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Introduction 

Under the terms of the European Union (Scrutiny) Act 2002, Ministers submit 

reports to the Oireachtas every six months on developments at European 

Union level in their area of responsibility. This report summarises the key 

developments at a European level in the area of public health and food safety 

during the first six months of 2021. Portugal held the Presidency of the 

European Union during this period. Information on the Portuguese Presidency 

can be accessed at: https://www.2021portugal.eu/en/ 

 

This report has three parts. Part A sets out the principal developments at EU 

level in the policy areas which fall within the responsibility of this Department. 

Part B provides an update on the EU legislative proposals for which 

information notes were submitted to the Oireachtas Joint Committee on 

Health under the European Union (Scrutiny) Act 2002 during the period 

January to June 2021. Part C provides updates on EU Legislative proposals 

that have been transposed and notified to the European Commission during 

the period January to June 2021. 

 

Ireland continues to proactively participate in all relevant negotiations to 

ensure that Ireland’s interests are represented at EU level.  

https://www.2021portugal.eu/en/
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Part A 

Summary report of developments in EU policy in the 

area of public health 

Portugal held the Presidency of the Council of the European Union in the first half of 2021, 

holding events in the area of health and food safety that progressed topics agreed under the 

18-month trio programme prepared by Member States Germany, Portugal and Slovenia.  

The Portuguese Presidency was shaped by the coordination and response to COVID-19, 

with an over-riding focus on issues such as travel and free movement, as well as 

cooperation between Member States in the face of public health threats. Two conferences 

were organised by the Portuguese Presidency and held online due to pandemic restrictions. 

The first, Conference on strengthening the role of the EU in the context of global health, took 

place on 25 March and focused on global health diplomacy, leadership in the planning for 

universal health coverage and the impact of climate change on health were some of the 

issues covered. The second, 3A’s Conference on Availability, Accessibility, Affordability of 

Medicines & Medical Devices, took place on 29 to 30 April and focused on pricing and 

reimbursement policies, cost effectiveness of medicines, how public incentives are 

translated into the price of the product, regional collaborations, transparency throughout the 

value chain and the overall sustainability of health systems. 

The Portuguese Presidency hosted six Health ministerial engagements between January 

and June. Due to the pandemic, not only did these engagements focus heavily on the 

COVID-19 response but the vast majority were also held by video-conference. In-person 

Councils resumed in June, towards the end of its Presidency, with the EPSCO meeting 

taking place in Luxembourg on 14 to 15 June. Below is a list of high-level meetings chaired 

by Portugal during its Presidency: 

• Informal video conference of Health Ministers 13 January 2021: states of play of the 

EU’S strategy for fighting the pandemic and of the vaccine rollout in the different 

Member States. 

• Informal video conference of Health Ministers 1 March 2021: impact of the rise of 

new SARS-Cov-2 variants, testing strategies and the sharing of information on 

national vaccination plan 

• Informal video conference of Health Ministers 16 March 2021: views on the 

implementation of non-pharmaceutical interventions and policies against COVID-19 

across the EU, communication on Europe's Beating Cancer Plan, states of play of  

the European Health Union legislative package and the proposed Regulation on 

health technology assessment 

https://www.europeansources.info/record/building-a-european-health-union-reinforcing-the-eus-resilience-for-cross-border-health-threats/
https://www.europeansources.info/record/proposal-for-a-regulation-on-health-technology-assessment-and-amending-directive-2011-24-eu/
https://www.europeansources.info/record/proposal-for-a-regulation-on-health-technology-assessment-and-amending-directive-2011-24-eu/
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• Informal video conference of Health Ministers 7 April 2021: conclusions of the PRAC 

(Pharmacovigilance Risk Assessment Committee) report from the European 

Medicines Agency on the safety of the AstraZeneca vaccine, halting the spread of 

misinformation, understanding of the different Member States’ vaccination efforts 

• Informal video conference of Health Ministers 20 May 2021: Member States' 

adherence to joint vaccine purchase contracts for the coming years (2022-2023), 

and taking stock of SARS-CoV-2 variants 

• Formal meeting of EPSCO 14-15 June 2021 

EPSCO Health Council Meeting  

The EPSCO (Employment, Social Policy, Health and Consumer Affairs) Council meeting of 

Health Ministers took place in Luxembourg on 15 June, the second day of a broader two-day 

EPSCO Council meeting. The Irish delegation was led by Minister Stephen Donnelly. The 

Council was chaired by Portuguese Minister of Health Marta Temido. The Commission was 

represented by Commissioner for Health & Food Safety Stella Kyriakides. A working lunch 

on Digital Health also took place on the 15. 

 

The following topics were discussed at the meeting: 

Access to medicines and medical devices 

Under this agenda item, Ministers approved conclusions on access to medicines and 

medical devices for a stronger and resilient EU. Although remarkable results in many 

disease areas have been made, more needs to be done to ensure timely access to 

innovative medicines and medical devices, especially as regards public health concerns 

such as the development of new antimicrobials. The agreed Council conclusions call, among 

other things, on the Commission to develop a full inventory of Europe’s potential and existing 

global manufacturing capacities for critical medicines, medical devices and other medical 

products. 

 

Stronger mandate for the European Medicines Agency On 11 November 2020, the 

Commission proposed a European Health Union package to strengthen crisis preparedness 

and response in Europe. The package includes three draft regulations to improve health 

crisis management in the Union. Amongst those, and following from CION’s November 2020 

legislative proposal, the Council reached agreement on to reinforce the role of the European 

Medicines Agency (EMA) in crisis preparedness and management for medicinal products 

and medical devices. This 'general approach' provides the Council presidency with a 
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negotiation mandate to reach a common position with the European Parliament. It is broken 

down into five chapters; General Provisions, Monitoring and mitigating shortages of critical 

medicinal products and management of major events, Medicinal Products with the potential 

to address public health emergencies, Monitoring and mitigating shortages of critical medical 

devices and support for expert panels, and Final Provisions. 

 

European centre for disease prevention and control and cross-border health threats 

The presidency informed ministers about the state of play of two ongoing legislative files: the 

proposal to amend the regulation establishing a European centre for disease prevention and 

control (ECDC) and the proposal on serious cross-border threats to health. The former is 

about giving a stronger mandate to the ECDC to be better equipped to support Member 

States and the Commission in - among other things - monitoring in real time the 

epidemiological situation and mobilising EU health resources to assist in local responses to 

a pandemic. The proposed regulation on serious cross-border threats to health revises  

Decision No 1082/2013/EU (the 'Cross-border Health Threats Decision') and prescribes the 

development of an EU health crisis and pandemic preparedness plan and recommendations 

for the development of national plans (to be assessed and stress tested)  In general, the 

proposal was well received by the delegations, who welcomed the amendments made by the 

Portuguese Presidency, although considering it may still benefit from further change. The 

text is to be further discussed at technical level under the future Slovenian Presidency 

COVID-19: Update on the pandemic situation 

The EU Digital COVID Certif icate, on which co-legislators reached an agreement on 20 May 

2021, is now the EU’s instrument for facilitating the coordinated gradual lifting of travel 

restrictions. Ministers welcomed the speedy adoption and implementation of the Digital 

COVID Certif icate, they also expressed their interest in a common approach on 

implementing common criteria for the issuance and acceptance of the certif icate.  

Any other business 

The Presidency informed Ministers about the state of play regarding the legislative proposal 

for a regulation on health technology assessment. 

The Commission outlined the state of play regarding anti-microbial resistance (AMR) and the 

Joint Action on AMR and healthcare-associated infections 

The incoming Slovenian Presidency informed Ministers about its programme of work. 
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Part B 

Current status of EU legislative proposals submitted for 

the attention of the Joint Committee on Health 

1 January – 31 June 2021 

  

Commission  

proposal 

number 

Proposal Date Info 

Note 

provided to 

the Health 

Committee 

Date Reviewed 

Decision of the 

Sub-Committee 

COM (2021) 

130 

Proposal for a REGULATION OF 

THE EUROPEAN PARLIAMENT 

AND OF THE COUNCIL on a 

framework for the issuance, 

verif ication and acceptance of 

interoperable certif icates on 

vaccination, testing and recovery 

to facilitate free movement during 

the COVID-19 pandemic (Digital 

Green Certif icate). 

09/04/2021 No further scrutiny 

required 

COM (2021) 

140 

Council Recommendation on a 

coordinated approach to the 

restriction of free movement in 

response to the COVID-19 

pandemic. 

09/04/2021 No further scrutiny 

required 
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Part C 

Summary of EU legislative proposals that have been 

transposed into Irish law and notified to the European 

Commission  1 January – 31 June 2021 

 

 

Commission 

proposal 

number 

Proposal Irish Legislative 

transposition measure 

Date of 

transposition 

  

Directive (EU) 2017/2103 

 

S.I. No. 82/2021 - 

Misuse of Drugs Act 

1977 (Controlled 

Drugs) (Declaration) 

Order 2021 

S.I. No. 121/2021 - 

Misuse of Drugs 

(Amendment) 

Regulations 2021 

S.I. No. 122/2021 - 

Misuse of Drugs 

(Controlled Drugs) 

(Designation) Order 

2021 

 

18 March 2021 


