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The acceptance of uncertainty and risk may be quite
different….

•A mother who gets her healthy child vaccinated

•A patient who suffers from asthma and who lives a normal life

•A patient who suffers from thyroid cancer

•A patient who has a bolus obstructing his / her airway



What is an acceptable level of uncertainty and benefit / risk 
in context of the medical need and public health benefit?

One size does not fit all – adaptive approaches are needed
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How much data do we need to offer a medicine to 
patients? How do we assess benefit / risk?
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Evidence for prescribers?

EMA: European Medicines Agency -- FDA: Food and Drug Administration  -- RMP: Risk Management Plan  -- REMS: Risk Evaluation and Mitigation Strategies



Adapted from:  www.manhattan-institute.org : Project FDA  Report # 5 – March 2012
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The Patients‘ view on the regulatory process

Source: Genetic Alliance UK: New Medicines for Serious Conditions: How Patients would weight the risks and benefits – April 2014



A joint effort is needed to advance
Adaptive regulation is one key part



The Patients‘ view –
Engagement in Regulatory decision making

Sourced with permission from National Health Council, www.nationalhealthcouncil.org



The Patients‘ view on access to medicines

Source: Genetic Alliance UK: New Medicines for Serious Conditions: How Patients would weight the risks and benefits – April 2014



The Patients‘ view on decision making

Source: Genetic Alliance UK: New Medicines for Serious Conditions: How Patients would weight the risks and benefits – April 2014



Traditional vs. adaptive licensing
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Adaptive Licensing - What is it?
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• AL is a prospectively planned, adaptive approach to regulation of drugs.

• Through iterative phases of evidence gathering followed by regulatory 

evaluation and license adaptation, AL seeks to balance timely access for 

patients with the need to provide adequate evolving information on benefits 

and harms.

• AL builds on existing regulatory processes, including Conditional 

Authorization and RMPs

• To achieve the full potential of AL for public health and drug development, 

licensing decisions should be aligned with coverage and prescribers’ 

decisions.

• AL is not about ‘cutting corners’, etc..!!

Modified from: G Eichler et al., Adaptive Licensing:  Taking the Next Step in the Evolution of Drug Approval, Clinical Pharmacology & Therapeutics (2011); 91 3



Adaptive Licensing – Principles
prospective management & reduction of uncertainty
continuous assessment of benefit / risk

13

• Drug evaluation as a continuum

• Stakeholders need to agree on acceptable level of  

risk/uncertainty
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EMA - Adaptive Licensing Milestones

March 2014:
EMA Pilot Program

March 2012: 

Multi-Stakeholder Thought Leadership

Clinical Pharmacology & Therapeutics (2012);

91 3, 426–437. doi:10.1038/clpt.2011.345



Adaptive regulation is one key enabler to serve our patients and
society in the future - A joint effort is needed to advance

Thank you!
tony.hoos@mforp.com


