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The process of regulatory ‘capture’ 

 Cell therapies treated as ‘drugs’ for regulatory 

purposes 

 GM crops treated as ‘a plant pest’ (US 

regulations) 

 GM fish treated as ‘a drug’ (US Regulations) 

 GM organisms regulated according to the 

process by which they were produced, not the 

properties of the product (EU regulatory 

system) 
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These are all disruptive innovations 
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Disruptive and Incremental 

Innovation  

Incremental innovation: 

• Enables stepwise improvements in a company’s current innovation 

system, creating competitive advantage within the same sector 

without challenging the prevailing business models.  

• There is usually a clear regulatory precedent 

 

Disruptive innovation: 

• Cannot be accommodated within a company’s current business 

model. It needs new areas of R&D; new modes of production; new 

routes to market, and sometimes new markets and industry sectors.  

• There is either no clear regulatory precedent or no agreement on the 

choice of regulatory system 

Tait, J. (2007) Systemic Interactions in Life Science Innovation. Technology  

Analysis and Strategic Management, 19(3), 257-277, May 2007. 



Disruption depends on the sector 

An innovation that is path-breaking for one industry sector can 

be path dependent for another.  

 

• GM crops  

• Cell therapies 

Advice to policy makers and regulators: 

Thinking about how to regulate a new highly innovative 

technology – decide for which industry sector that 

innovation would be most path-dependent and least 

disruptive of existing business models and choose the 

regulatory system under which they currently operate. 

Tait, J. (2007) Systemic Interactions in Life Science Innovation. Technology 

Analysis and Strategic Management, 19(3), 257-277, May 2007. 
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Linking the concepts of disruption and innovation 



Our regulatory systems need to change 

 The Innovation Principle 

“… to improve the quality and application of 

EU legislation and as a result, to stimulate 

confidence, investment and innovation” 

 

Plus 

 

Two Regulatory Principles  

 Proportionality Principle  

 Adaptation Principle 
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PAGIT Framework 
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Responsible Research and Innovation 

Approach includes compliance with the Innovation, 

Adaptation and Proportionality Principles 

Proposes a more equitable allocation of responsibility 

 

 All companies 

 Comply with Corporate Responsible Innovation 

Standard (based on ISO 26000) 

 Where an innovation is disruptive or raises societal 

concerns: 

 Monitor the benefits and risks of the innovation 

throughout development 

 For stakeholder engagement, all stakeholders should 

comply with a Responsible Engagement Standard 8 



The Brexit context 

 Where and how far can the UK depart from 

current EU regulatory systems? 

 UK Government’s desire to lead internationally in 

developing a regulatory test-bed for innovative 

technologies 

 Protecting our access to international markets – 

how far can regulatory adaptation go? 

 The concept of ‘regulatory equivalence’ 
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http://www.bsigroup.com/research-pagit-uk 

http://www.bsigroup.com/research-pagit-uk
http://www.bsigroup.com/research-pagit-uk
http://www.bsigroup.com/research-pagit-uk
http://www.bsigroup.com/research-pagit-uk
http://www.bsigroup.com/research-pagit-uk
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Thank you 




















































