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Type of Approvals

® Conditional approval ( “early access” mechanism)

¢+ Comprehensive (clinical) data not available to be provided after
approval

¢ Must fulfil scope (orphan drugs, emergency threats, serious and
life-threatening diseases) and requirements

Conditional Approval and Approval Under

L 4 Approval Valld fOl' 1 yeal’, renewable Exceptional Circumstances as Regulatory

Instruments for Stimulatina Responsible Drua

. N O rm al Innovation in Europe  Clin Pharm Ther 88: 848, 2010

¢+ Comprehensive data

® Exceptional circumstances e
¢+ Comprehensive data not available and cannot be prowded

¢ Must meet criteria (rarity, medical ethics, state of scientific
knowledge)
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Adaptive Licensing: Taking the Next Step in the
Evolution of Drug Approval

H-G Eichler"?, K Oye®*%, LG Baird?, E Abadie®, ] Brown®, CL Drum?, ] Ferguson’, S Garner®?,
P Honig!%, M Hukkelhoven!!, JCW Lim!%, R Lim!?>, MM Lumpkin!4, G Neil'>, B O’Rourke!®, E Pezalla!’,
D Shoda!8, V Seyfert-Margolis!4, EV Sigal'®, ] Sobotka??, D Tan!2, TF Unger!® and G Hirsch?

Traditional drug licensing approaches are based on binary decisions. At the moment of licensing, an experimental
therapy is presumptively transformed into a fully vetted, safe, efficacious therapy. By contrast, adaptive licensing (AL)
approaches are based on stepwise learning under conditions of acknowledged uncertainty, with iterative phases of data
gathering and regulatory evaluation. This approach allows approval to align more closely with patient needs for timely
access to new technologies and for data to inform medical decisions. The concept of AL embraces a range of perspectives.
Some see AL as an evolutionary step, extending elements that are now in place. Others envision a transformative
framework that may require legislative action before implementation. This article summarizes recent AL proposals;
discusses how proposals might be translated into practice, with illustrations in different therapeutic areas; and identifies
unresolved issues to inform decisions on the design and implementation of AL.

Clin Pharmacol Ther 91: 426, 2012
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