
REGenableMED  
A social science analysis of Regenerative Medicine 

REGenableMED is an ESRC-funded project that examines the ways in which institutions and agencies are 
interacting and 'readying' themselves for regenerative medicine (RM), focusing mainly on the UK. It 
identifies the various institutional, legal, social  and political factors that enable and hinder developments 
in RM.  

The project develops the notion of institutional readiness. The progress of innovation projects is often 
understood in terms of technology readiness: the extent to which the innovative technology has matured 
and is 'ready' to be put to use. Successful innovation also depends upon institutional readiness, the 
capacity and willingness of key pre-existing organisations and inter-organisational structures to adopt, 
respond to and utilise novel technologies. The aims of the project are: 
 
1. To provide an overview of the current RM landscape in the UK, but also in the EU and US. 
2. To explore how actors navigate legal, regulatory and reimbursement challenges 

3. To identify the challenges associated with the upscaling, and the implementation and dissemination of 
RM products in clinical settings. 

4. Identify common business models and their relationship to regulatory, social and political factors. 

5. To predict how RM is likely to evolve, and provide recommendations aimed at supporting responsible 
research and innovation within RM 
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 Introduction  Methodology 

 Key messages 

 

• In-depth interviews with scientists, 
clinicians, industry reps, policy makers 
and patient group reps  

• Manufacturer case studies using the 
STRATIS (Strategic Planning for Advanced 
Technology Innovation Systems) to map 
business models and their relationship to 
the wider innovation ecosystem.  

• Technology horizon scanning undertaken 
by the NIHR Unit. 

• Development of a detailed database of 
all commercial agents involved in 
regenerative medicine in UK, EU and US. 

The project is currently six months into its 
three year duration.   
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• The degree of institutional readiness differs depending on the area of RM. Some areas of RM that are 
further through the translational pipeline have been able to make extensive use of existing 
infrastructure and expertise within healthcare systems. 

• Large companies and venture capital are unlikely to invest in projects before they reach phase III 
clinical trials. Public funding will continue to be essential for regenerative medicine projects early in 
the translational pipeline.  

• Many RM projects within the UK have sought support from translation accelerator agencies such as 
the Cell Therapy Catapult, which provide advice on scientific, regulatory, reimbursement and logistic 
issues.    

• Some clinicians appear to be pioneering new, potentially controversial translational routes, such as 
using hospital exemptions/specials to obtain preclinical trial data, and adopting a more flexible clinical 
trial design.   

 

Institutional Readiness 

 Institutional readiness: some key parameters & challenges 

Parameters Challenges for Regenerative Medicine 

Accessibility of tissues/cells • Doubt over how to characterise cells 
• Uncertainty about safety and quality of cell lines 
• Informed consent issues 
• Variability in tissue quality (e.g. donor tissues for scaffolds) 

Suitable disease models • Lack of suitable animal models in some disease/therapy areas 

Degree of standardisation  • Need to develop good professional practices for determining safety & quality of cells  
• Uncertainty about ‘what counts’ as evidence of clinical effectiveness.  
• Complexity of EMA guidelines  

Suitable translational pathways to the clinic 
 

• Inadequate/inflexible clinical trials framework & difficulty recruiting patients   
• Doubt over the appropriateness of exemption schemes 
• Complexity of marketing authorisation route 

Manufacturing scale-up capacity & logistics concerns • Insufficiency of current GMP facilities  
• Instability of cell lines when expanded 
• Lack of sufficiently trained ‘Qualified Persons’ at hospitals for receiving ATMPs 

An enabling and navigable reimbursement regime  • Inadequate technology appraisal methods 
• Lack of clarity regarding requirements of appraisal methods 

General support for adoption/implementation of products in 
healthcare system 

• Potentially reluctant clinical environment (inadequate support from hospital managers etc)   
• Uncertainty regarding suitability of current payment tariffs/codes 

Securing IP rights • Difficulties of balancing interests   

Funding/financial investment  • Initial lack of interest from venture capital & large industry  


