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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 
the ▌symbol or strikeout. Replacements are indicated by highlighting the 
new text in bold italics and by deleting or striking out the text that has been 
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By way of exception, purely technical changes made by the drafting 
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DRAFT EUROPEAN PARLIAMENT LEGISLATIVE RESOLUTION

on the proposal for a regulation of the European Parliament and of the Council 
amending Regulation (EC) No 851/2004 establishing a European Centre for disease 
prevention and control
(COM(2020)0726 – C9-0366/2020 – 2020/0320(COD))

(Ordinary legislative procedure: first reading)

The European Parliament,

– having regard to the Commission proposal to Parliament and the Council 
(COM(2020)0726),

– 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 (C9-0366/2020),

– 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 xxx1,

– having regard to the opinion of the Committee of the Regions of xxx2,

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

– having regard to the opinion of the Committee on Budgets,

– 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.

Amendment 1

Proposal for a regulation
Recital 1

1 Not yet published in the Official Journal.
2 Not yet published in the Official Journal.
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Text proposed by the Commission Amendment

(1) The Union is committed to protect 
and improve human health, in particular to 
combat the major cross-border health 
scourges, measures concerning 
monitoring, early warning of and 
combating serious cross-border threats to 
health.

(1) The Union is committed as a 
priority to protect and improve human 
health through the prevention of disease 
and by tackling major health scourges by 
means of monitoring, providing early 
warning of, and combating serious cross-
border threats to health.

Or. en

Amendment 2

Proposal for a regulation
Recital 3

Text proposed by the Commission Amendment

(3) On 11 March 2020, the World 
Health Organization (WHO) declared the 
novel coronavirus COVID-19 outbreak a 
global pandemic. From the challenges 
experienced in responding to the pandemic 
it became clear that the Centre’s role in the 
Union’s framework for health crisis 
preparedness and response should be 
strengthened.

(3) On 11 March 2020, the World 
Health Organization (WHO) declared the 
novel coronavirus COVID-19 outbreak a 
global pandemic. Given the unprecedented 
challenges experienced in responding to 
the pandemic and in view of the 
effectiveness gaps which have been 
identified in the Centre's performance in 
that regard, it became clear that its role in 
the Union’s framework for health crisis 
preparedness and response should be 
strengthened to better use the potential of 
the Union's and Member States' 
capacities to respond to future pandemics.

Or. en

Amendment 3

Proposal for a regulation
Recital 5 a (new)

Text proposed by the Commission Amendment

(5a) The European Ombudsman's 
decision of 5 February 2021 in strategic 
inquiry OI/3/2020/TE identified some 
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important effectiveness gaps in the 
Centre's response to the COVID-19 
pandemic, as regards how the Centre 
gathers information, the transparency of 
that information and how it 
communicates with the public, which 
should be addressed in this Regulation.

Or. en

Amendment 4

Proposal for a regulation
Recital 6

Text proposed by the Commission Amendment

(6) In this respect, the Centre should be 
tasked with providing epidemiological 
information and its analysis, 
epidemiological modelling, anticipation 
and forecasting, relevant risk assessments 
and recommendations, which set out 
options for prevention and control of 
communicable diseases. Its actions should 
be consistent with a One-Health approach, 
recognising the interconnections between 
human and animal health and the 
environment. It should monitor the 
capacity of the national health systems to 
respond to communicable disease threats, 
in particular given the importance of this 
information in the preparation of the 
national preparedness and response plans. 
The Centre should support the 
implementation of actions funded by the 
relevant Union funding programmes and 
instruments and related to communicable 
diseases, provide guidelines for treatment 
and case management based on a thorough 
assessment of the latest evidence, support 
epidemic and outbreak responses in 
Member States and third countries, 
including field response, and provide 
timely objective, reliable and easily 
accessible information on communicable 
diseases to the public. The Centre should 

(6) In this respect, the Centre should be 
tasked with providing epidemiological 
information and its analysis, 
epidemiological modelling, anticipation 
and forecasting, relevant risk assessments 
and recommendations, which set out 
options for prevention and control of 
communicable diseases. Its actions should 
be consistent with a One-Health approach, 
recognising the interconnections between 
human and animal health and the 
environment. It should monitor the 
capacity of the national health systems to 
respond to communicable disease threats, 
in particular given the importance of this 
information in the preparation of the 
national preparedness and response plans, 
with a view to enabling Member States to 
better assess their health systems' 
capacities. The Centre should support the 
implementation of actions funded by the 
relevant Union funding programmes and 
instruments and related to communicable 
diseases, provide guidelines for treatment 
and case management based on a thorough 
assessment of the latest evidence, support 
epidemic and outbreak responses in 
Member States and third countries, 
including field response, and provide 
timely objective, reliable and easily 
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also establish clear procedures for 
cooperation with the public health actors in 
third countries, as well as international 
organisations competent in the field of 
public health hence contributing to EU’s 
commitment to reinforcing partners’ 
preparedness and response capacity.

accessible information on communicable 
diseases to the public. The Centre should 
also establish clear procedures for 
cooperation with the public health actors in 
third countries, as well as international 
organisations competent in the field of 
public health hence contributing to EU’s 
commitment to reinforcing partners’ 
preparedness and response capacity.

Or. en

Amendment 5

Proposal for a regulation
Recital 7

Text proposed by the Commission Amendment

(7) To effectively support the work of 
the Centre and ensure the fulfilment of its 
mission, Member States should be tasked 
to communicate to the Centre data on the 
surveillance of communicable diseases and 
other special health issues such as 
antimicrobial resistance and healthcare-
associated infections related to 
communicable diseases, available scientific 
and technical data and information relevant 
to the Centre’s mission, to notify the 
Centre of any serious cross-border threats 
to health, information on preparedness and 
response planning and health system 
capacity, and provide relevant information 
that may be useful for coordinating the 
response, as well as identify recognised 
competent bodies and public health experts 
available to assist in Union responses to 
health threats.

(7) To effectively support the work of 
the Centre and ensure the fulfilment of its 
mission, Member States should be tasked 
to communicate to the Centre data on the 
surveillance of communicable diseases and 
other special health issues such as 
antimicrobial resistance and healthcare-
associated infections related to 
communicable diseases, available scientific 
and technical data and information relevant 
to the Centre’s mission, to notify the 
Centre of any serious cross-border threats 
to health, information on preparedness and 
response planning and health system 
capacity, and provide relevant information 
that may be useful for coordinating the 
response, as well as identify recognised 
competent bodies and public health experts 
available to assist in Union responses to 
health threats. All timelines, case 
definitions, indicators, standards, 
protocols and procedures for 
communication adopted by the Centre 
should be agreed with Member States.

Or. en
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Amendment 6

Proposal for a regulation
Recital 8

Text proposed by the Commission Amendment

(8) To enhance preparedness and 
response planning activities in the Union, 
the Centre’s operation of dedicated 
networks and networking activities should 
be broadened to reflect the scope of 
Regulation (EU) …/…. [OJ: please, insert 
reference to Regulation SCBTH 
[ISC/2020/12524]]. To this end, the Centre 
should coordinate and provide technical 
and scientific expertise to the Commission 
and Member States through dedicated 
networks with competent coordinating 
bodies, including newly established 
networks for laboratories and for 
supporting transfusion, transplantation and 
medically assisted reproduction,

(8) To enhance preparedness and 
response planning activities in the Union, 
the Centre’s operation of dedicated 
networks and networking activities should 
be broadened to reflect the scope of 
Regulation (EU) …/…. [OJ: please, insert 
reference to Regulation SCBTH 
[ISC/2020/12524]]. To this end, the Centre 
should coordinate and provide technical 
and scientific expertise to the Commission 
and Member States through dedicated 
networks with competent coordinating 
bodies, including by encouraging 
cooperation within newly established 
networks for laboratories and for 
supporting transfusion, transplantation and 
medically assisted reproduction.

Or. en

Amendment 7

Proposal for a regulation
Recital 10

Text proposed by the Commission Amendment

(10) To strengthen the capacity of the 
Union and Member States to assess the 
epidemiological situation and perform 
accurate risk assessment and response, the 
Centre should in particular monitor and 
report on trends in communicable diseases, 
support and facilitate evidence-based 
response action, provide recommendations 
for improvement of communicable disease 
prevention and control programmes 
established at the national and Union level, 
monitor and assess the capacity of national 
health systems for diagnosis, prevention 

(10) To strengthen the capacity of the 
Union and Member States to assess the 
epidemiological situation and perform 
accurate risk assessment and response, the 
Centre should in particular monitor and 
report on trends in communicable diseases, 
support and facilitate evidence-based 
response action, provide recommendations 
for improvement of communicable disease 
prevention and control programmes 
established at the national and Union level, 
monitor and support Member States in 
their assessment of the capacity of national 
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and treatment of communicable diseases, 
including in a gender-sensitive way, 
identify population groups at risk requiring 
specific measures, analyse the correlation 
of disease incidence with societal and 
environmental factors, and identify risk 
factors for transmission and disease 
severity of communicable diseases, and 
identify research needs and priorities. The 
Centre should work with nominated 
national focal points for surveillance, 
forming a network that strategically 
advises the Centre on such matters and 
would promote the use of enabling sectors, 
such as EU space data and services.

health systems for diagnosis, prevention 
and treatment of communicable diseases, 
including in a gender-sensitive way, 
identify population groups at risk requiring 
specific measures, analyse the correlation 
of disease incidence with societal and 
environmental factors, and identify risk 
factors for transmission and disease 
severity of communicable diseases, and 
identify research needs and priorities. The 
Centre should work with nominated 
national focal points for surveillance, 
forming a network that strategically 
advises the Centre on such matters and 
would promote the use of enabling sectors, 
such as EU space data and services.

Or. en

Amendment 8

Proposal for a regulation
Recital 12

Text proposed by the Commission Amendment

(12) Where in case of cross-border 
health threats posed by communicable 
diseases, the blood and transplant services 
in the Member States can provide a means 
for rapid testing of the donor population 
and assessing exposure to and immunity 
from the disease in the general population. 
These services are dependent on rapid risk 
assessments by the Centre to safeguard 
patients in need of a therapy from a 
substance of human origin from the 
transmission of such a communicable 
disease. Such risk assessments serve as the 
basis for appropriate adaptation of 
measures setting standards for quality and 
safety of the substances of human origin. 
The Centre should therefore establish and 
operate a network of national blood and 
transplant services and their authorities to 
serve this purpose.

(12) Where in case of cross-border 
health threats posed by communicable 
diseases, the blood and transplant services 
in the Member States can provide a means 
for rapid testing of the donor population 
and assessing exposure to and immunity 
from the disease in the general population. 
These services could benefit from risk 
assessments by the Centre to safeguard 
patients in need of a therapy from a 
substance of human origin from the 
transmission of such a communicable 
disease. Such risk assessments serve as the 
basis for appropriate adaptation of 
measures setting standards for quality and 
safety of the substances of human origin. 
The Centre should therefore establish and 
operate a network of national blood and 
transplant services and their authorities to 
serve this purpose. However, given that it 
constitutes a considerable extension of the 
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scope of action by the Centre, the network 
should initially be voluntary and, if the 
Commission assesses the network 
positively, it could be made obligatory at a 
later stage.

Or. en

Amendment 9

Proposal for a regulation
Recital 13

Text proposed by the Commission Amendment

(13) With the aim of reducing the 
occurrence of epidemics and strengthening 
capacities to prevent communicable 
diseases in the Union, the Centre should 
develop a framework for the prevention of 
communicable diseases, which addresses 
such issues as vaccine preventable 
diseases, antimicrobial resistance, health 
education, health literacy and behaviour 
change.

(13) With the aim of reducing the 
occurrence of epidemics and strengthening 
capacities to prevent communicable 
diseases in the Union, the Centre should, 
working in conjunction with Member 
States so as to take account of their 
experiences and respective situations, 
develop a framework for the prevention of 
communicable diseases, which addresses 
such issues as vaccine preventable 
diseases, antimicrobial resistance, health 
education, health literacy and behaviour 
change.

Or. en

Amendment 10

Proposal for a regulation
Article 1 – paragraph 1 – point 1
Regulation (EC) No 851/2004
Article 2 – paragraph 1 – point 1 a (new)

Text proposed by the Commission Amendment

(1a) ‘prevention and control of human 
disease’ means the range of measures 
taken by the competent public health 
authorities in the Member States to 
prevent and stop the spread of disease;
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Or. en

(Reinserts point (b) of Article 2 of Regulation (EC) No 851/2004 with minor adjustments.)

Justification

Reinserts point (b) of Article 2 of Regulation (EC) No 851/2004 with minor adjustments.

Amendment 11

Proposal for a regulation
Article 1 – paragraph 1 – point 1
Regulation (EC) No 851/2004
Article 2 – paragraph 1 – point 3

Text proposed by the Commission Amendment

(3) ‘dedicated network’ means any 
specific network on diseases, special health 
issues or public health functions to ensure 
collaboration between the coordinating 
competent bodies of the Member States;

(3) ‘dedicated network’ means any 
specific network on diseases, special health 
issues or public health functions that is 
supported by the Centre and is intended to 
ensure collaboration between the 
coordinating competent bodies of the 
Member States;

Or. en

Amendment 12

Proposal for a regulation
Article 1 – paragraph 1 – point 2
Regulation (EC) No 851/2004
Article 3 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

In order to enhance the capacity of the 
Union and the Member States to protect 
human health through the prevention and 
control of communicable diseases in 
humans and those related special health 
issues set out in Article 2 of Regulation 
(EU) …/… [OJ: Please insert the number 
of Regulation SCBTH [ISC/2020/12524]], 
the mission of the Centre shall be to 
identify, assess and report on current and 

In order to enhance the capacity of the 
Union and the Member States to protect 
human health through the prevention and 
control of communicable diseases in 
humans and those related special health 
issues set out in Article 2 of Regulation 
(EU) …/… [OJ: Please insert the number 
of Regulation SCBTH [ISC/2020/12524]], 
the mission of the Centre shall be to 
identify, assess, report and, where 
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emerging threats to human health from 
communicable diseases, and provide 
recommendations for response at Union 
and national levels, as well as at regional 
level, if necessary.

appropriate, ensure that information is 
presented in an easily accessible way on 
current and emerging threats to human 
health from communicable diseases, and 
provide recommendations for response at 
Union and national levels, as well as at 
regional level, where appropriate. In 
providing such recommendations, the 
Centre shall take into account existing 
national crisis management plans and the 
respective circumstances of each Member 
State.

Or. en

Justification

Communications from the Centre should take into account the role of other bodies, such as 
the Health Security Committee (HSC). This was not foreseen in Regulation (EC) No 
851/2004, as the HSC did not exist at that time. The regional dimension should also account 
for the fact that Member States can have marked differences in the share of responsibilities 
between the central government and those at the sub-national level.

Amendment 13

Proposal for a regulation
Article 1 – paragraph 1 – point 2
Regulation (EC) No 851/2004
Article 3 – paragraph 1 – subparagraph 2

Text proposed by the Commission Amendment

In the case of other outbreaks of illnesses 
of unknown origin that may spread within 
or to the Union, the Centre shall act on its 
own initiative until the source of the 
outbreak is known. In the case of an 
outbreak that clearly is not caused by a 
communicable disease, the Centre shall act 
only in cooperation with the competent 
body upon request from that body.

In the case of other outbreaks of illnesses 
of unknown origin that may spread within 
or to the Union, the Centre shall act on its 
own initiative until the source of the 
outbreak is known. In the case of an 
outbreak that clearly is not caused by a 
communicable disease, the Centre shall act 
only in cooperation with a competent body 
upon request from that body.

Or. en
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Amendment 14

Proposal for a regulation
Article 1 – paragraph 1 – point 2
Regulation (EC) No 851/2004
Article 3 – paragraph 1 – subparagraph 3

Text proposed by the Commission Amendment

In pursuing its mission, the Centre shall 
take full account of the responsibilities of 
the Member States, the Commission and 
other Union bodies or agencies, and of the 
responsibilities of international 
organisations active within the field of 
public health, in order to ensure 
comprehensiveness, coherence and 
complementarity of action.

In pursuing its mission, the Centre shall 
take full account of the responsibilities and 
competences of the Member States, the 
Commission and other Union bodies or 
agencies, and of the responsibilities of 
international organisations active within 
the field of public health, in order to ensure 
comprehensiveness, coherence and 
complementarity of action, and to also 
ensure that the principle of subsidiarity is 
respected.

Or. en

Justification

Although the COVID-19 pandemic has demonstrated the need for improved cooperation on 
public health matters at the Union level, it must be kept in mind that primary responsibility 
for health protection and, in particular, healthcare systems, remains with the Member States.

Amendment 15

Proposal for a regulation
Article 1 – paragraph 1 – point 2
Regulation (EC) No 851/2004
Article 3 – paragraph 2 – point a

Text proposed by the Commission Amendment

(a) search for, collect, collate, evaluate 
and disseminate relevant scientific and 
technical data and information, 
considering the latest technologies;

(a) search for, collect, collate, evaluate 
and disseminate relevant scientific and 
technical data and information, using the 
latest available technologies;

Or. en
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Amendment 16

Proposal for a regulation
Article 1 – paragraph 1 – point 2
Regulation (EC) No 851/2004
Article 3 – paragraph 2 – point b

Text proposed by the Commission Amendment

(b) provide analyses, scientific advice, 
opinions and support for actions by the 
Union and Member States on cross-border 
health threats, including risk assessments, 
analysis of epidemiological information, 
epidemiological modelling, anticipation 
and forecast, recommendations for actions 
to prevent and control communicable 
disease threats and other special health 
issues, contribution to defining research 
priorities, and scientific and technical 
assistance including training and other 
activities within its mandate;

(b) provide analyses, scientific advice, 
opinions and support for actions by the 
Union and Member States on cross-border 
health threats, including risk assessments, 
analysis of epidemiological information, 
epidemiological modelling, anticipation 
and forecast, recommendations for actions 
to prevent and control communicable 
disease threats and other special health 
issues, and contributions with regard to 
defining research priorities;

Or. en

Justification

The deleted text is better placed under point (d) of Article 3(2).

Amendment 17

Proposal for a regulation
Article 1 – paragraph 1 – point 2
Regulation (EC) No 851/2004
Article 3 – paragraph 2 – point d

Text proposed by the Commission Amendment

(d) exchange information, expertise 
and best practice;

(d) exchange information, expertise 
and best practice, as well as provide 
scientific and technical assistance, 
including training;

Or. en
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Justification

The wording on scientific and technical assistance in point (b) of Article 3(2) is best placed in 
point (d) of that Article.

Amendment 18

Proposal for a regulation
Article 1 – paragraph 1 – point 2
Regulation (EC) No 851/2004
Article 3 – paragraph 2 – point e

Text proposed by the Commission Amendment

(e) monitor health systems’ capacity 
relevant to the management of 
communicable disease threats and other 
special health issues;

(e) monitor health systems’ capacity 
relevant to the management of 
communicable disease threats and other 
special health issues, based on the 
elements set out in Article 7(1) of 
Regulation (EU) …/… [the SCBTH 
Regulation];

Or. en

Justification

It is necessary to ensure that the monitoring method is streamlined, consistent and enables the 
Centre to respond to clearly defined challenges.

Amendment 19

Proposal for a regulation
Article 1 – paragraph 1 – point 2
Regulation (EC) No 851/2004
Article 3 – paragraph 2 – point g

Text proposed by the Commission Amendment

(g) provide, upon request of the 
Commission or the HSC, or its own 
initiative, guidelines for treatment and case 
management of communicable diseases 
and other special health issues relevant for 
public health, in cooperation with relevant 
societies;

(g) provide, upon request of the 
Commission or the Health Security 
Committee (‘HSC’) established under 
Article 4 of Regulation (EU) …/… [the 
SCBTH Regulation], or on its own 
initiative, guidelines for treatment and case 
management of communicable diseases 
and other special health issues relevant for 
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public health, in cooperation with relevant 
organisations with experience and 
expertise in treatment and case 
management of those diseases and health 
issues, while avoiding any duplication of 
existing guidelines, except in cases where 
it is necessary to update such guidelines;

Or. en

Justification

‘Relevant societies’ as specified in the Commission proposal does not have a clear meaning 
and should be replaced by a more precise description.

Amendment 20

Proposal for a regulation
Article 1 – paragraph 1 – point 2
Regulation (EC) No 851/2004
Article 3 – paragraph 2 – point j

Text proposed by the Commission Amendment

(j) provide, upon request of the 
Commission or the Health Security 
Committee (‘HSC’), evidence-based 
communication messages to the public on 
communicable diseases, on the threats to 
health posed by them and on the relevant 
prevention and control measures.

(j) provide, upon request of the 
Commission or the HSC, easily accessible 
and evidence-based communication 
messages to the public on communicable 
diseases, on the threats to health posed by 
them and on the relevant prevention and 
control measures.

Or. en

Amendment 21

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 851/2004
Article 4 – paragraph 1 – point a

Text proposed by the Commission Amendment

(a) communicate to the Centre in a 
timely manner and according to agreed 

(a) communicate to the Centre 
according to agreed timelines, case 
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case definitions, indicators, standards, 
protocols and procedures data on the 
surveillance of communicable diseases and 
other special health issues undertaken in 
accordance with Article 13 of Regulation 
(EU) …/… [OJ: Please insert the number 
of Regulation SCBTH [ISC/2020/12524]], 
and available scientific and technical data 
and information relevant to the Centre’s 
mission, including on preparedness, and 
health systems capacities to detect, prevent, 
respond to and recover from outbreaks of 
communicable diseases;

definitions, indicators, standards, protocols 
and procedures data on the surveillance of 
communicable diseases and other special 
health issues undertaken in accordance 
with Article 13 of Regulation (EU) …/… 
[OJ: Please insert the number of 
Regulation SCBTH [ISC/2020/12524]], 
and available scientific and technical data 
and information relevant to the Centre’s 
mission, including on preparedness, and 
health systems capacities to detect, prevent, 
respond to and recover from outbreaks of 
communicable diseases;

Or. en

Justification

Article 13(9) of the SCBTH Regulation foresees a procedure to establish case definitions and 
indicators, according to which Member States will have to communicate their data to the 
Centre. In order to better facilitate this process, timelines should also be clearly defined.

Amendment 22

Proposal for a regulation
Article 1 – paragraph 1 – point 3
Regulation (EC) No 851/2004
Article 4 – paragraph 1 – point c

Text proposed by the Commission Amendment

(c) identify, within the scope of the 
mission of the Centre, recognised 
competent bodies and public health experts 
who could be made available to assist in 
Union responses to health threats, such as 
by undertaking missions to Member States 
to provide expert advice and field 
investigations in the event of disease 
clusters or outbreaks.

(c) identify, within the scope of the 
mission of the Centre, recognised 
competent bodies and public health experts 
who could be made available to assist in 
Union responses to health threats, such as 
by undertaking missions to Member States 
or to third countries to provide expert 
advice and field investigations in the event 
of disease clusters or outbreaks.

Or. en

Justification

This amendment takes into account the provisions of the new Article 11a in the Commission 
proposal.
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Amendment 23

Proposal for a regulation
Article 1 – paragraph 1 – point 4
Regulation (EC) No 851/2004
Article 5 – paragraph 2 – subparagraph 2 – point a

Text proposed by the Commission Amendment

(a) ensure the further development of 
the digital platforms and applications 
supporting epidemiological surveillance at 
Union level, supporting Member States 
with technical and scientific advice to 
establish integrated surveillance systems 
enabling real-time surveillance where 
appropriate, benefiting from existing EU 
space infrastructures and services;

(a) ensure the continuous development 
of the digital platforms and applications, 
including the platform for surveillance 
established under Article 14 of Regulation 
(EU) .../... [the SCBTH Regulation], 
supporting epidemiological surveillance at 
Union level, supporting Member States 
with technical and scientific advice to 
establish integrated surveillance systems 
enabling real-time surveillance where 
appropriate, benefiting from existing EU 
space infrastructures and services;

Or. en

Amendment 24

Proposal for a regulation
Article 1 – paragraph 1 – point 4
Regulation (EC) No 851/2004
Article 5 – paragraph 2 – subparagraph 2 – point g

Text proposed by the Commission Amendment

(g) ensure the interoperability of the 
digital platforms for surveillance with 
digital infrastructures allowing for the 
health data to be used for healthcare, 
research, policy making and regulatory 
purposes and with a view to integrate those 
platforms and infrastructures in the 
European Health Data Space, as regulated 
by Union legislation, and make use of 
other relevant data, for example 
environmental factors.

(g) ensure the interoperability of the 
digital platforms for surveillance with 
digital infrastructures allowing for the 
health data to be used for healthcare, 
research, policy making and regulatory 
purposes and with a view to integrate those 
platforms and infrastructures in the 
European Health Data Space, as regulated 
by Union legislation, and make use of 
other relevant data.
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Or. en

Justification

Preference to not specify ‘other relevant data’ here in order to avoid the inclusion of a 
selective and non-exhaustive list.

Amendment 25

Proposal for a regulation
Article 1 – paragraph 1 – point 4
Regulation (EC) No 851/2004
Article 5 – paragraph 3

Text proposed by the Commission Amendment

3. The Centre shall support the work 
of the HSC, the Council and other Union 
structures for coordinating responses to 
serious cross-border threats to health 
within its mandate.

3. The Centre, together with the HSC, 
shall support the work of the Council and, 
where relevant, other Union structures for 
coordinating responses to serious cross-
border threats to health within its mandate.

Or. en

Amendment 26

Proposal for a regulation
Article 1 – paragraph 1 – point 4
Regulation (EC) No 851/2004
Article 5 – paragraph 4 – point d

Text proposed by the Commission Amendment

(d) monitor and assess health systems’ 
capacity for diagnosis, prevention and 
treatment of specific communicable 
diseases as well as patients’ safety;

(d) monitor health systems and support 
Member States in their assessment of the 
capacity of their health systems for 
diagnosis, prevention and treatment of 
specific communicable diseases as well as 
patients’ safety;

Or. en

Justification

Ultimately, the organisation and delivery of health services is the competence of the Member 
States. Accordingly, the Centre can contribute to an assessment, but it cannot be the ultimate 
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adjudicator.

Amendment 27

Proposal for a regulation
Article 1 – paragraph 1 – point 4
Regulation (EC) No 851/2004
Article 5 – paragraph 5 – subparagraph 2

Text proposed by the Commission Amendment

The national focal points shall form 
networks that strategically advise the 
Centre.

deleted

Or. en

Justification

Considering that the Centre's mission is to advise the Member States, the text here is 
misleading. This drafting issue is addressed in the following subparagraph.

Amendment 28

Proposal for a regulation
Article 1 – paragraph 1 – point 4
Regulation (EC) No 851/2004
Article 5 – paragraph 5 – subparagraph 3

Text proposed by the Commission Amendment

National focal points and operational 
contact points nominated for disease-
specific interactions with the Centre shall 
form disease-specific or disease-group-
specific networks whose tasks shall include 
the transmission of national surveillance 
data to the Centre.

National focal points and operational 
contact points nominated for disease-
specific interactions with the Centre shall 
form disease-specific or disease-group-
specific networks whose tasks shall include 
the transmission of national surveillance 
data as well as proposals for the 
prevention and control of communicable 
diseases to the Centre.

Or. en
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Amendment 29

Proposal for a regulation
Article 1 – paragraph 1 – point 4
Regulation (EC) No 851/2004
Article 5 – paragraph 8 – subparagraph 1

Text proposed by the Commission Amendment

The Centre shall ensure the operation of 
the network of Member State services 
supporting transfusion, transplantation and 
medically assisted reproduction to allow 
for continuous and rapid access to sero-
epidemiological data via sero-
epidemiological surveys within the 
population, including assessment of donor 
population exposure and immunity.

The Centre shall ensure the operation of 
the network of Member State services 
supporting transfusion, transplantation and 
medically assisted reproduction established 
under Article 16 of Regulation (EU) …/… 
[the SCBTH Regulation] to allow for 
continuous and rapid access to sero-
epidemiological data via sero-
epidemiological surveys within the 
population, including assessment of donor 
population exposure and immunity. 
Participation in that network by Member 
States shall be voluntary. If the 
Commission gives a positive assessment of 
that network in its report pursuant to 
point (da) of the first subparagraph of 
Article 31(1) of this Regulation, it may 
recommend that the participation of all 
Member States in that network be made 
obligatory.

Or. en

Justification

Article 5(8) of the Commission proposal is a completely new provision. Although some 
activities of the Centre have already touched upon this issue, Member States should not be 
obliged to participate in the first phase. A pilot phase is first required and if this proves to be 
successful, then the review of this Regulation may propose obligatory participation.

Amendment 30

Proposal for a regulation
Article 1 – paragraph 1 – point 4
Regulation (EC) No 851/2004
Article 5 – paragraph 8 – subparagraph 2
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Text proposed by the Commission Amendment

The network referred to in the first 
subparagraph shall support the Centre by 
monitoring disease outbreaks that are 
relevant to substances of human origin and 
their supply to patients, and with the 
development of guidelines for blood, 
tissues and cells safety and quality.

The network referred to in the first 
subparagraph shall support the Centre by 
monitoring outbreaks of communicable 
diseases that are relevant to the safety and 
sufficiency of the supply of substances of 
human origin to patients, and with the 
development of guidelines for blood, 
tissues and cells safety and quality.

Or. en

Justification

Given that this provision expands the remit of the Centre’s mandate, it is important to clearly 
specify the new scope.

Amendment 31

Proposal for a regulation
Article 1 – paragraph 1 – point 5
Regulation (EC) No 851/2004
Article 5a – paragraph 1

Text proposed by the Commission Amendment

1. The Centre shall support Member 
States to strengthen their communicable 
disease prevention and control systems.

1. The Centre shall support Member 
States to strengthen their communicable 
disease prevention and control capacities.

Or. en

Amendment 32

Proposal for a regulation
Article 1 – paragraph 1 – point 5
Regulation (EC) No 851/2004
Article 5a – paragraph 2

Text proposed by the Commission Amendment

2. The Centre shall develop a 
framework for the prevention of 
communicable diseases and special issues, 

2. In close collaboration with 
Member States, the European Medicines 
Agency and other relevant Union bodies 



PE681.065 24/41 PR\1224828EN.docx

EN

including vaccine preventable diseases, 
antimicrobial resistance, health education, 
health literacy and behaviour change.

and agencies, as well as with international 
organisations, the Centre shall develop a 
framework for the prevention of 
communicable diseases and special issues, 
including vaccine preventable diseases, 
antimicrobial resistance, health education, 
health literacy and behaviour change.

Or. en

Justification

The framework for the prevention of communicable diseases extends well beyond the scope of 
the Centre's established tasks, so it may lack the required expertise to carry out the functions 
listed here. This task should therefore be a collaborative effort comprised of experts from 
different bodies, agencies and organisations sharing their knowledge in this area.

Amendment 33

Proposal for a regulation
Article 1 – paragraph 1 – point 5
Regulation (EC) No 851/2004
Article 5a – paragraph 3

Text proposed by the Commission Amendment

3. The Centre shall evaluate and 
monitor communicable disease prevention 
and control programmes in order to 
provide the evidence for recommendations 
to strengthen and improve these 
programmes at the national and Union 
level, and where appropriate at the 
international levels.

3. The Centre shall evaluate and assist 
with the development of communicable 
disease prevention and control programmes 
in order to provide the evidence for 
recommendations to strengthen and 
improve these programmes at the national 
and Union level, and where appropriate at 
the international levels.

Or. en

Amendment 34

Proposal for a regulation
Article 1 – paragraph 1 – point 6
Regulation (EC) No 851/2004
Article 5b – paragraph 1 – subparagraph 2 – point c
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Text proposed by the Commission Amendment

(c) facilitate self-assessments and 
external evaluation of Member States’ 
preparedness and response planning, and 
contribute to reporting and auditing on 
preparedness and response planning under 
Articles 7 and 8 of Regulation (EU) …/… 
[OJ: Please insert the number of 
Regulation SCBTH [ISC/2020/12524]];

(c) facilitate self-assessments of 
Member States’ preparedness and response 
planning, and contribute to reporting and 
evaluation on preparedness and response 
planning under Articles 7 and 8 of 
Regulation (EU) …/… [OJ: Please insert 
the number of Regulation SCBTH 
[ISC/2020/12524]];

Or. en

Justification

Although improved reporting standards and cooperation between Member States is to be 
encouraged, the proposal here to include auditing conflicts with Article 168 of the Treaty on 
the Functioning of the European Union, as healthcare systems remain the responsibility of 
Member States.

Amendment 35

Proposal for a regulation
Article 1 – paragraph 1 – point 6
Regulation (EC) No 851/2004
Article 5b – paragraph 1 – subparagraph 2 – point f

Text proposed by the Commission Amendment

(f) develop specific preparedness 
activities addressing vaccine preventable 
diseases, antimicrobial resistance, 
laboratory capacity and biosecurity in 
accordance with Commission priorities and 
based upon gaps identified;

(f) develop specific preparedness 
activities addressing, amongst other 
things, vaccine preventable diseases, 
antimicrobial resistance, laboratory 
capacity and biosecurity in accordance 
with Commission priorities and based upon 
gaps identified;

Or. en

Justification

The list of preparedness activities should not be considered as being closed.
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Amendment 36

Proposal for a regulation
Article 1 – paragraph 1 – point 6
Regulation (EC) No 851/2004
Article 5b – paragraph 1 – subparagraph 2 – point i

Text proposed by the Commission Amendment

(i) assess health systems’ capacity to 
detect, prevent, respond to and recover 
from outbreaks of communicable diseases, 
identify gaps and provide 
recommendations for the strengthening of 
health systems, to be implemented with 
Union support as appropriate;

(i) support Member States in their 
assessment of the capacity of their health 
systems to detect, prevent, respond to and 
recover from outbreaks of communicable 
diseases, identify gaps and provide 
recommendations for the strengthening of 
health systems, to be implemented with 
Union support as appropriate;

Or. en

Justification

Ultimately, the organisation and delivery of healthcare services is the competence of the 
Member States. Accordingly, the Centre can contribute to an assessment, but it cannot be the 
ultimate adjudicator.

Amendment 37

Proposal for a regulation
Article 1 – paragraph 1 – point 7 – point c
Regulation (EC) No 851/2004
Article 6 – paragraph 4

Text proposed by the Commission Amendment

4. The Centre shall consult with the 
Commission and other Union bodies or 
agencies with regard to the planning and 
priority setting of research and public 
health studies.

4. The Centre shall consult with the 
Commission, the HSC and other relevant 
Union bodies or agencies with regard to the 
planning and priority setting of research 
and public health studies.

Or. en

Justification

Since the Centre ‘shall avoid duplication with Commission’s, Member States’ and Union 
research and health programmes’, it is necessary to add the Member States here. The 
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simplest way to achieve this is through the HSC.

Amendment 38

Proposal for a regulation
Article 1 – paragraph 1 – point 8
Regulation (EC) No 851/2004
Article 7 – paragraph 1 – point c

Text proposed by the Commission Amendment

(c) at the request of the Commission; 
and

(c) at the request of the Commission or 
the European Medicines Agency; and

Or. en

Justification

Given that the Centre is to collaborate closely with the European Medicines Agency in the 
assessment of vaccine efficacy, it is necessary to reference it here.

Amendment 39

Proposal for a regulation
Article 1 – paragraph 1 – point 8
Regulation (EC) No 851/2004
Article 7 – paragraph 2

Text proposed by the Commission Amendment

2. Requests for a scientific opinion 
referred to in paragraph 1 shall clearly 
explain the scientific issue to be addressed 
and the Union interest and be accompanied 
by sufficient background information 
regarding that issue.

2. Requests for a scientific opinion 
referred to in paragraph 1 shall clearly 
explain the scientific issue to be addressed 
and the Union interest and competence to 
act, and shall be accompanied by 
sufficient background information 
regarding that issue.

Or. en

Amendment 40

Proposal for a regulation
Article 1 – paragraph 1 – point 8
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Regulation (EC) No 851/2004
Article 7 – paragraph 5

Text proposed by the Commission Amendment

5. Where the Centre has already 
delivered a scientific opinion on the 
specific issue covered by a request and it 
concludes that no scientific elements 
justify the re-examination of the issue, 
information supporting that conclusion 
shall be given to the institution or Member 
State that made the request.

5. Where the Centre has already 
delivered a scientific opinion on the 
specific issue covered by a request and it 
concludes that no scientific elements 
justify the re-examination of the issue, 
information supporting that conclusion 
shall be given to the institution, agency or 
Member State that made the request.

Or. en

Justification

To take account of the European Medicines Agency in Article 7(1).

Amendment 41

Proposal for a regulation
Article 1 – paragraph 1 – point 9
Regulation (EC) No 851/2004
Article 8 – paragraph 1

Text proposed by the Commission Amendment

1. The Centre shall support and assist 
the Commission by operating the EWRS 
and by ensuring with the Member States 
the capacity to respond in a coordinated 
manner.

1. The Centre shall support and assist 
the Commission by operating the EWRS 
provided for in Article 18 of Regulation 
(EU) .../... [the SCBTH Regulation] and 
by ensuring with the Member States the 
capacity to respond in a coordinated 
manner.

Or. en

Amendment 42

Proposal for a regulation
Article 1 – paragraph 1 – point 10
Regulation (EC) No 851/2004
Article 8a – paragraph 1
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Text proposed by the Commission Amendment

1. The Centre shall provide timely 
rapid risk assessments, in accordance with 
Article 20 of Regulation (EU) …/… [OJ: 
Please insert the number of Regulation 
SCBTH [ISC/2020/12524]], in the case of 
a threat referred to in points (i) and (ii) of 
point (a) of Article 2(1) of that Regulation 
including a threat to substances of human 
origin, such as blood, organs, tissues and 
cells potentially impacted by 
communicable diseases, or point (d) of 
Article 2(1) of that Regulation

1. The Centre shall provide rapid and 
high quality risk assessments, in 
accordance with Article 20 of Regulation 
(EU) …/… [OJ: Please insert the number 
of Regulation SCBTH [ISC/2020/12524]], 
in the case of a threat referred to in point 
(a) of Article 2(1) of that Regulation 
including a threat to substances of human 
origin, such as blood, organs, tissues and 
cells potentially impacted by 
communicable diseases, or point (d) of 
Article 2(1) of that Regulation.

Or. en

Justification

The January 2020 risk assessment on COVID-19 proves that risk assessments must not 
prioritise speed at the expense of quality. Moreover, the Centre's expertise could be used in 
other cases not related to communicable diseases, such as, for example, biosecurity, therefore 
the entire point (a) should be included here.

Amendment 43

Proposal for a regulation
Article 1 – paragraph 1 – point 10
Regulation (EC) No 851/2004
Article 8a – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. The risk assessments referred to in 
paragraph 1 shall be carried out in a 
timely manner and in as short a period of 
time as possible in order to gather the 
necessary information.

Or. en

Justification

The January 2020 risk assessment on COVID-19 proves that risk assessments must not 
prioritise speed at the expense of quality.
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Amendment 44

Proposal for a regulation
Article 1 – paragraph 1 – point 10
Regulation (EC) No 851/2004
Article 8a – paragraph 2

Text proposed by the Commission Amendment

2. The risk assessment shall include 
general and targeted recommendations for 
response as a basis for coordination in the 
HSC.

2. The risk assessments referred to in 
paragraph 1 shall include, where possible, 
general and targeted recommendations for 
response as a basis for coordination in the 
HSC.

Or. en

Amendment 45

Proposal for a regulation
Article 1 – paragraph 1 – point 11
Regulation (EC) No 851/2004
Article 8b – paragraph 2

Text proposed by the Commission Amendment

2. The Centre shall support a Union 
coordinated response at the request of a 
Member State, Council, Commission, 
Union bodies or agencies.

2. The Centre shall support a Union 
coordinated response in accordance with 
Article 21 of Regulation (EU) …/… [the 
SCBTH Regulation].

Or. en

Justification

Article 21 of the SCBTH Regulation sets out the process for supporting the coordinated 
response.

Amendment 46

Proposal for a regulation
Article 1 – paragraph 1 – point 13 – point c
Regulation (EC) No 851/2004
Article 11 – paragraph 2 – point c
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Text proposed by the Commission Amendment

(c) work in close cooperation with the 
competent bodies of the organisations 
operating in the field of data collection 
from the Union, third countries, the WHO, 
and other international organisations; and

(c) work in close cooperation with the 
competent bodies of the organisations and 
relevant counterparts operating in the field 
of data collection from the Union, third 
countries, the WHO, and other 
international organisations, while ensuring 
robust safeguards concerning 
transparency and accountability; and

Or. en

Justification

Concerns were raised in the European Ombudsman's strategic inquiry OI/3/2020/TE over the 
openness and accountability of the Centre's cooperation with its Chinese counterparts during 
the COVID-19 pandemic.

Amendment 47

Proposal for a regulation
Article 1 – paragraph 1 – point 13 – point d
Regulation (EC) No 851/2004
Article 11 – paragraph 4

Text proposed by the Commission Amendment

4. In the situations of urgency related 
to severity or novelty of a serious cross-
border threat to health or to the rapidity of 
its spread among the Member States, the 
Centre shall make available 
epidemiological forecasts as referred to in 
point (g) of Article 5(4), upon request of 
the European Medicines Agency, in an 
objective, reliable and easily accessible 
way and on the basis of the best available 
information.

4. In the situations of urgency related 
to severity or novelty of a serious cross-
border threat to health or to the rapidity of 
its spread among the Member States, the 
Centre shall make available 
epidemiological forecasts as referred to in 
point (g) of Article 5(4), upon request of a 
Member State, the Commission or the 
European Medicines Agency, in an 
objective, reliable and easily accessible 
way and on the basis of the best available 
information.

Or. en
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Amendment 48

Proposal for a regulation
Article 1 – paragraph 1 – point 15 – point a
Regulation (EC) No 851/2004
Article 12 – paragraph 1 – subparagraph 1

Text proposed by the Commission Amendment

The Centre shall communicate on its own 
initiative within the scope of its mission, 
after having given prior information to the 
Member States and to the Commission.

Without prejudice to point (j) of Article 
3(2), the Centre shall communicate on its 
own initiative within the scope of its 
mission, after having given prior 
information to the Member States and to 
the Commission.

Or. en

Justification

Point (j) of Article 3(2) does not give the Centre a right to communicate on its own initiative, 
as these actions should be coordinated with the Commission and the HSC in order to ensure 
coherency. This should be specified in this Article.

Amendment 49

Proposal for a regulation
Article 1 – paragraph 1 – point 15 – point b
Regulation (EC) No 851/2004
Article 12 – paragraph 2

Text proposed by the Commission Amendment

(b) paragraph 2 is deleted; deleted

Or. en

Justification

The Rapporteur does not concur with the Commission's decision to delete Article 12(2) of 
Regulation (EC) No 851/2004. This amendment therefore restores the original text: ‘The 
Centre shall act in close collaboration with the Member States and the Commission to 
promote the necessary coherence in the risk communication process on health threats.’
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Amendment 50

Proposal for a regulation
Article 1 – paragraph 1 – point 15 – point c
Regulation (EC) No 851/2004
Article 12 – paragraph 3

Text proposed by the Commission Amendment

(c) paragraph 3 is replaced by the 
following:

deleted

‘3. The Centre shall cooperate as 
appropriate with the competent bodies in 
the Member States and other interested 
parties with regard to public information 
campaigns.;’

Or. en

Justification

This amended text in the Commission proposal duplicates Regulation (EC) No 851/2004, and 
it is therefore unnecessary to introduce this change.

Amendment 51

Proposal for a regulation
Article 1 – paragraph 1 – point 16 – point a
Regulation (EC) No 851/2004
Article 14 – paragraph 2 – subparagraph 3

Text proposed by the Commission Amendment

(a) the third subparagraph of 
paragraph 2 is replaced by the following:

deleted

‘Members’ term of office shall be three 
years and can be extended.;’

Or. en

Justification

Given the Centre's various operational challenges in light of the current COVID-19 
pandemic, greater institutional stability is needed. The term of office for members of the 
Management Board should therefore remain four years.
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Amendment 52

Proposal for a regulation
Article 1 – paragraph 1 – point 16 – point b
Regulation (EC) No 851/2004
Article 14 – paragraph 5 – subparagraph 1 – point i

Text proposed by the Commission Amendment

(i) determine the rules governing the 
languages of the Centre, including the 
possibility of a distinction between the 
internal workings of the Centre and the 
external communication, taking into 
account the need to ensure access to, and 
participation in, the work of the Centre by 
all interested parties in both cases.

(i) determine the rules governing the 
languages of the Centre, including the 
possibility of a distinction between the 
ordinary internal workings of the Centre 
and its external communication, taking into 
account the need to ensure access for all 
interested parties to the work of the Centre 
in as many official languages of the 
Union as possible.

Or. en

Justification

While internal working methods should be designed to ensure their straightforward operation 
(for example, by including languages that enable all the members of the Management Board 
and the Advisory Board to actively participate), its external communication should be 
translated into as many official languages of the Union, as possible, along the lines 
recommended by the European Ombudsman in its strategic inquiry OI/3/2020/TE.

Amendment 53

Proposal for a regulation
Article 1 – paragraph 1 – point 18
Regulation (EC) No 851/2004
Article 17 – paragraph 1

Text proposed by the Commission Amendment

(18) Article 17 is replaced by the 
following:

deleted

‘1. Without prejudice to Article 3(2), 
the director shall be appointed by the 
Management Board on the basis of a list 
of candidates proposed by the 
Commission after an open competition, 
following publication in the Official 
Journal of the European Union and 
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elsewhere of a call for expressions of 
interest, for a period of five years, which 
may be extended once for a further period 
of up to five years.; ’

Or. en

Justification

The addition of the words ‘Without prejudice to Article 3(2)’ makes no sense in this context. 
Hence, the original wording of Regulation (EC) No 851/2004 should be restored.

Amendment 54

Proposal for a regulation
Article 1 – paragraph 1 – point 19 – point a
Regulation (EC) No 851/2004
Article 18 – paragraph 2

Text proposed by the Commission Amendment

2. Members of the Advisory Forum 
shall not be members of the Management 
Board. Members’ term of office shall be 
three years and can be extended.

2. Members of the Advisory Forum 
shall not be members of the Management 
Board. Members’ term of office shall be 
four years and can be extended.

Or. en

Justification

The terms of office for members of the Management Board and the Advisory Forum should be 
aligned.

Amendment 55

Proposal for a regulation
Article 1 – paragraph 1 – point 19 a (new)
Regulation (EC) No 851/2004
Article 19 – paragraph 2

Present text Amendment

(19a) paragraph 2 of Article 19 is 
replaced by the following:

2. The members of the Management Board, "2. The members of the Management 
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the director, the members of the Advisory 
Forum, as well as external experts 
participating in scientific panels shall make 
a declaration of commitment and a 
declaration of interests indicating either the 
absence of any interests which might be 
considered prejudicial to their 
independence or any direct or indirect 
interests which might be considered 
prejudicial to their independence. Those 
declarations shall be made annually in 
writing.

Board, the director, the members of the 
Advisory Forum, as well as external 
experts participating in scientific panels 
shall make a declaration of commitment 
and a declaration of interests indicating 
either the absence of any interests which 
might be considered prejudicial to their 
independence or any direct or indirect 
interests which might be considered 
prejudicial to their independence. Those 
declarations shall be made annually in 
writing and be available to the public."

Or. en

(https://eur-lex.europa.eu/legal-
content/EN/TXT/?uri=CELEX%3A32004R0851&qid=1613474789335)

Amendment 56

Proposal for a regulation
Article 1 – paragraph 1 – point 20 a (new)
Regulation (EC) No 851/2004
Article 20 – paragraph 4

Present text Amendment

(20a) paragraph 4 of Article 20 is 
replaced by the following:

4. Personal data shall not be processed or 
communicated except in cases where this is 
strictly necessary for the fulfilment of the 
mission of the Centre. In such cases, 
Regulation (EC) No 45/2001 of the 
European Parliament and of the Council 
of 18 December 2000 on the protection of 
individuals with regard to the processing 
of personal data by the Community 
institutions and bodies and on the free 
movement of such data1 shall apply.

"4. Personal data shall not be processed or 
communicated except in cases where this is 
strictly necessary for the fulfilment of the 
mission of the Centre. In such cases, 
Regulation (EU) No 2018/1725 shall 
apply."

________
1 OJ L 145, 31.5.2001, p. 43.

Or. en
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Justification

Regulation (EU) 2018/1725 has repealed Regulation (EC) No 45/2001.

Amendment 57

Proposal for a regulation
Article 1 – paragraph 1 – point 23 a (new)
Regulation (EC) No 851/2004
Article 24

Present text Amendment

(23 a) Article 24 is replaced by the 
following:

Article 24 "Article 24

Application of the Financial Regulation Application of the Financial Regulation

Article 185 of the Financial Regulation 
shall apply to the discharge of the Centre’s 
budget, its audits and accounting rules.

Article 70 of Regulation (EU, Euratom) 
2018/1046 shall apply to the discharge of 
the Centre’s budget, its audits and 
accounting rules."

Or. en

Justification

The Financial Regulation (Council Regulation (EC, Euratom) No 1606/2002, described in 
Recital 12 of Regulation (EC) No 851/2004, was repealed by Regulation (EU, Euratom) No 
966/2012, which in turn has since been repealed by Regulation (EU, Euratom) 2018/1046.

Amendment 58

Proposal for a regulation
Article 1 – paragraph 1 – point 28
Regulation (EC) No 851/2004
Article 31 – paragraph 1 – subparagraph 1 – introductory part

Text proposed by the Commission Amendment

By [please insert date three years after the 
date of entry into force] 2023, the 
Commission shall submit a report to the 
European Parliament, the Council and the 
Management Board on the Centre’s 

By … [please insert date three years after 
the date of entry into force of this 
amending Regulation], the Commission 
shall submit a report to the European 
Parliament, the Council and the 
Management Board on the Centre’s 
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activities, including an assessment of: activities, including an assessment of:

Or. en

Justification

The reference to 2023 appears to be a drafting error given that the report is to be published 
three years after the entry into force of this amending Regulation.

Amendment 59

Proposal for a regulation
Article 1 – paragraph 1 – point 28
Regulation (EC) No 851/2004
Article 31 – paragraph 1 – subparagraph 1 – point d a (new)

Text proposed by the Commission Amendment

(da) the impact of the network referred 
to in Article 5(8) on the safety and 
sufficiency of the supply of substances of 
human origin in the context of outbreaks 
of communicable diseases.

Or. en

Justification

This amendment is consistent with the changes introduced in the first and second 
subparagraphs of Article 5(8).

Amendment 60

Proposal for a regulation
Article 1 – paragraph 1 – point 28
Regulation (EC) No 851/2004
Article 31 – paragraph 2

Text proposed by the Commission Amendment

2. By [please insert date three years 
after the date of entry into force] 2028, and 
every 5 years thereafter, the Commission 
shall assess the Centre’s performance in 
relation to its objectives, mandate, tasks, 
procedure and location. The evaluation 

2. By … [please insert date five years 
after the date of entry into force of this 
amending Regulation], and every 5 years 
thereafter, the Commission shall assess the 
Centre’s performance in relation to its 
objectives, mandate, tasks, procedure and 



PR\1224828EN.docx 39/41 PE681.065

EN

shall, in particular, address the possible 
need to modify the mandate of the Centre, 
and the financial implications of any such 
modification.

location. The evaluation shall, in particular, 
address the possible need to modify the 
mandate of the Centre, and the financial 
implications of any such modification.

Or. en

Justification

The reference to 2028 appears to be a drafting error as the review of the Centre’s 
performance in relation to its objectives, mandate, tasks, procedure and location will in all 
likelihood be later than three years after the entry into force of the amending Regulation. 
Moreover, given the essence of the review process, which may result in legislative changes, 
additional time should be given to the Commission.

Amendment 61

Proposal for a regulation
Article 1 – paragraph 1 – point 28
Regulation (EC) No 851/2004
Article 31 – paragraph 3

Text proposed by the Commission Amendment

3. Where the Commission considers 
that the continued operation of the Centre 
is no longer justified with regard to its 
assigned objectives, mandate and tasks, it 
may propose that the relevant provisions of 
this Regulation be amended accordingly or 
repealed.

3. Based on the assessment referred 
to in paragraph 2, the Commission shall, 
where appropriate, submit a legislative 
proposal to amend this Regulation. Where 
the Commission considers that the 
continued operation of the Centre is no 
longer justified with regard to its assigned 
objectives, mandate and tasks, it may 
propose that the relevant provisions of this 
Regulation be amended accordingly or 
repealed.

Or. en

Justification

The Commission proposal does not clearly articulate the right of the Commission to propose 
changes to the Centre's mandate.
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EXPLANATORY STATEMENT

As part of the Union’s efforts to improve its health crisis preparedness and response 
mechanisms, the founding Regulation of the European Centre for Disease Prevention and 
Control (ECDC), adopted in 2004, is due to undergo its first revision. The COVID-19 
pandemic, caused by severe acute respiratory syndrome coronavirus-2 (SARS-CoV-2), has 
revealed significant gaps in the Union’s preparedness and response. The Union has never faced 
a more serious public health threat; the current pandemic remains far from over and future 
outbreaks are expected to emerge more often. 

The Union must be able to better anticipate, prepare for, and manage future epidemics. Three 
important elements need to be accounted for in the amendment of the ECDC’s founding 
Regulation (the ‘ECDC amending regulation’). 

First, the Commission proposal is part of a consolidated and interlinked package of legislative 
and non-legislative measures aimed at building a European Health Union that will also reinforce 
the European Medicines Agency’s mandate, and set out the central elements of a future Health 
Emergency Response Authority (HERA) in order to tackle cross-border health threats more 
effectively. However, given that the legislative proposal for HERA is foreseen for the fourth 
quarter of 2021, its implications for the ECDC will not be determined for some time. Therefore, 
although this report should be understood in the context of the European Health Union package, 
it must, in particular, be read in conjunction with the proposal for a regulation on serious cross-
border health threats and repealing Decision No 1082/2013/EU, which sets out a number of 
methods and criteria that are applicable to the ECDC amending Regulation. 

Second, the ECDC is limited by its financial resources. The ECDC has an approximate annual 
budget of EUR 60 million with around 300 posts foreseen under the 2021-2027 Multiannual 
Financial Framework. This is substantially lower than what is required if the Union is to be 
better prepared and more resilient in the area of public health. It is important to recognise that 
at present, almost the entire staff of the ECDC works on the SARS-CoV-2 pandemic while 
other critical areas of work on infectious diseases are being neglected. These resource 
limitations have led to contrasting comparisons with the United States’ Centers for Disease 
Control and Prevention (US CDC), which has grown and developed over seven decades and is 
currently equipped with a yearly budget in excess of USD 10 billion and the availability of 
more than 10,000 posts.

Third, the Treaty on the Functioning of the European Union (TFEU) clearly states that ‘Union 
action shall respect the responsibilities of the Member States for the definition of their health 
policy and for the organisation and delivery of health services and medical care’ (Article 
168(7)). The legal basis for the Commission proposal is Article 168(5) TFEU, which provides 
for Union measures ‘to combat the major cross-border health scourges, measures concerning 
monitoring, early warning of and combating serious cross-border threats to health (...) 
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excluding any harmonisation of the laws and regulations of the Member States’.

Consequently, I believe that the ECDC amending regulation should prioritise workable and 
pragmatic solutions aimed at improving cooperation, the exchange of information, expertise, 
and best practices between Member State authorities and the Commission, the Health Security 
Committee and the ECDC itself, as well as other organisations where relevant (for example, 
the European Medicines Agency). This improved cooperation should enable better 
preparedness and response coordination.  

To be effective, such augmented collaboration requires mutual transparency and accountability 
between the Member States and the Union’s institutions and bodies – only together can they 
achieve comparable results to that of the US CDC. Nevertheless, any provision in the ECDC 
amending regulation should not give rise to concerns that the Union is encroaching into the 
exclusive competences of the Member States. Therefore, I have softened the language around 
the assessment and auditing of the capacity of Member States’ health systems in order to allay 
any potential criticism from national capitals.  

The Commission proposal also foresees some new tasks for the ECDC, such as detecting, 
monitoring, and reporting on threats to substances of human origin, such as blood, organs, 
tissues, and cells. While I understand the importance of this new role, I believe the participation 
by Member States in this network in the first phase should be voluntary. If this new element of 
the ECDC’s epidemiological surveillance proves to be successful, it could then be made 
mandatory following a review. For the time being however, the ECDC should primarily focus 
on its core tasks, namely, to identify, assess, and communicate current and emerging threats 
posed by communicable diseases. 

This report also includes a number of technical adaptations, as there have been many changes 
both to the Treaties and other Union legislation, such as, for example, financial regulations, 
which must also be reflected in the ECDC amending regulation to ensure clarity and 
consistency. 


