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Therapeutic approaches

McGonagle, et al, Lancet Rheumatol 2020Source:

THE ROLE OF PULMONARY INTRAVASCULAR COAGULOPATHY IN COVID-19 PNEUMONIA
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therapeutics

Thorlund et al, 
Lancet 2020
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ONGOING LARGE CLINICAL TRIALS

McGonagle, et al, Lancet Rheumatol 2020Source:

DISCOVERY: 750 patients have been included where most patients are from 
France, and one has been enrolled in Luxemburg. Are currently working on 
including additional patients from Germany and Portugal. DSMB looked at the 
results from the first 600 patients enrolled in the study.

SOLIDARITY: WHO’s trial investigating safety and efficacy of different SARS-
CoV-2 therapies. Due to the increased focus on toxicity of hydroxychloroquine, 
many have refrained from participating. More than 2500 patients enrolled 
globally.

RECOVERY: 10,000 patients have been enrolled with two levels of 
randomization in the UK. Work is ongoing as planned, and this study conducts 
a weekly follow-up to monitor progress.
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Remdesivir: First Antiviral to show efficacy

https://www.nih.gov/news-events/news-releases/nih-clinical-trial-shows-remdesivir-accelerates-recovery-advanced-covid-19
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HCQ B/R

Mehra et al, Lancet 2020Source:

- Lancet publication triggered actions by 
sponsors of clinical trials and regulatory 
agencies

- Deleterious impact on ongoing trials for 
PEP/PrEP with HCQ

- Doubts raised on the quality of the data 
published on the Lancet 
https://zenodo.org/record/3864691

- Cochrane review did not identify 
mortality risk https://www.who.int/who-
documents-detail/targeted-update-
safety-and-efficacy-of-
hydroxychloroquine-or-chloroquine-for-
treatment-of-covid-19

https://zenodo.org/record/3864691
https://www.who.int/who-documents-detail/targeted-update-safety-and-efficacy-of-hydroxychloroquine-or-chloroquine-for-treatment-of-covid-19
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https://www.nytimes.com/interactive/2020/04/30/opinion/coronavirus-covid-vaccine.html

How Long Will a Vaccine Really Take?

Source:

2020 2030 2040

DESIRABLE SCENARIO – FROM RESEARCH TO DISTRIBUTION

Vaccine by 
August 2021
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https://www.nytimes.com/interactive/2020/04/30/opinion/coronavirus-covid-vaccine.html
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https://www.gavi.org/sites/default/files/maps/Corona-Vaccine-race-01_h1.jpg

2020

Source:

https://www.gavi.org/sites/default/files/maps/Corona-Vaccine-race-01_h1.jpg


Classified as public by the European Medicines Agency 

11

The trial will individually randomize very large numbers of adult participants in 
many different populations. Each participant will be contacted weekly for 
information as to whether any potentially relevant symptoms have arisen, with 
laboratory testing triggered if the report suggests COVID-19. By using a shared 
placebo/control group and a common Core protocol to evaluate multiple 
candidate vaccines in the trial, resources allocated to the evaluation of each 
candidate vaccine are judiciously saved while a high standard of scientific rigor 
and efficiency is ensured.

The primary objective is to evaluate the effect of each vaccine on the rate of 
virologically confirmed COVID-19 disease, regardless of severity 
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Source: EC

This is the Achilles’ heel of the vaccine problem, no one has the 
capacity to meet global demand. Building new factories takes 
years, existing capacities need to be maximised to respond this 
crisis. Manufacturing platforms not interchangeable across 
different technologies.

Vaccines production

“We are tasked with creating a new vaccine in a 10th of the 
time and must manufacture at 1,000 times the scale"

“There is less concern about finding a successful vaccine than 
there is about making the volumes needed […] The biggest 
untold story in Europe right now is the one about number of 
doses, not number of vaccines.” 

“ It is the greatest demand for a pharmaceutical product ever, 
way more demand than the iPhone .”
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Summary of activities

115 therapeutics in discussion with EMA

33 vaccines identified for interaction

Rapid scientific advice proceeding for advanced vaccines and 
therapeutics

Remdesivir ongoing discussion at ETF, CHMP and PDCO – no 
centralised Emergency Use Authorisation in the EU

Chloroquine/hydroxychloroquine continuous B/R evaluation using 
EMA internal competences and in cooperation with ETF, PRAC and 
CHMP

Intense international and EU collaboration: EC, ICMRA, WHO, FDA



Any questions?

marco.cavaleri@ema.europa.eu

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Send us a question Go to www.ema.europa.eu/contact 
Telephone +31 (0)88 781 6000

Further information

Follow us on @EMA_News
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