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This paper describes emerging regulatory policy relating to innovation in human tissue engineered technologies (HTEPs). It outlines the development of a growing number of healthcare products that apply cell and tissue technologies in novel ways. The emergence of these technologies, situated in the context of wider debates around the governance of biotechnology, raises important issues. It has been suggested that we are witnessing changes in the political culture of ‘red’ biotechnology governance in the EU and that relationships between EU institutions may be characterised by competitiveness. Suggestions that we are moving away from a model of technocratic decision making based on regulatory science towards ‘a participative ethos’ have identified changing relationships between science, industry and state regulation and growing attention to ethical concerns (Salter & Jones, 2002).  In the area of pharmaceutical regulation despite consumers’ growing activism there is minimal decline in producer power or medical authority and Europeanisation of regulation has led to a form of highly organised neo-liberal corporatism (Abraham & Lewis 2002a). Kent & Faulkner (2002) say we may be witnessing a more user-oriented approach to medical device regulation. Thus it may be that different forms of governance and participation are associated with different types technology.  We analyse current initiatives at the EU level to develop new legislation that aims to protect public health and regulate the market for HTEPs. And we report on preliminary data from a research project that is part of the ESRC Innovative Health Technologies Programme.

