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INTRODUCTION 

1. The Wellcome Trust is pleased to be able to respond to this consultation on early access 
to medicines in the UK. We welcome a discussion about the best way to support the 
development of promising new medicines through the use of innovative regulatory 
approaches. The effective and timely translation of research will enable the UK to 
capitalise on its track record of excellent basic science to deliver benefits both for health 
and wealth.  

2. Significant developments are required in the regulatory environment in order to adapt to 
the changing drug development process and to make the UK a world-leading place for 
life sciences investment. The early access scheme does not sufficiently address the 
barriers of the current system, and we urge the Government and the MHRA to continue 
to engage in wider discussions about adaptive licensing approaches. 

3. We suggest the requirement that the UK economy should benefit from the early access 
to medicines scheme should be considered broadly, rather than each drug approved 
under the scheme showing economic benefits.  

 

DEVELOPMENT OF A FLEXIBLE REGULATORY FRAMEWORK 

4. The early access to medicines scheme as outlined would be limited to promising new 
medicines for patients with serious illnesses where adequate treatment options are not 
available. Application to the scheme would require evidence of completed phase III trials 
and adequate data to support the risk:benefit analysis. As the medicines would have 
already have completed the phase III trial phase, which is often the most costly clinical 
trial phase, access to this scheme is unlikely to significantly reduce the drug 
development costs or help small and medium sized enterprises bring drugs to market. 
The advantage of the scheme appears to be the reduction in the time between 
completion of phase III and licensing. As such, this scheme is likely to only apply to a 
narrow range of drugs that are already a significant way through the development 
process.  

5. The proposed early access scheme would only apply to a limited range of promising new 
medicines for patients with serious illnesses where adequate treatment options are not 
available. As such, this should not preclude consideration of wider and more innovative 
approaches to licensing arrangements.  Other changes to the licensing scheme will also 
be required in order to address the barriers of the current system. 
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6. Recent discussions of medicine licensing arrangements have acknowledged that the 
current paradigm of a single point of full licensure does not reflect the continuing 
knowledge development and data collection that occurs throughout the life time of a 
medicine. Alternative schemes have been suggested that accommodate the changing 
state of knowledge that occurs as a medicine passes through different stages of 
development. A recent paper in Nature has discussed these under the umbrella term 
adaptive licensing.1 The Wellcome Trust is currently funding the Centre for Accelerating 
Medical Innovations (CAMI) at the University of Oxford to explore alternative approaches 
such as this in more detail.  We urge the Government and the MHRA to continue to 
engage in wider discussions about adaptive licensing approaches, in addition to 
introducing an early access scheme.  

 

ECONOMIC BENEFITS 

7. The consultation document asks how the MHRA should best ensure that the scheme 
delivers benefits to the UK economy.  We would argue that this requirement should be 
considered broadly, rather than requiring each drug approved under the scheme to show 
economic benefits. The benefits to the UK economy will be through the UK being seen 
as a world leader in providing a proportionate and innovative regulatory framework which 
supports the drug development process and facilitates early access to treatments, while 
at the same time maintaining public confidence and protecting patient safety.  

8. As acknowledged in the Impact Assessment, the narrow range of medicines that the 
scheme will apply to, will limit the benefit to the UK economy as a whole if this 
requirement is interpreted too literally.  
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