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Content

• Insight from the ICH M15

• From data driven to Question centric approach in 
decision making

• Question-driven uncertainty Quantification:

        From the « What » to the « How »
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Insight from the ICH M15
Risk-based approach in model assessment
MIDD Assessment Framework (ICH M15)

Patient Risk and Regulatory Impact Assessment 
Framework

Question of Interest 
Context of Use (COU)

Consequence of wrong 
decision

Model Influence 

Model Risk
Model Impact

Decision-making Framework
Appropriateness of the proposed approach

Technical Criteria
Model evaluation

Final Decision (Answer to the Question of Interest)
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From data-driven to Q-centric approach

Drug development and regulatory 
decision-making

NC data

Quality data

Clinical data

New data 
types AI, ML, DL,AI, ML, DL,

Innovative trial 
designs,  

extrapolation,  

In silico, PBBM, AI 

New MoA, 3Rs

Big Data, Real World Data, 
mHealth data, Digital 
twins, Synthetic data
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From data-driven to Q-centric approach
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From data-driven to Q-centric approach
Example of Mabs drug development in Asthma
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Question-driven uncertainty quantification

… From the « What » to the « How »
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Q-driven uncertainty quantification
Credibility Assessment Framework (ICH M15)

Patient Risk and Regulatory Impact Assessment 
Framework

Question of Interest 
Context of Use (COU)

Consequence of wrong 
decision

Model Influence 

Model Risk
Model Impact

Decision-making Framework
Appropriateness of the proposed approach

Technical Criteria
Model evaluation

Final Decision (Answer to the Question of Interest)

Assumptions and Uncertainty 
characterization/Quantification
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Q-driven uncertainty quantification
Example of Mabs drug development in Asthma
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Q-driven uncertainty quantification

Need for Multidisciplinary braintorming
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Q-driven uncertainty quantification

Need for Multidisciplinary braintorming

Example of Mabs drug development in Asthma
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Take home message

Question 
centric 

approach

…better framed questions 
get better answers…

Drug development and use question-
driven uncertainty

There is a need for:

• A method for mapping knowledge flows 

• Compatible with a process description of knowledge 
and assessment work

• Agnostic to and compatible with scientific domains

• That will open for increased transparency, monitoring 
and knowledge exhange across stakeholders, 
regulatory procedures and the life cycle of medicinal 
products

Multistakeholders and multidisciplinary 
collaboration is needed
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