
Basic information

2022/2109(DEC)

DEC - Discharge procedure

Procedure completed

2021 discharge: European Medicines Agency (EMA)

Subject

8.70.03.11 2021 discharge

Key players

European Parliament Committee responsible Rapporteur Appointed

 CONT Budgetary Control CSEH Katalin (Renew) 14/07/2022

Shadow rapporteur

SARVAMAA Petri (EPP)

MANDA Claudiu (S&D)

EICKHOUT Bas (Greens
/EFA)

CZARNECKI Ryszard (ECR)

KUHS Joachim (ID)

OMARJEE Younous (The 
Left)

Committee for opinion Rapporteur for opinion Appointed

 ENVI Environment, Public Health and Food Safety CANFIN Pascal (Renew) 12/09/2022

European 
Commission

Commission DG Commissioner

Budget HAHN Johannes

Key events

Date Event Reference Summary

23/06/2022 Non-legislative basic document published
COM(2022)0323

13/09/2022 Committee referral announced in Parliament

22/03/2023 Vote in committee

https://eur-lex.europa.eu/smartapi/cgi/sga_doc?smartapi!celexplus!prod!DocNumber&lg=EN&type_doc=COMfinal&an_doc=2022&nu_doc=0323
http://www.europarl.europa.eu/
http://www.europarl.europa.eu/committees/EN/cont/home.html
https://www.europarl.europa.eu/meps/en/197588
https://www.europarl.europa.eu/meps/en/112611
https://www.europarl.europa.eu/meps/en/197653
https://www.europarl.europa.eu/meps/en/96725
https://www.europarl.europa.eu/meps/en/96725
https://www.europarl.europa.eu/meps/en/28372
https://www.europarl.europa.eu/meps/en/197482
https://www.europarl.europa.eu/meps/en/30482
https://www.europarl.europa.eu/meps/en/30482
http://www.europarl.europa.eu/committees/EN/envi/home.html
https://www.europarl.europa.eu/meps/en/96711
http://ec.europa.eu/
http://ec.europa.eu/
https://commission.europa.eu/about/departments-and-executive-agencies/budget_en
http://www.europarl.europa.eu/RegData/docs_autres_institutions/commission_europeenne/com/2022/0323/COM_COM(2022)0323_EN.pdf


03/04/2023 Committee report tabled for plenary A9-0106/2023

09/05/2023 Debate in Parliament

10/05/2023 Decision by Parliament T9-0155/2023 Summary

10/05/2023 Results of vote in Parliament

29/09/2023 Final act published in Official Journal

Technical information

Procedure reference 2022/2109(DEC)

Procedure type DEC - Discharge procedure

Other legal basis Rules of Procedure EP 165

Stage reached in procedure Procedure completed

Committee dossier  CONT/9/09870

Documentation gateway

European Parliament

Document type Committee Reference Date Summary

Committee draft report PE737.550 20/01/2023

Committee opinion ENVI PE738.605 13/02/2023

Amendments tabled in committee PE742.581 21/02/2023

Committee report tabled for plenary, single reading A9-0106/2023 03/04/2023

Text adopted by Parliament, single reading T9-0155/2023 10/05/2023 Summary

Council of the EU

Document type Reference Date Summary

Supplementary non-legislative basic document 06248/2023 13/02/2023

European Commission

Document type Reference Date Summary

Non-legislative basic document
COM(2022)0323

23/06/2022

Other institutions and bodies

Institution/body Document type Reference Date Summary

CofA Court of Auditors: opinion, report
N9-0002/2023
OJ C 412 27.10.2022, p. 0012

27/10/2022

https://eur-lex.europa.eu/smartapi/cgi/sga_doc?smartapi!celexplus!prod!DocNumber&lg=EN&type_doc=COMfinal&an_doc=2022&nu_doc=0323
https://eur-lex.europa.eu/oj/daily-view/C-series/default.html?&ojDate=27102022
https://www.europarl.europa.eu/doceo/document/A-9-2023-0106_EN.html
https://www.europarl.europa.eu/doceo/document/CRE-9-2023-05-09-TOC_EN.html
https://www.europarl.europa.eu/doceo/document/TA-9-2023-0155_EN.html
https://oeil.europarl.europa.eu/oeil/en/document-summary?id=1744182
https://www.europarl.europa.eu/doceo/document/PV-9-2023-05-10-VOT_EN.html?item=19
https://www.europarl.europa.eu/doceo/document/CONT-PR-737550_EN.html
https://www.europarl.europa.eu/doceo/document/ENVI-AD-738605_EN.html
https://www.europarl.europa.eu/doceo/document/CONT-AM-742581_EN.html
https://www.europarl.europa.eu/doceo/document/A-9-2023-0106_EN.html
https://www.europarl.europa.eu/doceo/document/TA-9-2023-0155_EN.html
https://oeil.europarl.europa.eu/oeil/en/document-summary?id=1744182
http://www.europarl.europa.eu/RegData/docs_autres_institutions/commission_europeenne/com/2022/0323/COM_COM(2022)0323_EN.pdf


Final act

 Budget 2023/1895
OJ L 242 29.09.2023, p. 0334

2021 discharge: European Medicines Agency (EMA)
  2022/2109(DEC) - 10/05/2023 - Text adopted by Parliament, single reading

The European Parliament decided to  to the Executive Director of the European Medicines Agency (EMA) for the financial year 2021grant discharge
and to approve the closure of the accounts for that year.

Noting that the Court of Auditors has stated that it has obtained reasonable assurance that the Agency's annual accounts for the financial year 2021
are reliable and that the underlying transactions are legal and regular, Parliament adopted, by 548 votes to 73 with 5 abstentions, a resolution
containing a series of recommendations which form an integral part of the discharge decision and which complement the general recommendations set
out in the  resolution on the performance, financial management and control of EU agencies.

Agency’s financial statements

The Agency's final budget for the year 2019 was EUR 379 228 000, representing an increase of 2.56 % compared to 2020. The Agency is a fee-funded
agency, with approximately 89.40 % of its 2021 revenue stemming from fees paid by the pharmaceutical industry for services provided, 9.90 %
stemming from the Union budget and 0.7 % stemming from external assigned revenue.

Budgetary and financial management

Budget monitoring efforts during the financial year 2021 resulted in a budget implementation rate of current year commitment appropriations of 96.38
%, representing a decrease of 2.46 % compared to 2020. Payment appropriations execution rate was 72.36 %, representing a decrease of 6.11 %
compared to 2020.

Other observations

Parliament also made a series of observations concerning performance, staff, conflicts of interest, internal controls and digitalisation.

In particular, it noted that:

- despite the difficulties caused by the COVID-19 pandemic, the Agency continued to promote a functioning single market for human and veterinary
medicines, by acting as the hub of the European network of regulatory medicines authorities that implements the applicable Union legislative
framework for such products;

- the Agency recommended for approval, 92 new human medicines and 12 new veterinary medicines recommended for marketing authorisation, six
PRIME-designated medicines recommended for approval and 19 orphan-status designations confirmed;

- the targets of most of the Agency’s workload and key performance indicators were achieved or exceeded, while the achievement of most of the
objectives set was on track or completed;

- the Agency further strengthened its cybersecurity capabilities and defence;

- on 31 December 2021, the establishment plan was 98.02 % implemented, with 644 temporary agents appointed out of 657 temporary agents
authorised under the Union budget (compared to 596 authorised posts in 2020);

- the addition of new tasks and the increasing fee-related workload due to the growing portfolio of authorised medicines over the years was not
accompanied by an adequate increase in the Agency's staff, which puts the Agency under significant pressure;

- the Agency is urged to explore ways of surveying the staff regarding their well-being and deploying methods that would prevent burn-out and
decreased performance;

- 2021 was the third year in a row when the Court raised new procurement-related observations for the Agency;

- potential liabilities arising, until 2039, from the lease on the Agency’s former office premises in London remain an ongoing issue. The estimated
amount corresponding to such liabilities has risen from EUR 377 million on 31 December 2020 to EUR 383 million on 31 December 2021;

- no internal whistleblowing case was reported in 2021, however, 29 reports of external whistleblowing cases were received, of which 23 cases were
closed and 6 cases are still ongoing;
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- systematic rules on transparency, incompatibilities, conflicts of interest, illegal lobbying and revolving doors should be maintained and the Agency
should revise and improve its code of conduct and continue strengthening its internal control and audit mechanisms, including the setting up of an
internal anti-corruption mechanism;

- a high degree of transparency should be ensured by the Agency given that the majority of funding comes from private sources;

- the Agency is called on to address the weaknesses found by the Court in the area of recruitment and strengthen its internal control system;

- a move to paper-less document management and the speeding up of the digitalisation is highlighted;

- in 2021 the Agency developed a new five-year framework strategy for external communication and engagement, covering 2021 to 2025, that aims to
build a better understanding of the Agency and its work among Union citizens, as well as to provide a strategic framework for the development of
annual communication and engagement plans.
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