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• As per EU regulation 726/2004, medicinal products for 
treatment of viral diseases in the EU must be approved 
by EMA via the centralised procedure

• EMA has approved several antivirals for treatment of chronic 
viral diseases, mainly HIV (64 medicinal products), Hepatitis B 
(8 medicinal products), C (11 medicinal products) and D (1 
product)

• Six antiviral agents for COVID-19, 4 antivirals for influenza, 2 
monoclonal antibodies for RSV and 2 antivirals for CMV have 
been approved to date by EMA

Treatment of viral diseases
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• Regulatory approval must be based on an evaluation of 
the benefit risk balance for a specific intended use

• An antiviral might be developed for treatment or prevention of 
a specific viral disease, e.g. treatment of influenza or 
prophylaxis of COVID-19

• There is no possibility to include in regulatory deliberations 
and product information data not pertinent to the intended use

• Essential to engage early in development with EMA

Development of broad-spectrum antivirals
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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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Scientific advice and support 
to clinical trials 

Scientific reviews Scientific recommendations

Overview of ETF tasks and responsibilities

Scientific Advice 
Working Party 

(SAWP)

Scientific advice 
submission

Standard advice and 
current COVID-19 advice NEW Emergency & preparedness process

Emergency Task 
Force (ETF)

CHMP adoption

Harmonisation of 
advice across EU 
authorities to facilitate 
trials’ authorisation

Can be accelerated to 
20 days and free of 
charge ad hoc

STREAMLINED PROCEDURES

Accelerated to 20 days and free of 
charge by default if on clinical trials

Clinical trial experts 
from National 

Competent Authorities

Incentives and acceleration possible 
for other advices

Applicant
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ETF preparedness activities for future emergencies

• Monitor outbreaks and epidemics that could become serious threats and 

development of countermeasures

• Provide scientific advice to applicants for key pathogens; such as: Ebola virus, 

Zika virus, pandemic influenza, chikungunya virus, coronaviruses including MERS and 

SARS, Arenaviruses, Anthrax, Orthopoxviruses

• Engage with academic groups / NGOs / Public health bodies with respect to 

setting up platform trials and develop specific clinical trials protocols 

• Maintain an overview of medicines in development for future emergencies, 

and up- to-date information on potential radiological, chemical or bioterrorism agents

• Coordinate activities with relevant EU bodies including European Health Emergency 

Preparedness and Response Authority (DG HERA), ECDC and WHO
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Update on implementation activities concerning ETF

• ETF dedicated webpage is live including composition and RoP: 
https://www.ema.europa.eu/en/committees/working-parties-other-groups/emergency-task-force-etf

• Update of guidance to industry for scientific advice and support to academia for CT conduct ongoing

• Reminder  two new functional mailboxes for developers and CT sponsors: 

PHEsupportCT@ema.europa.eu for CT sponsors to request EMA/ETF support for facilitating CTA and 
approval and sponsors agreement to conduct larger multinational trials

PHEearlyinteractions@ema.euroma.eu for manufacturers to discuss with EMA/ETF their development 
programs or plans for scientific advice prior to any kind of formal submission
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BUT efficacy across viral diseases needs to be shown

A Randomized, Controlled Trial of 
Ebola Virus Disease Therapeutics 
(nejm.org)
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Impact of virus variants on activity of antivirals vs Mabs
SARS-COV2
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Relevance of combination therapy
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• Medicinal products for treatment of viral diseases must be approved by EMA in the 

EU

• Antivirals need to be developed and approved for specific viral diseases 

treatment and/or prevention

• Approval of broad-spectrum antivirals for specific viral disease use enhances the 

potential rapid use during outbreaks and epidemics due to other viruses, 

based on availability of commercial product manufacturing, characterisation of safety 

and dose

• ETF provides a suitable platform for scientific advice on the development of 

new antiviral agents in preparedness and during emergencies

• ETF ready to engage with academia and clinical trials networks on platform 

clinical trials

• International cooperation among regulators, e.g. ICMRA, WHO and 

stakeholders is crucial for rapid development of promising antivirals

Conclusions
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Latest updates on ETF on EMA’s corporate 
website:Emergency Task Force (ETF) | European Medicines Agency (europa.eu)

@EMA_News
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ema.europa.eu

Marco.Cavaleri@ema.europa.eu


