
25 November: 
engage with the EMA!

4th public debate 

• Those interested in joining the virtual room during the 
public meeting should complete and submit a registration 
form by 10 November 2021:

• Registration form

• The following topics will be covered:
• COVID-19 therapeutics and vaccines in the EU, including vaccine 

effectiveness, and the use of booster and third doses in national 
vaccination campaigns

• Update on vaccine safety information
• COVID-19 epidemiological situation and vaccination coverage in the 

EU
• Misinformation on COVID-19 vaccines

• https://www.ema.europa.eu/en/events/public-
stakeholder-meeting-covid-19-vaccines-therapeutics-eu
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https://ec.europa.eu/eusurvey/runner/COVID19_PublicEvent_November2021
https://www.ema.europa.eu/en/events/public-stakeholder-meeting-covid-19-vaccines-therapeutics-eu


(1) Vaccination in Europe

Short and mid-term estimates
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Country % who said they wanted to be vaccinated 02/2021 % who received at least 1 dose 02/11/21 Difference
France 48,7 76,4% 27,7
Belgium 54,3 75,4% 21,1
Switzerland 46,9 66,6% 19,7
Latvia 44,8 61,3% 16,5
Lithuania 52,2 64,8% 12,6
Netherlands 63,2 74,9% 11,7
Austria 56,8 66,5% 9,7
Germany 61 69,5% 8,5
Cyprus 60,7 68,2% 7,5
Slovenia 50,2 56,8% 6,6
Portugal 82,6 87,7% 5,1
Hungary 56,1 61,0% 4,9
EU 64,4 69,0% 4,6
Estonia 57,2 60,2% 3,0
Luxembourg 67,4 70,4% 3,0
Croatia 45,1 47,1% 2,0
Malta 84 85,7% 1,7
Czechia 56,9 58,5% 1,6
Greece 61,6 62,2% 0,6
Spain 80,8 80,4% -0,4
Italy 78,6 77,5% -1,1
Poland 56,1 53,4% -2,7
Russia 41,7 38,9% -2,8
Norway 89,5 84,8% -4,7
Denmark 86 77,2% -8,8
Finland 80,3 71,4% -8,9
Sweden 80,7 70,3% -10,4
Slovakia 56,4 45,8% -10,6
Bulgaria 32,5 20,3% -12,2
United Kingdom 89 75,1% -13,9
Ireland 86,5 65,4% -21,1
Romania 59,4 36,5% -22,9
Ukraine 61 24,0% -37,0



In the next 
months: a 

winter surge 
in Europe

1. Variants. No population-based data to suggest Mu is 
driving surges yet. But this can completely change

2. Waning immunity. Steady evidence emerging from 
England, Scotland, Israel, a Mayo Clinic study in the 
US suggest there is waning immunity for infection for all of 
the vaccines

3. Data from Israel published in the New England Journal of 
Medicine this week starts to suggest that immunity for 
severe hospitalisation, severe cases, and for death may also 
start to wane and wanes faster for AstraZeneca than for 
Pfizer or Moderna

• IHME: Models will be adapted in the next few weeks. Third 
dose not in model yet
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COVID-19 
pandemic
modelling

Sources
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Institute for Health Metrics and Evaluation, 
Uni. Washington, Seatle
https://covid19.healthdata.org

Institut Pasteur
https://modelisation-covid19.pasteur.fr/realtime-analysis/hospital/

ECDC

Institut de Physique des 2 Infinis (IP2I), CNRS
https://doi.org/10.1038/s41598-020-72611-5

http://www.covid19.healthdata.org/
https://modelisation-covid19.pasteur.fr/realtime-analysis/hospital/
https://doi.org/10.1038/s41598-020-72611-5


In the next 
months: a  

winter surge 
in Europe
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60 to 100

Estimated number of ICU beds 
needed per 100,000 inhabitants
Source: Institute for Health 
Metrics and Evaluation (IHME)
Univ. Washington, Seattle
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Initial variant

Delta variant



Portugal
86% fully vaccinated. Herd immunity?
Booster dose too slow: waning effect400

Spain
79% fully vaccinated. Herd immunity?
Booster dose too slow:  waning effect

4,500

10

Institute for Health Metrics and Evaluation (IHME)



United Kingdom
• Too few vaccinated (69%)
• Vaccination = 90% protection against disease (or 1 in 10 not protected)
• Waning protection of vaccines after 6 months: 60% (4 in 10 not protected)
• Similar effect in Israel and Canada

France
• Too few vaccinated (69%)
• Vaccination = 90% protection against disease (or 1 in 10 not protected)
• Waning protection of vaccines after 6 months: 60% (4 in 10 not protected)
• Same profile in Italy, Belgium, Netherlands…

4,000

5,000
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Within current limits



Poland
50% vaccinated

20,000

Germany
Unsatisfying number of vaccinees (67%) – large part of elderly population not protected
Relatively less affected by previous waves (high number of highly vulnerable people)

14,000
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More patients in ICU 
than anytime before



Romania
<30% fully vaccinated

Slovenia
<50% fully vaccinated

4,000

600
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ECDC 
scenarii 30 
September 
2021
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https://www.ecdc.europa.eu/sites/default/files/documents/covid-19-rapid-risk-assessment-16th-update-september-2021.pdf

https://www.ecdc.europa.eu/sites/default/files/documents/covid-19-rapid-risk-assessment-16th-update-september-2021.pdf


Different policies for third shot - EU
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Recommendation of an additional vaccine 
dose as extension of primary series and/or a booster for 

waning immunity 

No recommendation

13: Only for immuno-
compromised, transplanted

10: Immuno-compromised, 
> 65 yo and other groups

1: No 
recommendation

Belgium, Estonia, Finland, Italy, 
Latvia*, Liechtenstein, 
Luxembourg, Malta, 

Netherlands, Norway*, Poland, 
Portugal, Spain

Austria*, Cyprus, Denmark, 
France**, Germany, Hungary*, 

Ireland, Lithuania, Slovenia, 
United Kingdom

Bulgaria

7: Discussions

Croatia, Czechia, Greece, 
Iceland, Romania, 
Slovakia, Sweden

* Heterologous regimen possible, ** since April 2021



(2) Medicines for COVID-19

Progress as of 21-22 September 2021 / PCWP meeting
Marco Cavaleri, chair of EMA COVID-19 Pandemic Task Force
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Report from PCWP 21-22/09/2021
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4 monoclonal antibodies products with neutralising activity received scientific opinion to support 
emergency use before approval and have started rolling review (Bamlanivimab / etesevimab, 
Casirivimab / imdevimab, Regdanvimab, Sotrovimab) and Dexamethasone



Department of Biotechnology of the Government of India, Wellcome Trust, and IAVI partnered webinar, 24 February 2021 19

Convalescent
plasma



(1) REGN-COV2 (casirivimab/imdevimab, 
Ronapreve®) In not yet seroconverted people
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26 February 2021
CHMP opinion As a 
treatment at the hospital 
for confirmed cases

Japan: EUR 2,000
India: EUR 670
UK: EUR 1,166 to 2,332
(for 600 mg ?)

France: early access programme HAS: 06/08/2021
(1 October: 1230/57,500)
UK: conditional authorisation 20/08/2021
Germany: NA
Netherlands: NA



(2) Sotrovimab (EMA 
advice 21/05/2021)

Xevudy®, GSK/ VIR 
BioTechNo

USA: USD 2,200 for 8 
ml (500mg) - IV

• For confirmed COVID-19 in adults and adolescents (12+, 
40kg+), not requiring O2,  and at risk of severe COVID-19

• Efficacy trial in 1,340 volunteers, randomised 1:1

• Proportion of patients who have progression COVID-19 at 
day 29 after infusion (hospitalisation >24h or death)

• Preliminary analysis: 41% patients reached day 29

21

placebo sotrovimab

Nb at interim analysis 292 291

Progression or death any cause 21 (7%) 3 (1%)

Adjusted Relative risk ratio Sotrovimab versus pbo 0.15

97.24% Confidence interval 0.04-0.56

P-value 0.002



(3) A Long-
lasting 
combination of 
neutralising 
antibodies from 
AstraZeneca
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• AZD7442
• tixagevimab (AZD8895) and cilgavimab

(AZD1061)

• Single injection at 300 mg
• effect can last for up to 12 months of 

protection from COVID-19

• PROVENT, pre-exposure prophylaxis trial
• 87 sites in US, UK, Spain, France, Belgium
• Infections at 6 months: a 77% risk reduction



mAb 
production 
challenges

• 30 000 kg Ab produced per year worldwide
• = 3  B litres needed

• Spare production capacity: 33%

• Demand
• 1 g / patient = 1 kg per thousand people
• Enough to treat 17 million people

• If development for COVID-19 takes too long:
• mAb no longer needed (vaccines)
• Mutations and variants

• After COVID? 
• To switch production to other diseases
• But demand will be much less
• Over-capacity

• To disconnect capacity for COVID-19 and future uses? Or to 
take this opportunity to produce more Ab for other diseases 
and increase access?
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(4) Molnupiravir (MSD): In vitro data
David Alain Wohl, MD, uni. North Carolina at Chapel Hill
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Molnupiravir = Lagevrio® 
USD 700 for 5 days

• Invented 40 years ago (influenza, hepatitis C)
• Againt SARs-CoV-2:

• Probably only useful if initiated early after diagnosis, in patients with 
moderate or severe forms, and with 1 risk-factor for a severe evolution

• With the difficulties to diagnose new cases shortly after infection
• Could reduce the risk of hospitalisation and/or death

• 7,3 % hospitalisations in molnupiravir arm and no death, versus 14,3 % hospitalisations 
and 8 deaths (among 377 patients) in the placebo arm (MSD, October 2021)

• Safety concerns +++
• Potentially highly cytotoxic, mutagenic and oncogenic

• France already purchased 50,000 courses
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(5) PF-07321332
Pfizer

• First orally administered experimental drug to be evaluated in clinical 
trials to specifically target COVID-19

• Designed to block activity of the SARS-CoV-2 protease enzyme which is 
essential for replication of the virus

• The drug is to be used in combination with protease inhibitor 
ritonavir (risk of drug-drug interaction +++)

• The co-administration of the drugs helps break down PF-07321332 so it is 
active in the body for longer

• Phase I completed
• Australia already purchased 500,000 courses of PF-07321332
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(3) Vaccines

Progress as of 21-22 September 2021 / PCWP meeting
Marco Cavaleri, chair of EMA COVID-19 Pandemic Task Force
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(4) Pharmacovigilance

Progress as of 21-22 September 2021 / PCWP meeting
Marco Cavaleri, chair of EMA COVID-19 Pandemic Task 

Force
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Thank you for 
your attention

François Houÿez
Director of Treatment Information and Access

francois.houyez@eurordis.org

mailto:francois.houyez@eurordis.org
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