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Research Objectives

Social scientists are interested in how different innovative medical technologies including human tissue engineered products (HTEPs) fit into the changing scene of international regulation and public policy development. This research project aims:

· to map the activity of groups contributing to the regulation of tissue engineering at the EU level and describe their interface with UK manufacturers, scientists, regulators, clinicians and patients/citizens

· to elicit perceptions and values of these groups regarding the factors influencing the evolution of HTEP regulation

· to survey differences in national regulatory approaches to HTEPs in the EU

· to analyse and compare risk/benefit considerations of stakeholder groups as they relate to the 'assessment' of the safety, efficacy, effectiveness, ethical, legal and social aspects of HTEPs

· to analyse the implications for public health, health services and innovation/competitiveness.

The research will comprise extensive documentary analysis, a questionnaire survey of EU regulatory authorities and interviews with regulators, manufacturers, members of standard setting bodies and appropriate EU committees, consumer groups, clinicians and 'tissue engineers'. The study focuses on selected applications of the technology (skin systems, cartilage & bone, vascular prostheses, tissue for reconstruction).

Background to this research

European Union medical device regulations in principle are implemented nationally, but many tissue-engineered technologies do not fit into existing formal regulatory organisational structures and definitions, creating, in effect, a regulatory vacuum. In this situation various informal and ‘proto-regulatory’ activity is taking place. The overall aim of this research is:

· to evaluate the implications of trends in regulation, governance, and evidential processes, in relation to the challenge posed by human tissue engineered products (HTEPs). 

The project will investigate the implications of HTEPs for existing regulatory frameworks and healthcare ‘governance’, and vice versa. The aim is to develop analytic models for identifying factors which will shape the development of new forms of regulation in relation to innovation, market approval and clinical introduction of HTEPs, and to evaluate this regulatory activity in terms of implications for healthcare practice, public health and innovation/competitiveness. The broader governance environment is changing in response to diverse movements including consumer concerns, health technology assessment, risk-based regulation, international harmonisation of standards, and activity in cognate sectors such as biotechnology. 
The research will focus upon recent history of medical device and other regulation and current activity in the UK and other EU countries, and upon transnational European forums. 

The project is funded by the UK’s Economic and Social Research Council and the Medical Research Council, part of a research programme on Innovative Health Technologies (IHT).  The Economic and Social Research Council (ESRC) is the UK’s leading research funding and training agency addressing economic and social concerns, including economic competitiveness, the effectiveness of public services and policy, and quality of life. The UK Medical Research Council (MRC) promotes research into all areas of medical and related science with the aims of improving the health and quality of life of the UK public and contributing to the wealth of the nation.  The IHT Programme consists of some 30 projects examining the role that new medical technologies play in redefining the way society manages and experiences health and medicine. 

Outcomes


The research study will contribute to the objectives of the IHT programme described above, by developing an understanding of the key factors influencing the development of new regulatory guidance and legislation relating to tissue engineered medical products. This will be achieved through a systematic analysis of medical device and related governance from a social science perspective informed by existing work on science and technology studies, regulatory science, risk regulation, pharmaceutical and biotechnology governance. 

The outcomes will be of interest to different stakeholders, inside and outside the EU, including regulatory authorities, industry, consumer and patient advocacy groups, public health and clinical health professionals, members of relevant scientific and technological disciplines, and policy developers.

The final project results will be produced in October 2004. 

The research team

Our research project team is multidisciplinary, covering medical sociology, bioengineering, health services research and science and technology policy. 

The team comprises Mr Alex Faulkner (University of Wales Cardiff, Wales), Dr Julie Kent (UWE Bristol, England), Dr David FitzPatrick (UCD Dublin, Ireland) and Ms Ingrid Geesink (University of Wales Cardiff, Wales).

CONTACT INFORMATION

We are actively contacting people for this project. If you feel you can contribute or help us, or if you would like further information, we would be happy to hear from you. Contact details are given below. Thank you! 
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Alex Faulkner (project leader)
Cardiff University School of Social Sciences
Glamorgan Building
King Edward VII Avenue
Cardiff CF10 3WT

Wales, United Kingdom

Tel 
+44 (0)29 20 874 739
Fax 
+44 (0)29 20 874 759
Email 
FaulknerAC@cardiff.ac.uk

URL
http://www.cf.ac.uk/socsi/whoswho/Faulkner.html

Julie Kent
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University of the West of England (UWE)

Faculty of Humanities, Languages and Social Sciences

Tel
+44 (0)117 344 2356

Email
julie.kent@uwe.ac.uk 

URL
http://www.ess.uwe.ac.uk/Staff/jkent.asp
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David FitzPatrick

University College Dublin

Department of Mechanical Engineering

Tel
+353 (0)1716 1829

Email
david.fitzpatrick@ucd.ie


Ingrid Geesink

Cardiff University School of Social Sciences

Tel
+44 (0)29 20 87 5184 

Email
geesinki@cardiff.ac.uk

URL
http://www.cf.ac.uk/socsi/whoswho/geesink.html


Project URL

http://www.york.ac.uk/res/iht/projects/l218252058.htm

