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The EMA Emergency Task Force (ETF)

Expert group managing regulatory science related to public health emergencies and preparedness -

Consolidated 3-year work plan for the Emergency Task Force (ETF)
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https://www.ema.europa.eu/en/committees/working-parties-other-groups/emergency-task-force-etf
https://www.ema.europa.eu/en/documents/work-programme/consolidated-3-year-work-plan-emergency-task-force-etf_en.pdf
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EMA ETF scientific advice on medicines for emergency & prep

Scientific Advice 
Working Party 

(SAWP)

Scientific advice 
submission

SAWP scientific advice

Emergency Task 
Force (ETF)

CHMP adoption

Harmonisation of advices 
across EU authorities to 
facilitate CTAs, product 
development and licensure

ETF scientific advice

Declared emergency: SAs free of 
charge and accelerated (20 days) if 
on CTs

Prep: standard TT as for SAWP

Clinical trial experts 
from National 

Competent Authorities

Applicant
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Improved process for ETF SA on clinical trials (CTs)

• Since 2022, ETF had 1 coordinator per SA, and 4 member of the ETF belonging to the Clinical Trials 

Coordination group (CTCG) and the Clinical Trial Advisory Group (CTAG) provided input into SA.

• Request for advice to the ETF will be evaluated by 2 coordinators 

• If questions on aspects related to clinical trial applications to be filed in EU, Coordinators will be preferentially 

the proposed Reporting MS (RMS) and MS Concerned (MSCs) (where the MSs are represented in the ETF)

• The application will be assessed by the 2 coordinators together with the CT Unit in their MS 

• The views of the MSCs will be harmonized during a dedicated meeting embedded in the procedure 

• Process similar to the SAWP/CTCG pilot in ACT-EU (consolidated pilots) – SAWP and ETF will align on lessons 

learned 

• Specific experts from EU ethics committees will be involved via the Ethics Advisory Group created under 

ACT-EU (public health emergency)

• The ETF aims at harmonising the advice on clinical trials across EU authorities → facilitate CTAs, product 

development and licensure
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Changes to the IRIS application form 
for SA
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Thank you

Follow us
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YouTube icon Instagram icon
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Manuela.mura@ema.europa.eu

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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