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Defining Regulatory Science
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Defining Regulatory Science

We still struggle with the definition

Regulatory Science is the science 
of developing new tools, 
standards, and approaches to 
assess the safety, efficacy, 
quality and performance of FDA-
regulated products

Regulatory Science is the 
scientific and technical 
foundation upon which 
regulations are based in various 
industries-particularly those 
involving health and safety 

12-10-2017Christine Gispen-de Wied 3



Defining Regulatory Science

MEB definition

‘Regulatory science is the science 
of developing and validating new  
standards and tools to evaluate 
and assess the benefit/risk of 
medicinal products, facilitating 
sound and transparent 
regulatory decision making’

‘Through analysis of 
regulatory frameworks itself 
and their effectiveness, 
however, regulatory science 
can also advance knowledge 
of these systems in general’
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‘Towards drug 
regulation that 
maintains its 
sustainability  and 
is efficient  in 
bringing drugs 
timely to patients’
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Defining Regulatory Science

Starting 2007
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Defining Regulatory Science

Topics at the heart of the MEB
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Regulatory Science

1. Drug development & Innovation: D&I
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Regulatory Science
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2. Regulation & Decision Making: R&DM
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Regulatory Science
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3. Consumer Use & Safety
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Regulatory Science
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Regulatory Science

Topics listed

• Small population guidance

• Biomarkers

• Real World Data and its use in regulatory decision 
making

• Advanced therapy medicinal products and regulatory 
challenges as regards their manufacturing

• Disease interception
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Regulatory Science

Regulatory Science at the broad regulatory level
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Regulatory Science

Topics listed

• Safe, new medicines, fast

• The use of observational data

• Alignment of knowledge needed and available in the 
health chain: CCMO-MEB-ZIN; towards efficient use 
of data.
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Regulatory Science

Summarized

• Biomarker identification at different levels
– patients/gender, disease progression, interception

• Understanding real world data

• How to use data across the health chain?
– from initiating trials to reimbursement

• Translational justification; 3R

• Optimized clinical trials
– new methods

• Trustworthy medicines
– generics + biosimilars

• ATMP manufacturing

• The broader perspective of global drug development
– Fair access: rights, ethics and obligations
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Regulatory Science

Alignment with IMI projects
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Regulatory Science

Projects at the core of our network
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Regulatory Science

Concluding remarks

• Regulatory science is not recognized similarly by 
different stakeholders in the field

• Many data in the public domain can be used and 
‘flagged’ as of regulatory impact

• To pave the way forward, all stakeholders should try 
to create Open Space for scientific crosstalk
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