professional 
conduct as regards the exercise of their 
tasks as EU reference laboratories;

(a) be impartial, free from any conflict 
of interest, and in particular not be in a 
situation which may, directly or indirectly, 
affect the impartiality of their professional 
conduct as regards the exercise of their 
tasks as EU reference laboratories; 
Particular attention shall be paid to 
proprietary tests and methods that may be 
the property of laboratories;

Or. en

Amendment 67

Proposal for a regulation
Article 17 – paragraph 3 – subparagraph 1

Text proposed by the Commission Amendment

The Commission shall, by means of 
implementing acts, adopt, where 
necessary, the case definitions to be used 
for ad hoc monitoring, in order to ensure 
the comparability and compatibility at 
Union level of the collected data.

The Commission shall adopt, where 
necessary, delegated acts in accordance 
with Article 28 concerning the case 
definitions to be used for ad hoc 
monitoring, in order to ensure the 
comparability and compatibility at Union 
level of the collected data.

Or. en

Amendment 68

Proposal for a regulation
Article 17 – paragraph 3 – subparagraph 2

Text proposed by the Commission Amendment

Those implementing acts shall be adopted 
in accordance with the examination 
procedure referred to in Article 27(2).

deleted
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Or. en

Amendment 69

Proposal for a regulation
Article 17 – paragraph 3 – subparagraph 3

Text proposed by the Commission Amendment

On duly justified imperative grounds of 
urgency related to the severity of a serious 
cross-border threat to health or to the 
rapidity of its spread between the Member 
States, the Commission may adopt or 
update the case definitions referred to in 
the first subparagraph through 
immediately applicable implementing acts 
in accordance with the procedure referred 
to in Article 27(3).

Where duly justified imperative grounds of 
urgency related to the severity or novelty
of a serious cross-border threat to health or 
to the rapidity of its spread between the 
Member States so require, the procedure 
provided for in Article 28a shall apply to 
delegated acts adopted pursuant to this 
Article.

Or. en

Amendment 70

Proposal for a regulation
Article 18 – paragraph 2 – subparagraph 1 – introductory part

Text proposed by the Commission Amendment

The management and use of the EWRS 
involve the exchange of personal data in 
specific cases where the relevant legal 
instruments so provide. This includes:

The management and operational use of 
the EWRS involve the exchange of 
personal data in specific cases where the 
relevant legal instruments so provide. This 
includes:

Or. en

Amendment 71

Proposal for a regulation
Article 18 – paragraph 2 – subparagraph 2

Text proposed by the Commission Amendment

The ECDC shall continuously update the The ECDC shall continuously update the 
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EWRS allowing for the use of modern 
technologies, such as digital mobile 
applications, artificial intelligence models, 
space enabled applications, or other 
technologies for automated contact tracing, 
building upon the contact tracing 
technologies developed by the Member 
States.

EWRS allowing for the use of modern 
technologies, such as digital mobile 
applications, artificial intelligence models, 
space enabled applications, or other 
technologies for automated contact tracing,
building upon the contact tracing 
technologies developed by the Member 
States, used for the sole purpose of 
fighting the pandemic and proven to be 
adequate, necessary and proportionate,
and in full compliance with Regulation 
(EU) 2016/679 and Directive 2002/58/EC.

Or. en

Amendment 72

Proposal for a regulation
Article 18 – paragraph 2 – subparagraph 2 a (new)

Text proposed by the Commission Amendment

To ensure data quality and consistency, 
the EWRS shall implement robust, 
accurate and interoperable data processes 
with Member States. The ECDC shall 
coordinate with Member States 
throughout such data exchange processes, 
from assessing the data requirement, 
transmission and collection, up to data 
actualization and interpretation, ensuring 
strong collaboration between the 
Commission, the ECDC and national and 
regional competent bodies.

Or. en

Amendment 73

Proposal for a regulation
Article 18 – paragraph 4

Text proposed by the Commission Amendment

4. The Commission shall, by means of 
implementing acts, adopt procedures 

4. The Commission shall, by means of 
implementing acts, adopt procedures 
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concerning the information exchange with 
other rapid alert systems at Union level, 
including exchange of personal data, in 
order to ensure the proper functioning of 
the EWRS and to avoid overlap of 
activities or conflicting actions with 
existing structures and mechanisms for 
preparedness, monitoring, early warning 
and combating serious cross-border threats 
to health.

concerning the information exchange with 
other rapid alert systems at Union and 
international level, including exchange of 
personal data, in order to ensure the proper 
functioning of the EWRS and to avoid 
overlap of activities or conflicting actions 
with existing structures and mechanisms 
for preparedness, monitoring, early 
warning and combating serious cross-
border threats to health.

Or. en

Amendment 74

Proposal for a regulation
Article 19 – paragraph 3 – point f

Text proposed by the Commission Amendment

(f) public health risks, (f) public health risks, especially for 
vulnerable groups;

Or. en

Amendment 75

Proposal for a regulation
Article 19 – paragraph 3 – point h

Text proposed by the Commission Amendment

(h) measures other than public health 
measures;

(h) multisectoral measures other than 
public health measures;

Or. en
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Amendment 76

Proposal for a regulation
Article 19 – paragraph 3 – point i a (new)

Text proposed by the Commission Amendment

(ia) the capacity to produce medical 
products;

Or. en

Amendment 77

Proposal for a regulation
Article 19 – paragraph 3 – point j

Text proposed by the Commission Amendment

(j) requests and offers for cross-border 
emergency assistance;

(j) requests and offers for cross-border 
emergency assistance, such as the medical 
transfer of patients or provision of 
healthcare staff by one Member State to 
another;

Or. en

Amendment 78

Proposal for a regulation
Article 20 – paragraph 1 – point a a (new)

Text proposed by the Commission Amendment

(aa) the European Medicines Agency 
(EMA), in accordance with Article 1 of 
Regulation (EU) 2021/... [insert the 
number of revised EMA regulation 
2020/0321(COD)], in the case of a threat 
linked to a defective medical product or in 
the event a threat is becoming more severe 
as a result of a shortage of medical 
products for human use or medical 
devices; and/or

Or. en
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Amendment 79

Proposal for a regulation
Article 20 – paragraph 2

Text proposed by the Commission Amendment

2. At the request of the agency or 
body carrying out the risk assessment 
within its mandate, the agencies and bodies 
referred to in paragraph 1 shall, without 
undue delay, provide any relevant 
information data at their disposal.

2. At the request of the agency or 
body carrying out the risk assessment 
within its mandate, the agencies and bodies 
referred to in paragraph 1 shall, without 
undue delay, provide any relevant 
information data and expertise at their 
disposal. When delivering its risk 
assessment, the agency or body shall be 
designated as the “lead” agency in 
accordance with paragraph 3 below. The 
agency or body shall ensure that it takes 
note of any information or expertise 
obtained from other agencies or bodies 
referred to in paragraph 1.

Or. en

Amendment 80

Proposal for a regulation
Article 20 – paragraph 3 – subparagraph 1

Text proposed by the Commission Amendment

Where the risk assessment needed is totally 
or partially outside the mandates of the 
agencies referred to in paragraph 1, and it 
is considered necessary for the 
coordination of the response at Union 
level, the Commission shall, upon request 
of the HSC or its own initiative, provide an 
ad hoc risk assessment.

Where the risk assessment needed is totally 
or partially outside the mandates of the 
agencies referred to in paragraph 1, and it 
is considered necessary for the 
coordination of the response at Union 
level, the Commission shall, upon request 
of the HSC or its own initiative, provide an 
ad hoc risk assessment. Where the risk 
assessment needed falls under the 
mandate of several of the agencies 
referred to in paragraph 1, the 
Commission shall designate a lead agency 
to be in charge of carrying out the risk 
assessment, in collaboration with the 
other agencies concerned, and set a 
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deadline for the submission of the 
assessment by that agency.

Or. en

Amendment 81

Proposal for a regulation
Article 20 – paragraph 3 – subparagraph 2

Text proposed by the Commission Amendment

The Commission shall make the risk 
assessment available to the national 
competent authorities promptly through the 
EWRS, and, if appropriate, through linked 
alerts systems. Where the risk assessment 
is to be made public, the national 
competent authorities shall receive it prior 
to its publication.

The Commission shall make the risk 
assessment available to the national 
competent authorities promptly through the 
EWRS, and, if appropriate, through linked 
alerts systems. Where the risk assessment 
is to be made public, the national 
competent authorities shall receive it prior 
to its publication through the EWRS and 
the HSC.

Or. en

Amendment 82

Proposal for a regulation
Article 21 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) risk and crisis communication, to 
be adapted to Member State needs and 
circumstances, aimed at providing 
consistent and coordinated information in 
the Union to the public and to healthcare 
professionals;

(b) risk and crisis communication, to 
be adapted to Member State needs and 
circumstances, aimed at providing 
validated, consistent and coordinated 
information in the Union to the public and 
to healthcare professionals; In addition to 
its recommendations to Member States 
and healthcare professionals, the ECDC 
shall broaden its communication activity 
to cover the general public by establishing 
and managing a portal to share verified 
information and fight against 
disinformation.

Or. en
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Amendment 83

Proposal for a regulation
Article 21 – paragraph 2

Text proposed by the Commission Amendment

2. Where a Member State intends to 
adopt public health measures to combat a 
serious cross-border threat to health, it 
shall, before adopting those measures, 
inform and consult the other Member 
States and the Commission on the nature, 
purpose and scope of the measures, unless 
the need to protect public health is so 
urgent that the immediate adoption of the 
measures is necessary.

2. Where a Member State intends to 
adopt public health measures to combat a 
serious cross-border threat to health, it 
shall, before adopting those measures, 
inform, consult and coordinate with the 
other Member States and the Commission 
on the nature, purpose and scope of the 
measures, unless the need to protect public 
health is so urgent that the immediate 
adoption of the measures is necessary.

Or. en

Amendment 84

Proposal for a regulation
Article 21 – paragraph 3

Text proposed by the Commission Amendment

3. Where a Member State has to 
adopt, as a matter of urgency, public health 
measures in response to the appearance or 
resurgence of a serious cross-border threat 
to health, it shall, immediately upon 
adoption, inform the other Member States 
and the Commission on the nature, purpose 
and scope of those measures.

3. Where a Member State has to 
adopt, as a matter of urgency, public health 
measures in response to the appearance or 
resurgence of a serious cross-border threat 
to health, it shall, immediately upon 
adoption, inform the other Member States 
and the Commission on the nature, purpose 
and scope of those measures especially in 
cross-border regions.

Or. en
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Amendment 85

Proposal for a regulation
Article 21 – paragraph 3 a (new)

Text proposed by the Commission Amendment

3a. In the event of a serious cross-
border threat to health overwhelming 
national response capacities, an affected 
Member State may also request assistance 
from other Member States through the
ERCC provided for in Decision No 
1313/2013/EU of the European 
Parliament and of the Council1a.

___________________

1a Decision No 1313/2013/EU of the 
European Parliament and of the Council 
of 17 December 2013 on a Union Civil 
Protection Mechanism.

Or. en

Amendment 86

Proposal for a regulation
Article 24 – paragraph 1 – point c – point ii

Text proposed by the Commission Amendment

(ii) identification and mitigation of 
significant gaps, inconsistencies or 
inadequacies in measures taken or to be 
taken to contain and manage the specific
threat and overcome its impact, including 
in clinical management and treatment, non-
pharmaceutical countermeasures, and 
public health research needs;

(ii) identification and mitigation of 
significant gaps, inconsistencies or 
inadequacies in measures taken or to be 
taken to contain and manage the specific 
threat and overcome its impact, including 
in clinical management and treatment, non-
pharmaceutical countermeasures, supply 
chain involved in the production and 
manufacturing of medical 
countermeasures needed for the 
diagnosis, treatment and follow-up of the 
disease concerned and public health 
research needs;

Or. en
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Amendment 87

Proposal for a regulation
Article 24 – paragraph 2

Text proposed by the Commission Amendment

2. The Advisory Committee shall be 
composed of independent experts selected 
by the Commission according to the fields 
of expertise and experience most relevant 
to the specific threat that is occurring. The 
Committee should have multidisciplinary 
membership so it can advise on
biomedical, behavioural, social, economic, 
cultural and international aspects. The 
representatives of the ECDC and of the 
EMA participate as observers in the 
Advisory Committee. The representatives 
of other Union bodies or agencies relevant 
to the specific threat shall participate as 
observers in this Committee as necessary. 
The Commission may invite experts with 
specific expertise with respect to a subject 
matter on the agenda to take part in the 
work of the Advisory Committee on an ad-
hoc basis.

2. The Advisory Committee shall be 
composed of independent experts and of 
civil society representatives, selected by 
the Commission according to the fields of 
expertise and experience most relevant to 
the specific threat that is occurring. The 
Committee should have multidisciplinary 
membership so it can advise on sanitary, 
biomedical, behavioural, social, economic, 
cultural and international aspects. The 
representatives of the ECDC and of the 
EMA participate as observers in the 
Advisory Committee. The representatives 
of other Union bodies or agencies relevant 
to the specific threat shall participate as 
observers in this Committee as necessary. 
The Commission may invite experts with 
specific expertise with respect to a subject 
matter on the agenda to take part in the 
work of the Advisory Committee on an ad-
hoc basis.

Or. en

Amendment 88

Proposal for a regulation
Article 24 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. Taking account of the applicable 
rules in each case, scientific experts shall 
make declarations of interest and of 
commitments. Such declarations shall
include any activity, position, 
circumstances or other facts potentially 
involving a direct or indirect interest, in 
order to make it possible to identify 
interests which could be considered 
prejudicial to those experts’ 
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independence.

Or. en

Amendment 89

Proposal for a regulation
Article 24 – paragraph 6 a (new)

Text proposed by the Commission Amendment

6a. The advisory committee shall work 
in close cooperation with national 
advisory bodies.

Or. en

Amendment 90

Proposal for a regulation
Article 25 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) mechanisms to monitor shortages 
of, develop, procure, manage and deploy 
medical countermeasures;

(b) mechanisms to monitor shortages 
of, develop, manufacture, procure, 
manage and deploy medical 
countermeasures;

Or. en

Amendment 91

Proposal for a regulation
Article 26 – paragraph 1

Text proposed by the Commission Amendment

1. The EWRS shall include a selective 
messaging functionality allowing personal 
data, including contact and health data, to 
be communicated only to national 
competent authorities involved in the 
contact tracing measures concerned. That 

1. The EWRS shall include a selective 
messaging functionality allowing personal 
data, including contact and health data, to 
be communicated only to national 
competent authorities involved in the 
contact tracing measures concerned. That 
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selective messaging functionality shall be 
designed and operated so as to ensure safe 
and lawful processing of personal data and 
to link with contact tracing systems at 
Union level.

selective messaging functionality shall be 
designed with respect for the principle of 
data minimisation and data protection by 
design and by default, and shall be
operated so as to ensure safe and lawful 
processing of personal data and to link with 
contact tracing systems at Union level.

Or. en

Amendment 92

Proposal for a regulation
Article 26 – paragraph 5

Text proposed by the Commission Amendment

5. Personal data may also be 
exchanged in the context of automated 
contact tracing, using contact tracing 
applications

5. Personal data may also be 
exchanged with the user’s consent in the 
context of automated contact tracing, using 
contact tracing applications.

Or. en

Amendment 93

Proposal for a regulation
Article 26 – paragraph 6 – introductory part

Text proposed by the Commission Amendment

6. The Commission shall, by means 
of implementing acts, adopt:

6. Following a prior consultation 
procedure as set out in Article 42(2) of 
Regulation (EU) 2018/1725, the
Commission shall adopt delegated acts in 
accordance with Article 28 concerning:

Or. en
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Amendment 94

Proposal for a regulation
Article 26 – paragraph 6 – subparagraph 1 – point b

Text proposed by the Commission Amendment

(b) procedures for the interlinking of 
the EWRS with contact tracing systems at 
Union level;

(b) procedures for the interlinking of 
the EWRS with contact tracing systems at 
Union level and international level;

Or. en

Amendment 95

Proposal for a regulation
Article 26 – paragraph 6 – subparagraph 1 – point d

Text proposed by the Commission Amendment

(d) the modalities for processing 
automated contract tracing applications and 
interoperability of these applications, as 
well as the cases where, and the conditions 
under which, the third countries may be 
granted access to contract tracing 
interoperability and the practical 
arrangements for such access.

(d) the modalities for processing 
automated contract tracing applications and 
interoperability of these applications, as 
well as the cases where, and the conditions 
under which, the third countries may be 
granted access to contract tracing 
interoperability and the practical 
arrangements for such access, in full 
compliance of the EUDPR and applicable 
case law of the Court of Justice.

Or. en

Amendment 96

Proposal for a regulation
Article 26 – paragraph 6 – subparagraph 1 – point d a (new)

Text proposed by the Commission Amendment

(da) a detailed description of the roles 
of the actors involved in the processing of 
personal data through the proposed IT 
tools and systems.

Or. en
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Amendment 97

Proposal for a regulation
Article 26 – paragraph 6 – subparagraph 2

Text proposed by the Commission Amendment

Those implementing acts shall be adopted 
in accordance with the examination 
procedure referred to in Article 27(2).

deleted

Or. en

Amendment 98

Proposal for a regulation
Article 28 – paragraph 2

Text proposed by the Commission Amendment

2. The power to adopt delegated acts 
referred to in Article 8(3) shall be 
conferred on the Commission for an 
indeterminate period of time from ... [date 
of entry into force of the basic legislative 
act or any other date set by the co-
legislators].

2. The power to adopt delegated acts 
referred to in Articles 8(3), 13(9), 14(6), 
17(3) and 26(6) shall be conferred on the 
Commission for a for a period of five 
years from … [date of entry into force of 
the basic legislative act or any other date 
set by the co-legislators]. The Commission 
shall draw up a report in respect of the 
delegation of power not later than nine 
months before the end of the five-year 
period. The delegation of power shall be 
tacitly extended for periods of an identical 
duration, unless the European Parliament 
or the Council opposes such extension not 
later than three months before the end of 
each period.

Or. en



PR\1226921EN.docx 55/61 PE689.812v01-00

EN

Amendment 99

Proposal for a regulation
Article 28 – paragraph 3

Text proposed by the Commission Amendment

3. The delegation of power referred to 
in Article 8(3) may be revoked at any time 
by the European Parliament or by the 
Council. A decision to revoke shall put an 
end to the delegation of the power 
specified in that decision. It shall take 
effect the day following the publication of 
the decision in the Official Journal of the 
European Union or at a later date specified 
therein. It shall not affect the validity of 
any delegated acts already in force.

3. The delegation of power referred to 
in Articles 8(3), 13(9), 14(6), 17(3) and 
26(6) may be revoked at any time by the 
European Parliament or by the Council. A 
decision to revoke shall put an end to the 
delegation of the power specified in that
decision. It shall take effect the day 
following the publication of the decision in 
the Official Journal of the European Union
or at a later date specified therein. It shall 
not affect the validity of any delegated acts 
already in force.

Or. en

Amendment 100

Proposal for a regulation
Article 28 – paragraph 6

Text proposed by the Commission Amendment

6. A delegated act adopted pursuant to 
Article 8(3) shall enter into force only if no 
objection has been expressed either by the 
European Parliament or by the Council 
within a period of two months of 
notification of that act to the European 
Parliament and to the Council or if, before 
the expiry of that period, the European 
Parliament and the Council have both 
informed the Commission that they will 
not object. That period shall be extended 
by two months at the initiative of the 
European Parliament or of the Council.

6. A delegated act adopted pursuant to 
Articles 8(3), 13(9), 14(6), 17(3) and 26(6)
shall enter into force only if no objection 
has been expressed either by the European 
Parliament or by the Council within a 
period of two months of notification of that 
act to the European Parliament and to the 
Council or if, before the expiry of that 
period, the European Parliament and the 
Council have both informed the 
Commission that they will not object. That 
period shall be extended by two months at 
the initiative of the European Parliament or 
of the Council.

Or. en
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Amendment 101

Proposal for a regulation
Article 28 a (new)

Text proposed by the Commission Amendment

Article 28a

Urgency procedure

1. Delegated acts adopted under this 
Article shall enter into force without delay 
and shall apply as long as no objection is 
expressed in accordance with paragraph
2. The notification of a delegated act to 
the European Parliament and to the 
Council shall state the reasons for the use 
of the urgency procedure.

2. Either the European Parliament 
or the Council may object to a delegated 
act in accordance with the procedure 
referred to in Article 28(6). In such a 
case, the Commission shall repeal the act 
immediately following the notification of 
the decision to object by the European 
Parliament or by the Council."

Or. en

Amendment 102

Proposal for a regulation
Article 29

Text proposed by the Commission Amendment

Article 29 Article 29

Evaluations concerning this Regulation Evaluations concerning this Regulation

By 2025 and every 5 years thereafter the 
Commission shall carry out an evaluation 
of this Regulation and present a report on 
the main findings to the European 
Parliament and the Council. The evaluation 
shall be conducted in accordance with the 
Commission’s better regulation guidelines. 
The evaluation shall include, in particular, 
an assessment of the operation of the 

By 2025 and every 3 years thereafter the 
Commission shall carry out an evaluation 
of this Regulation and present a report on 
the main findings to the European 
Parliament and the Council. The evaluation 
shall be conducted in accordance with the 
Commission’s better regulation guidelines. 
The evaluation shall include, in particular, 
an assessment of the operation of the 
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EWRS and the epidemiological 
surveillance network, as well as the 
coordination of the response with the HSC.

EWRS and the epidemiological 
surveillance network, as well as the 
coordination of the response with the HSC.

Or. en
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EXPLANATORY STATEMENT

The COVID-19 pandemic has once again revealed the European Union's fragility in terms of 
public health. 

Facing this full-scale test, our national health systems have found themselves overwhelmed. 
This weakness initially led our governments to adopt reflexes of national protection. 

However, the temptation to turn inwards soon gave way to European solidarity and 
coordination. 

We are undeniably stronger together, but we still need to be able to activate the tools available 
to counter a health crisis of this magnitude. 

These instruments, which have been adopted in the course of health crises over the last few 
decades, exist alongside each other and are juxtaposed, but lack reactive and effective 
coordination. 

By publishing the legislative package "Building a European Health Union" on 11 November 
2020, the European Commission is seeking to bring coherence to our policy on anticipating, 
preparing for and managing health crises. 

The Rapporteur welcomes the regulation on serious cross-border health threats, which will in 
the future become a real European health emergency plan. 

This legislation will be a true conductor of crisis management and will make it possible to 
coordinate existing and future European health instruments, legislation and agencies.

From the ECDC to the EMA, from the EU Civil Protection Mechanism to the European 
Medical Corps, from the joint procurement procedure to the management of medical product 
shortages, from the Pharmaceutical Strategy to the future Health Emergency Response and 
Preparedness Authority (HERA), these tools will have to be structured around this legislation. 

The Rapporteur fully supports the new measures proposed by the Commission in this 
regulation. 

Several of them were strongly supported by Parliament's resolutions: the updating of the Early 
Warning and Response System (EWRS), the organisation of audits and stress tests of national 
plans, the generalisation of joint procurement procedures, the training and mobility of health 
professionals, the network of substances of human origin and the strengthening of European 
health agencies. 

In addition to these essential measures, the Rapporteur welcomes the fact that the threats 
posed by climate change have been taken into account, the establishment of a European 
network of reference laboratories and the possible introduction of an exclusive "European 
Union" clause in joint procurement contracts.

The Rapporteur considers, however, that major aspects of the legislative proposal should be 
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strengthened. 

1. Promote solidarity in the European Union and beyond

The COVID-19 crisis demonstrates that no country can fight a global pandemic alone. 
Cooperation and coordination between national health systems and a close and structured 
dialogue with all stakeholders are essential to ensure solidarity within the European Union. 

Our priority should be to ensure 'health solidarity' by reducing health inequalities between and 
within Member States. All Europeans must have the same protection against all health threats 
and have access to the same care and treatment regardless of the country in which they live.  

Our values of solidarity for equitable and universal coverage of quality health services must
also be promoted beyond Europe. 

There is a need to strengthen cooperation with third countries in the exchange of knowledge 
and best practice in the field of preparedness and response to threats. To this end, we should 
establish a strong and effective partnership with international organisations and third countries, 
particularly in Africa. 

International cooperation is a major lever for all European actions in the field of prevention, 
preparedness and response to health crises. For this reason, the Rapporteur puts more emphasis 
on international cooperation in her report and supports in particular the development of an 
International Treaty on Pandemics to facilitate the implementation of the International Health 
Regulations (IHR 2005). 

2. Strengthen operational coordination at European level

The European Union must learn from the crisis and seize the opportunity to put in place, through 
this legislative proposal, an effective system for coordinating the European response to any kind 
of future threat to public health (infectious diseases or other threats, whether of environmental, 
food, biological, chemical or unknown origin). 

The Rapporteur particularly encourages the promotion of the "One health" approach at the heart 
of all European policies. The COVID-19 crisis demonstrates how a public health problem can 
impact on the proper functioning of all European sectors. 

This cross-cutting vision of health must guide our entire system of anticipation and crisis 
management, whatever its nature. The European Union must be prepared to deal with a new
pandemic but also, for example, an environmental or chemical threat. For this reason, the 
Rapporteur strives to broaden the scope and instruments of the legislative proposal beyond 
communicable diseases. The involvement of all health agencies in the risk assessment of a 
threat reflects this approach. 

At the heart of the fight against COVID-19, the Rapporteur was able to identify the strengths 
and weaknesses of the European Centre for Disease Prevention and Control (ECDC). In 
particular, difficulties have been encountered in accessing comparable data. It would therefore 
seem appropriate to provide support to Member States to ensure the collection and sharing of 
data in times of health crisis. The receipt of comparable data will enable the ECDC to carry out
surveillance of epidemiological data at European level which would ensure better preparedness. 
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This surveillance could also be extended to the impact of communicable diseases on non-
communicable diseases or on people at risk. 

In line with its recommendations to Member States and health professionals, the ECDC should 
broaden its communication to European citizens by establishing a portal to share verified 
information. This tool would further enhance the fight against disinformation. 

The Early Warning and Response System (EWRS), an instrument managed by the ECDC, 
should be updated with modern technology to ensure its interoperability with international, 
European, national and regional alert systems regardless of the nature of the threat. 

3. Ensure European supply of health products

The COVID-19 crisis has exacerbated the long-standing fact that the European Union has
become dependent on medical products. 

In European and national crisis preparedness and response plans, it would be essential for all 
medical products (personal protective equipment, medicines, vaccines, medical devices and in 
vitro medical devices and their accessories) to be taken into account in the resources and 
capacities of the Member States. The stockpiles of medical products, the risks of shortages and 
the assessment of production capacity for these products should be assessed as part of the plans 
and their audits. 

The Rapporteur fully supports the generalisation of the procedure for joint procurement of 
countermeasures. The European Union is stronger when it negotiates with industry with one 
voice on behalf of all Member States. This collective negotiation guarantees equal access at the 
same time for all European citizens. This procedure should also be considered outside of health 
threats. It may be necessary to distinguish between an accelerated procedure in times of crisis 
and another procedure that is more permanent and predictable over time. 

The European Medicines Agency (EMA), which is the key player in anticipating and managing 
health crises, should play a much more important role in the legislative proposal. According to 
the Rapporteur, EMA should be placed on the same level as the other European agencies in the 
context of health risk assessment. Its responsibilities in the area of marketing authorisation of 
countermeasures, continuous risk assessment of medicinal products and management of 
shortages would make it a fully-fledged agency. 

4. Establish inclusive health governance

This strengthened system of preparedness and crisis management should be based on inclusive 
health governance. 

The Rapporteur fully supports the strengthening of the Health Security Committee and its 
working groups, the increased involvement of all European agencies and the creation of the 
Advisory Committee for Public Health Emergencies. 

The COVID-19 crisis has demonstrated the extent to which European citizens want more 
transparency and participation in the decision-making process. For this reason, the Rapporteur 
believes that it would be appropriate to give the Parliament an observer role in the Health 
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Security Committee and to give a significant role to representatives of society in the Advisory 
Committee, provided, of course, that they are free of any conflict of interest.

Beyond the decision-making aspect, the EU should involve all authorities in the implementation 
of European and national crisis preparedness and response plans. The latter would promote 
enhanced cross-border health cooperation through interregional crisis anticipation planning. 
The inclusion of regional and local authorities in this process would allow Member States to 
mobilise funding in a proportionate way according to needs, including facilitating partnerships 
in border regions to share the costs of infrastructure and workforce.

This legislative proposal, and those on the revision of the EMA and ECDC mandates, are the 
first steps towards a true European Health Union. The expectations of European citizens are 
high. The EU4Health 2021-2027 programme finally gives us the means to prioritise coherence 
and efficiency in our health policy. The co-legislators have, more than ever, an obligation to 
succeed in these major negotiations. The response must be equal to the challenge. 
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