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‘ INNOVATIVE’ HEALTH TECHNOLOGIES

• Health technology: ‘the application of organized knowledge and skills in the 

form of devices, medicines, vaccines, procedures and systems developed to 

solve a health problem and improve quality of lives’ (WHO, 2007)

• ‘Innovative’ health technologies may be:

• radically new, opening up new possibilities rather than simply being a 

variation/improvement

• at an early, emergent or investigational stage of their life cycle, so their full 

range of applications may not yet be understood

• What are the implication for law, regulation, governance?



THE PACING PROBLEM

• 'Law, marching with medicine but in the rear and limping a little; 

(Windeyer J, Mount Isa Mines, 1970)

• Most new technologies are in fact governed by existing law, regulation 

and governance … at least to some extent

• What is so different about innovative health technologies? Is new 

regulation needed?



WHAT RULES APPLY?

Law

GovernanceRegulation

Formal rules, 

especially 

legislation

The processes used to oversee 

a given activity, and to manage 

risk

The organised attempt to manage

risks or behaviour in order 

to achieve a publicly stated set of objectives



PURPOSE OF REGULATION

• Regulation should intersect with research into, and development and use of innovative health 

technologies in ways that ensure:

• the ethical conduct of researchers, manufacturers and health professionals developing the health 

technology

• the safety of patients who use them and research participants who assist in their development

• the appropriate use of resources both to fund research and development and to pay for 

technologies in healthcare

• the appropriate use of incentives to encourage innovation where we need it most

• appropriate recognition of the broader public interest



PROJECT AIMS AND METHODS

• Identify gaps and areas of congestion

• Investigate how health technology and regulation intersect and interact

• Explore the technologies and the relevant regulatory encounters

• Interviews with those involved in relevant areas of research

• Desktop research

• Mapping the regulatory environment

• Analysis of the need for regulatory reform



MAPPING THE REGULATORY 
ENVIRONMENT

• Aim: 

• Mapping the different regulatory encounters in the development of innovative health 

technologies

• Focusing on the four phases of research, development, manufacture and clinical use

• Case study approach:

• 3D bioprinting, eg AxceldaPen

• Genome editing, eg Casgevy

• Diagnostic biomarkers, eg ProCan (proteomics of cancer)

• Stem cells, eg iBlastoids



THE MAP – INNOVATIVE HEALTH TECHNOLOGIES 
- REGULATORY ENCOUNTERS FROM CONCEPT TO 

CLINIC

• Provides an overview of the different regulatory encounters likely to be faced by 

researchers, universities and research institutes, private sector organisations, hospitals 

and clinics, patients and research participants, and others involved in the innovative health 

technologies sector. 

• Ranges from securing initial funding for a research project all the way through to 

protecting consumers from misleading advertising and defective products. 
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REFLECTIONS ON THE MAPPING 
EXERCISE

• What learnings are there from the mapping exercise?

• What is the best dissemination strategy?

• How do we measure impact and utility?
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