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Foreword

I am delighted to be asked to supplement my Foreword to the First Edition with a 

new Foreword to this magni�cent, and substantially expanded and updated, Second 

Edition, save that, twelve years on, I can no longer subscribe myself as ‘Queens Bench 

Division’, though I am keeping in touch with litigation by sitting from time to time in 

the Commercial Court and as an arbitrator! When I wrote the �rst Foreword, at the 

invitation of the learned Editor as I was one of the few judges who had dabbled in the 

new �eld (as referred to in Chapter 9 now twenty years ago), I described the new work 

as an exciting addition to the law library. I could have described it as radical, in drawing 

together the threads of medico- pharmaceutical law for the �rst time in one place. But, 

twelve years on, I must now describe this work as more than radical, rather as revo-

lutionary, for it constitutes the consolidation of a new jurisprudence, just at the time 

it is desperately needed. What timing! As I write this Foreword, we are in continuing 

lockdown, and the ‘new normal’ is inevitably going to involve a dramatic increase, �rst 

in the need for analysis of legal and regulatory problems and solutions, and then, I am 

sure, in litigation, as researchers, pharmacologists, doctors, regulators, lawyers, and in 

due course judges address the ongoing impact of Covid, both in the pharmaceutical 

�eld and in the development and resolution of post- Covid disputes. Looking at the 

breadth and depth of its coverage, this book is not just a useful but a vital tool. Its in- 

depth analyses and its up- to- date assessments will be invaluable, and I welcome it to the 

bookshelves and to the front bench.

Sir Michael Burton GBE
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regulation 1.36– 1.38, 12.33– 12.39

risk- bene�t concept 1.19, 1.38

supplementary protection certi�cates 

(SPCs) 13.70, 13.72– 13.73

Tissue and Cells Directive 3.58, 3.124, 

3.133– 3.135

trade marks 13.12, 13.84, 13.100, 

13.108– 13.109

exclusivity see data exclusivity; exclusivity 

rights and intellectual property

exclusivity rights and intellectual 

property 12.01– 12.51

clinical trials 12.37

common law 12.01– 12.02

con�dential information 12.07, 12.13, 

12.30– 12.32

copyright 12.01, 12.13, 12.22– 12.26

court proceedings 12.09

design rights 12.08, 12.13, 12.27– 12.29

industrial property 12.01

intellectual property rights, de�nition 

of 12.01– 12.03

international in character, IPRs as 12.11

limited duration, IPRs as being of 12.06

marketing authorisations 

abridged 12.36, 12.38

full 12.36– 12.38

regulatory exclusivities 12.33– 12.39

medicines, application to 12.12– 12.13

national in character, IPRs as 12.11

negative/ exclusory rights, IPRs as 12.05

patents 12.08, 12.10– 12.11, 12.13– 12.16

proprietary, IPRs as 12.04

registration 12.08

regulatory exclusivities 12.33– 12.52

research and development, costs 

of 12.12, 12.33

restricted scope of IPRs 12.08– 12.10

statutory regimes 12.01– 12.02

term of protection 12.06– 12.07

trade marks 12.08, 12.13, 12.17– 12.21

experts 

causation 10.101, 10.104– 10.106

clinical trials 8.29, 8.36

Devices Expert Advisory Committee 

(DEAC) 10.130

Infected Blood Inquiry 15.57– 15.59

medical devices 7.50– 7.52

Medicines and Healthcare products 

Regulatory Agency (MHRA) 15.48  

mesothelioma and Fairchild 

exception 10.106

NICE 6.38, 6.42, 6.47, 6.72

pharmacovigilance 4.161

fatal accidents 10.13, 10.76

fault 

causation 10.96, 10.110– 10.119

negligence 10.02, 10.08, 10.11– 10.12, 10.94

Product Liability Directive/ CPA 1987 10.30, 

10.35, 10.70

FDA see Food and Drug Administration (FDA) 

(United States)

fen�uramine 4.86

feprazone 4.131

fermentation 5.05

fertility treatment see Human Fertilisation and 

Embryology Authority (HFEA)

�ecainide 4.132

fomivirsen 5.86


