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The new Emergency Task Force (ETF)

• ETF established with formal legal mandate as an advisory and support 
body on medicines for public health emergencies and preparedness   

• Regulation sets out objectives and composition, but allowing flexibility & 
membership based on expertise

• Strengthened existing ETF responsibilities building on successful 
experience during past emergencies & COVID-19

Scientific advice and 
support to clinical trials Scientific reviews ETF recommendations

• assessed directly by ETF

• free of charge & fast-track for 

clinical trials and protocols

• support study conduct

• systematic assessment of 

evidence on medicines

• on medicines not yet 
authorised

• on scientific or public 
health matters
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ETF composition for COVID-19
THERAPEUTIC RESPONSE TO COVID-19

Co-Chairs: EMA chair, CHMP vicechair 

Representatives from groups based on expertise:

Additional experts and observers from academia, EU national or international regulators, EU bodies

Scientific Committees 
(CHMP, PRAC, PDCO, 
CMDh) and EMA 
Representatives

Working Parties’ 
experts on vaccinology, 
biologics, infectious 
disease treatment, 
biostatistics, inspection, 
clinical trials, scientific 
advice assessment

Patients and 
Healthcare 
professionals identified 
by PCWP and HCPWP to 
bring the views of their 
respective communities

Clinical trial experts 
from various EU 
Member States 
(Clinical Trials Advisory 
Group (CTAG) and 
Clinical Trials 
Coordination Group 
(CTCG))

14 19 4 4
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Other tasks of the ETF

ETF

KEY BENEFITS

Facilitate large 
multinational 
clinical trials

Cross-links during 
public health 
emergencies

Improved 
preparedness, 
global 
harmonization 
and support, 
coordination for 
better RWE, 
publication joint 
recommendations

• Clinical trials sponsors

• Competent authorities for trial authorisation

• Medicines Shortage Steering Group (MSSG)

• Expert panels on medical devices

• European Centre for Disease Control (ECDC)

• International Coalition of Medicines Regulatory 
Authorities (ICMRA)

• World Health Organisation (WHO)

• US Food and Drug Administration (FDA), UK Medicines 
and Healthcare products Regulatory Agency (MHRA), 
Health Canada Regulatory Authority (HC), Swiss 
Medicines Agency (Swissmedic)

• Networks for observational studies, Vaccine 
Monitoring platform
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Status of COVID-19 vaccines in the EU

https://www.ema.europa.eu/en/human-
regulatory/overview/public-health-
threats/coronavirus-disease-covid-
19/treatments-vaccines/covid-19-
treatments

https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-vaccines/covid-19-treatments
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COVID-19 ADAPTED VACCINES FOR USE AS BOOSTER   

Omicron-modified vaccines
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COVID-19 ADAPTED VACCINES FOR USE AS BOOSTER   

Omicron-modified vaccines
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Comirnaty (Original/Omicron BA.1) - safety

• Safety database for Original/Omicron BA.1: 
approximately 620 subjects >55 years of age 
(Substudy E), 305 of whom received the 
15/15 ug dose

• Approximately 1000 subjects above 18 years
of age received Omicron BA.1 monovalent 
(Substudy D+E)

• Follow up time less than 2 months

• Local reactogenicity dose dependent and 
consistent with Comirnaty Original

• No new safety concerns

• Safety database not large enough to 
characterise frequency of rare events

COVID-19 ADAPTED VACCINES FOR USE AS BOOSTER   

Ref = G1

Safety in >55 – systemic reactogenicity (Substudy E)
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Comirnaty (Original/Omicron BA.1)
COVID-19 ADAPTED VACCINES FOR USE AS BOOSTER   
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Spikevax bivalent (Original/Omicron BA.1) - safety
COVID-19 ADAPTED VACCINES FOR USE AS BOOSTER   

Spikevax demography

• 437 participants received 2nd booster dose of      

1273.214 50 µg 

• Median follow-up time 43 days/ cut off date 27 April 2022

• Overall incidence of solicited local ARs was comparable

between 2 groups (79.4% vs. 79.5%) 

• Higher local reactogenicity in the bivalent/omicron group 

(any pain 77.3% vs 76.6%; any erythema  6.9% vs 

3.7%; ); Grade 3 events similar (3.4%), no Grade 4 

events 

• Higher solicited systemic ARs in the bivalent/omicron 

group (70.3%) compared to (66.1%) in the Spikevax

monovalent group; Grade 3 events 5.5% vs 4.6%; no 

grade 4 events  
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Spikevax bivalent - immunogenicity against BA.5
COVID-19 ADAPTED VACCINES FOR USE AS BOOSTER   
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Risk of BA.5 Infection among Persons Exposed to Previous SARS-CoV-2 Variants 
(nejm.org)

https://www.nejm.org/doi/pdf/10.1056/NEJMc2209479?articleTools=true
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Comirnaty BA4 / BA5 
vaccine (booster) in 
mice

Comirnaty (Original/Omicron BA.4-5)
COVID-19 ADAPTED VACCINES FOR USE AS BOOSTER   
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Antibody evasion to omicron sublineages
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Omicron sublineage BA.2.75.2 exhibits extensive escape from neutralising antibodies 
(biorxiv.org)

Antibody evasion to omicron sublineages

https://www.biorxiv.org/content/10.1101/2022.09.16.508299v1.full.pdf
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Mutations rate SARS-COV2 and influenza strains
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Status of monkeypox vaccines in the EU
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Imvanex - breakthrough infections after vaccination

Breakthrough infections after post-exposure vaccination against Monkeypox (medrxiv.org)

France May 27 – July 13, 2022. Describe the outcomes of high-risk contacts receiving third-generation 
smallpox vaccine and in particular tolerance of the vaccine and potential breakthrough infections within the 
28 days after the first dose of vaccine.

STATUS OF MONKEYPOX VACCINES IN THE EU

https://www.medrxiv.org/content/10.1101/2022.08.03.22278233v1.full.pdf
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• Confirmed human monkeypox cases in individuals 
previously vaccinated against smallpox: a case 
series. (Moschese, et al, Journal of Medical Virology 
pre-print)

• Six cases of patients, with a documented history of 
vaccination against smallpox, who were diagnosed 
with MPX in two Italian clinical centres between May 
and July 2022.

Imvanex - breakthrough infections after vaccination
STATUS OF MONKEYPOX VACCINES IN THE EU
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Low levels of monkeypox virus neutralizing antibodies after MVA-BN vaccination in healthy individuals | medRxiv

Imvanex - breakthrough infections after vaccination
STATUS OF MONKEYPOX VACCINES IN THE EU

https://www.medrxiv.org/content/10.1101/2022.08.31.22279414v1
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Low levels of monkeypox virus neutralizing antibodies after MVA-BN vaccination in healthy individuals | medRxiv

Imvanex - breakthrough infections after vaccination
STATUS OF MONKEYPOX VACCINES IN THE EU

https://www.medrxiv.org/content/10.1101/2022.08.31.22279414v1
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• There is no solid evidence regarding MVA-BN vaccine effectiveness against MPX

• We need more studies with different vaccination stretegies e.g. intradermal
route, mix of SC dose followed by ID dose, 1 dose vs 2 doses, longer intervals
between doses

• Data in specific populations such as immunosuppressed, paediatrics, pregnancy

• More vaccines may come and EMA ready to engage on rapid development and
approval

Status of monkeypox vaccines in the EU
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• Three adapted COVID mRNA vaccines approved to better match current VOCs: 
two bivalent original/Omicron BA.1 and one bivalent original/Omicron BA.4-5

• EMA-ECDC recommended additional booster doses in elderly above 6 years of age, 
immunocompromised subjects, individuals with underlying conditions and 
pregnant women. HCWs should also be vaccinated with adapted vaccines

• Other vaccines in the pipeline may come to rapid approval to enlarge our portfolio 
of options

• Additional safe and effective therapeutics will help in the fight against COVID-19, 

• Monkeypox outbreak in Europe is now slowing down and plateauing in many 
countries

• Effectiveness data with Imvanex are needed to understand the impact

• RCTs with tecovirimat to be started soon in the EU

Conclusions
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Latest updates on EMA’s corporate website: 
COVID-19 pandemic

@EMA_News

European Medicines Agency

ema.europa.eu

Marco.Cavaleri@ema.europa.eu

https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19
https://twitter.com/EMA_News
https://www.linkedin.com/company/european-medicines-agency/
https://www.ema.europa.eu/en/
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