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EMA response to COVID-19 pandemic -
milestones

2020 2021

WHO declares pandemic
COVID-19 Experts’ Task Force

Accelerated development & evaluation procedures

Approved vaccines:
• Comirnaty
• Spikevax
• VaxZevria
• Janssen

Approved 
therapeutics:
• Veklury

Approved 
therapeutics:
• Regkirona
• Ronapreve

Vaccines booster 
and extra doses:
• Comirnaty
• Spikevax
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COVID-19 therapeutics approved in the EU

• Veklury (remdesivir) - approved for the treatment of COVID-19 in people 
over the age of 12 with pneumonia requiring extra oxygen

• Regkirona (regdanvimab) – approved for the treatment of COVID-19 in 
adults at increased risk of severe disease

• Ronapreve (casirivimab / imdevimab) – approved for the prevention of 
COVID-19 in people from 12 years of age, and the treatment of the disease
in people from 12 years of age at increased risk of severe disease

therapeutics authorised in the EU 3
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Ronapreve clinical efficacy  data
REGEN-COV Antibody Combination and Outcomes in 
Outpatients with Covid-19 (nejm.org)

https://www.nejm.org/doi/pdf/10.1056/NEJMoa2108163?articleTools=true
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Ronapreve clinical efficacy  data - Post-exposure prophylaxis
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Olumiant (baricitinib)

Start of evaluation

New/ repurposed

29 April 2021

COVID 
indication

Route of 
administration

Repurposed

To treat COVID-19 in 
hospitalised patients from 
10 years of age who 
require extra oxygen

Pill to be taken by 
mouth

Kineret (anakinra)

19 July 2021

Repurposed

To treat COVID-19 in 
adults with pneumonia at 
increased risk of developing 
severe respiratory failure

To be given as an 
injection

RoActemra (toculizumab)

16 August 2021

Repurposed

To treat COVID-19 in adults 
who are already receiving 
corticosteroids and require extra 
oxygen or mechanical ventilation

To be given as an injection or 
infusion (drip) into the vein

Marketing authorisations under evaluation
COVID-19 THERAPEUTICS UNDER EVALUATION IN THE EU
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Sotrovimab

Start of rolling 
review

7 May 2021

COVID 
indication

Route of 
administration

To treat COVID-19 in 
people from 12 years of age

To be given as an infusion 
(drip) into the vein

Tixagevimab/cilgavimab

14 October 2021

To prevent COVID-19 in 
adults 

To be given as an injection or 
infusion (drip) into the vein

Molnupiravir

25 October 2021

To treat COVID-19 in 
adults

Pill to be taken by 
mouth

Under rolling review by EMA
COVID-19 THERAPEUTICS UNDER EVALUATION IN THE EU

New/ repurposed New New New

5



Classified as public by the European Medicines Agency 

Molnupiravir / Paxlovid
ADVICE TO MEMBER STATES ON EARLY USE

• While the more comprehensive rolling review is ongoing, EMA will provide advice to 
Member States on the use of molnupiravir for the treatment of COVID-19 (under Art. 
5.3)

• Member States can then decide on the use of molnupiravir in their territories (e.g. in 
emergency settings such as with high infection levels and death rates)

• EMA is reviewing the available data on molnupiravir in the shortest possible timeframe

• The Agency will communicate on the outcome of this review and that of the rolling review 
once they conclude

• Paxlovid currently under development – EMA discussing potential opinion to Member 
States on early use for emergency settings, ahead of a rolling review and a marketing 
authorisation application
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How protein-based COVID vaccines could change the pandemic (nature.com)

https://www.nature.com/articles/d41586-021-03025-0
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Community transmission and viral load kinetics of the SARS-CoV-2 delta 
(B.1.617.2) variant in vaccinated and unvaccinated individuals in the UK: a 
prospective, longitudinal, cohort study (thelancet.com)

https://www.thelancet.com/action/showPdf?pii=S1473-3099%2821%2900648-4
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Effectiveness of heterologous ChAdOx1 nCoV-19 and mRNA prime-boost 
vaccination against symptomatic Covid-19 infection in Sweden: A nationwide 
cohort study | Elsevier Enhanced Reader

https://reader.elsevier.com/reader/sd/pii/S2666776221002350?token=78CAB91955CED680E729A3419C132D8178EE341C1F401EA327AB161EE4CE4009BCBB6007EB7B47663F65A88FE670E630&originRegion=eu-west-1&originCreation=20211109122725
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Immunogenicity and efficacy of 
heterologous ChadOx1/BNT162b2 
vaccination (nature.com)

https://www.nature.com/articles/s41586-021-04120-y_reference.pdf
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Heterologous SARS-CoV-2 Booster Vaccinations – NIH Preliminary Report

https://www.medrxiv.org/content/10.1101/2021.10.10.21264827v1.full.pdf
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Effectiveness of BNT162b2 Vaccine against Delta Variant in Adolescents (nejm.org)

Effectiveness of Pfizer-BioNTech mRNA Vaccination Against COVID-
19 Hospitalization Among Persons Aged 12–18 Years — United 
States, June–September 2021 (cdc.gov)

73% cases with co-morbidities including obesity

https://www.nejm.org/doi/pdf/10.1056/NEJMc2114290?articleTools=true
https://www.cdc.gov/mmwr/volumes/70/wr/pdfs/mm7042e1-H.pdf
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US paediatric COVID-19
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ECDC data from the EU/EAA
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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/
mailto:Marco.Cavaleri@ema.europa.eu
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