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Abstract

The regulatory environment for tissue-engineered implant technologies: some implications for R&D and product innovation

The European Union provides a legislative framework for control of the introduction of medical technologies in the healthcare systems of its member states. The principal areas of regulatory policy are Medicinal Products (pharmaceuticals) and Medical Devices. Other current relevant regulations cover blood products, tissue banking, biologics and stem cell research. In the United Kingdom, in addition, a number of national measures, authorities and quasi-regulatory bodies have some jurisdiction over the field. These include tissue banking guidance, the interim Xenotransplantation authority and the National Institute of Clinical Excellence.

A conspicuous feature of the early history of cell-based tissue technologies is the lack of a 'stabilised' and harmonised definition of the technology from a regulatory perspective. Over twenty definitions have been proposed by different interested groups including: Human derived therapeutic product; Human tissue product; Biological medical devices; and Biohybrid system. Some products are classified and given market approval as 'medical devices' or 'medicinal products' under existing regulation, but these regulatory routes are a matter of contention, with a lack of consistency between national regulatory authorities' definitions. .  Products such as allogeneic skin systems are regulated as 'pharmaceutical products' in some European countries but are not covered by specific regulations in others.  Some definitions specify the use of human cells, others are more broad and include both animal and human cells. The term ‘tissue engineering’ itself is contentious amongst certain social groups and cultures. Consensus upon a definition is a prerequisite of formal regulation.

Whilst there is some scientific consensus about the health risks posed by such technology, the characterisation of such risks is uncertain in many respects. Equally, the acceptability of the risks to various 'publics' cannot be clear at this point in the trajectory of the possible clinical applications. 

This paper draws upon preliminary analysis of documentary and interview materials from the UK and European Union, from a project supported by the UK's ESRC/MRC programme on innovative health technologies, in order to examine the implications of the current regulatory environment  for development of the field and for selected applications. The roles of 'clinical evidence' in assessing the risks and benefits of these technologies, in the era of evidence-based policy, will be highlighted. The paper will thus present a social science analysis of the interdependence of regulation and the 'career-to-date' of these technologies. 
