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 Regulatory science consists of the areas of science that are used in the 

assessment of the quality, safety and efficacy of medicines throughout 

their life-span, as well as the scientific areas used in regulatory 

decision-making. 

Source: EMA website 

Basic and applied biomedical sciences, including chemistry, physics, 

genetics, pharmacology, biostatistics, […], and social sciences such as  

decision sciences, risk assessment and communication sciences. 

It aims to contribute towards the development of medicines, standards 

and tools […] 

Regulatory science 
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A proactive regulatory 
approach: “Be part of it and 
shape it together.” 
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EMA Innovation Task Force/ 
Biomarkers Qualification/Scientific Advice 
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Innovation Task Force (ITF) 
 

Multidisciplinary platform  

for preparatory dialogue 

and orientation on 

innovative methods and 

medicines 
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ITF Established in 2001 … horizon scanning and preparedness 
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•Briefing meetings with innovators 

• ATMP classification review 

• Borderline and combination products 
e.g. devices, cosmetics, food 

• Emerging therapies, methods and 
technologies 

e.g. Genomics Biomarkers, Epigenetics, Novel non-

clinical models, Nanomedicines, Synthetic Biology, 

Statistical models, etc. 

 



ITF multidisciplinary network 

8 

Scientific  
Advice 

Innovators 

European  
Commission 

NCA 
Innovation  

Offices 

FDA 

Other  
experts 

IT (Unified  
Collaboration)  

Working  
Parties  

 

 
CAT  

 

CHMP 

Legal 

Regulatory  
Affairs 

Inspection 

Risk  
Management 

Quality 

Safety & 
Efficacy 

Orphan 
SME 

Office 

ITF 
Secretariat 



9 

ITF multidisciplinary network 



ITF briefing meetings: innovation platform 
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ITF briefing meetings 

Topics 

 

• stem cells ATMPs, heterologous vs homologous use, “sequential products” 

 

• Omics biomarkers and biomarkers sets: identification methods and platforms, 

limitations, further development and potential role; companion diagnostics 

 

• antibiotic resistance: metabiomics and the bacterial film, phages “mixtures” 

 

• my product can be considered a medicinal product? Polyfunctional 

proteins,nanopolimers conjugates, borderline, combined and ancillary 

 

• general discussion on applicability of certain requirements  

 



SMEs in ITF briefing meetings 
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Benefits 

 

• start the dialogue with the Agency 

 

• facilitate knowledge exchange on innovative strategies: update on 

progress, address new science and question to regulators, understand 

concerns and prepare for possible solutions 

 

• provide orientation on hot regulatory topics in drug development 

 

• identify issue of particular interest to regulators in preparing for formal 

procedures (e.g. biomarkers qualifications, scientific advice, orphan 

medicines designation etc) 

ITF briefing meetings 



14 

CAT ATMPs classification 

Purpose: Product classification: genes, 
cells or tissues, i.e. Advanced Therapy 
Medicinal Products (ATMPs)  

Benefits:  

• special support to ATMPs of SMEs 

• early identification of MAA requirements  

• identify potential borderline with other 
areas (device, cosmetic, food) 



CAT ATMPs classification 
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Aim: Knowledge sharing to advance innovation 

2 virtual meetings so far 

• Topics included: 

• ATMP 

• Innovation level for HTA assessment 

• Novel technologies 

• Combined and borderline products 

• Clinical trials 

 

 



EU Innovation Task Force Network: 

preparedness in times of 

transforming science 
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Be part of it 
 

Shape it  

Innovation Task Force 
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