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Amendment 1
Michèle Rivasi

Draft opinion
Paragraph 1

Draft opinion Amendment

1. Reiterates the key role of the 
European Medicines Agency ('the EMA') 
in protecting and promoting public and 
animal health by assessing and supervising 
medicines for human or veterinary use;

1. Reiterates the key role of the 
European Medicines Agency ('the EMA') 
in protecting human and animal health by 
assessing and supervising medicines for 
human or veterinary use and protecting 
public health by raising awareness on key 
issues including antimicrobial resistance 
and prevention of communicable diseases 
through vaccination;

Or. en

Amendment 2
Jessica Polfjärd

Draft opinion
Paragraph 1

Draft opinion Amendment

1. Reiterates the key role of the 
European Medicines Agency ('the EMA') 
in protecting and promoting public and 
animal health by assessing and supervising 
medicines for human or veterinary use;

1. Reiterates the key role of the 
European Medicines Agency ('the EMA') 
in protecting and promoting public and 
animal health, as well as European 
innovation and competitiveness, by 
assessing and supervising medicines for 
human or veterinary use;

Or. en

Amendment 3
Monika Beňová

Draft opinion
Paragraph 1

Draft opinion Amendment
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1. Reiterates the key role of the 
European Medicines Agency ('the EMA') 
in protecting and promoting public and 
animal health by assessing and supervising 
medicines for human or veterinary use;

1. Reiterates the key role of the 
European Medicines Agency ('the EMA') 
in protecting and promoting public human 
and animal health by assessing and 
supervising medicines for human or 
veterinary use;

Or. en

Amendment 4
Jessica Polfjärd

Draft opinion
Paragraph 2

Draft opinion Amendment

2. Notes that the EMA's authorised 
appropriations in the initial budget totalled 
EUR 385,919,000, representing a 7.78% 
increase over the 2020 initial budget, 
nevertheless, the final 2021 budget of the 
EMA mounted to EUR 379,288,000;

2. Notes that the EMA's authorised 
appropriations in the initial budget totalled 
EUR 385,919,000, representing a 7.78% 
increase over the 2020 initial budget, 
nevertheless, the final 2021 budget of the 
EMA mounted to EUR 379,288,000; 
stresses the need to maintain a cost-
efficient organisation while at the same 
time living up to its obligations;

Or. en

Amendment 5
Michèle Rivasi

Draft opinion
Paragraph 3

Draft opinion Amendment

3. Recalls that the EMA is a fee-
funded agency, with 89,37 % of its 2021 
revenue stemming from fees paid by the 
pharmaceutical industry, 9,92 % stemming 
from the Union budget and 0,7 % from 
various other sources;

3. Recalls that the EMA is a fee-
funded agency, with 89,37 % of its 2021 
revenue stemming from fees paid by the 
pharmaceutical industry, 9,92 % stemming 
from the Union budget and 0,7 % from 
various other sources; notes that the 
percentage of funding from 
pharmaceutical companies increased in 
2021, compared to 2020 (approximately 
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84%); calls for more balance in public-
private funding sources to maintain trust 
in the work of the Agency;

Or. en

Amendment 6
Catherine Griset

Draft opinion
Paragraph 3

Draft opinion Amendment

3. Recalls that the EMA is a fee-
funded agency, with 89,37 % of its 2021 
revenue stemming from fees paid by the 
pharmaceutical industry, 9,92 % stemming 
from the Union budget and 0,7 % from 
various other sources;

3. Recalls that, although it is a public 
body, the EMA is a fee-funded agency, 
with 89,37 % of its 2021 revenue 
stemming from fees paid by the 
pharmaceutical industry, 9,92 % stemming 
from the Union budget and 0,7 % from 
various other sources;

Or. fr

Amendment 7
Kateřina Konečná

Draft opinion
Paragraph 3 a (new)

Draft opinion Amendment

3 a. Points out the Agency’s 2021 
budget was 89,37% financed by fees from 
pharmaceutical companies, stresses that 
the funding from pharmaceutical 
companies has strongly increased in 2021, 
compared to 2020 (approximately 84%) 
and is concerned about the influence of 
the industry on the Agency and also about 
this dependence. Considering the context 
of health crisis and the growing 
prevalence of misinformation and 
disinformation, the increase of the 
Agency funding by company fees 
contributes to undermine the credibility 
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and public trust in the EMA. Therefore, a 
decrease of companies’ funding of the 
EMA budget is expected.

Or. en

Amendment 8
Michèle Rivasi

Draft opinion
Paragraph 3 a (new)

Draft opinion Amendment

3 a. Stresses that despite the majority 
of funding coming from private sources, 
the EMA is a public authority; underlines 
that public trust and guarantee of the 
Agency’s independence and integrity is 
crucial and therefore a high degree of 
transparency needs to be ensured through 
all its activities to avoid regulatory 
capture and ensure citizens maintain their 
faith in the pharmaceutical legal and 
regulatory framework in the EU;

Or. en

Amendment 9
Michèle Rivasi

Draft opinion
Paragraph 5

Draft opinion Amendment

5. Acknowledges that in 2021, the 
EMA continued to focus on the assessment 
of vaccines and therapeutics for COVID-19 
and on the evaluation of the quality, safety, 
and efficacy of these products as part of the 
EU response to the global pandemic; 
welcomes the continued efforts of the 
EMA to maintain a high level on 
transparency in relation to medicines 
against COVID-19;

5. Reiterates that transparency and 
the timely release of information about 
medicines is key to reinforcing public 
trust in regulatory decisions and the 
medicines placed onto the EU market; 
acknowledges that in 2021, the EMA 
continued to focus on the assessment of 
vaccines and therapeutics for COVID-19 
and on the evaluation of the quality, safety, 
and efficacy of these products as part of the 
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EU response to the global pandemic; 
welcomes the continued efforts of the 
EMA to maintain a high level on 
transparency in relation to medicines 
against COVID-19;

Or. en

Amendment 10
Michèle Rivasi

Draft opinion
Paragraph 5 a (new)

Draft opinion Amendment

5 a. Notes with regret that the 
publication of clinical data and clinical 
study reports, initiated in 2016, was put on 
hold at the end of 2018 due to the 
relocation from London to Amsterdam 
and subsequently due to the Covid-19 
pandemic; calls on the Agency to take up 
the publication of clinical data without 
delay; calls on the Agency to stick to the 
transparency rules and obligations laid 
down in the Clinical Trials Regulation 
adopted in 2014 as well as in the 
Regulation 1049/2001;

Or. en

Amendment 11
Michèle Rivasi

Draft opinion
Paragraph 5 b (new)

Draft opinion Amendment

5 b. Notes that in 2021 the Agency 
received 710 requests for access to 
documents which is a little less compared 
to 2019 (783 requests); notes that the 
Agency released in 2021 only 165,943 
pages compared to 318,013 in 2019; notes 
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that the Agency applies a queuing 
mechanism to manage processing of 
multiple access to documents requests 
from the same requester representing a 
bottleneck for a timely access to 
documents held by EMA and 
discouraging requesters to introduce new 
requests; calls on the Agency to provide 
detailed information on the number of 
access to documents requests remaining 
inactivated in the queuing system and the 
average time spent in the queuing system 
before being activated; calls on for a 
launch of an inquiry on EMA rules to 
process access to documents requests, the 
queuing mechanism, their evolution over 
time and the effects on applicants;

Or. en

Amendment 12
Michèle Rivasi

Draft opinion
Paragraph 5 c (new)

Draft opinion Amendment

5 c. Welcomes the proposal to extend 
the EMA’s mandate, which has entered 
negotiations in 2021, but expresses 
concern that the addition of significant 
new tasks and its increasing workload 
over the years has not been accompanied 
by sufficient corresponding increases in 
the EMA's staff and resources, and that 
such a shortage of staff puts the 
continuity of its operations under 
significant pressure and threatens the 
quality of the agency’s work; similarly, 
notes with concern the lack of 
remuneration for national experts in some 
of the Agency’s activities which may lead 
to delays and lower quality of scientific 
assessments;

Or. en
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Amendment 13
Michèle Rivasi

Draft opinion
Paragraph 5 d (new)

Draft opinion Amendment

5 d. Notes with concern that the EMA 
has not received any additional resources 
to recruit new staff to implement the new 
tasks that were assigned to the Agency by 
adoption of the Clinical Trials 
Regulation, in particular for the 
development of the Clinical Trials 
database and portal; notes with concern 
that staff shortages negatively affect the 
Agency’s transparency policy, including 
in regards of timely publication of clinical 
data, meeting minutes and timely 
responses to the access to documents 
requests; regrets that in order to comply 
with its new obligations, EMA 
compensated the staff shortages, 
including IT staff, with interim staff 
which are typically more expensive, are 
subject to high levels of turnover and 
hence require more time to be adequately 
trained;

Or. en

Amendment 14
Kateřina Konečná

Draft opinion
Paragraph 6 a (new)

Draft opinion Amendment

6 a. Notes with regret that the 
publication of clinical data and clinical 
study reports, initiated in 2016, was put on 
hold at the end of 2018 due to the 
relocation from London to Amsterdam 
and to the Covid-19 pandemic; calls on 
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the Agency to take up the publication of 
clinical data without any delay; calls on 
the Agency to stick to the transparency 
rules and obligations laid down in the 
Clinical Trial Regulation adopted in 2014 
as well as in the Regulation 1049/2001;

Or. en

Amendment 15
Alexandr Vondra

Draft opinion
Paragraph 7

Draft opinion Amendment

7. Welcomes that EMA recommended 
for approval in 2021 4 more vaccines and 5 
new treatments to combat COVID-19 
pandemic;

7. Acknowledges that EMA 
recommended for approval in 2021 4 more 
vaccines and 5 new treatments for use in 
combatting the COVID-19 pandemic;

Or. en

Amendment 16
Alexandr Vondra

Draft opinion
Paragraph 7 a (new)

Draft opinion Amendment

7 a. Notes with satisfaction that the 
EMA cooperates with other agencies, in 
particular with the European Centre for 
Disease Prevention and Control and with 
the European Food Safety Authority, 
including on the European Vaccination 
Information Portal, for monitoring 
vaccine safety and reporting side effects, 
as well as on antimicrobial consumption 
and resistance;

Or. en
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Amendment 17
Catherine Griset

Draft opinion
Paragraph 7 a (new)

Draft opinion Amendment

7a. Calls on the EMA, in conjunction 
with the ECDC, to remain extremely 
vigilant in monitoring reports of post-
vaccination side effects;

Or. fr

Amendment 18
Michèle Rivasi

Draft opinion
Paragraph 9

Draft opinion Amendment

9. Welcomes the Court of Auditors 
acknowledgment of the EMA as one of the 
nine agencies that had introduced their own 
internal rules to deal with the governing of 
the activities of members of agencies’ 
boards2 ;

9. Welcomes the Court of Auditors 
acknowledgment of the EMA as one of the 
nine agencies that had introduced their own 
internal rules to deal with the governing of 
the activities of members of agencies’ 
boards2 ; calls on the Agency to ensure 
that all management board members, 
members of EMA advisory bodies and 
stakeholder groups and their alternates 
have dutifully submitted the required 
declarations of interest that a high level of 
compliance with conflict of interest rules 
is maintained;

_________________ _________________
2 2021 Audit of EU agencies in brief: 
Introducing the European Court of 
Auditors’ 2021 annual report on EU 
agencies, p. 40

2 2021 Audit of EU agencies in brief: 
Introducing the European Court of 
Auditors’ 2021 annual report on EU 
agencies, p. 40

Or. en

Amendment 19
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Kateřina Konečná

Draft opinion
Paragraph 9 a (new)

Draft opinion Amendment

9 a. Notes that in 2021 the Agency 
received 710 requests for access to 
documents which is a little less compared 
to 2019 (783); notes that the Agency 
released in 2021 only 165.943 pages 
compared to 318.013 in 2019; notes that 
the Agency applies a queuing mechanism 
to manage processing of multiple access 
to documents requests from the same 
requester representing a bottleneck for a 
timely access to documents held by EMA 
and discouraging requesters to introduce 
new requests; invites the Agency to 
provide detailed information on the 
number of access to documents requests 
remaining inactivated in the queuing 
system and the average time spent in the 
queuing system before being activated; 
calls on for a launch of an inquiry on 
EMA rules to process access to documents 
requests, the queuing mechanism, their 
evolution over time and the effects on 
applicants.

Or. en

Amendment 20
Monika Beňová

Draft opinion
Paragraph 12

Draft opinion Amendment

12. Notes with satisfaction that the 
EMA has properly addressed the two 
observations made by the Court of 
Auditors in its 2020 annual report 
regarding the appointment of selection 
panels in recruitment procedures and the 
catering and restaurant services framework 

12. Notes with satisfaction that the 
EMA has properly addressed the two 
observations made by the Court of 
Auditors in its 2020 annual report 
regarding the appointment of selection 
panels in recruitment procedures and the 
catering and restaurant services framework 



AM\1270302EN.docx 13/13 PE740.669v01-00

EN

contract4 ; contract4 ; recalls a finding by the Court 
of Auditors in its annual report 2021, of 
remaining shortcomings related to 
transparency in recruitment procedures; 
notes the effort of EMA to improve its 
internal hiring guidelines;

_________________ _________________
4 Annual Report on EU agencies for the 
financial year 2021, p. 181

4 Annual Report on EU agencies for the 
financial year 2021, p. 181

Or. en

Amendment 21
Kateřina Konečná

Draft opinion
Paragraph 13 a (new)

Draft opinion Amendment

13 a. Notes that transparency and the 
timely release of information about 
medicines is key to reinforcing public 
trust in regulatory decisions and the 
medicines placed onto the EU market; 
notes that the Agency is continuously 
facing additional workload and additional 
budgetary needs justifying adequate staff 
and budgetary resources including for an 
effective implementation of the Agency 
transparency policy, among others a 
timely publication of meeting minutes and 
timely replies to access to documents 
requests;

Or. en


