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What is the “Qualification of novel methodologies” (QoNM)?

Seek scientific evaluation on the acceptability and suitability of an 

innovative drug development methods and tools for use in a specific 

context of use related to medicines development

Focus on the use of novel methodologies* developed by consortia, 

networks, public/private partnerships, learned societies and pharmaceutical 

industry for a specific intended use in pharmaceuticals R&D
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Purpose

Scope

https://www.ema.europa.eu/en/qualification-novel-methodologies-medicine-development
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Qualification 
opinion

Qualification 
advice

Outputs  Issued by the Committee for Medicinal Products for Human Use (CHMP) 
based on recommendations from the Scientific Advice Working Party (SAWP)

Letters of support published to encourage 

data sharing, facilitate future Qualification, 

and to increase the visibility / transparency 

of promising methodology developments.

Public consultation of Draft CHMP 

evaluation before publication of Final 

CHMP qualification opinions

https://www.ema.europa.eu/en/committees/committee-medicinal-products-human-use-chmp
https://www.ema.europa.eu/en/scientific-advice-working-party
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-advice-and-protocol-assistance/opinions-and-letters-support-qualification-novel-methodologies-medicine-development
https://www.ema.europa.eu/en/human-regulatory-overview/research-and-development/scientific-advice-and-protocol-assistance/opinions-and-letters-support-qualification-novel-methodologies-medicine-development
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The Qualifications platform is key to achieving objectives of 
EMA Regulatory Science Strategy to 2025 (‘RSS to 2025’)

Several strategic goals, including:

Establish an EU framework for data quality and 

representativeness

Develop guidelines and a strengthened process for 

data qualification through Scientific Advice
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https://www.ema.europa.eu/en/about-us/how-we-work/regulatory-science-strategy
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Aims

• Confirm the future scope of qualification of novel 

methodologies to best support translation of innovation 

into patient benefit;

• Share procedural experiences from use cases to identify 

recommendations to future proof the qualification 

process and its outcomes.
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Outcome of session on RWE – Qualification of data sources

• Clear definition of contexts of use

• Clear consideration of data quality framework

 Develop a checklist to help data sources prepare relevant documentation

 Streamline communication to avoid misunderstanding and manage expectations

 Explore how to increase agility of the process

• Need for lifecycle management to re-confirm registries reliability/relevance

 Foster trialogues between registry holders, medicine developers and regulators
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