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Pharmaceutical Strategy for Europe
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‘…aims at creating a future proof regulatory framework and 
at supporting industry in promoting research and 

technologies that actually reach patients in order to fulfil 
their therapeutic needs while addressing market failures’ 

https://health.ec.europa.eu/medicinal-
products/pharmaceutical-strategy-europe_en#next-steps

 Access (affordability & unmet 
medical need)

 Competitiveness, innovation, 
sustainability

 Crisis preparedness & response

 EU voice



Focussing Regulatory Science on support to innovation
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https://www.ema.europa.eu/en/documents/regulat
ory-procedural-guideline/ema-regulatory-science-

2025-strategic-reflection_en.pdf

Goal 1: Catalyzing the integration of science 
and technology in medicines’ development
• Facilitate the implementation of novel 

manufacturing technologies 

• Support translation of ATMPs into patient 
treatments 

• Develop understanding of, and regulatory 
response to, nanotechnology and new 
materials in pharmaceuticals

Goal 5: Enabling and leveraging research 
and innovation in regulatory science



Innovation Trends (2025 – 2030) 

• Gene therapy and genome editing (i.e. in vivo gene editing)

• Microbiome products

• Digital health 

• Vaccines using novel technologies (mRNA vaccines, viral vectors, nano-delivery 
systems)

• Nanomaterials/ innovate materials for targeted/ modified release formulations

• Novel manufacturing approaches (i.e. small portable manufacturing sites, decentralised 
manufacturing (e.g. cell processing ATMPs), 3D printing, end-to end CM)

• Automation, artificial intelligence/ big data approaches (‘Pharma 4.0’) 

• Individualised therapies (i.e. platform approaches (e.g. oligonucleotides, genome editing, 
gene therapy) for rare & ultrarare diseases (1-100 patients))
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Delivery of strategic network priority on Innovation
– QIG 
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• Multidisciplinary expertise 
(assessment/inspection)

• Close link to working parties
• Academic expertise

Technology/innovation focused
 Guidance (scientific & regulatory)

Product-specific support pathways

Harmonisation, training and 
knowledge building

IWG

Quality 
Innovation Group

Academia

QWP BWP



QIG - the Vision
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QIG
Core + ad hoc experts
 translate innovation 
into patient benefits

International 
regulatory

convergence

Point of entry to EMRN
Informed open discussions

Quality domain:
BWP/QWP/IWG 
liaison

Assessment
support

EU Innovation 
network, ITF, 
National IOs

LinksSupport from development 
throughout lifecycle

EMRN
Training, 
guidance

Academic expertise
Research projects

Predictable reg framework
Incentivise EU innovation

Support 



Priority topics - 2023
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 Enhance process and product understanding
 Reduce production times
 Accommodate supply needs to demand

Continuous
manufacturing

 Advent of new therapeutic approaches which 
may need a “decentralised” manufacture (local 
to the patient) 

 Supply facilitation

 Processes optimisation/ modernisation
 Accelerate development of new therapies for patients
 Shift away from production using fixed process 

parameters by using a system of real-time monitoring, 
simulation and self-control

Digitalization

Decentralized
manufacturing



Priority topics - 2023
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• Continuous manufacturing
Focus: integrated DS/DP CM (end-to-end), BIO CM, 
performance-based control strategies

• Decentralized manufacturing
Focus: QP release, oversight, eligibility, GMP aspects, 
comparability

• Automation/ Digitalization 
Focus: data requirements, validation evidence, self-learning 
modules, flexibility, GMP aspects, live decision making, QP 
release and inspection

1st Listen & Learn 
Focus Group 
LLFG March 2023 



What can Stakeholders expect
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o Engagement through stakeholder 

organisations/IP platform (e.g. LLFG)

o 1-1 engagement with QIG on eligible 

product developments

o Coherence/ continuity in advice given 

for the implementation of the 

technology throughout product 

development, evaluation and lifecycle

o Knowledge gathering that feeds into 

topic-specific advice and guidance



QIG Input During Lifecycle – Possible Entry Points
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QIG

Concept Phase

• Development of technological advance

• No product application yet

• ITF, broad-scope scientific advice, methodology 
qualification scientific advice

Implementation Phase

• Application of technology to specific product(s)

• ITF or Scientific Advice

MAA Phase

• Submission of new MAA

• Technology implemented for applied product

Post-authorisation Phase

• Technology implemented for marketed products

• Post-authorisation changes (variations, extensions) 

QIG involvement via:
• Established assessment 

procedures
• Inspection activities
• Dedicated QIG technology / 

product specific meetings



12

Any questions?

Further information

Quality Innovation Group | European Medicines Agency (europa.eu)

qig@ema.europa.eu




