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1. PROPOSAL FOR A EUROPEAN PARLIAMENT DECISION

on discharge in respect of the implementation of the budget of the European Medicines 
Agency for the financial year 2020
(2021/2132(DEC))

The European Parliament,

– having regard to the final annual accounts of the European Medicines Agency for the 
financial year 2020,

– having regard to the Court of Auditors’ annual report on EU agencies for the financial 
year 2020, together with the agencies' replies1,

– having regard to the statement of assurance2 as to the reliability of the accounts and the 
legality and regularity of the underlying transactions provided by the Court of Auditors 
for the financial year 2020, pursuant to Article 287 of the Treaty on the Functioning of 
the European Union,

– having regard to the Council’s recommendation of 28 February 2022 on discharge to be 
given to the Agency in respect of the implementation of the budget for the financial year 
2020 (06003/2022 – C9-0087/2022),

– having regard to Article 319 of the Treaty on the Functioning of the European Union,

– having regard to 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 966/20123, and in particular Article 70 thereof,

– having regard to Regulation (EC) No 726/2004 of the European Parliament and of the 
Council of 31 March 2004 laying down Union procedures for the authorisation and 
supervision of medicinal products for human use and establishing a European 
Medicines Agency4, and in particular Article 68 thereof,

– having regard to Commission Delegated Regulation (EU) 2019/715 of 18 December 
2018 on the framework financial regulation for the bodies set up under the TFEU and 
Euratom Treaty and referred to in Article 70 of Regulation (EU, Euratom) 2018/1046 of 
the European Parliament and of the Council5, and in particular Article 105 thereof,

1 OJ C 439, 29.10.2021, p. 3. ECA annual report on EU agencies for the 2020 financial year: 
https://www.eca.europa.eu/en/Pages/DocItem.aspx?did=59697.
2 OJ C 439, 29.10.2021, p. 3. ECA annual report on EU agencies for the 2020 financial year: 
https://www.eca.europa.eu/en/Pages/DocItem.aspx?did=59697.
3 OJ L 193, 30.7.2018, p. 1.
4 OJ L 136, 30.4.2004, p. 1.
5 OJ L 122, 10.5.2019, p. 1.

https://www.eca.europa.eu/en/Pages/DocItem.aspx?did=59697#_blank
https://www.eca.europa.eu/en/Pages/DocItem.aspx?did=59697#_blank
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– having regard to Rule 100 of and Annex V to its Rules of Procedure,

– having regard to the opinion of the Committee on the Environment, Public Health and 
Food Safety,

– having regard to the report of the Committee on Budgetary Control (A9-0103/2022),

1. Grants the Executive Director of the European Medicines Agency discharge in respect 
of the implementation of the Agency’s budget for the financial year 2020;

2. Sets out its observations in the resolution below;

3. Instructs its President to forward this decision, and the resolution forming an integral 
part of it, to the Executive Director of the European Medicines Agency, the Council, the 
Commission and the Court of Auditors, and to arrange for their publication in the 
Official Journal of the European Union (L series).



RR\1253932EN.docx 5/22 PE698.974v03-00

EN

2. PROPOSAL FOR A EUROPEAN PARLIAMENT DECISION

on the closure of the accounts of the European Medicines Agency for the financial year 
2020
(2021/2132(DEC))

The European Parliament,

– having regard to the final annual accounts of the European Medicines Agency for the 
financial year 2020,

– having regard to the Court of Auditors’ annual report on EU agencies for the financial 
year 2020, together with the agencies' replies1,

– having regard to the statement of assurance2 as to the reliability of the accounts and the 
legality and regularity of the underlying transactions provided by the Court of Auditors 
for the financial year 2020, pursuant to Article 287 of the Treaty on the Functioning of 
the European Union,

– having regard to the Council’s recommendation of 28 February 2022 on discharge to be 
given to the Agency in respect of the implementation of the budget for the financial year 
2020 (06003/2022 – C9-0087/2022),

– having regard to Article 319 of the Treaty on the Functioning of the European Union,

– having regard to 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 966/20123, and in particular Article 70 thereof,

– having regard to Regulation (EC) No 726/2004 of the European Parliament and of the 
Council of 31 March 2004 laying down Union procedures for the authorisation and 
supervision of medicinal products for human use and establishing a European 
Medicines Agency4, and in particular Article 68 thereof,

– having regard to Commission Delegated Regulation (EU) 2019/715 of 18 December 
2018 on the framework financial regulation for the bodies set up under the TFEU and 
Euratom Treaty and referred to in Article 70 of Regulation (EU, Euratom) 2018/1046 of 
the European Parliament and of the Council5, and in particular Article 105 thereof,

1 OJ C 439, 29.10.2021, p. 3. ECA annual report on EU agencies for the 2020 financial year: 
https://www.eca.europa.eu/en/Pages/DocItem.aspx?did=59697.
2 OJ C 439, 29.10.2021, p. 3. ECA annual report on EU agencies for the 2020 financial year: 
https://www.eca.europa.eu/en/Pages/DocItem.aspx?did=59697.
3 OJ L 193, 30.7.2018, p. 1.
4 OJ L 136, 30.4.2004, p. 1.
5 OJ L 122, 10.5.2019, p. 1.

https://www.eca.europa.eu/en/Pages/DocItem.aspx?did=59697#_blank
https://www.eca.europa.eu/en/Pages/DocItem.aspx?did=59697#_blank
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– having regard to Rule 100 of and Annex V to its Rules of Procedure,

– having regard to the opinion of the Committee on the Environment, Public Health and 
Food Safety,

– having regard to the report of the Committee on Budgetary Control (A9-0103/2022),

1. Approves the closure of the accounts of the European Medicines Agency for the 
financial year 2020;

2. Instructs its President to forward this decision to the Executive Director of the European 
Medicines Agency, the Council, the Commission and the Court of Auditors, and to 
arrange for its publication in the Official Journal of the European Union (L series).
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3. MOTION FOR A EUROPEAN PARLIAMENT RESOLUTION

with observations forming an integral part of the decision on discharge in respect of the 
implementation of the budget of the European Medicines Agency for the financial year 
2020
(2021/2132(DEC))

The European Parliament,

– having regard to its decision on discharge in respect of the implementation of the budget 
of the European Medicines Agency for the financial year 2020,

– having regard to Rule 100 of and Annex V to its Rules of Procedure,

– having regard to the opinion of the Committee on the Environment, Public Health and 
Food Safety,

– having regard to the report of the Committee on Budgetary Control (A9-0103/2022),

A. whereas, according to its statement of revenue and expenditure1 , the final budget of the 
European Medicines Agency (the ‘Agency’) for the financial year 2020 was EUR 369 
749 000, representing an increase of 6,63 % compared to 2019; whereas the inflation 
rate in the Union was 0,7% in 2020; whereas the Agency is a fee-funded agency, with 
approximately 84,00 % of its 2020 revenue stemming from fees paid by the 
pharmaceutical industry for services provided, 15,92 % stemming from the Union 
budget and 0,08 % stemming from external assigned revenue;

B. whereas the Court of Auditors (the ‘Court’) in its report on the annual accounts of the 
Agency for the financial year 2020 (the ‘Court’s report’), states that it has obtained 
reasonable assurance that the Agency’s annual accounts are reliable and that the 
underlying transactions are legal and regular;

Budget and financial management

1. Notes with satisfaction that budget monitoring efforts during the financial year 2020 
resulted in a budget implementation rate of 98,83 %, representing an increase of 0,27 % 
compared to 2019; notes that the payment appropriations execution rate was 78,47 %, 
representing a decrease of 4,58 % compared to 2019;

2. Notes the Agency’s decision to waive all fees for scientific advice applications from 
developers of potential COVID-19 therapeutics or vaccines, as of 13 March 2020, and 
welcomes the waiving of all fees for provision of scientific advice to academic 
researchers developing orphan medicines from 19 June 2020; believes that other 
instances of waiving fees subject to specific criteria set out by the Agency, in particular 
regarding small and medium-sized enterprises (SMEs), should follow;

Performance

1  OJ C 114, 31.3.2021, p.25.
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3. Emphasises the important role of the Agency in protecting and promoting public and 
animal health by making independent, science-based recommendations on the quality, 
safety and efficacy of medicines, and providing scientific advice and incentives to 
stimulate the development and improve the availability of innovative new medicines;

4. Recognises the contribution made by the Agency in giving six medicines a 
recommendation for marketing authorisation following an accelerated assessment, 
thirteen medicines a recommendation for conditional marketing authorisation, and 
authorising five medicines under exceptional circumstances;

5. Notes that, despite the unprecedented difficulties since the start of the global COVID-19 
pandemic in 2020, the Agency continued to act in the interests of the public health of all 
European citizens as they were confronted with COVID-19, by acting as the hub of the 
European network of regulatory medicines authorities that implements the applicable 
Union legislative framework for such products; highlights the important role the 
Agency played in preparation of the Union’s response to the COVID-19 pandemic and 
praises its efforts to effectively analyse and to quickly approve vaccines against 
COVID-19 in the Member States;

6. Is pleased that the Agency successfully maintained the quality and continuity of its 
operations whilst relocating its seat to its new premises in Amsterdam following the 
United Kingdom’s withdrawal from the Union; notes that potential liabilities arising 
from the lease on the Agency’s former office premises in London remain a matter of 
concern; recognises that the Agency was able to respond effectively to the workload 
associated with the COVID-19 pandemic and welcomes the Agency’s work on 
facilitating access to new vaccines and therapeutics to treat and prevent the spread of 
COVID-19;

7. Highlights the fact that, in 2020, the Agency recommended 97 new human medicines 
for marketing authorisation, including 39 new active substances, and 20 new veterinary 
medicines, including 13 new active substances; 

8. Emphasises the fact that, despite the Agency’s hard work in 2020, the COVID-19 
pandemic challenged the existing public health security infrastructure, and underlines 
the need to strengthen the capabilities of the Agency so as to improve its resilience and 
effectiveness during periods of emergency; stresses that the European Green Deal also 
requires additional efforts from the Agency, which justify an expansion of resources; 
welcomes the fact that steps have been taken to redesign the public health security 
infrastructure in the Union, including via the EU4Health Programme established by 
Regulation (EU) 2021/5222, , via Regulation (EU) 2022/1233 and via the 
communication of the Commission of 25 November 2020 entitled ‘Pharmaceutical 
Strategy for Europe’; calls upon the Court to expand in its audit for the 2021 financial 
year on the functioning of the Agency within the adjusted institutional context; calls 
upon the Court to expand on whether within the adjusted institutional setting, the 

2  Regulation (EU) 2021/522 of the European Parliament and of the Council of 24 March 2021 establishing a 
Programme for the Union’s action in the field of health (‘EU4Health Programme’)for the period 2021-2027, and 
repealing Regulation (EU) No 282/2014 (OJ L 107, 26.3.2021, p. 1).
3  Regulation (EU) 2022/123 of the European Parliament and of the Council of 25 January 2022 on a reinforced 
role for the European Medicines Agency in crisis preparedness and management for medicinal products and 
medical devices (OJ L 20, 31.1.2022, p. 1).
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Agency has enough resources to implement its expanded mandate effectively;

9. Notes, with regard to the follow-up to last year’s discharge observations, that the 
Agency is revising its set of indicators and metrics with the objective of further 
reducing complexity, increasing transparency and extending the efficacy of monitoring 
its activities; calls on the Agency to report to the discharge authority on the 
developments in this regard;

10. Notes with satisfaction that the Agency cooperates with other agencies, in particular 
with the European Centre for Disease Prevention and Control (ECDC) and with the 
European Food Safety Authority (EFSA), including on the European Vaccination 
Information Portal, for the purpose of monitoring vaccine safety and reporting side 
effects, as well as with regard to antimicrobial consumption and resistance;

11. Highlights the importance of involving the relevant stakeholders, such as 
representatives of health professionals, of patients and of other parties, in the light of the 
alarming prevalence of disinformation regarding the COVID-19 pandemic in public 
debate on protection of public health, and calls on the Agency to continue to contribute 
to such debate as actively as possible, based on the latest scientific knowledge;

12. Welcomes the fact that tackling increasing antimicrobial resistance, in particular by 
supporting the development of new medicines, collecting data on veterinary 
antimicrobial consumption and promoting responsible use of antimicrobial medicines, 
remains one of the Agency’s priorities, even in the light of the current situation;

13. Emphasises that the COVID-19 pandemic is impacting all aspects of health care, 
including the availability of medicines, due to supply chain disruptions; considers that 
the situation has only served to highlight the need, of which we were already aware, for 
the Union to reach the highest possible level of self-sufficiency in the development and 
production of medicines; welcomes the Agency’s commitment to continue contributing 
to the development and strengthening of the Union’s response system in the event of 
reduced availability of medicines;

14. Welcomes the level of assistance that the Agency has provided to companies 
developing vaccines and medicines against COVID-19; lauds its consistently scientific 
approach, which places the health of Union citizens above all else;

15. Notes, regarding the follow-up to last year’s discharge observations, that the Agency 
shares services with the Commission and other Union agencies and often participates in 
joint inter-agency procurements; further notes that the Agency cooperates with the EU 
Agencies Network in order to share and adopt best practices aimed at increasing 
efficiency among all agencies and joint undertakings; notes that, as a result of a 
cyberattack in December 2020, the Agency increased its cooperation in the area of 
cybersecurity, in particular with the Computer Emergency Response Team for the EU 
institutions, bodies and agencies (CERT-EU) and the European Union Agency for Law 
Enforcement Cooperation (Europol), as well as an external third-party service provider 
with specific expertise in IT security-incident response;

16. Notes that, according to the Court's Special Report No 22/2021 ‘Future of EU Agencies 
- Potential for more flexibility and cooperation’, the Agency needs to improve its 
cooperation with the Commission; calls on the Agency and the Commission to report 



PE698.974v03-00 10/22 RR\1253932EN.docx

EN

back on the developments in this regard to the discharge authority;

Staff policy

17. Welcomes the fact that, on 31 December 2020, the establishment plan was 100,00 % 
implemented, with 596 temporary agents appointed out of 596 temporary agents 
authorised under the Union budget (compared to 591 authorised posts in 2019); notes 
that, in addition, 197 contract agents and 32 seconded national experts worked for the 
Agency in 2020;

18. Welcomes the proposal to extend the Agency’s mandate but expresses concern that the 
addition of significant new tasks and its increasing workload over the years has not been 
accompanied by corresponding increases in the Agency's staff and resources, and that 
such a shortage of staff puts the continuity of its operations under significant pressure at 
an already critical time;

19. Recommends, in particular, that sufficient additional resources be allocated to the 
Agency to improve its competence in the fight against medicine shortages; invites the 
Commission to evaluate in detail the feasibility of granting the Agency additional 
capacity to manage shortages, including by means of the desired future transformation 
of the European Shortages Monitoring Platform into a proper and effective common 
European database;

20. Notes the gender balance in the Agency’s senior management, with 16 out of 26 
(61,54%) being men, and the gender balance in the Agency’s management board, with 
40 out of 65 (61,54%) being men; further notes the gender balance among the Agency’s 
overall staff, with 536 out of 802 (66,83%) being women;

21. Notes that the Court found a weakness in the Agency's process for appointing selection 
panels for recruitment; welcomes the measures the Agency has taken to address this 
issue;

22. Is concerned about the large size of the Agency’s management board which makes 
decision making difficult and generates considerable administrative costs;

23. Welcomes the efforts made in the Agency’s staff policy to promote teleworking and a 
healthy lifestyle; calls on the Agency to closely monitor the workload burden allocated 
to staff, especially under exceptional peak periods related to COVID-19; calls on the 
Agency to undertake measures to the extent possible to ensure staff’s well-being and to 
have anti-burnout and anti-harassment policies in place; continues to encourage the 
Agency to pursue the development of a long term human resources policy framework 
that, addresses work-life balance, lifelong guidance and career development, gender 
balance, teleworking, geographical balance and the recruitment and integration of 
people with disabilities; acknowledges the efforts already made by the Agency in this 
regard; calls on the Agency to report on staff well-being for the discharge of the 2021 
financial year;

24. Notes that, according to the 2018 follow-up report and the Court’s 2019 report, the 
Agency has still not fully implemented the Court’s recommendation on the use of 
external consultants; welcomes, however, the efforts of the Agency in 2020 to follow up 
on this observation by significantly decreasing the use of IT consultants;
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25. Notes that the COVID-19 pandemic dominated the Agency’s activities in 2020 which 
resulted in substantial resources being allocated to respond to the public health crisis; 
notes that, as a consequence, the scope of the Agency’s 2020 work programme had to 
be reduced, with important public health activities either delayed or suspended, in line 
with the business continuity plan, such as clinical data publication for non-COVID-19 
related products and the development of guidelines for and provision of support to 
scientific working parties; notes with concern the words of the former executive director 
of the Agency who stated that he was ‘very concerned’ about the redeployment of the 
Agency’s staff, emphasising that the pressure under which his staff operated could not 
last forever; notes that the granting of 40 temporary agent posts by the budgetary 
authority helped the Agency to respond to the exceptional workload; further notes the 
Agency’s statement that those positions were only granted in November 2020, when it 
was operationally too late to significantly mitigate the COVID-19 related workload of 
the year;

Procurement 

26. Notes the Agency’s reply to the follow-up observation from the Court’s report of last 
year regarding the combination of unrelated items (provision of printers and 
management of the loading bay) in a single lot for tender for a framework contract, that 
it would have been unpractical and inefficient to put those services out to tender in 
isolation; notes that, following input from the Advisory Committee on Procurement and 
Contracts, the Agency’s contract duration scheme for the aforementioned framework 
contract became 4+1+1, meaning that after four years the contract could be ended if 
needed; calls on the Agency to check for compatibility of combined services by 
including a tender strategy that is supported by market analysis as part of each 
procurement procedure, and to take that strategy into account during the tendering 
phase, and to keep the discharge authority informed about the developments in this 
regard;

27. Notes, with regard to the follow-up to last year’s discharge observations, that the 
Agency signed a framework contract in 2019 with three companies for the supply of 
temporary workers without providing any breakdown of the estimated gross staff cost 
for the interim agents in each requested staff category; notes that, as a result, the 
Agency was not in a position to evaluate whether the service provider’s mark-up or 
gross profit was reasonable in relation to similar contracts; acknowledges that the 
Agency has contacted the EU Agencies Network and has carried out market research to 
understand the local market conditions for contracted workers; calls on the Agency to 
communicate with the Court so that the Agency can determine which actions would be 
appropriate to address those findings;

Prevention and management of conflicts of interest, and transparency

28. Stresses that despite the majority of its funding coming from private sources, the 
Agency is a public authority; underlines that the perception of the Agency’s 
independence and integrity is crucial and that therefore there is a need to ensure a high 
degree of transparency in all its activities to avoid regulatory capture and ensure citizens 
maintain their faith in the marketing authorisation system in the Union;

29. Welcomes the revised policy on the handling of competing interests of the management 
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board, which took effect from 1 July 2020 and the practice of systematic ex-ante 
controls on all declarations of interest submitted by management board members 
together with the requirement that those members undertake training before their 
declaration of interest can be submitted;

30. Notes with satisfaction the exceptional transparency measures the Agency implemented 
with regard to medicines for COVID-19, including accelerated publication timelines for 
clinical data and providing more information to the general public, such as publication 
of the product information with details of the conditions of use, at the time of the 
positive opinion of the Committee for Medicinal Products for Human Use  on the 
marketing authorisation application; publication of the full European public assessment 
report , within three days of authorisation by the Commission; publication of clinical 
data submitted to the Agency in support of the applications for COVID-19 medicines 
after the authorisation of a medicine and once personal data have been anonymised; and 
the publication of the full risk management plan for authorised COVID-19 medicines; 
invites the Agency to apply the same transparency measures to all products regulated by 
the Agency;

31. Acknowledges the Agency’s existing measures and ongoing efforts to secure 
transparency, to prevent and manage conflicts of interest, and to provide whistleblower 
protection; notes that, in 2020, no internal whistleblowing case was reported, however, 
25 reports of external whistleblowing cases were received; notes that 15 cases were 
closed and 10 cases are still ongoing; calls on the Agency to report to the discharge 
authority on the progress in those cases;

32. Welcomes the Agency’s efforts to increase the level of transparency of its decision-
making, as evidenced, for example, by the publication of data from clinical trials 
submitted in the marketing authorisation process for COVID-19 medicines or the 
increased level of communication with the media and the public; considers that this 
transparent approach is crucial in the current situation;

33. Notes with satisfaction that in 2020 no case of conflict of interest was reported by the 
Agency and that the Agency published the conflict of interest declarations of its 
management board members and its senior management; notes with satisfaction that the 
Agency published the CVs of its management board members, senior management and 
of its external and in-house experts;

34. Welcomes the further steps taken in order to enhance the transparency of the Agency’s 
activities by reporting the meetings that the Agency’s staff have with external 
stakeholders and their availability on the website of the Agency; notes the substantial 
and consistent concerns about the lack of transparency about vaccine contracts with 
pharmaceutical companies, but emphasises that although the Agency approves of those 
vaccines the Commission and not the Agency is a party in those contracts;

Internal control

35. Notes that the internal control system which the Agency has in place, both in terms of 
the individual elements and the system as a whole, is effective overall, with some 
improvements needed to further enhance the effectiveness of some specific elements; 
notes, furthermore, that the internal control procedures are considered to provide 
reasonable assurance that the resources under the responsibility of the executive director 
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were used for their intended purposes and in accordance with the principles of sound 
financial management;

36. Notes the Court’s observation related to the amendment of prices for a catering and 
restaurant services framework contract that only allowed the amendment to be made in 
2021 and that the 2020 price revision was deemed irregular by the Court; further notes 
that, for one audited payment of EUR 125 954, the Agency could not reconcile the 
charged costs with the provisions and rates set out in the framework contract, thereby 
contravening the Financial Regulation; notes that both observations point to internal 
control weaknesses, which should be addressed in the annual assessment of the internal 
control framework; calls on the Agency to include the Court’s findings in its annual 
assessment and to report to the discharge authority on the outcome of the assessment;

COVID-19 response and business continuity

37. Notes that, following the outbreak of COVID-19, the Agency invoked its business 
continuity plan and public health threat plan, in order to protect staff, delegates and 
contractors’ health and safety while continuing to deliver on its mandate; notes that the 
Agency monitored closely the developments concerning  various dimensions of the 
pandemic impact and followed the guidance and decisions made by the Commission, by 
the  government of the Netherlands, which is the host Member State, and by health 
organisations such as the ECDC and the World Health Organization;

38. Notes that the Agency waived fees for provision of scientific advice to pharmaceutical 
companies developing COVID-19 treatments and vaccines, in order to facilitate 
research concerning the COVID-19 virus in 2020; notes, however, that the Agency did 
not experience an impact on its revenue estimates, as the fees waived were not part of 
the initial budget estimations;

Other comments 

39. Notes, regarding the follow-up to last year’s statement of assurance and the emphasis of 
matter paragraph in the Court’s report in 2020, that the Agency is concerned about the 
lease and sublease agreement of its former premises in London which lasts until 2039; 
welcomes the fact that the Agency’s management board has requested the Commission 
to work on this issue at the political level since the matter was not resolved during the 
negotiations relating to the withdrawal of the United Kingdom from the Union; notes 
with concern that the activities linked to the lease and sublease agreement are resource-
intensive and lie outside the Agency’s public health responsibilities; further notes that 
the current volatility of the United Kingdom and the global economy, caused inter alia 
by the COVID-19 pandemic, accentuate the urgency of the need for a fast resolution of 
the matter so as to allow the Agency to fully dedicate its resources to fighting the public 
health crisis and to focus its efforts on its public health mission;

40. Recognises the progress the Agency has achieved in developing information and 
communication technology systems enabling efficient medicines authorisation and 
monitoring, as well as implementation of recent Union law such as Regulation (EU) No 
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536/2014 4 and Regulation (EU) 2019/65;

41. Notes with regret that the Agency was the victim of a cyberattack in December 2020; 
notes that a full criminal investigation was undertaken by law enforcement authorities, 
in cooperation with CERT-EU and Europol, as well as an external third-party service 
provider with specific expertise in IT security-incident response; notes that the 
Agency’s defensive cybersecurity capabilities have been enhanced since then, with 
further investment to protect the Agency from future attacks; welcomes the efforts made 
by the Agency and calls on the Agency to also take account of the reputational risks and 
the destabilising effects on public opinion when information obtained through such an 
attack is abused; calls on the Agency to further strengthen its cybersecurity policy and 
report back in that regard to the discharge authority;

42. Highlights the importance of increasing the digitalisation of the Agency in terms of 
internal operation and management but also the importance of speeding up the 
digitalisation of procedures; stresses the need for the Agency to continue to be proactive 
in this regard in order to avoid, at all costs, a digital gap between the agencies;

43. Welcomes the fact that the Agency joined the initiative launched by EFSA to explore 
the potential of artificial intelligence (AI) in different areas of the Agencies’ work, such 
as forecasting, automated reporting, image processing, content sanitisation, and expert 
identification; calls on the Agency to continue its efforts in this initiative in the coming 
years and asks the Agency to report back on its experience regarding the use of AI in its 
work;

44. Notes that the Agency developed and implemented a communication plan for 2020 that 
aimed to broaden the reach of its communication activities, especially those related to 
the unprecedented situation of the COVID-19 pandemic;

45. Welcomes the efforts made by the Agency to put in place a comprehensive strategy for 
sustainable development, including steps to reduce CO2 emissions and energy 
consumption and to ensure that the Agency is a cost-effective and environment-friendly 
working place; encourages the Agency to further strengthen its efforts for sustainability; 
calls on the Agency to report to the discharge authority on the developments in this 
regard;

°

° °

46. Refers, for other observations of a cross-cutting nature accompanying its decision on 
discharge, to its resolution of [...] 20226 on the performance, financial management and 
control of the agencies.

4 Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials 
on medicinal products for human use, and repealing Directive 2001/20/EC (OJ L 158, 27.5.2014, p. 1).
5 Regulation (EU) 2019/6 of the European Parliament and of the Council of 11 December 2018 on veterinary 
medicinal products and repealing Directive 2001/82/EC (OJ L 4, 7.1.2019, p. 43).
6 Texts adopted, P9_TA(2022)0000.
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OPINION OF THE COMMITTEE ON THE ENVIRONMENT, PUBLIC HEALTH AND 
FOOD SAFETY

for the Committee on Budgetary Control

on discharge in respect of the implementation of the budget of the European Medicines 
Agency for the financial year 2020
(2021/2132(DEC))

Rapporteur for opinion: Pascal Canfin
SUGGESTIONS

The Committee on the Environment, Public Health and Food Safety calls on the Committee 
on Budgetary Control, as the committee responsible, to incorporate the following suggestions 
into its motion for a resolution:

1. Emphasises the important role of the European Medicines Agency ( ‘EMA') in 
protecting and promoting public and animal health by making independent, science-
based recommendations on the quality, safety and efficacy of medicines, and providing 
scientific advice and incentives to stimulate the development and improve the 
availability of innovative new medicines;

2. Notes that following its relocation in 2019, EMA had planned to resume full-scale 
activities in 2020, however, the COVID-19 outbreak forced a re-prioritisation of its 
operations to tackle the pandemic; stresses that 2020 was consequently an extremely 
challenging year for EMA, requiring extreme agility and resilience to be able to 
maintain its activities while also supporting enhanced collaboration between Member 
States to manage the supply of medicines and global efforts to combat the pandemic in a 
new and challenging environment;

3. Recognises the contribution made by EMA in giving six medicines a recommendation 
for marketing authorisation following an accelerated assessment, thirteen medicines a 
recommendation for a conditional marketing authorisation, and authorising five 
medicines under exceptional circumstances;

4. Notes that EMA's final budget for the financial year 2020 was EUR 369 749 000, 
representing an increase of 6,63% compared to 2019;

5. Observes that the EMA is a fee-funded agency, with 84,22% of its funding derived from 
the evaluation of medicines and other business-related activities, 15,65% stemming 
from the Union budget and 0,13 % from various other sources;

6. Stresses that despite the majority of its funding coming from private sources, EMA is a 
public authority; underlines that the perception of the EMA’s independence and 
integrity is crucial and that therefore there is a need to ensure a high degree of 
transparency in all its activities to avoid regulatory capture and ensure citizens maintain 
their faith in the marketing authorisation system in the Union;
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7. Notes EMA’s decision to waive all fees for scientific advice applications from 
developers of potential COVID-19 therapeutics or vaccines, as of 13 March 2020, and 
welcomes the waiving of all fees for provision of scientific advice to academic 
researchers developing orphan medicines from 19 June 2020; believes that other 
instances of waiving fees subject to specific criteria set out by EMA, in particular 
regarding SMEs, should follow;

8. Notes with satisfaction that all of the 596 authorised posts were occupied on 
31 December 2020, compared to 583 posts out of 591 in 2019;

9. Is pleased that EMA successfully maintained the quality and continuity of its operations 
whilst relocating its seat to its final premises in Amsterdam following the United 
Kingdom’s withdrawal from the Union; notes that potential liabilities arising from the 
lease on EMA’s former office premises in London remain a matter of concern; 
recognises that EMA was able to respond effectively to the workload associated with 
the COVID-19 pandemic and welcomes EMA’s work on facilitating access to new 
vaccines and therapeutics to treat and prevent the spread of COVID-19;

10. Highlights the fact that, in 2020, EMA recommended 97 new human medicines for 
marketing authorisation, including 39 new active substances, and 20 new veterinary 
medicines, including 13 new active substances; 

11. Welcomes the proposal to extend EMA’s mandate but expresses concern that the 
addition of significant new tasks and its increasing workload over the years has not been 
accompanied by 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 at 
an already critical time;

12. Recommends, in particular, that sufficient additional resources be allocated to EMA to 
improve its competence in the fight against medicine shortages; invites the  
Commission to evaluate in detail the feasibility of granting EMA additional capacity to 
manage shortages, including by means of the  desired future transformation of the 
European Shortages Monitoring Platform into a proper and effective common European 
database;

13. Welcomes the revised policy on the handling of competing interests of the management 
board, which took effect from 1 July 2020 and the practice of systematic ex-ante 
controls on all declarations of interest submitted by management board members 
together with the requirement that those members undertake training before their 
declaration of interest can be submitted;

14. Notes with satisfaction the exceptional transparency measures EMA implemented with 
regard to medicines for COVID-19, including accelerated publication timelines for 
clinical data and providing more information to the general public such as publication of 
the product information with details of the conditions of use at the time of the positive 
opinion of the Committee for Medicinal Products for Human Use (CHMP) on the 
marketing authorisation application; publication of the full European public assessment 
report (EPAR), within three days of authorisation by the Commission; publication of 
clinical data submitted to EMA in support of the applications for COVID-19 medicines 
after the authorisation of a medicine and once personal data have been anonymised; and 
the publication of the full risk management plan for authorised COVID-19 medicines; 
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invites EMA to apply the same transparency measures to all products regulated by 
EMA;

15. Recognises the progress EMA has achieved in developing information and 
communication technology systems enabling efficient medicines authorisation and 
monitoring, as well as implementation of new Union law such as Regulation (EU) No 
536/2014 1 and Regulation (EU) 2019/62;

16. Notes that the Court found a weakness in EMA's process for appointing selection panels 
for recruitment; welcomes the measures EMA has taken to address this issue;

17. Notes, with concern, that the Court identified public procurement weaknesses as well as 
irregularities in a catering and restaurant services framework contract, including a 
failure to verify that the amounts invoiced were correct; 

18. Notes with satisfaction that 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 the 
purpose of monitoring vaccine safety and reporting side effects, as well as with regard 
to antimicrobial consumption and resistance;

19. Highlights the importance of involving the relevant stakeholders, such as 
representatives of health professionals, of patients and of other parties, in the light of the 
alarming prevalence of disinformation regarding the COVID-19 pandemic in  public 
debate on protection of public health and calls on EMA to continue to contribute to such 
debate as actively as possible, based on the latest scientific knowledge;

20. Welcomes the fact that tackling increasing antimicrobial resistance (in particular 
through supporting the development of new medicines, collecting data on veterinary 
antimicrobial consumption and promoting responsible use of antimicrobial medicines) 
remains one of EMA’s priorities, even in the light of the current situation;

21. Emphasises that the COVID-19 pandemic is impacting all aspects of health care, 
including the availability of medicines due to supply chain disruptions; considers that 
the situation has only served to highlight the need, of which we were already aware, for 
the Union to reach the highest possible level of self-sufficiency in the development and 
production of medicines; welcomes the EMA’s commitment to continue contributing to 
the development and strengthening of the Union’s response system in the event of 
reduced availability of medicines;

22. Welcomes the level of assistance that EMA has provided to companies developing 
vaccines and medicines against COVID-19; lauds its consistently scientific approach, 
which places the health of Union citizens above all else;

23. Welcomes the EMA’s efforts to increase the level of transparency of its decision-
making, as evidenced, for example, by the publication of data from clinical trials 
submitted in the marketing authorisation process for COVID-19 medicines or the 

1 Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials 
on medicinal products for human use, and repealing Directive 2001/20/EC (OJ L 158, 27.5.2014, p. 1).
2 Regulation (EU) 2019/6 of the European Parliament and of the Council of 11 December 2018 on veterinary 
medicinal products and repealing Directive 2001/82/EC (OJ L 4, 7.1.2019, p. 43).
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increased level of communication with the media and the public; considers that this 
transparent approach is crucial in the current situation;

24. Welcomes the fact that the Court has stated that it has obtained reasonable assurance 
that the EMA’s annual accounts for 2020 are reliable and that the underlying 
transactions are legal and regular;

25. Recommends, based on the facts available, that discharge be granted to the Executive 
Director of the European Medicines Agency in respect of the implementation of the 
EMA's budget for the financial year 2020.
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