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• During a public health emergency or pandemic, EMA activates its Health Threat Plan (developed 

based on 2009 H1N1 pandemic, 2014-2019 Ebola and Zika outbreaks).  

• The Health Threat Plan includes the setting-up of a dedicated expert group, the EMA Pandemic 

Task Force (ETF). Current ETF activated immediately in view of emerging COVID-19 

• ETF, chaired by EMA, operates as advisory group to CHMP/PRAC/PDCO and in cooperation with 

CMDh, NCAs, CTFG and the European Commission 

• CORE ETF consisting of selected experts from EMA’s regulatory network with specific expertise 

relevant for the therapeutic response to the health emergency (vaccinology, virology, immunology, 

quality, non-clinical, infectious diseases) 

• ETF membership also includes (vice)Chairs of CHMP/PRAC/PDCO/CMDh/CTFG and members of 

relevant CHMP WPs, i.e. VWP, BWP, BPWP, QWP, SWP, SAWP, IDWP; RMS for NAPs, CHMP Rapps and 

assessors or SA coordinators for ongoing procedures and ad hoc experts; civil society reps 

 

 

 

 

 

ETF establishment and composition 
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https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats#health-threats-plan-section
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Rolling review 

Developer applies for 
marketing authorisation  

EMA opinion 

Research & development 

Standard EMA evaluation 

EMA evaluation with rolling review 

EMA opinion 

STANDARD 

COVID-19 Rolling review cycle 
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Development support 

 Early informal TCs with developers 

 (ultra)Rapid scientific advice prepared by ETF and endorsed 

by SAWP/CHMP 

 paediatric investigation plan discussed by ETF with 

endorsement by PDCO 

Evaluation (new and repurposed products) 

 Rolling review cycles: ETF discussions followed by interim 

CHMP opinions 

 Accelerated assessment of MA applications.  

ETF expert input to CHMP assessment team 

 Compassionate Use/support to national Emergency Use 

Procedures that are discussed by the ETF 

EMA initiatives for acceleration of development 
support and evaluation procedures for COVID-
19 treatments and vaccines  
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https://www.ema.europa.eu/en/documents/other/ema-initiatives-acceleration-development-support-evaluation-procedures-covid-19-treatments-vaccines_en.pdf
https://www.ema.europa.eu/en/documents/other/ema-initiatives-acceleration-development-support-evaluation-procedures-covid-19-treatments-vaccines_en.pdf
https://www.ema.europa.eu/en/documents/other/ema-initiatives-acceleration-development-support-evaluation-procedures-covid-19-treatments-vaccines_en.pdf
https://www.ema.europa.eu/en/documents/other/ema-initiatives-acceleration-development-support-evaluation-procedures-covid-19-treatments-vaccines_en.pdf
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Conditional Marketing Authorisation  

Scope (at least one): 

 for seriously debilitating 
diseases or life-threatening 
diseases; 

 to be used in emergency 
situations; 

 orphan medicinal products. 

 

Criteria (all): 

• the risk-benefit balance is positive; 

• it is likely that the applicant will be in a position to 
provide comprehensive clinical data; 

• unmet medical needs will be fulfilled; 

• the benefit to public health of the immediate availability 
on the market of the medicinal product concerned 
outweighs the risk inherent in the fact that additional data 
are still required. 

Regulation (EC) No 507/2006 

‘unmet medical needs’ means a condition for which there exists no satisfactory method of diagnosis, prevention or treatment 
authorised in the Community or, even if such a method exists, in relation to which the medicinal product concerned will be of major 

therapeutic advantage to those affected 

On the basis of less comprehensive data and subject to specific obligations 
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Remdesivir 
ACTT-1  
(positive on TTCR) 
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Beigel, John H., et al. "Remdesivir for the Treatment of Covid-19 — 
Final Report." N. Engl. J. Med., 22 May. 2020, 

doi:10.1056/NEJMoa2007764. 

• Phase 3,  
• adaptive,  
• randomized 
• Double blind 
• Placebo-controlled 
• Multicentre 
• Global trial 
NCT04280705 
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RDV-Solidarity trial 
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"Repurposed 
antiviral drugs for 
COVID-19 –interim 
WHO SOLIDARITY 
trial results." 
medRxiv, 15 Oct. 
2020, p. 
2020.10.15.202098
17, 
doi:10.1101/2020.
10.15.20209817. 
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RECOVERY_Tocilizumab_MainPaper_medRxiv (1253) 

https://www.medrxiv.org/content/10.1101/2021.02.11.21249258v1.full.pdf
https://www.medrxiv.org/content/10.1101/2021.02.11.21249258v1.full.pdf
https://www.medrxiv.org/content/10.1101/2021.02.11.21249258v1.full.pdf
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hyperinflammation, defined as elevation of 
serum inflammation markers C-reactive protein 

(CRP) to 100 mg/L or more (normal range <6 

mg/L) or ferritin to 900 μg/L or more (normal 

range 30–400 μg/L), in the presence of any 

increase in lactate dehydrogenase (LDH; normal 
range 125–220 U/L). 
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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 
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Presentation title (to edit, click Insert > 
Header & Footer) 

Increased resistance of SARS-COV2 variants to monoclonal antibodies 
 

Wang, P., Nair, M.S., Liu, L. et al. Antibody resistance of 

SARS-CoV-2 variants B.1.351 and 

B.1.1.7. Nature 593, 130–135 (2021). 
https://doi.org/10.1038/s41586-021-03398-2 
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Summary 

250 medicines and vaccines for COVID interacted with 
EMA  

Only 2 drugs currently approved: VEKLURY and dexamethasone 

Need of therapeutics for different domains: 

- antivirals for outpatient use  

- agents addressing inflammation/tissue damage/coagulation 
providing benefit in patients with severe/critical COVID 

Studies in specific populations according to stage of disease and use 
of biomarkers for more personalised treatments 

Importance of proper pharmacology investigations, proof-of-concept 
studies and dose selection  

Randomised controlled trials for determining benefits and risks 

Studies of adequate size to demonstrate clinical benefit – relevance of 
clinical trial networks 

 


