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Good to be back in Europe
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Foreground



Classified as public by the European Medicines Agency 

Evolution of European policy

Kanavos P, Sullivan R, Lewison G, Schurer W, Eckhouse S, Vlachopioti Z (2010) The Role of Funding 
and Policies on Innovation in Cancer Drug Development ecancer 4 164
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Evolution of Biopharmaceutical policy

Breaking Eroom’s Law. Nature Reviews Drug 
Discovery 2020 19, 833-834 
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Evolution of policy(s) directed towards ‘value’

Pignatti, F., Wilking, U., Postmus, D. et al. The value of anticancer drugs — a regulatory 
view.  Nat Rev Clin Oncol 2022 19, 207–215 
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Can optimization strategies provide better ‘value’?
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Policy Drivers
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Relentless ‘innovation’
Past Future
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Greater uncertainty 

Scott, E.C. et al. Trends in the approval of cancer therapies by the FDA in the 
twenty-first century. Nat Rev Drug Discov 2023 22, 625–640
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The Cost Disease: why computors get cheaper and healthcare doesn’t. William Baumol, 2012.

Affordability
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More complex patients, and more complex 
care1

Higher public expectations, exponential 
increase in all cancer technologies, and less 
fiscal headroom

But less and less focus on ‘implementation’ / 
optimization gap

1Lythgoe MP, et al. Development and economic trends in 
anticancer drugs licensed in the UK from 2015 to 2019. 
Drug Discov Today. 2021 26:301-307
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Clinical asymmetry 

• many drugs, with a similar mechanism of 
action (“me-too”), concentrated in few tumor 
types, are mainly approved based on surrogate 
end-points

• many drugs with the same, or a very similar 
mechanism of action, are approved for the 
same indication without a direct head-to-head 
comparison

Falcone R,  et al. Oncologic Drugs Approval in Europe 
for Solid Tumors: Overview of the Last 6 Years. 
Cancers (Basel). 2022 Feb 11;14(4):889
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Grössmann N,. Twelve years of European cancer drug approval-a systematic 
investigation of the 'magnitude of clinical benefit'. ESMO Open. 2021 6(3):100166

Two ways of looking at data – 

1. Drugs ‘don’t clinically work’!

1. They do but specific clinical 
context has not been established 
(optimization) – especially true for 
grade 3
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The research policy landscape
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Shifting Research Funding Policy

European Groundshot – Addressing Cancer Research 
Challenges Lancet Oncology 2023: 24: e11-56
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1Boyle JM, et al. Real-world outcomes associated with new cancer medicines approved by the Food and Drug 
Administration and European Medicines Agency: A retrospective cohort study. EJC. 2021 155:136-144. 

1. Insufficient to just do more RWE/RWD – what matters is the quality of 
the studies  - 293 RWD studies, dominated by prostate cancer (29%) – no 
high-quality studies (78% ‘low’)1

2. Dose optimization (e.g. Project Optimus) is just one strand2

3. Research funding organizations policy is too directed towards discovery 
science / ‘standard’ drug development3

2Moon H. FDA initiatives to support dose optimization in oncology drug development: the less 
may be the better. Transl Clin Pharmacol. 2022 Jun;30(2):71-74. 

3Begum M, Lewison G, Lawler M, Sullivan R. Mapping the European cancer research landscape: An 
evidence base for national and Pan-European research and funding. Eur J Cancer. 2018 100:75-84



Classified as public by the European Medicines Agency 

Research policy that links to HTA

2nd Line RCC Malignant Melanoma

HTA bodies such as NICE increasingly dealing with clustering of Rx..
..plus……..
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• Differences between the 
characteristics of the trial 
participants & those of the 
patient group

• Limited duration of trials 
giving rise to the need to 
make projections regarding 
future events

• Treatment effects being 
biased as a consequence of 
crossover or treatment 
switching
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• Research agenda for different 
regulatory review routes

• Studies that align with different 
collaborative pathways

• Influence on national research 
strategies

Research agenda for regulatory policy
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Alignment with European research policy
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Multifaceted policy challenges for CMF

Critical need for research into the second translational gap for 
cancer medicines

Consistent policy and political engagement is key for change
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