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Clinical and societal impact - global
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Richard Sullivan, Institute of Cancer Policy, King’s College
London; Cancer Medicines Forum 5th April 2024

Trends in net revenue from cancer and noncancer 
drugs from 10 pharmaceutical companies 
between 2010 and 2019
Meyers et al. Cancer 2021



Clinical and societal impact - NL

3

IKNL Rapport Kanker in NL tot 2032



NL: Horizon scan oncology 2024
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Regulatory impact

5 EMA annual report 2022

CMAs 2006-2016, EMA/471951/2016



Why oncology?
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Field with the largest impact from a clinical, societal, regulatory and 
industry perspective

At the forefront of development

At the forefront of clinical and regulatory issues, with large societal impact



High ‘unmet medical need’ – earlier assessment
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Examples of regulatory issues

Small populations
• Common disease (lung cancer) becomes rare disease (ALK, ROS, NTRK, RET)

• Single arm trials

• Conditional marketing authorisations

• Less comprehensive data = dealing with uncertainties
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Rittberg et al. JNCI Cancer Spectrum 2021 CMAs 2006-2016, EMA/471951/2016



Examples of regulatory issues

Biomarker driven treatments
• Which population: biological rationale for biomarker 

versus investigated population

• Validity of biomarker
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Fundytus et al, Ann Oncol 2021



Examples of clinical issues
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Which patient
• Which population: biological rationale for biomarker versus investigated population

• Availability of biomarker testing

Which treatment schedule 
• Earlier versus later line

• Changing treatment landscape during development of new drug

• Approved dose tolerable for less fit ‘real-world’ patients?

• Treatment optimisation (dose, schedule, duration)



Societal impact
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Solutions – collaborations for alignment

12

Clinical practice
Other regulatory agencies
HTA organisations



Solutions – predictive biomarkers

Organoids

Organ-on-chip 

Precision medicine 
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Solutions – early assessment and approval

Dealing with uncertainties

Registry data

Postmarketing treatment optimisation
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Solutions – collaborate in regulatory science
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