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1. INTRODUCTION 

On 14 June 2021, the European Parliament and the Council adopted Regulation (EU) 2021/953 

establishing the EU Digital COVID Certificate (the ‘EU Digital COVID Certificate 

Regulation’)1. The Regulation sets out a common framework for the issuance, verification and 

acceptance of interoperable certificates for COVID-19 vaccination, test or recovery certificates 

to facilitate free movement of EU citizens and their family members during the COVID-19 

pandemic. The Regulation is accompanied by Regulation (EU) 2021/9542, which extends the EU 

Digital COVID Certificate framework to third-country nationals who are legally staying or 

residing in a Member State’s territory and who are entitled to travel to other Member States in 

accordance with EU law. 

The EU Digital COVID Certificate Regulations seeks to facilitate free movement by providing 

citizens with interoperable and mutually accepted certificates on COVID-19 vaccination, testing 

and recovery that they can use when travelling. On 29 June 2022, the European Parliament and 

the Council extended the Regulations until 30 June 20233. That extension ensured that travellers 

could continue using their certificate should a significant worsening of the epidemiological 

situation make it necessary for Member States to temporarily reintroduce travel restrictions.  

At the same time, the extension of the EU Digital COVID Certificate framework does not require 

Member States to maintain or impose free movement restrictions. Any restrictions to the free 

movement of persons within the EU put in place to limit the spread of SARS-CoV-2, including 

the requirement to present EU Digital COVID Certificates, should be lifted as soon as the 

epidemiological situation allows. The EU Digital COVID Certificate, together with the Council 

Recommendation on the coordinated approach on free movement during the COVID-19 

                                                           
1  Regulation (EU) 2021/953 of the European Parliament and of the Council of 14 June 2021 on a framework for 

the issuance, verification and acceptance of interoperable COVID-19 vaccination, test and recovery certificates 

(EU Digital COVID Certificate) to facilitate free movement during the COVID-19 pandemic (OJ L 211, 

15.6.2021, p. 1). 
2  Regulation (EU) 2021/954 of the European Parliament and of the Council of 14 June 2021 on a framework for 

the issuance, verification and acceptance of interoperable COVID-19 vaccination, test and recovery certificates 

(EU Digital COVID Certificate) with regard to third-country nationals legally staying or residing in the 

territories of Member States during the COVID-19 pandemic (OJ L 211, 15.6.2021, p. 24). 
3  Regulation (EU) 2022/1034 of the European Parliament and of the Council of 29 June 2022 amending 

Regulation (EU) 2021/953 on a framework for the issuance, verification and acceptance of interoperable 

COVID-19 vaccination, test and recovery certificates (EU Digital COVID Certificate) to facilitate free 

movement during the COVID-19 pandemic (OJ L 173, 30.6.2022, p.37); and Regulation (EU) 2022/1035 of the 

European Parliament and of the Council of 29 June 2022 amending Regulation (EU) 2021/954 on a framework 

for the issuance, verification and acceptance of interoperable COVID-19 vaccination, test and recovery 

certificates (EU Digital COVID Certificate) with regard to third-country nationals legally staying or residing in 

the territories of Member States during the COVID-19 pandemic (OJ L 173, 30.6.2022, p. 46). 
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pandemic4, has indeed contributed to a coordinated lifting of restrictions: since August 2022, all 

Member States have lifted all intra-EU travel restrictions, including the requirement to present an 

EU Digital COVID Certificate. In its latest proposal for an update to the Council 

Recommendation5, the Commission considers that, within the EU, this absence of pandemic-

related restrictions to free movement should remain the norm, unless the epidemiological 

situation were to worsen severely. 

The EU Digital COVID Certificate has been a crucial element in Europe’s response to the 

COVID-19 pandemic and has rapidly become a standard in Europe and beyond. Since its launch, 

Member States have issued more than 2 billion EU Digital COVID Certificates6. Its success 

served to accelerate the digitalisation of healthcare across the Member States. The Regulation 

also has an important international dimension, as it empowers the Commission to connect 

COVID-19 certificate systems in third countries7. Currently, 49 third countries and territories 

across five continents have joined the system, in addition to the 27 Member States.  

In line with the EU Digital COVID Certificate Regulation, the Commission submitted reports to 

the European Parliament and to the Council in October 2021 (the ‘October 2021 report’)8 and 

March 2022 (the ‘March 2022 report’)9. These reports provided an overview of the 

implementation of the Regulation since its adoption on 14 June 2021. The March 2022 report 

also included an assessment of the impact of the Regulation on the facilitation of free movement, 

fundamental rights and non-discrimination, as well as on the protection of personal data during 

the COVID-19 pandemic.  

When extending the Regulation, the European Parliament and the Council provided that the 

Commission must submit another report by 31 December 202210. This third report is to contain, 

in particular, an overview of the information received on the implementation of the Regulation, 

an overview describing all the developments regarding the domestic and international uses of the 

certificates and the adoption of implementing acts pursuant to Article 8(2) of the Regulation, and 

                                                           
4  Council Recommendation (EU) 2022/107 of 25 January 2022 on a coordinated approach to facilitate safe free 

movement during the COVID-19 pandemic and replacing Recommendation (EU) 2020/1475 (OJ L 18, 

27.1.2022, p. 110). 
5  Commission proposal for a Council Recommendation amending Recommendation (EU) 2022/107 on a 

coordinated approach to facilitate safe free movement during the COVID-19 pandemic (COM(2022) 681 final). 
6  Cut-off date of 31 October 2022. A detailed breakdown per Member States is included in Annex I. 
7  As provided for by Article 8(2) of the EU Digital COVID Certificate Regulation.  
8  Report from the Commission to the European Parliament and the Council pursuant to Article 16(1) of 

Regulation (EU) 2021/953 of the European Parliament and of the Council on a framework for the issuance, 

verification and acceptance of interoperable COVID-19 vaccination, test and recovery certificates (EU Digital 

COVID Certificate) to facilitate free movement during the COVID-19 pandemic (COM(2021) 649 final). 
9  Report from the Commission to the European Parliament and the Council pursuant to Article 16(2) of 

Regulation (EU) 2021/953 of the European Parliament and of the Council on a framework for the issuance, 

verification and acceptance of interoperable COVID-19 vaccination, test and recovery certificates (EU Digital 

COVID Certificate) to facilitate free movement during the COVID-19 pandemic (COM(2022) 123 final). 
10  Article 16(3) of the EU Digital COVID Certificate Regulation. 
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any relevant updates regarding the assessment of the impact of the Regulation set out in the 

previous report. The report is also to contain an assessment of the appropriateness of the 

continued use of the certificates for the purposes of the Regulation, taking into account 

epidemiological developments and the latest available scientific evidence.  

Apart from the topics explicitly mentioned in the Regulation, this report also contains updated 

information on the number of EU Digital COVID Certificates issued, the latest technical 

developments related to the EU Digital COVID Certificate system, and information on the 

changes introduced with the extension of the Regulation. As a follow-up to the previous report, it 

also contains updated information on the acceptance period of vaccination certificates and other 

relevant developments on test, recovery and vaccination certificates. Finally, the report outlines 

the Commission’s reflections as to the period of application of the Regulation and potential other 

use cases. 

2. APPLICATION OF THE EU DIGITAL COVID CERTIFICATE REGULATION AND 

ITS IMPACT ON FUNDAMENTAL RIGHTS AND NON-DISCRIMINATION 

2.1. Facilitation of free movement 

2.1.1. Coordination of free movement restrictions linked to the COVID-19 pandemic – use 

of EU Digital COVID Certificate in the context of intra-EU travel 

As explained also in more detail in the March 2022 report, the fundamental right of free 

movement is enshrined in Article 21(1) of the Treaty on the Functioning of the European Union 

and Article 45 of the Charter of Fundamental Rights. Its exercise may be subject to limitations, 

as long as these are applied in compliance with relevant EU rules and general principles. 

During the COVID-19 pandemic, Member States took measures that limited the exercise of the 

right to move and reside freely within the EU in order to protect public health. Such limitations 

must respect EU law principles such as proportionality and non-discrimination. Any measures 

taken should not extend beyond what is strictly necessary to safeguard public health. The 

Commission also continued to underline this obligation in its different proposals adopted on the 

issue of free movement during the COVID-19 pandemic11. 

                                                           
11  See Commission proposal of 4 September 2020 for a Council Recommendation on a coordinated approach to 

the restriction of free movement in response to the COVID-19 pandemic (COM(2020) 499 final),  Commission 

proposal of 17 March 2021 for a Regulation of the European Parliament and of the Council on a framework for 

the issuance, verification and acceptance of interoperable certificates on vaccination, testing and recovery to 

facilitate free movement during the COVID-19 pandemic (Digital Green Certificate) (COM(2021) 130 final), 

Commission proposal of 25 November 2021, Proposal for a Council Recommendation on a coordinated 

approach to facilitate safe free movement during the COVID-19 pandemic and replacing Recommendation (EU) 

2020/1475 (COM(2021) 749 final) and Commission Proposal of 3 February 2022 for a Regulation of the 
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As noted by the General Court12 (more details in Section 2.1.4), the Regulation does not require 

Member States to introduce limitations on the right to free movement13. However, the Regulation 

ensures that, where Member States waive certain restrictions on free movement for persons in 

possession of proof of vaccination, test or recovery, citizens can benefit, in a non-discriminatory 

manner, from these exemptions on the basis of certificates issued in line with the Regulation.  

The Regulation extending the EU Digital COVID Certificate framework makes clear that this 

extension should not be understood as requiring Member States, in particular those that lift 

domestic public health measures, to maintain or impose restrictions on free movement14. Any 

restrictions to the free movement of persons within the EU put in place to limit the spread of 

SARS-CoV-2s, including the requirement to present EU Digital COVID Certificates, should be 

lifted as soon as the epidemiological situation allows doing so.  

To ensure coordination across the EU, the Commission continued its efforts to ensure a well-

coordinated approach to the adoption of restrictions on freedom of movement. On 14 October 

2022, the Commission proposed another update to the coordinated approach on travel within the 

EU during the COVID-19 pandemic15 to reflect the improved epidemiological situation, which 

was adopted by the Council on 13 December 202216. As outlined in the proposal, the 

Commission considers that within the EU, the absence of pandemic-related restrictions to free 

movement should remain the norm. Requirements to be in the possession of a valid EU Digital 

COVID Certificate should be reintroduced only if the epidemiological situation would worsen 

severely. 

Only in response to a new variant of concern or interest could additional measures – apart from 

the requirement to present an EU Digital COVID Certificate – be taken, with the aim of slowing 

down its spread, buying time to mobilise surge hospital capacity, and triggering vaccine 

development. This ‘emergency brake’ could also be used in situations where the epidemiological 

                                                                                                                                                                                           
European Parliament and of the Council amending Regulation (EU) 2021/953 on a framework for the issuance, 

verification and acceptance of interoperable COVID-19 vaccination, test and recovery certificates (EU Digital 

COVID Certificate) to facilitate free movement during the COVID-19 pandemic (COM(2022) 50 final). 
12  Order of 29 April 2022, Abenante and Others v Parliament and Council, T-527/21, EU:T:2022:278, paragraphs 

46-48. 
13  See also Recital 14 of the EU Digital COVID Certificate Regulation: “This Regulation is intended to facilitate 

the application of the principles of proportionality and non-discrimination with regard to restrictions to free 

movement during the COVID-19 pandemic, while pursuing a high level of public health protection. It should 

not be understood as facilitating or encouraging the adoption of restrictions to free movement, or restrictions to 

other fundamental rights, in response to the COVID-19 pandemic, given their detrimental effects on Union 

citizens and businesses […]”. 
14  Recital 16 of Regulation (EU) 2022/1034. 
15  Commission proposal for a Council Recommendation amending Recommendation (EU) 2022/107 on a 

coordinated approach to facilitate safe free movement during the COVID-19 pandemic (COM(2022) 681 final). 
16  Council Recommendation of 13 December 2022 amending Recommendation (EU) 2022/107 on a coordinated 

approach to facilitate safe free movement during the COVID-19 pandemic (not yet published). 
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situation worsens rapidly and severely in a way that suggests the emergence of a new SARS-

CoV-2 variant of concern or interest. 

Where a Member State introduces a requirement to present a valid EU Digital COVID 

Certificate, or where it takes additional measures in accordance with the emergency brake 

procedure, it should swiftly inform the Commission and other Member States accordingly 

through the Integrated Political Crisis Response (IPCR) network and provide information as to 

the reasons, expected impact, entry into force and duration of any such travel restrictions. Lastly, 

as the traffic light map17 had become an inadequate depiction of the epidemiological situation in 

the EU, the Commission proposed its deletion. 

Overall, the intended approach has been successful: the EU Digital COVID Certificate has 

facilitated free movement when travel restrictions were considered necessary by the Member 

States, and has, at the same time, allowed for a coordinated lifting of these restrictions from the 

moment it was possible. Requirements to hold EU Digital COVID Certificates for intra-EU 

travel decreased as the epidemiological situation improved. While in March 2022, after the 

previous report was adopted, 17 Member States were still requiring travellers to be in the 

possession of an EU Digital COVID Certificate, this number had dropped to 7 Member States in 

May 2022, and eventually to 0 Member States in August 202218 (see graph). Hence, by August 

2022, all Member States had lifted all intra-EU travel restrictions. This shows that, even during 

momentary peaks of infections such as the wave driven by the Omicron BA.4 and BA.5 sub-

variants observed during the summer of 2022, Member States did not see a need to reintroduce 

travel restrictions.  

                                                           
17 https://www.ecdc.europa.eu/en/covid-19/situation-updates/weekly-maps-coordinated-restriction-free-movement  
18  Data based on the Commission’s continuous information-gathering on travel restrictions and confirmed by 

Member States in a survey carried out in the IPCR Network in November 2022. All Member States except BG 

and DK replied to this survey. 

https://www.ecdc.europa.eu/en/covid-19/situation-updates/weekly-maps-coordinated-restriction-free-movement
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2.1.2. Information received pursuant to Article 11 of the EU Digital COVID Certificate 

Regulation 

The EU Digital COVID Certificate Regulation provides that additional restrictions on EU Digital 

COVID Certificate holders are only possible where these are necessary and proportionate to 

safeguard public health in response to the COVID-19 pandemic. Member States have an 

obligation to inform the Commission and other Member States 48 hours in advance whenever 

they decide to impose additional restrictions19. In the two previous reports, the Commission 

summarised the notifications received pursuant to this provision. No such notifications were 

received since the last Report in March 2022. 

The Commission has continued to monitor Member States’ implementation of the EU Digital 

COVID Certificate Regulation and of the Council Recommendation on a coordinated approach 

to facilitate safe free movement during the COVID-19 pandemic. Information from Member 

States on the EU Digital COVID Certificate was collected by means of overview tables 

submitted by the Member States to the Commission and the Council. Since the lifting of the last 

intra-EU travel restrictions in August 2022, the Commission has put this information gathering 

exercise on hold but may resume it if necessary. 

                                                           
19  Article 11 of the EU Digital COVID Certificate Regulation. 
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2.1.3. Follow-up to the previous reports: impact on travel and tourism, acceptance of 

different types of vaccine, fundamental rights and non-discrimination, as well as 

protection of personal data 

2.1.3.1. Fundamental rights and non-discrimination 

The March 2022 report outlined how the EU Digital COVID Certificate Regulation ensures a 

non-discriminatory approach by including interoperable vaccination, test and recovery 

certificates. While it remains a policy decision (in the field of public health) of the Member 

States which types of certificates they accept, the Regulation ensures that EU Digital COVID 

Certificates issued for the same medical event are accepted, for the purpose of waiving free 

movement restrictions, under the same conditions. This assessment still stands. 

2.1.3.2. Acceptance of different types of COVID-19 vaccines 

2.1.3.2.1 COVID-19 vaccines undergoing clinical trials 

As explained in more detail in Section 2.4.2 below, when extending the EU Digital COVID 

Certificate Regulation, the European Parliament and Council also included an amendment 

providing that Member States may issue an EU Digital COVID Certificate to persons 

participating in ongoing clinical trials for COVID-19 vaccines, and that such certificates may be 

accepted by other Member States in order to waive restrictions to free movement20. Moreover, 

the Regulation tasks the Health Security Committee (HSC)21 with issuing guidance to ensure 

coherence over the acceptance of these certificates across the EU.  

The Commission set up an HSC Technical Working Group on EU Digital COVID vaccination 

certificates issued to COVID-19 clinical trial participants with the aim to draft guidance on a 

single approach. The resulting “Guidance on the mutual acceptance of EU Digital COVID 

Certificates issued to participants of clinical trials” was adopted by the HSC on 5 October 

202222. The guidance sets out that Member States should mutually accept certificates for all 

ongoing clinical trials, without differentiation. This approach should apply to all EU/EEA 

publicly available clinical trials on COVID-19 vaccines listed in the European Union Drug 

Regulating Authorities Clinical Trials Database (EudraCT) or in the Clinical Trials Information 

System (CTIS), managed by the European Medicines Agency (EMA). A limited selection of key 

international trials should also be considered; however, these are currently not yet included.  

                                                           
20  Article 5(5), fourth and fifth subparagraph, of the EU Digital COVID Certificate Regulation. 
21 For more information see Annex II.  
22  https://health.ec.europa.eu/publications/guidance-mutual-acceptance-eu-digital-covid-certificates-issued-

participants-clinical-trials-covid_en  

https://health.ec.europa.eu/publications/guidance-mutual-acceptance-eu-digital-covid-certificates-issued-participants-clinical-trials-covid_en
https://health.ec.europa.eu/publications/guidance-mutual-acceptance-eu-digital-covid-certificates-issued-participants-clinical-trials-covid_en
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2.1.3.2.2 COVID-19 vaccines that have completed WHO emergency use listing 

procedure 

As provided in the EU Digital COVID Certificate Regulation, Member States are obliged to 

accept vaccination certificates for vaccines that have received EU marketing authorisation when 

it comes to waiving free movement restrictions23. In addition, Member States may, but are not 

obliged to24, also waive restrictions for travellers who have received a vaccine that has 

completed the World Health Organization (WHO) emergency use listing procedure25 or that has 

been authorised at national level in another Member State26. 

As explained in the previous report, there has been increasing acceptance by Member States of 

vaccines having completed the WHO emergency use listing procedure. Council 

Recommendation (EU) 2020/912 on the temporary restriction on non-essential travel into the EU 

and the possible lifting of such restriction27 already provided that Member States should lift the 

temporary restriction on non-essential travel to the EU also for persons vaccinated with a WHO-

listed vaccine (although such travellers might still be subject to additional requirements). 

In its proposal for a new Council Recommendation on travel into the EU (replacing the current 

Council Recommendation 2020/912)28, the Commission has suggested that all COVID-19 

related restrictions for travellers to the Union should be lifted, but, where relevant, WHO-

approved vaccines should be accepted. To further facilitate the exercise of free movement of EU 

citizens who have been administered a WHO-listed vaccine, and to ensure coherence between 

travel into the EU and intra-EU travel, the Commission proposed, in its latest update to the 

coordinated approach on travel within the EU29 (see Section 2.1.1 above), that Member States, 

where they would reintroduce restrictions on intra-EU travel, should also be recommended to 

accept EU Digital COVID Certificates issued following the administration of such vaccines. 

These Commission proposals were adopted by the Council on 13 December 202230. 

                                                           
23  Article 5(5), first subparagraph, of the EU Digital COVID Certificate Regulation. List available here: 

https://ec.europa.eu/info/live-work-travel-eu/coronavirus-response/safe-covid-19-vaccines-europeans_en  
24  Article 5(5), second subparagraph, of the EU Digital COVID Certificate Regulation. 
25  https://extranet.who.int/pqweb/key-resources/documents/status-covid-19-vaccines-within-who-eulpq-

evaluation-process  
26  Based on the provisions of Directive 2001/83/EC of the European Parliament and of the Council of 6 November 

2001 on the Community code relating to medicinal products for human use (OJ L 311, 28.11.2001, p. 67). 
27  OJ L 208I , 1.7.2020, p. 1. 
28  Commission proposal for a Council Recommendation on a coordinated approach to travel to the Union during 

the COVID-19 pandemic and replacing Council Recommendation (EU) 2020/912, COM(2022) 680 final. 
29  Commission proposal for a Council Recommendation amending Recommendation (EU) 2022/107 on a 

coordinated approach to facilitate safe free movement during the COVID-19 pandemic, COM(2022) 681 final. 
30  Council Recommendation of 13 December 2022 amending Recommendation (EU) 2022/107 on a coordinated 

approach to facilitate safe free movement during the COVID-19 pandemic (not yet published). 

https://ec.europa.eu/info/live-work-travel-eu/coronavirus-response/safe-covid-19-vaccines-europeans_en
https://extranet.who.int/pqweb/key-resources/documents/status-covid-19-vaccines-within-who-eulpq-evaluation-process
https://extranet.who.int/pqweb/key-resources/documents/status-covid-19-vaccines-within-who-eulpq-evaluation-process
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2.1.3.3. Impact on travel and tourism 

The March 2022 report outlined how the EU Digital COVID Certificate contributed positively to 

restoring international travel to the EU and beyond, and also included data on commercial 

flights31. Since then, the data shows that, at EU level, the number of flights was higher in 2022 

than in 2021 in all months except January and February. By October 2022, air traffic recovered 

to -15% of the level of 2019. According to Eurocontrol’s latest forecast, it is expected to fully 

recover to 2019 levels at some point in 202432. 

2.1.3.4. Protection of personal data 

The March 2022 report included an assessment of the compliance of the EU Digital COVID 

Certificate Regulation with EU data protection rules33. The Commission has also ensured that all 

implementing and delegated acts adopted pursuant to the provisions of the Regulation comply 

with the principle of data minimisation. This assessment still stands. 

When it comes to the third countries connected to the system (see Section 2.5.1), it is important 

to underline that participating countries have to comply with relevant cybersecurity and data 

protection legislation – the enforcement of which is in the hands of specific national authorities – 

when establishing and operating their national systems and services. The Commission 

systematically requires all Member States and third countries to submit a self-assessment to 

provide additional assurance that the country has taken specific account of particular risks, 

including as regards data protection. A rigorous ‘onboarding’ process is applied to all 

participating countries, and any failure to adhere to any of these requirements prevents 

connection to the EU Digital COVID Certificate framework.   

2.1.4. Other information on the implementation of the EU Digital COVID Certificate 

Regulation 

Since the March 2022 report, the General Court has issued several orders regarding the EU 

Digital COVID Certificate Regulation. 

Abenante and others v Parliament and Council34 concerned an action for annulment of the 

Regulation. The applicants claimed that the Regulation tied the exercise of free movement to the 

obligation to undergo invasive health care, namely vaccination and COVID-19 testing. The 

applicants also claimed that the Regulation discriminated against non-vaccinated EU citizens. 

                                                           
31  Eurostat, ‘Commercial flights by reporting country – monthly data’, 10-02-2022, available at 

https://appsso.eurostat.ec.europa.eu/nui/show.do?dataset=avia_tf_cm&lang=en  
32  https://www.eurocontrol.int/sites/default/files/2022-10/eurocontrol-seven-year-forecast-2022-2028-october-

2022.pdf  
33  See Section 2.2 of the March 2022 report. 
34  Order of 29 April 2022, Abenante and Others v Parliament and Council, T-527/21, EU:T:2022:278. 

https://appsso.eurostat.ec.europa.eu/nui/show.do?dataset=avia_tf_cm&lang=en
https://www.eurocontrol.int/sites/default/files/2022-10/eurocontrol-seven-year-forecast-2022-2028-october-2022.pdf
https://www.eurocontrol.int/sites/default/files/2022-10/eurocontrol-seven-year-forecast-2022-2028-october-2022.pdf
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The General Court dismissed the action as inadmissible, considering that the EU Digital COVID 

Certificate Regulation merely establishes a common framework for the issuance, verification and 

acceptance of interoperable vaccination, test and recovery certificates, but does not lay down an 

obligation to be vaccinated against COVID-19 or to carry out a test, nor an obligation to be in 

possession of such a certificate to exercise the right to free movement35. Any such obligation as a 

condition of entry into the territory of a Member State derives solely from the national law of the 

Member States36. 

The General Court also observed that the Regulation allows for a differentiation between 

vaccination, test and recovery certificates, depending on the choices made by each Member 

State. The Regulation establishes an obligation on Member States to accept the certificates in 

question, where they waive certain restrictions on travel for people who have proof of 

vaccination, test or recovery37. 

The General Court also highlighted that, if the EU Digital COVID Certificate Regulation were 

annulled, Member States could still restrict travelling on grounds of protection of public health 

by making it conditional on the provision of evidence of vaccination, test or recovery. At the 

same time, Member States would in that case no longer be obliged to accept certificates issued 

by other Member States. The annulment would therefore have the effect of depriving travellers 

of the possibility of presenting a certificate of vaccination, test or recovery issued by their 

Member State of origin in order to fulfil the obligations imposed by another Member State38. 

In addition, the General Court dismissed two cases39 contesting Commission Delegated 

Regulation (EU) 2021/2288 of 21 December 2021, which established a binding acceptance 

period of 270 days for vaccination certificates covering the primary vaccination series, for the 

purposes of intra-EU travel. In both cases, the applicants claimed that the Delegated Regulation 

exceeded the empowerment given to the Commission and affected their right to free movement 

in a disproportionate manner. The General Court held that both actions were inadmissible, again 

underlining that the EU Digital COVID Certificate Regulation, including as modified by the 

Delegated Regulation, does not impose an obligation to present an EU Digital COVID 

Certificate to exercise the right to free movement. The same applies to the consequences that the 

Member States draw from the invalidity of such certificates upon expiry of the 270-day 

                                                           
35  Order of 29 April 2022, Abenante and Others v Parliament and Council, T-527/21, EU:T:2022:278, paragraph 

21. 
36  Order of 29 April 2022, Abenante and Others v Parliament and Council, T-527/21, EU:T:2022:278, paragraph 

22. 
37  Order of 29 April 2022, Abenante and Others v Parliament and Council, T-527/21, EU:T:2022:278, paragraphs 

25-26. 
38  Order of 29 April 2022, Abenante and Others v Parliament and Council, T-527/21, EU:T:2022:278, paragraphs 

33. 
39   Order of 7 October 2022, OG and Others v Commission, T-101/22, not published; and Order of 7 October 2022, 

ON v European Commission, T-103/22, not published.  
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acceptance period40. The Delegated Regulation does not include any obligation, even indirect, to 

get a booster dose upon expiry of the acceptance period of the primary vaccination series41. 

Lastly, as explained in the March 2022 report, the Commission has continuously sought to 

provide citizens with accurate and user-friendly information on the EU Digital COVID 

Certificate and travel restrictions, for example by setting up the Re-open EU platform42 and by 

publishing answers to the most frequently asked questions on these topics. The Re-open EU 

platform has continuously been improved in terms of usability and has witnessed around 44.7 

million visits since it was published in June 2020, which gives an average of 51 500 visits per 

day. In addition, the Commission has provided input to the Europe Direct Contact Centres43, 

which replied to 55 725 questions related to the coronavirus pandemic (including many questions 

on travel rules) in 202144. 

2.2. Use of the EU Digital COVID Certificate for domestic purposes 

The EU Digital COVID Certificate Regulation covers the use of the certificate to facilitate travel 

within the EU during the COVID-19 pandemic. As explained in the previous reports, EU law 

neither prescribes nor prohibits the domestic use of EU Digital COVID Certificates. This means 

that the domestic use of EU Digital COVID Certificates remains a matter for Member States to 

decide. It is up to Member States to determine which health protection measures they consider 

most appropriate in the context of accessing, for example, the workplace, cultural events, 

restaurants, etc. Member States may indeed use the EU Digital COVID Certificates for such 

domestic purposes but are required to provide for a legal basis in national law, which must 

comply, among others, with data protection requirements.  

In a survey conducted in November 2022, all responding Member States45 indicated that they 

have used the EU Digital COVID Certificate for such purposes. Member States most commonly 

used the certificate for access to events, cultural activities or to restaurants. Many Member States 

also used the certificate for access to healthcare facilities, wellness centres or hotels. In addition, 

the certificate was often used as a proof of vaccination, test or recovery in a medical context. 

Less commonly, the certificate was used for access to the workplace or schools/universities, or 

for public transportation.  

                                                           
40  Order of 7 October 2022, OG and Others v Commission, T-101/22, not published, paragraph 11. 
41  Order of 7 October 2022, OG and Others v Commission, T-101/22, not published, paragraphs 13-14. 
42  https://reopen.europa.eu/  
43  https://european-union.europa.eu/contact-eu/write-us/answering-your-questions_en  
44  https://ec.europa.eu/info/sites/default/files/edcc_annual_activity_report_2021.pdf  
45  Data based on a survey carried out in the IPCR Network in November 2022. All Member States except Bulgaria 

and Denmark replied to the survey. 

https://reopen.europa.eu/
https://european-union.europa.eu/contact-eu/write-us/answering-your-questions_en
https://ec.europa.eu/info/sites/default/files/edcc_annual_activity_report_2021.pdf
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Similarly to intra-EU travel use, the domestic use of EU Digital COVID Certificates decreased 

as the epidemiological situation improved. In March 2022, after the March 2022 report was 

adopted, 18 Member States still indicated that they were making use of the EU Digital COVID 

Certificate for domestic purposes. This number had dropped to 9 Member States in May 2022, 

and eventually to 5 Member States in August 2022 (see graph)46. Those 5 remaining Member 

States use the EU Digital COVID Certificate for limited use cases, i.e. access to health care 

facilities and nursing homes. 

                                                           
46  The remaining Member States are DE, ES, IT, CY and AT. ES has specific territorial regulations, which means 

that only some regions are still using the EU Digital COVID Certificate domestically. 
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2.3. Technical implementation 

2.3.1. Number of EU Digital COVID Certificates issued  

By 31 October 2022, Member States have issued more than 2.2 billion EU Digital COVID 

Certificates, made up of 1.4 billion vaccination certificates, 660.8 million test certificates, and 

96.4 million certificates of recovery. A detailed breakdown per Member State is included in 

Annex I. 

2.3.2. EU Gateway and work at technical level 

2.3.2.1. Developments since the March 2022 report 

The technical specifications, standards and guidelines for the common issuance, verification and 

acceptance of the EU Digital COVID Certificate were jointly developed by the Commission and 

the Member States within the framework of the eHealth Network47. All of the specifications 

developed by the eHealth Network are based on open standards and are published as open source 

on the eHealth Network website48 and GitHub49. This has facilitated interoperability with 

systems developed by third countries. 

                                                           
47  The eHealth Network is a voluntary network connecting national authorities responsible for eHealth designated 

by the Member States set up on the basis of Article 14 of Directive 2011/24/EU. 
48  https://ec.europa.eu/health/ehealth/covid-19_en 
49  https://github.com/eu-digital-green-certificates  

https://ec.europa.eu/health/ehealth/covid-19_en
https://github.com/eu-digital-green-certificates
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Since March 2022, work at technical level to further improve the EU Digital COVID Certificate 

system has included the adoption of a mechanism for the automatic exchange of lists of revoked 

EU Digital COVID Certificates via the EU Digital COVID Certificate Gateway, the central part 

of the trust framework. It also included an update to the technical specifications to reflect the 

new possibilities included in the extension of the EU Digital COVID Certificate regarding the 

issuance of vaccination certificates for ongoing clinical trials and the issuance of recovery and 

test certificates on the basis of laboratory-based antigen tests. 

2.3.2.1. Mechanism to exchange lists of revoked certificates 

Revoking certificates may help safeguarding public health when certificates have been issued 

erroneously, because of fraud or following the suspension of a COVID-19 vaccine batch found 

to be defective. In this context, the EU Digital COVID Certificate Regulation already provided 

that its trust framework may support the bilateral exchange of certificate revocation lists, which 

are lists that contain the unique certificate identifiers of revoked certificates50. Certificate 

revocation lists exchanged should not contain any personal data other than unique certificate 

identifiers. 

To facilitate the cross-border automatic exchange of certificate revocation lists via the central EU 

Digital COVID Certificate Gateway in full compliance with data privacy and data protection 

requirements, the Commission, in cooperation with the Member States, developed the revocation 

mechanism specifications, which are set out in Commission Implementing Decision (EU) 

2022/48351. The revocation mechanism consists of two parts. The first part pertains to the EU 

Digital COVID Certificate Gateway and is binding in its application. The second part relates to 

how Member States distribute the revocation lists from their national infrastructure to their 

verifier applications and is non-binding. For the latter, Member States are free to choose among a 

range of different options, all of which take privacy concerns into account. 

2.3.2.1. Changes to the technical specifications as a result of Regulation 

(EU) 2022/1034 

As explained in more detail in Sections 2.4.1 and 2.4.2, the amendment extending the EU Digital 

COVID Certificate Regulation also allows for the issuance of certificates for COVID-19 

vaccines undergoing clinical trials and the issuance of recovery and test certificates on the basis 

of laboratory-based antigen tests. Commission Implementing Decision (EU) 2022/151652 was 

                                                           
50  Article 4(2) of the EU Digital COVID Certificate Regulation. 
51  Commission Implementing Decision (EU) 2022/483 of 21 March 2022 amending Implementing Decision (EU) 

2021/1073 laying down technical specifications and rules for the implementation of the trust framework for the 

EU Digital COVID Certificate established by Regulation (EU) 2021/953 of the European Parliament and of the 

Council (OJ L 98, 25.3.2022, p. 84). 
52  Commission Implementing Decision (EU) 2022/1516 of 8 September 2022 amending Implementing Decision 

(EU) 2021/1073 laying down technical specifications and rules for the implementation of the trust framework 
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adopted to reflect these changes in the technical specifications and rules to populate the EU 

Digital COVID Certificate, complemented by an updated version of the Guidelines on Value 

Sets for EU Digital COVID Certificates53. 

2.3.2.2. Encoding of adapted COVID-19 vaccines 

Following recommendations by EMA54, the Commission adopted, on 1 September 2022, 

decisions on the EU-wide authorisation of the adapted COVID-19 vaccines Comirnaty 

Original/Omicron BA.155 and Spikevax bivalent Original/Omicron BA.156, which are adapted 

versions of the original vaccines Comirnaty (Pfizer/BioNTech) and Spikevax (Moderna) to target 

the Omicron BA.1 subvariant in addition to the original strain of SARS-CoV-2. Later that 

month, the Commission also authorised Comirnaty Original/Omicron BA.4-5, an adapted 

COVID-19 vaccine targeting the Omicron subvariants BA.4 and BA.5 in addition to the original 

strain of SARS-CoV-257, following a corresponding recommendation from EMA58. With 

Spikevax bivalent Original/Omicron BA.4-5, the Commission authorised a second bivalent 

Original/Omicron BA.4-5 vaccine on 20 October 202259. 

The Commission consulted the Health Security Committee on the question as to how to encode 

these adapted vaccines in the EU Digital COVID Certificate. In response, most Member States 

did not see a strong need to differentiate, in the EU Digital COVID Certificate, between adapted 

vaccines and their original version for the purposes of facilitating free movement. At the same 

time, many Member States do differentiate between the different vaccine types in their national 

healthcare systems or databases for other purposes, notably pharmacovigilance and public health. 

As a result, adapted COVID-19 vaccines are encoded in the EU Digital COVID Certificate in the 

same way as the corresponding original version. For reasons of preparedness, the eHealth 

                                                                                                                                                                                           
for the EU Digital COVID Certificate established by Regulation (EU) 2021/953 of the European Parliament and 

of the Council (OJ L 235, 12.9.2022, p. 61). 
53  https://health.ec.europa.eu/system/files/2022-11/eu-dcc-value-sets_en.pdf  
54  https://www.ema.europa.eu/en/news/first-adapted-covid-19-booster-vaccines-recommended-approval-eu  
55  Commission Implementing Decision of 1.9.2022 amending the conditional marketing authorisation granted by 

Decision C(2020) 9598(final) for “Comirnaty - tozinameran, COVID-19 mRNA vaccine (nucleoside-

modified)”, a medicinal product for human use (C(2022) 6459 final). 
56  Commission Implementing Decision of 1.9.2022 amending the conditional marketing authorisation granted by 

Decision C(2021) 94(final) for “Spikevax - elasomeran”, a medicinal product for human use (C(2022) 6458 

final). 
57  Commission Implementing Decision of 12.9.2022 amending the conditional marketing authorisation granted by 

Decision C(2020) 9598(final) for “Comirnaty - tozinameran, COVID-19 mRNA vaccine (nucleoside-

modified)”, a medicinal product for human use (C(2022) 6632 final). 
58  https://www.ema.europa.eu/en/news/adapted-vaccine-targeting-ba4-ba5-omicron-variants-original-sars-cov-2-

recommended-approval  
59  Commission Implementing Decision of 20.10.2022 amending the marketing authorisation granted by Decision 

C(2022)7163(final) for “Spikevax - elasomeran”, a medicinal product for human use. EMA recommendation 

(C(2022) 7632 final) available here: https://www.ema.europa.eu/en/news/ema-recommends-approval-second-

adapted-spikevax-vaccine  

https://health.ec.europa.eu/system/files/2022-11/eu-dcc-value-sets_en.pdf
https://www.ema.europa.eu/en/news/first-adapted-covid-19-booster-vaccines-recommended-approval-eu
https://www.ema.europa.eu/en/news/adapted-vaccine-targeting-ba4-ba5-omicron-variants-original-sars-cov-2-recommended-approval
https://www.ema.europa.eu/en/news/adapted-vaccine-targeting-ba4-ba5-omicron-variants-original-sars-cov-2-recommended-approval
https://www.ema.europa.eu/en/news/ema-recommends-approval-second-adapted-spikevax-vaccine
https://www.ema.europa.eu/en/news/ema-recommends-approval-second-adapted-spikevax-vaccine
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Network nevertheless prepared a proposal as to how such adapted vaccines could be encoded 

differently, should there be a decision that such a differentiation would be necessary. 

In the eHealth Network’s updated Guidelines on Value Sets for EU Digital COVID Certificates 

published on 19 October 202260, the encoding of adapted COVID-19 vaccines is described as 

outlined above. 

2.3.2.1. Encoding of COVID-19 vaccines with three primary doses 

Following EMA’s recommendation61, the Commission approved, on 20 October 2022, paediatric 

formulations of Comirnaty62 and Spikevax63 COVID-19 vaccines for children from 6 months of 

age. In the case of Comirnaty, the primary vaccination consists of three doses, with the 

individual doses being lower compared to those for already authorised age groups. Previously, 

EU-approved COVID-19 vaccines had been single-dose or two-dose vaccines. 

In this context, the Commission clarified the encoding of this three-dose paediatric formulation 

of Comirnaty in the EU Digital COVID Certificate to Member States and representatives of third 

countries and territories connected to the EU Digital COVID Certificate Gateway64. This 

clarification did not require a modification of the technical specifications. 

2.4. Developments regarding EU Digital COVID Certificates 

2.4.1. Extension: inclusion of laboratory-based antigen tests 

Prior to its extension, the EU Digital COVID Certificate Regulation provided that test certificates 

may be issued on the basis of two types of tests for SARS-CoV-2 infection only, namely 

molecular nucleic acid amplification tests (NAAT tests), including those using reverse 

transcription polymerase chain reaction (RT-PCR), and rapid antigen tests, which rely on the 

detection of viral proteins (antigens) using a lateral flow immunoassay that gives results in less 

than 30 minutes, provided they are carried out by health professionals or by skilled testing 

personnel. When extending the Regulation, the Parliament and the Council included high-quality 

laboratory-based antigen assays among the types of tests for which an EU Digital COVID 

                                                           
60  https://health.ec.europa.eu/system/files/2022-11/eu-dcc-value-sets_en.pdf  
61  https://www.ema.europa.eu/en/news/ema-recommends-approval-comirnaty-spikevax-covid-19-vaccines-

children-6-months-age  
62  Commission Implementing Decision of 20.10.2022 amending the marketing authorisation granted by Decision 

C(2022) 7342(final) for “Comirnaty - tozinameran, COVID-19 mRNA vaccine (nucleoside-modified)”, a 

medicinal product for human use (C(2022) 7630 final). 
63  Commission Implementing Decision of 20.10.2022 amending the marketing authorisation granted by Decision 

C(2022)7163(final) for “Spikevax - elasomeran”, a medicinal product for human use (C(2022) 7632 final). 
64  The administration of the first dose is to be encoded as ‘1/3’, the second dose as ‘2/3’, and the third dose is to be 

encoded as ‘3/3’. Given the age of the children vaccinated, it can be identified that 3/3 is not a booster but the 

finalisation of the primary cycle. 

https://health.ec.europa.eu/system/files/2022-11/eu-dcc-value-sets_en.pdf
https://www.ema.europa.eu/en/news/ema-recommends-approval-comirnaty-spikevax-covid-19-vaccines-children-6-months-age
https://www.ema.europa.eu/en/news/ema-recommends-approval-comirnaty-spikevax-covid-19-vaccines-children-6-months-age
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Certificate can be issued, to widen the scope of the types of diagnostic tests at a time where 

COVID-19 tests are in high demand65. 

Indeed, from July 2021, the technical working group on COVID-19 diagnostic tests, which is 

responsible for preparing updates to the EU common list of COVID-19 antigen tests agreed by 

the Health Security Committee, has been reviewing the proposals put forward by Member States 

and manufacturers for COVID-19 laboratory-based antigenic assays. Those proposals have been 

assessed against the same criteria as those used for rapid antigen tests, and the Health Security 

Committee has established a list of the laboratory-based antigenic assays that meet those criteria. 

As a result, Member States are now able to issue test certificates and recovery certificates66 on 

the basis of the laboratory-based antigenic assays included in the EU common list of COVID-19 

antigen tests67. 

2.4.2. Extension: inclusion of vaccination certificates for clinical trial participants 

In light of the emergence of new SARS-CoV-2 variants of concern, the continued development 

and study of COVID-19 vaccines is a crucial factor in the fight against the COVID-19 pandemic. 

In that context, it is important to facilitate the participation of volunteers in clinical trials, that is, 

studies performed to investigate the safety or efficacy of a medicine, such as a COVID-19 

vaccine. Clinical research plays a fundamental role in the development of vaccines and voluntary 

participation in clinical trials therefore needs to be encouraged. Preventing participants in clinical 

trials from obtaining vaccination certificates could constitute a major disincentive to 

participating in such trials, delaying the conclusion of such trials and, more generally, having a 

negative impact on public health. The Commission therefore wanted to facilitate and encourage 

participation in clinical trials. 

The extension of the Regulation provides68 that Member States may issue an EU Digital COVID 

Certificate to persons participating in ongoing clinical trials for COVID-19 vaccines which have 

not yet been granted a marketing authorisation, regardless of whether the participant received the 

COVID-19 vaccine candidate or the dose administered to the control group, as long as the trial 

has been approved by Member States’ ethical committees and competent authorities. Such 

certificates may be accepted by other Member States in order to waive restrictions to free 

movement, unless their acceptance period has expired or they have been revoked following the 

conclusion of the clinical trial, in particular on the grounds that the COVID-19 vaccine was 

                                                           
65  Article 2(5)(b) of the EU Digital COVID Certificate Regulation. 
66   Following the adoption of Commission Delegated Regulation (EU) 2022/256 of 22 February 2022 amending 

Regulation (EU) 2021/953 of the European Parliament and of the Council as regards the issuance of certificates 

of recovery based on rapid antigen tests (OJ L 42, 23.2.2022, p. 4), which provides that certificates of recovery 

can also be issued following a positive result of a rapid antigen test listed in the EU common list and carried out 

by health professionals or by skilled testing personnel by the Member State where the test was carried out. 
67  https://health.ec.europa.eu/system/files/2022-11/covid-19_eu-common-list-antigen-tests_en.pdf  
68  Article 5(5), fourth and fifth subparagraph, of the EU Digital COVID Certificate Regulation. 

https://health.ec.europa.eu/system/files/2022-11/covid-19_eu-common-list-antigen-tests_en.pdf
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subsequently not authorised or that the vaccination certificates were issued for a placebo 

administered to the control group as part of a blinded trial. 

As explained in Section 2.1.3.2.1 above, the Health Security Committee adopted guidance on a 

mutual approach for the acceptance of these certificates on 5 October 202269, which includes a 

list of ongoing clinical trials that Member States agree to accept mutually, to be updated when 

necessary. 

2.4.3. Validity period of vaccination certificates 

As explained in the March 2022 report, the Commission adopted, in December 2021, Delegated 

Regulation (EU) 2021/2288 establishing a binding acceptance period of 270 days for vaccination 

certificates covering the primary vaccination series for the purposes of intra-EU travel70. Such 

certificates are therefore not to be accepted if more than 270 days have passed since the last dose.  

On 29 March 202271, the Commission adopted Delegated Regulation (EU) 2022/503 exempting 

minors from the 270-day acceptance period for primary vaccination certificates. Although EMA 

had recommended the administration of vaccines for adolescents aged 12 or more, it also noted 

that it was for the experts guiding the vaccination campaign in each Member State to advise on 

the optimum decision and timing for their country. When consulted by the Commission, a large 

number of Member States considered that, irrespective of whether booster vaccinations were 

offered to minors nationally, it was appropriate to exempt these minors from the standard 

acceptance period. 

The maximum acceptance period of 270 days currently does not apply to vaccination certificates 

issued for booster doses – regardless whether they have been issued following the administration 

of a first or second booster – meaning that they currently are to be accepted with no expiry date. 

2.4.4. Other issues 

No new scientific evidence has emerged since the March 2022 report to justify a change to the 

policy not to issue recovery certificates based on results from antibody tests. The reasons laid out 

in that report remain up-to-date. Likewise, there is no change in the position regarding the 

validity period of certificates of recovery.   

                                                           
69  https://health.ec.europa.eu/publications/guidance-mutual-acceptance-eu-digital-covid-certificates-issued-

participants-clinical-trials-covid_en 
70  The Commission had already included a proposal for a standard acceptance period of nine months in its 

proposal of 25 November 2021 for a Council Recommendation on a coordinated approach to facilitate safe free 

movement during the COVID-19 pandemic and replacing Recommendation (EU) 2020/1475.  
71  Commission Delegated Regulation (EU) 2022/503 of 29 March 2022 amending Regulation (EU) 2021/953 of 

the European Parliament and of the Council as regards exempting minors from the acceptance period of 

vaccination certificates issued in the EU Digital COVID Certificate format (OJ L 102, 30.3.2022, p.8). 

https://health.ec.europa.eu/publications/guidance-mutual-acceptance-eu-digital-covid-certificates-issued-participants-clinical-trials-covid_en
https://health.ec.europa.eu/publications/guidance-mutual-acceptance-eu-digital-covid-certificates-issued-participants-clinical-trials-covid_en
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2.5. International aspects of the EU Digital COVID Certificate system 

2.5.1. Connecting Europe and third countries 

The EU Digital COVID Certificate Regulation stipulates that the Commission can issue a 

decision establishing that the certificates of a third country are to be considered as equivalent to 

EU Digital COVID Certificates (‘equivalence decisions’) for the purpose of facilitating their 

holders’ exercise of their right of free movement72. This results in the third country concerned 

being connected to the EU Gateway. Detailed information on this process can be found in the 

October 2021 report.  

In addition to the 27 Member States, 49 non-EU countries and territories have been connected 

to the EU Digital COVID Certificate system for the purpose of facilitating the right of free 

movement within the EU. This brings the total number of countries and territories connected to 

the EU Digital COVID Certificate system to 76, making it the largest system of interoperable 

COVID-19 certificates worldwide. 

Since the adoption of the March 2022 report and by the end of November 2022, the Commission 

adopted additional equivalence decisions regarding Bahrain73, Brazil74, Colombia75, Ecuador76, 

Indonesia77, the Republic of Korea7879, Kosovo80, Madagascar81, Malaysia82, Oman83, Peru84, 

the Philippines85, Seychelles86, and Vietnam87. 

                                                           
72  Article 8(2) of the EU Digital COVID Certificate Regulation. 
73  Commission Implementing Decision (EU) 2022/1099 of 30 June 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Kingdom of Bahrain to the certificates issued in accordance with Regulation (EU) 2021/953 of the European 

Parliament and of the Council (OJ L 176, 1.07.2022, p. 73). 
74  Commission Implementing Decision (EU) 2022/1948 of 13 October 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Federative Republic of Brazil to the certificates issued in accordance with Regulation (EU) 2021/953 of the 

European Parliament and of the Council (OJ L 268, 14.10.2022, p. 43). 
75  Commission Implementing Decision (EU) 2022/533 of 1 April 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Republic of Colombia to the certificates issued in accordance with Regulation (EU) 2021/953 of the European 

Parliament and of the Council (OJ L 105, 4.4.2022, p. 60). 
76  Commission Implementing Decision (EU) 2022/1100 of 30 June 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Republic of Ecuador to the certificates issued in accordance with Regulation (EU) 2021/953 of the European 

Parliament and of the Council (OJ L 176, 1.07.2022, p. 76). 
77  Commission Implementing Decision (EU) 2022/726 of 10 May 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Republic of Indonesia to the certificates issued in accordance with Regulation (EU) 2021/953 of the European 

Parliament and of the Council (OJ L 134, 11.05.2022, p. 34). 
78  Commission Implementing Decision (EU) 2022/1096 of 30 June 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Republic of Korea to the certificates issued in accordance with Regulation (EU) 2021/953 of the European 

Parliament and of the Council (OJ L 176, 1.07.2022, p. 66. 
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The Regulation as such does not explicitly require that third countries seeking an equivalence 

decision reciprocally accept the EU Digital COVID Certificate for travelling to their respective 

countries. However, before adopting an equivalence decision, the Commission has 

systematically asked all third countries concerned to accept the EU Digital COVID Certificate 

and to guarantee that they uphold data protection requirements. As explained in Section 2.1.3.4, 

a rigorous ‘onboarding’ process is applied to all third countries wishing to participate to verify 

their compliance with security requirements. 

In order to obtain an overview as to the status of implementation of equivalence decisions, a 

questionnaire was sent by EU Delegations to the third countries and territories whose certificates 

are covered by equivalence decisions and who have been part of the system for a sufficient 

                                                                                                                                                                                           
79  Corrigendum C2022/5580 to Commission Implementing Decision (EU) 2022/1096 of 30 June 2022 establishing 

the equivalence, for the purpose of facilitating the right of free movement within the Union, of COVID-19 

certificates issued by the Republic of Korea to the certificates issued in accordance with Regulation (EU) 

2021/953 of the European Parliament and of the Council (OJ L 201, 1.8.2022, p. 74). 
  This designation is without prejudice to positions on status, and is in line with UNSCR 1244/1999 and the ICJ 

Opinion on the Kosovo declaration of independence. 
80  Commission Implementing Decision (EU) 2022/1098 of 30 June 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by Kosovo 

to the certificates issued in accordance with Regulation (EU) 2021/953 of the European Parliament and of the 

Council (OJ L 176, 1.07.2022, p. 70). 
81  Commission Implementing Decision (EU) 2022/1097 of 30 June 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Republic of Madagascar to the certificates issued in accordance with Regulation (EU) 2021/953 of the European 

Parliament and of the Council (OJ L 176, 1.07.2022, p. 67). 
82  Commission Implementing Decision (EU) 2022/534 of 1 April 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by 

Malaysia to the certificates issued in accordance with Regulation (EU) 2021/953 of the European Parliament 

and of the Council (OJ L 105, 4.4.2022, p. 63). 
83  Commission Implementing Decision (EU) 2022/1339 of 29 July 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Sultanate of Oman to the certificates issued in accordance with Regulation (EU) 2021/953 of the European 

Parliament and of the Council (OJ L 201, 1.8.2022, p. 57). 
84  Commission Implementing Decision (EU) 2022/1340 of 29 July 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Republic of Peru to the certificates issued in accordance with Regulation (EU) 2021/953 of the European 

Parliament and of the Council (OJ L 201, 1.8.2022, p. 60). 
85  Commission Implementing Decision (EU) 2022/1338 of 29 July 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Republic of the Philippines to the certificates issued in accordance with Regulation (EU) 2021/953 of the 

European Parliament and of the Council (OJ L 201, 1.8.2022, p. 54). 
86  Commission Implementing Decision (EU) 2022/724 of 10 May 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Republic of Seychelles to the certificates issued in accordance with Regulation (EU) 2021/953 of the European 

Parliament and of the Council (OJ L 134, 11.05.2022, p. 28). 
87  Commission Implementing Decision (EU) 2022/725 of 10 May 2022 establishing the equivalence, for the 

purpose of facilitating the right of free movement within the Union, of COVID-19 certificates issued by the 

Socialist Republic of Viet Nam to the certificates issued in accordance with Regulation (EU) 2021/953 of the 

European Parliament and of the Council (OJ L 134, 11.05.2022, p. 31). 
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period of time to provide feedback. The 27 countries and territories88 that provided input to the 

questionnaire reported very few problems concerning vaccination, recovery, and test certificates 

and data protection89. The few issues reported have since been addressed or fall outside of EU 

competence. 

2.5.2. Interoperability with systems developed at international level 

In accordance with Article 4(3) of the Regulation, the EU Digital COVID Certificate trust 

framework should ensure interoperability with technological systems established at international 

level.  

The Commission has maintained an ongoing dialogue and cooperation with international 

institutions and organisations to explore options for interoperability among the existing 

technological systems. In March 2022, the Indonesian presidency of the G20, supported by the 

WHO, Organization for Economic Cooperation and Development and the Global Digital Health 

Partnership launched a pilot project to test the technological feasibility of harmonising COVID-

19 global health protocol standards, including by developing a universal verifier application that 

can validate COVID-19 certificates issued under different technical standards, in full compliance 

with national legal and health frameworks. The Commission and some Member States actively 

participate in the discussions, sharing know-how, experience and lessons learned from the EU 

Digital COVID Certificate as the major digital COVID-19 certificate system implemented at 

global level.  

In the context of the negotiations on an international agreement on pandemic prevention, 

preparedness and response, as well as amendments to the International Health Regulations 

(2005) (‘IHR’), the negotiating directives annexed to the Council Decision (EU) 2022/451 of 3 

March 2022 authorising the Commission to negotiate on behalf of the EU90 for issues falling 

under EU competence, provide that amendments to the International Health Regulations should 

aim at clarifying and strengthening existing provisions, including by promoting the use of new 

digital tools that may improve their implementation. 

On 30 September 2022, the EU and its Member States submitted a set of proposed amendments 

to the IHR, including one proposed amendment which aims at enabling the use of digital 

vaccination certificates for international travel. This proposal is now being considered, together 

                                                           
88  Albania, Andorra, Armenia, Benin, Cabo Verde, Colombia, El Salvador, Georgia, Israel, Lebanon, Malaysia, 

Moldova, Monaco, Montenegro, North Macedonia, San Marin, Serbia, Seychelles, Singapore, Taiwan, 

Thailand, Togo, Tunisia, Türkiye, the United Arab Emirates, the United Kingdom and Uruguay. 
89  For example, some countries reported issues concerning certain vaccines not being accepted by certain Member 

States, which is in line with the provisions of the EU Digital COVID Certificate Regulation. The issue of 

certificates based on clinical trials was also raised, which has been addressed by Regulation (EU) 2022/1034. 
90  Council Decision (EU) 2022/451 of 3 March 2022 authorising the opening of negotiations on behalf of the 

European Union for an international agreement on pandemic prevention, preparedness and response, as well as 

complementary amendments to the International Health Regulations (2005) (OJ L 92, 21.3.2022, p. 1). 
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with all proposed amendments submitted by other State Parties to the International Health 

Regulations, in a Working Group composed of members of the World Health Organization, with 

the view of proposing a package of targeted amendments for the consideration and possible 

adoption by the World Health Assembly in May 2024. 

2.6. Future of the EU Digital COVID Certificate 

Article 16(3) of the EU Digital COVID Certificate Regulation provides for this report to assess 

the appropriateness of the continued use of the EU Digital COVID Certificate for the purposes of 

the Regulation, taking into account epidemiological developments and the latest available 

scientific evidence. In addition, the Regulation underlines that, without prejudice to the 

Commission’s right of initiative, the report may be accompanied by a legislative proposal, in 

particular to shorten the period of application of this Regulation, currently 30 June 202391.  

As far as the period of application of the EU Digital COVID Certificate Regulation is concerned, 

the Commission would like to reaffirm that the extension of the Regulation in June 2022 until 

June 2023 was necessary in view of the remaining uncertainties regarding the evolution of the 

COVID-19 pandemic. It was important to avoid a situation in which, in the event that certain 

restrictions to free movement based on public health remained in place after 30 June 2022, EU 

citizens would have been deprived of the possibility of using an important tool that had 

facilitated free movement until that moment92. 

As the Commission has continuously emphasised, any restrictions to the free movement of 

persons within the EU put in place to limit the spread of SARS-CoV-2 should be lifted as soon as 

the epidemiological situation allows. This also applies to requirements to present EU Digital 

COVID Certificates. 

Since the March 2022 report and the extension of the Regulation, the Omicron variant has – in 

the form of different sub-variants – remained the dominant variant in the EU93. Omicron is less 

severe than the previously observed Delta variant, which can be attributed at least partially to the 

protective effect of vaccination and previous infection94. As a result, and in combination with 

these higher levels of protection, pressure on healthcare systems currently remains at manageable 

levels, even during momentary peaks of infections such as the wave driven by the Omicron BA.4 

and BA.5 sub-variants observed during the summer of 2022 or the wave observed in mid-

October 2022. On 20 October 2022, the European Centre for Disease Prevention and Control 

(ECDC) designated a new sub-variant BQ.1, including its sub-lineages, as variant of interest. 

Based on modelling estimates, it is expected that by the beginning of 2023, more than 80% of 

                                                           
91  Article 17, second paragraph, of the EU Digital COVID Certificate Regulation. 
92  Recital 12 of Regulation (EU) 2022/1034. 
93  https://www.ecdc.europa.eu/en/covid-19/variants-concern  
94  https://www.ecdc.europa.eu/en/covid-19/latest-evidence/clinical  

https://www.ecdc.europa.eu/en/covid-19/variants-concern
https://www.ecdc.europa.eu/en/covid-19/latest-evidence/clinical


 

23 

 

SARS-CoV-2 cases will be due to BQ.1 and its sub-lineages95 (see also Annex II for the input 

received from ECDC). 

By August 2022, Member States had indeed lifted all measures affecting free movement of 

persons in the EU, including the requirement for travellers to hold an EU Digital COVID 

Certificate. In addition, during the subsequent momentary peaks of infections, no Member State 

re-introduced requirements for travellers to hold EU Digital COVID Certificates. This is because 

in the current situation, domestic factors can be expected to be more powerful drivers of the 

epidemiological situation than cross-border travel. As a result, domestic non-pharmaceutical 

interventions, such as mask-wearing, ventilation and physical distancing, rather than travel 

restrictions, may be effective in slowing down the spread of COVID-19, if implemented 

early and comprehensively and sufficiently put into practice by society96. In addition, the 

Commission is not aware of any plans by Member States to re-introduce travel restrictions. As 

also noted by ECDC, “the current variant and immunity landscapes in the EU/EEA countries 

suggest that the impact/value of the use of EU Digital COVID Certificates would be currently 

low from a public health perspective” (see Annex II for the input received from ECDC).  

In view of the above, the Commission is of the opinion that the EU Digital COVID Certificate 

Regulation has achieved its intended purposes, namely to facilitate the holders’ exercise of their 

right to free movement during the COVID-19 pandemic and to contribute to facilitating the 

gradual lifting of restrictions to free movement put in place by the Member States, in accordance 

with EU law, to limit the spread of SARS-CoV-2, in a coordinated manner.  

Nevertheless, as also noted in the Communication of 2 September 202297, the Commission 

considers that it is necessary to remain vigilant over the coming winter months. As also indicated 

by ECDC, there are certain key elements that will be particularly decisive for the timing and 

magnitude of future COVID-19 waves. First, the vaccine-induced and naturally-acquired 

protection against infection and severe outcomes wanes over time, which has a substantial 

impact on the likelihood and severity of future waves of infections. Second, the emergence of 

more immune-evasive or transmissible (sub-)lineages of SARS-CoV-2 will be a crucial factor 

which will, together with any change in severity of new variants, be decisive for the related 

disease burden. Third, temporal fluctuations of COVID-19 will be amplified or reduced by 

human behaviour. Lastly, there might be potential for seasonality patterns to arise that are caused 

by other factors such as climate, which can result in oscillations of the COVID-19 burden over 

the year. As far as the BQ.1 variant of interest is concerned, there is, based on limited available 

                                                           
95  https://www.ecdc.europa.eu/en/publications-data/spread-sars-cov-2-omicron-variant-sub-lineage-bq1-eueea  
96  See also Communication from the Commission to the European Parliament, the Council, the European 

Economic and Social Committee and the Committee of the Regions on COVID-19 - Sustaining EU 

preparedness and response: Looking ahead (COM(2022) 190 final). 
97  Communication from the Commission to the European Parliament, the Council, the European Economic and 

Social Committee and the Committee of the Regions – EU response to COVID-19: preparing for autumn and 

winter 2023 (COM(2022) 452 final). 

https://www.ecdc.europa.eu/en/publications-data/spread-sars-cov-2-omicron-variant-sub-lineage-bq1-eueea
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data, no evidence of it being associated with a greater infection severity than the circulating 

variants BA.4/BA.5. Still, ECDC underlines that Member States should remain vigilant for 

signals of its emergence and spread 98.  

It is in this context that the Commission, in its proposal of 14 October 2022 to update the 

coordinated approach on travel within the EU during the COVID-19 pandemic99 (see also 

Section 2.1.1), underlined that the absence of pandemic-related restrictions to free movement 

should, at this point in time, remain the norm. Member States should reintroduce requirements to 

be in the possession of a valid EU Digital COVID Certificate only if the epidemiological 

situation would worsen severely. To make this determination, Member States should in particular 

take into account the strain on their healthcare systems due to COVID-19, notably in terms of 

admissions and number of hospital and intensive-care unit inpatients. 

It is thus primarily for reasons of epidemiological vigilance that the Commission does not intend 

to adopt a proposal to shorten the period of application of the Regulation. Any such proposal 

would also create legal uncertainty for Member States and connected third countries seeking to 

plan and prepare for the Regulation’s expiry. 

At the same time, the Commission does not intend, at this stage, to propose a further extension of 

the EU Digital COVID Certificate Regulation beyond its current expiry date of 30 June 2023. As 

ECDC has also pointed out, the most acute phase of the COVID-19 pandemic has passed. Thus, 

the Commission considers that it is unlikely that restrictions to the fundamental right to free 

movement will be justified going forward. In a survey conducted in the IPCR network in 

November 2022, when asked whether they would expect a need for EU Digital COVID 

Certificates for the purpose of intra-EU travel after June 2023, no Member State clearly indicated 

such a need100. The Commission will re-assess the situation by the end of March 2023 with a 

view to making a definitive decision as to its position regarding the period of application of the 

Regulation. 

It is also important to note that, on 19 September 2022, the Commission adopted a proposal for a 

Regulation establishing a Single Market Emergency Instrument101. This instrument aims to put in 

place a flexible and transparent mechanism to respond quickly to emergencies and crises that 

threaten the functioning of the single market. The objective is to ensure coordination, solidarity 

and coherence of the EU crisis response and protect the single market’s functioning, ensuring, in 

particular, the continued free movement of persons, goods, and services. According to the 

proposal, the Commission and the Member States would also be entitled to set up interoperable 

digital tools or IT infrastructures supporting the objectives of the Single Market Emergency 

                                                           
98  https://www.ecdc.europa.eu/en/publications-data/spread-sars-cov-2-omicron-variant-sub-lineage-bq1-eueea 
99  Commission proposal for a Council Recommendation amending Recommendation (EU) 2022/107 on a 

coordinated approach to facilitate safe free movement during the COVID-19 pandemic, COM(2022) 681 final. 
100  13 Member States replied “no” and 12 “maybe”. 
101  COM(2022) 459 final. 

https://www.ecdc.europa.eu/en/publications-data/spread-sars-cov-2-omicron-variant-sub-lineage-bq1-eueea
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Instrument Regulation, which could, where relevant for a specific future crisis, be useful also for 

purposes similar to those of the EU Digital COVID Certificate. The legislative procedure on the 

Commission’s proposal is currently ongoing and the envisaged framework therefore not yet 

available. 

Lastly, given the global success of the technology underpinning the EU Digital COVID 

Certificate, the Commission and Member States are reflecting if and how such a technical 

architecture could potentially be used for use-cases other than the facilitation of free movement 

within the EU, including to facilitate travel to and from third countries. The technology could 

also be considered, for example, for the authentication of documents in the health domain and for 

further developing usability and security of cross-border digital health services (such as, for 

example, vaccination cards for the purposes of continuity of care, access to and dispensation of 

electronic prescriptions, access to patient summaries, etc.). Such other use-cases could support 

citizens seeking or receiving healthcare in a Member State other than their own. To ensure 

synergies, the potential implementation of such use-cases could be explored in the context of the 

development of the European Health Data Space102. Supporting initiatives to foster the digital 

interoperability of health certificates at a more global level could also be considered. EU-level 

support for any such use-cases will depend, among other things, on whether or not there is an EU 

competence to act in the area concerned. In addition, the Commission underlines that any such 

use-cases must not result in restrictions to EU citizens’ exercise of their right to free movement. 

3. CONCLUSION  

With more than two billion certificates issued, the EU Digital COVID Certificate has delivered 

tangible benefits for EU citizens: it has facilitated free movement when travel restrictions were 

still deemed necessary, and, at the same time, it has allowed for a coordinated lifting of these 

restrictions once possible. In addition, the EU Digital COVID Certificate has been easy to use, 

free of charge and versatile to adapt to new developments. Finally, the EU Digital COVID 

Certificate framework has also established a standard in Europe and best practice at global level, 

with 76 countries and territories being connected to the system. 

Without the EU Digital COVID Certificate, EU citizens would not have enjoyed a right to be 

issued interoperable vaccination, test or recovery certificate, and have them accepted by other 

Member States for the purposes of exercising their fundamental right to free movement. It has 

demonstrated the capacity of EU institutions and Member States to develop innovative solutions 

in record time, with key EU values such as data protection and open access guaranteed. 

For reasons of epidemiological vigilance, it remains prudent to maintain the EU Digital COVID 

Certificate system during the 2022-23 winter period. The Commission will continue to follow 

                                                           
102  COM(2022) 197 final. 
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closely the development of the epidemiological situation, and in particular the key elements that 

will be, according to ECDC, particularly decisive for the timing and magnitude of future 

COVID-19 waves. On this basis, the Commission will re-assess the situation by the end of 

March 2023 and decide whether to propose a further extension, or whether to have the 

Regulation expire in June 2023.  

Being able to move between Member States using just one’s passport or identity card is one of 

the fundamental achievements of European integration. Any limitations to that right, including 

when they result from unprecedented events such as a global pandemic, must remain limited to 

what is strictly necessary. Ultimately, the EU Digital COVID Certificate Regulation will be a 

victim of its own success: its expiry will be proof that its declared aim, the restoration of 

unrestricted free movement, has been achieved.  
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ANNEX I  

Detailed breakdown of number of EU Digital COVID Certificates issued (by 1 November 2022) 

 
Vaccination 

certificates  

Test cert. 

issued 

(NAAT1) 

Test cert. 

(Antigen 

Tests2) 

Recovery 

certificates  
Total issued 

Austria 29.530.095 101.550.683 41.028.145 4.874.457 176.983.380 

Belgium* 79.787.027 17.697.026  3.953.739 101.437.792 

Bulgaria 3.780.770 978.975 4.056.489 729.581 9.545.815 

Czechia 15.829.724 6.262.236 6.575.741 3.158.340 31.826.041 

Denmark 195.460.819 19.431.069 22.524.114 11.823.518 249.239.520 

Germany* 230.102.428  19.870.219   14.385.835  264.358.482 

Estonia* 1.612.515  55.948   354.485  2.022.948 

Ireland* 9.578.627  1.101.766   658.472  11.338.865 

Greece 7.461.674  65.558  1.852.811  4.046.390  13.426.433 

Spain 71.573.161  927.298  1.329.612  1.673.402  75.503.473 

France 159.761.394  79.334.152  127.816.134  13.222.359  380.134.039 

Croatia  3.571.421   94.960   2.565.564   871.425  7.103.370 

Italy 133.188.044  33.529.419  131.558.809  23.395.438  321.671.710 

Cyprus 2.132.516 161.237 6.506.086 571.731 9.371.570 

Latvia 3.776.860  418.706  68.136  537.730  4.801.432 

Lithuania 1.965.086  2.556.526  994.205  1.260.860  6.776.677 

Luxembourg 3.356.713  1.754.345  864.963  382.003  6.358.024 

Hungary 17.728.741  572.738  237.470  620.908  19.159.857 

Malta* 500.010  1.850   529  502.389 

Netherlands** 319.010.858     319.010.858 

Poland* 33.038.041  1.169.690   1.576.975  35.784.706 

Portugal 13.247.019  465.004  1.625.182  2.180.106  17.517.311 

Romania 11.745.425  160.657  485.711  1.112.701  13.504.494 

Slovenia 7.674.779  676.300  8.743.222  2.122.960  19.217.261 

Slovakia 7.183.419  4.544.525  4.608.995  1.717.449  18.054.388 

Finland* 15.597.406  2.247.618   1.078.752  18.923.776 

Sweden* 16.986.725  689.620   11.414  17.687.759 

Iceland 1.361.021  108.117  801.388  107.410  2.377.936 

Lichtenstein 78.318  45.930 36.727 20.043 181.018 

Norway** 47.270.000    47.270.000 

Total EU/EEA 1.443.890.636 296.472.172 364.279.504 96.449.012 2.201.091.324 

* Combined total for NAAT and antigen test certificates 

** Total number issued for all three types of certificates 

  

                                                           
1 ‘Nucleic acid amplification test’, such as reverse transcription polymerase chain reaction (RT-PCR), loop-

mediated isothermal amplification (LAMP) and transcription-mediated amplification (TMA) techniques, used 

to detect the presence of the SARS-CoV-2 ribonucleic acid (RNA). 
2 ‘Antigen tests’ include both Rapid Antigen Tests (RATs), that is, a test that relies on detection of viral proteins 

(antigens) using a lateral flow immunoassay that gives results in less than 30 minutes, and laboratory based 

antigenic assays. 
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ANNEX II  

Guidance from the European Centre for Disease Prevention and Control and the Health 

Security Committee  

1. INPUT FROM THE EUROPEAN CENTRE FOR DISEASE PREVENTION AND 

CONTROL (ECDC) – 21/11/2022 

1.1. Summary of state of play epidemiological situation 

The current COVID-19 epidemiological situation is characterised by decreasing trends in 

EU/EEA-level case rates, including in people aged 65 years and older, as well as decreasing in 

death rates. Hospital and ICU indicators have remained stable or decreasing across the region in 

comparison to the recent weeks. Since the extension of the EU Digital COVID Certificate 

Regulation in June 2022, EU/EEA countries have experienced a wave in cases accompanied by 

increased hospitalisations and deaths due to COVID-19. During this time, Omicron BA.4 and 

BA.5 lineages became dominant and replaced the previously dominant Omicron lineage BA.2. 

BA.4 and BA.5 carry several immune-escape related spike protein amino-acid substitutions, and 

the replacement occurred in a short time interval. The case numbers, hospitalisations and deaths 

were, however, much lower compared to the initial Omicron introduction in the EU/EEA. 

The main variants currently circulating in the EU/EEA are various Omicron lineages with 

different ancestries (they are BA.2, BA.4 and, mostly, BA.5 descendants) that are the result of a 

process evolutionary diversification from the respective Omicron parental lineages. Interestingly, 

many of these new lineages acquired similar sets of mutations in the receptor binding domain – a 

phenomenon known as convergent evolution – and these mutations are known to be associated to 

immune evasion. Furthermore, some of these lineages show a quite high degree of diversification 

from the parental lineage (five or more mutations in the Spike protein). Examples of such 

variants include BQ.1, BF.6, and BN.1.  

Another emerging set of SARS-CoV-2 lineages is represented by the recombinant Omicron 

lineage XBB: a recombinant of two BA.2 sub-lineages (BA.2.10.1.1 x BA.2.75.3.1.1.1).  XBB 

produced a wave in several countries in South-East Asia (e.g. Singapore) and has been already 

detected at low levels in the EU/EEA countries. 

Based on modelling estimates, it is expected that by mid-November to beginning of December 

2022, more than 50% of SARS-CoV-2 infections will be due to BQ.1 and its sub-lineages (e.g. 

BQ.1.1). By the beginning of 2023, more than 80% of SARS-CoV-2 cases are expected to be due 

to BQ.1 and its sub-lineages.  

The observed increase in the growth rate of BQ.1 is probably mainly driven by immune escape. 

This variant and its sub-lineages will probably contribute to a further increase in cases of 

COVID-19 in the EU/EEA in the coming weeks and months. The extent of the increase in 

COVID-19 cases will depend on various factors, including immune protection against infection 

influenced by the timing and coverage of COVID-19 vaccination regimes, and the extent, timing 

and variant landscape of previous SARS-CoV-2 pandemic waves. Based on limited available 
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data, there is no evidence of BQ.1 being associated with a greater infection severity than the 

circulating variants BA.4/BA.5.  

So far none of the lineages described above have been associated to increased severity, although 

recent neutralisation studies have found that these lineages are linked to a reduced protection 

against infection compared to their respective parental lineages (e.g. BA.5). 

Although no impact on the COVID-19 epidemiology has been observed yet in EA/EEA as a 

result of the increase in proportions of these variants (and in particular BQ.1), it remains 

important to continue to monitor them, especially since the uptake of the second booster dose 

continues to be relatively low in target groups. Countries should remain vigilant for signals of 

BQ.1 emergence and spread; maintain sensitive and representative testing and genomic 

surveillance with timely sequence reporting and strengthen sentinel surveillance systems 

(primary care ILI/ARI and SARI). 

The current variant situation differs substantially from the phases when Alpha, Delta or Omicron 

emerged. All these variants were characterised by higher severity and/or transmissibility profiles 

compared to previously circulating variants, at a time when population immunity from 

vaccination and prior infection were lower, and thus presented substantially higher risks to 

individuals in the population as well as to healthcare systems.  

The current variant and immunity landscapes in the EU/EEA countries suggest that the 

impact/value of the use of EU Digital COVID Certificate certificates would be currently low 

from a public health perspective.  

1.2. Relevant new scientific evidence on COVID-19 tests, vaccination and 

recovery 

1.2.1. Use of rapid antigen tests 

Rapid antigen detection tests (RADTs) can contribute to overall SARS-CoV-2 testing capacity, 

offering the advantage of shorter turnaround times and reduced costs, especially in situations 

where NAAT testing capacity is limited or unavailable. However, their sensitivity is generally 

lower than that for RT-PCR3. RADTs may detect the presence of SARS-CoV-2 (including 

variant viruses) but cannot identify/differentiate the Variants of Concern (VOC). They can, 

however, help reduce further transmission through early detection of highly infectious cases, 

enabling contact tracing or self-isolation to begin quickly. The EU Health Security Committee 

(HSC) has established a technical working group (TWG) on COVID-19 diagnostic tests, which 

has agreed on a common, frequently updated list of COVID-19 antigen tests (RADTs as well as 

lab-based antigen assays) that meet defined performance criteria.  

 

Since December 2021, the HSC TWG has been discussing the performance of RADTs in the 

context of the emerging Omicron variants of concern. In particular, concerns have been raised 

                                                           
3  https://www.ecdc.europa.eu/sites/default/files/documents/Options-for-theuse-of-rapid-antigen-tests-for-COVID-

19-first-update.pdf  

https://www.ecdc.europa.eu/sites/default/files/documents/Options-for-theuse-of-rapid-antigen-tests-for-COVID-19-first-update.pdf
https://www.ecdc.europa.eu/sites/default/files/documents/Options-for-theuse-of-rapid-antigen-tests-for-COVID-19-first-update.pdf
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about RADT that solely target the spike protein (and are therefore not combined with the 

nucleocapsid protein) as well as the viral load measured at different time points and at different 

sites (e.g., throat and nose) after Omicron infection. The HSC TWG will continue to monitor the 

situation, including emerging evidence on the potential impact of the Omicron variant of concern 

on the performance of COVID-19 RADT and, if necessary, amend the agreed criteria 

accordingly.  

 

So far, no significant reduction in viral loads has been shown that could impact the RADT 

performance for individuals infected with Omicron (as compared to individuals infected with 

Delta)4. It should be noted that RADTs mainly aim to detect the viral nucleocapsid (N)-protein 

and, in the Omicron variants, this shows less variation than the Spike (S)-protein. For the time 

being, RADTs that target the S-protein or for which the target protein is unknown have been 

marked in the EU common list. Further studies are ongoing, and laboratories should remain 

vigilant to ensure that they detect reductions in sensitivity of the RADTs used for different 

VOCs. 

1.2.2. Updates on recovery from SARS-CoV-2 infection 

Both vaccination and prior infection protect individuals that are subsequently exposed – or re-

exposed – to SARS-CoV-2 virus, resulting in reduced likelihood of infection and severe disease.  

Vaccine-induced protection from infection has been shown to wane more quickly than recovery-

induced protection, however, it is difficult to specify the exact duration of protection conferred in 

the context of continuous SARS-CoV-2 evolution. The emergence of Omicron, with its 

additional immune-escape capabilities, has impacted both vaccine- and recovery-induced 

protection, leading to breakthrough infections and reinfections5. 

An important factor to consider for recovery certificates is, upon infection, whether vaccine-

induced and recovery-induced protection result in reduced risk of transmission. As viral load is a 

prominent factor affecting infectivity, its laboratory surrogate, qRT-PCR cycle threshold (Ct), 

can be used to investigate the level of protection against transmission. Where vaccine- and 

recovery-induced protection is high, viral replication is reduced and results in higher Ct scores 

amongst individuals experiencing a breakthrough infection or reinfection. Woodbridge et al 

recently reported on a study of over 460 000 Ct scores from unvaccinated, vaccinated and 

recovered individuals infected with Delta or Omicron, demonstrating that while recent 

vaccination reduces Omicron viral load, its effect wanes rapidly (approx. 70 days). In contrast, a 

                                                           
4  Hay JA, Kissler SM, Fauver JR, Mack C, Tai CG, Samant RM, et al. Viral dynamics and duration of PCR 

positivity of the SARS-CoV-2 Omicron variant. ; Hay JA et al. Quantifying the impact of immune history and 

variant on SARS-CoV-2 viral kinetics and infection rebound: a retrospective cohort study. ; Puhach O, Adea K, 

Hulo N, Sattonnet P, Genecand C, Iten A, et al. Infectious viral load in unvaccinated and vaccinated patients 

infected with SARS-CoV-2 WT, Delta and Omicron. 
5  Protection and Waning of Natural and Hybrid Immunity to SARS-CoV-2 - PMC (nih.gov) 

http://medrxiv.org/content/early/2022/01/14/2022.01.13.22269257.abstract
http://medrxiv.org/content/early/2022/01/14/2022.01.13.22269257.abstract
https://pubmed.ncbi.nlm.nih.gov/36383192/
https://pubmed.ncbi.nlm.nih.gov/36383192/
https://pubmed.ncbi.nlm.nih.gov/35395151/
https://pubmed.ncbi.nlm.nih.gov/35395151/
https://pubmed.ncbi.nlm.nih.gov/35395151/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC9165562/
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significantly slower waning rate is demonstrated for recovered individuals, with Ct values 

staying persistently higher than unvaccinated individuals up to 18 months6. 

Recent data from Japan on Omicron viral shedding using 83 specimens taken from 19 vaccinated 

individuals and 2 unvaccinated individuals showed that viral RNA was highest at 3-6 days from 

symptom onset and gradually decreased over time with no infectious virus detected in the 

respiratory samples after 10 days since symptoms onset7. Results of a study by Hay et al. on the 

viral dynamics and duration of PCR positivity of Omicron  indicated a lower peak viral RNA and 

a shorter clearance phase than Delta infections on average8. Omicron infections featured a mean 

duration of 9.87 days (95% CI 8.83-10.9) compared to 10.9 days (95% CI 9.41-12.4) for Delta 

infections.  

Puhach et al. observed modestly lower infectious viral titres in patients infected with the 

Omicron VOC compared to Delta infected patients. However, this difference was not statistically 

significant9. 

1.2.3. Updates on vaccine effectiveness (‘VE’)10 

VE estimates after the first booster dose against severe disease are high but wanes with 

time 

Studies of vaccine effectiveness (VE) against severe disease due to the Omicron variant suggest 

that vaccine effectiveness against severe outcomes is high following the administration of a 

booster dose, showing around 77−94% protection for up to 2-3 months after receiving the 

booster. Studies with a follow-up period of 4-6 months after the first booster dose continue to 

                                                           
6  Viral load dynamics of SARS-CoV-2 Delta and Omicron variants following multiple vaccine doses and 

previous infection | Nature Communications 
7  Active epidemiological investigation on SARS-CoV-2 infection caused by Omicron variant (Pango lineage 

B.1.1.529) in Japan: preliminary report on infectious period (niid.go.jp) 
8  Quantifying the impact of immune history and variant on SARS-CoV-2 viral kinetics and infection rebound: a 

retrospective cohort study | medRxiv 
9  Infectious viral load in unvaccinated and vaccinated patients infected with SARS-CoV-2 WT, Delta and 

Omicron (medrxiv.org) 
10  Reference for this section is made to: COVID-19 vaccine surveillance report: week 44 

(publishing.service.gov.uk); Weekly epidemiological update on COVID-19 - 26 October 2022 (who.int); 

Resource Library | ViewHub (view-hub.org); Effectiveness of the COVID-19 vaccines against severe disease 

with Omicron sub-lineages BA.4 and BA.5 in England (medrxiv.org); Effectiveness and Durability of the 

BNT162b2 Vaccine against Omicron ; Risk of Reinfection, Vaccine Protection, and Severity of Infection with 

the BA.5 Omicron Subvariant: A Danish Nation-Wide Population-Based Study; Outcomes of laboratory-

confirmed SARS-CoV-2 infection during resurgence driven by Omicron lineages BA.4 and BA.5 compared 

with previous waves in the Western Cape Province, South Africa | ; Effectiveness of mRNA COVID-19 vaccine 

booster doses against Omicron severe outcomes (medrxiv.org); Comparative COVID-19 Vaccines Effectiveness 

in Preventing Infections, Hospitalizations, and Deaths with SARS-CoV-2 BA.5 and Ba.2 Omicron Lineages: A 

Case-Case and Cohort Study Using Electronic Health Records in Portugal; Effectiveness of mRNA-1273 

against infection and COVID-19 hospitalization with SARS-CoV-2 Omicron subvariants: BA.1, BA.2, 

BA.2.12.1, BA.4, and BA.5 | medRxiv; Effectiveness of Monovalent mRNA Vaccines Against COVID-19–
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show protection against severe disease with VE estimates showing ≥70% for 27 out of 35 studies 

(77%) up to six months post mRNA booster with some slight waning over time.  

In studies looking at VE >6 months following a first booster dose, the UK found that among 18- 

to 64-year-olds, VE against severe outcomes decreased from 92.4% at 5-9 weeks to 53.7% by 25 

to 39 weeks following the booster vaccine. Among those aged 65 years and older, VE against 

severe outcomes decreased from 92.4% to 66.8% at 25-39 weeks. Severe outcomes were defined 

as patients receiving oxygen, ventilated or in intensive care in this study. 

To summarise, the first booster dose protects against severe disease with some evidence of 

waning protection starting at about 4 months past first booster vaccination.   

VE estimates after the second booster dose against severe disease and hospitalisation 

VE following a second booster dose against severe disease remains high during the short follow-

up period covered in the studies available so far. It appears to restore the slightly reduced 

protection seen four months after the first booster dose. Depending on the specific outcome and 

study, protection is in the range of 40-77% when compared to the third dose (incremental or 

relative VE11) and in the range 66-86% when compared to the unvaccinated. Some studies have 

found similar declines of protection over time following the second booster dose as has been 

seen with the first booster dose. 

Recent longer-term analysis from the UK on VE shows some waning of protection against 

hospitalisation following a second booster dose (fourth dose). This analysis found that VE 

against hospitalisation due to all sub-lineages of the Omicron variant (BA.1, BA.2, BA.4 and 

BA.5) was enhanced by a fourth dose and the incremental VE* after 2 to 4 weeks was 58.8%. 

This incremental VE waned to only 10.8% at 20 or more weeks after receiving the fourth dose.   

Heterogenous VE estimates against severe disease due to Omicron sub-lineages BA.4, 

BA.4.6 and BA.5  

Available studies show varying results on VE against severe outcomes caused by the BA.4/BA.5 

Omicron sub-lineages. Studies from UK and South Africa have not found a big difference in VE 

against different outcomes between BA.1, BA.2, BA.4 or BA.5 sub-lineages of Omicron. VE 

against severe disease caused by BA.4/BA.5 appears to be maintained (similar results have been 

found also in studies from Denmark and South Africa). However, some other studies have found 

that protection following third or fourth doses against severe outcomes was lower for BA.5 

compared to BA.1/BA.2 (Canada, Portugal, US).   

A recent analysis from the UK found that, overall, there was no evidence of reduced VE against 

hospitalisation for the Omicron sub-lineage BA.4.6 as compared to other BA.4 or BA.5 sub-

lineages. 

                                                           
11  The incremental (or relative) VE for the fourth dose is the level of protection that the fourth dose adds in 

addition to the remaining protection conferred by a third dose. These estimates, therefore, appear lower and are 

not directly comparable with estimates where VE is calculated relative to the unvaccinated (UK HSA report). 
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Protection against Omicron infection and transmission is limited and short-lasting with 

current vaccines 

Vaccine effectiveness against symptomatic infection wanes after administration of a first mRNA 

vaccine booster dose, from estimates in the range of 45−66% in the first 0 to three months, to 

around 25−45% between three to six months after the booster dose. Data on the efficacy and 

effectiveness of a second mRNA vaccine booster are still scarce. A second booster improves VE 

against infection, but this seems to wane rapidly as seen within the short follow-up period 

available so far after the second booster dose.  

Increased complexity is expected in the documentation of prior infection 

The high transmissibility and immune evasion capabilities of Omicron, alongside relaxed testing 

policies, have led to a large number of infections across the population. Hybrid immunity—

developed via a combination of vaccination and at least one prior infection— has become more 

and more common. In the current context, when many countries have changed testing policies 

and practices, it is likely that a number of infections have not been captured, and that individuals 

have different access to testing in different Member States. Therefore, accurate recording of 

hybrid immunity status seems unlikely or unfeasible in the context of changed testing practices. 

This is important to consider as many individuals will opt for non-vaccination with one or more 

doses of the COVID-19 vaccination programme on the grounds of previous infection, but will 

not always be able to provide proof for in the current context, compared to the first phase of the 

COVID-19 vaccination campaign as part of the implementation of EU Digital COVID 

Certificate. 

Omicron-adapted bivalent COVID-19 vaccines  

At this stage, there are no vaccine effectiveness data available on the Omicron-adapted bivalent 

vaccines. ECDC will continue to monitor the VE data and will provide updates on any evidence 

that becomes available. Real world evidence will be essential to measure the impact that the new 

Omicron-adapted bivalent vaccines have in preventing infection and disease, since the approval 

of these adapted vaccines was based on studies collecting data related to safety and 

immunogenicity. 

For new vaccines, there is no evidence to date on how they will impact infection, transmission or 

severe disease risk in a real-world setting, and whether any duration limits can be considered as 

part of the implementation of EU Digital COVID Certificates. 

1.3. Longer-term scenarios 

While the most acute phase of the COVID-19 pandemic has passed, there remains a substantial 

public-health burden due to COVID-19 in the EU/EEA. More specifically, the recorded TESSy 

data for the EU/EEA in 2022 alone shows that both the number of infections and the number of 

deaths related to COVID-19 are substantially larger than the yearly number of infections and 
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deaths of other major infectious diseases in Europe at their pre-pandemic level12. The current 

evidence, particularly on the rather short-lived protection against infection derived from previous 

infections and vaccinations, suggests a sustained yearly COVID-19 prevalence for years to come. 

The sustained COVID-19 burden is likely to continue fluctuating over time. There are four key 

elements that are particularly decisive for the timing and magnitude of future COVID-19 waves.  

 First, the vaccine-induced and naturally-acquired protection against infection and severe 

outcomes wanes over time. The extent of waning at population level protection, e.g., after 

a previous wave or a vaccination campaign, has a substantial impact on the likelihood of 

future waves of infections and severe outcomes. Furthermore, future COVID-19 

dynamics will be strongly influenced by how COVID-19 severity, transmission, and 

waning protection change after multiple infections, for which more scientific evidence is 

required.  

 Second, the emergence of more immune-evasive or transmissible (sub-)lineages of 

SARS-CoV-2 is a crucial factor for future COVID-19 waves, which will, together with 

any change in severity of new variants, be decisive for the related disease burden.  

 Third, temporal fluctuations of COVID-19 will be amplified or reduced by human 

behaviour, which ranges from changes in human mobility patterns during vacation 

periods and increased social mixing indoors during colder weather (especially during the 

upcoming festive season) to self-protective behaviour caused by an increased risk 

perception.  

 Fourth, there might be potential for seasonality patterns to arise that are caused by other 

factors (such as climate), which can result in oscillations of the COVID-19 burden over 

the year.  

In conclusion, high levels of constant sustained COVID-19 burden with temporal fluctuations are 

likely, and more scientific evidence on the sero-epidemiology and representative data on the 

disease burden are required for a more detailed assessment of the future course of the COVID-19 

pandemic. For an overview of longer-term scenarios in the continued post-acute phase and their 

implications for public health actions, see also the ECDC reports on “Long-term qualitative 

scenarios and considerations of their implications for preparedness and response to the COVID-

19 pandemic in the EU/EEA”13. 

2. INPUT FROM THE HEALTH SECURITY COMMITTEE (HSC) – 21/11/2022 

2.1. Role of the Health Security Committee  

The EU Health Security Committee (HSC) was set up in 2001 at the request of EU Health 

Ministers as an informal advisory group on health security at European level. Its role was 

                                                           
12  https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2018.23.16.17-00454 
13   https://www.ecdc.europa.eu/sites/default/files/documents/covid-19-post-acute-phase-pandemic-scenarios-

august-2022.pdf 

https://www.eurosurveillance.org/content/10.2807/1560-7917.ES.2018.23.16.17-00454
https://www.ecdc.europa.eu/sites/default/files/documents/covid-19-post-acute-phase-pandemic-scenarios-august-2022.pdf
https://www.ecdc.europa.eu/sites/default/files/documents/covid-19-post-acute-phase-pandemic-scenarios-august-2022.pdf
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formalised in 2013 with the adoption of Decision 1082/2013/EU14, and further strengthened with 

the adoption of the Regulation on serious cross-border threats to health15.  

The HSC is mandated to play a role in the coordination of prevention, preparedness and response 

planning for serious cross-border threats to health. The HSC is composed of Member States 

representatives at two working levels: a senior level group for regular discussions on serious 

cross-border threats to health and for the adoption of opinions and guidance; and technical 

working groups to discuss specific topics.   

To support the Commission with the implementation of the EU Digital COVID Certificate 

Regulation in relation to specific public health matters, the HSC has been consulted through 

targeted surveys. In addition, the HSC has set up two dedicated technical working groups 

described below.   

2.2. HSC Technical Working Group on COVID-19 diagnostic devices  

In May 2021, in the context of the COVID-19 pandemic, the HSC established a technical 

working group on COVID-19 diagnostic tests16. This technical working group brings together 

experts from the 27 Member States and Norway, as well as representatives from the Directorate-

General for Health and Food Safety (DG SANTE), the Joint Research Centre (JRC) and the 

European Centre for Disease Prevention and Control (ECDC). DG SANTE and JRC chair the 

technical working group meetings. 

The aim of the technical working group is, in particular, to review the proposals put forward by 

Member States as well as manufacturers for devices to be included in the EU common list of 

COVID-19 antigen tests17. The technical working group, which meets on average once a month, 

assesses these proposals against the criteria established by Council Recommendation EU 2021/C 

24/0118 as well as criteria agreed by the HSC on 21 September 2021.   

In case the technical working group considers that an update of the EU common list of COVID-

19 antigen tests is required, a proposal is presented to the HSC for formal agreement. Such 

updates may concern additions and/or removals of antigen tests, or updates regarding the 

availability of data and information (e.g. the publication of new validation studies). An 

addendum is published alongside every update of the EU common list, setting out further details 

and background information regarding the decisions taken by the technical working group. 

Since the first time the technical working group met, 28 meetings have been organised, and the 

EU common list of antigen tests has been updated 19 times. While 26 antigen devices were 

                                                           
14  Decision No 1082/2013/EU of the European Parliament and of the Council of 22 October 2013 on serious 

cross-border threats to health and repealing Decision No 2119/98/EC (OJ L 293, 5.11.2013, p. 1). 
15  Regulation (EU) 2022/2371 of the European Parliament and of the Council of 23 November 2022 on serious 

cross-border threats to health and repealing Decision No 1082/2013/EU (OJ L 314, 6.12.2022, p.26). 
16  More information available at: https://health.ec.europa.eu/health-security-and-infectious-diseases/crisis-

management/covid-19-diagnostic-tests_en  
17  Available at: https://health.ec.europa.eu/system/files/2022-11/covid-19_eu-common-list-antigen-tests_en.pdf  
18  Council Recommendation on a common framework for the use and validation of rapid antigen tests and the 

mutual recognition of COVID-19 test results in the EU 2021/C 24/01 (OJ C 24, 22.1.2021, p. 1). 

https://health.ec.europa.eu/health-security-and-infectious-diseases/crisis-management/covid-19-diagnostic-tests_en
https://health.ec.europa.eu/health-security-and-infectious-diseases/crisis-management/covid-19-diagnostic-tests_en
https://health.ec.europa.eu/system/files/2022-11/covid-19_eu-common-list-antigen-tests_en.pdf
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included in the first edition of the EU common list that was published on 17 February 2021, as of 

11 November 2022, 249 COVID-19 antigen tests are included in the EU common list and thus 

eligible for the issuance of EU Digital COVID test and recovery certificates for intra-EU travel.  

On average, manufacturers submit around 15 new submissions per week for devices that they 

wish to have included in the EU common list, which means that every month, around 60 new 

applications are being reviewed by the experts participating in the technical working group on 

COVID-19 diagnostic devices. Of these applications, manufacturers from China submit around 

60% and manufacturers based in the EU submit around 19%, confirming the global dimension 

and focus that the EU common list has obtained.   

2.3. HSC Technical Working Group on EU Digital COVID vaccination 

certificates issued to COVID-19 clinical trial participants 

When extending the EU Digital COVID Certificate Regulation, the European Parliament and 

Council provided that Member States may issue an EU Digital COVID Certificate to persons 

participating in ongoing clinical trials for COVID-19 vaccines that have not yet been granted a 

marketing authorisation, as long as they are approved by Member States’ ethical committees and 

competent authorities. Such certificates may be accepted by other Member States in order to 

waive restrictions to free movement. Moreover, the Regulation also tasks the HSC with issuing 

guidance to ensure coherence over the acceptance of these certificates across the EU. 

In August 2022, the HSC set up a new technical working group on EU Digital COVID 

vaccination certificates issued to COVID-19 clinical trial participants, with the aim to draft 

guidance on a single approach. This group has the participation of experts nominated by Member 

States (DE, PT, IT, LV, HU, PL, NL, SK, EL, LT), Norway, EMA, ECDC, as well as the Trials 

Coordination Board, which gathers key clinical trial coordinators and supports a trusted 

exchange on preliminary trial findings and common challenges to be addressed. DG SANTE and 

DG RTD chair the technical working group. 

The technical working group met several times in September, resulting in a “Guidance on the 

mutual acceptance of EU Digital COVID Certificates issued to participants of clinical trials”, 

which was adopted by the HSC on 5 October 202219. It is a “living document” where updates can 

be made as necessary, including in the trials listed, upon acceptance by the HSC.  

The key points agreed were as follows: 

 Member States should agree to a single approach of mutual acceptance for all ongoing 

clinical trials, without differentiation 

 Should apply to all EU/EEA publicly available clinical trials on COVID-19 vaccines in 

EMA-managed EudraCT or in CTIS. 

                                                           
19  Available at: https://health.ec.europa.eu/publications/guidance-mutual-acceptance-eu-digital-covid-certificates-

issued-participants-clinical-trials-covid_en 

https://health.ec.europa.eu/publications/guidance-mutual-acceptance-eu-digital-covid-certificates-issued-participants-clinical-trials-covid_en
https://health.ec.europa.eu/publications/guidance-mutual-acceptance-eu-digital-covid-certificates-issued-participants-clinical-trials-covid_en
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 A limited selection of key international trials should also be considered (not currently 

included). To be added as and when necessary, upon request from the trial sponsors. 

 

The current draft Guidance document presents a number of arguments in favour of an approach 

of acceptance of all EU/EEA clinical trials of COVID-19 vaccines (list to be extracted from 

EMA-managed EudraCT), as well as some key clinical trials ongoing in third countries (based 

on a selection process involving Vaccelerate, upon a request from the sponsors). Member States 

should therefore agree to a single approach of mutual acceptance for all ongoing clinical trials, 

without differentiation, if listed in Annex to the Guidance document (“living” document). Any 

additions and/or alterations to this list would always be subject to a process of acceptance by the 

HSC. 
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