Contents

Table of Cases

Table of Instruments and Legislation
List of Abbreviations

List of Contributors

1.

European Law and New Health Technologies: The Research Agenda
Mark L Flear, Anne-Maree Farrell, Tamara K Hervey,
and Thérése Murphy

PART I. SETTING THE SCENE

The Defining Features of the European Union’s Approach
to Regulating New Health Technologies
Gordon Bache, Mark L Flear, and Tamara K Hervey

. Fixed Points in a Changing Age? The Council of Europe,

Human Rights, and the Regulation of New Health Technologies
Rory O’Connell and Sjef Gevers

. Mapping Science and New Health Technologies:

In Search of a Definition
Amanda Warren-Jones

A Regulator’s Perspective: Jonathan Montgomery (formerly chair
of the Human Genetics Commission)

PART II. LEGAL APPROACHES TO EUROPEAN
LAW AND NEW HEALTH TECHNOLOGIES

. Innovative Tissue Engineering and Its Regulation—The Search for

Flexible Rules for Emerging Health Technologies
Nils Hoppe

. Looking After the Orphans? Treatments for Rare Diseases, EU Law,

and the Ethics of Costly Health Care
Keith Syrett

. Exclusions in Patent Law as an Indirect Form of Regulation for

New Health Technologies in Europe
Amanda Odell-West

. New Health Technologies and Their Impact on EU Product

Liability Regulations
Monica Navarro-Michel

A Regulator’s Perspective: Graeme Laurie (formerly chair of the Ethics
and Governance Council of the UK Biobank)

46

70

103

109

125

148

172

191



xii Contents

A Regulator’s Perspective: Belén Crespo Sdnchez-Eznarriaga
(Director of Agencia Espafiola de Medicamentos y
Productos Sanitarios)

PART III. REGULATORY THEORY, REGULATORY
INNOVATION, EUROPEAN LAW, AND NEW
HEALTH TECHNOLOGIES

9. Risk, Legitimacy, and EU Regulation of Health Technologies

Anne-Maree Farrell

10. Something Old, Something New, Something Borrowed:
Emerging Health Technologies and the Continuing Role of
Existing Regulations
Elen Stokes

11. Science, Law, and the Medical-Industrial Complex in EU
Pharmaceutical Regulation: The Deferiprone Controversy
Jobn Abraham and Courtney Davis

12. The Governance of Therapeutic Nanoproducts in the European
Union—A Model for New Health Technology Regulation?
Biirbel Dorbeck-Jung

A Regulator’s Perspective: Emily Jackson (formerly deputy chair of

the Human Fertilisation and Embryology Authority)

PART IV. NEW TECHNIQUES FOR
RESEARCHING EUROPEAN LAW AND NEW
HEALTH TECHNOLOGIES

13. Taking Technology Seriously: STS as a Human Rights Method
Thérése Murphy and Gearid O Cuinn

14. Novel Rights-Based Approaches to Health Technologies
Richard Ashcroft

15. Sociotechnical Innovation in Mental Health:
Articulating Complexity
Martyn Pickersgill

16. Where the Wild Things Are: Xenotechnologies and European
Hybrid Regulation
Sidn M Beynon-Jones and Nik Brown

17. When Sperm Cannot Travel: Experiences of UK Fertility
Patients Seeking Treatment Abroad
llke Turkmendag

A Regulator’s Perspective: Mihalis Kritikos (formerly of the

European Commission)

197

203

222

240

256

275

285

309

323

343

362

381



Contents xiii

PART V. BRINGING IT ALL TOGETHER

18. A European Law of New Health Technologies? 389
Mark L Flear, Anne-Maree Farrell, Tamara K Hervey,
and Thérése Murphy

Select Bibliography 415

Index 423



