
THE GUIDE TO 
LIFE SCIENCES

Editors
Ingrid Vandenborre and Caroline Janssens

© Law Business Research 2022



The Guide to Life Sciences

Editors

Ingrid Vandenborre and Caroline Janssens

Reproduced with permission from Law Business Research Ltd 
This article was first published in October 2022 

For further information please contact insight@globalcompetitionreview.com

© Law Business Research 2022



Publisher
Clare Bolton

Deputy Publisher
Rosie Cresswell

Commercial Editor
Liz Rutherford-Johnson

Account Manager
Samuel Romp

Content Coordinator
Isabelle Gray

Production and Operations Director
Adam Myers

Production Editor
Katrina McKenzie

Subeditor
Martin Roach

Chief Executive Officer
Nick Brailey

Published in the United Kingdom by Law Business Research Ltd
Holborn Gate, 330 High Holborn, London, WC1V 7QT, UK
© 2022 Law Business Research Ltd
www.globalcompetitionreview.com

No photocopying: copyright licences do not apply.

The information provided in this publication is general and may not apply in a specific situation, 
nor does it necessarily represent the views of authors’ firms or their clients. Legal advice should 
always be sought before taking any legal action based on the information provided. The publishers 
accept no responsibility for any acts or omissions contained herein. Although the information 
provided was accurate as at September 2022, be advised that this is a developing area.

Enquiries concerning reproduction should be sent to Law Business Research, at the address above. 
Enquiries concerning editorial content should be directed to the Publisher –  
clare.bolton@lbresearch.com

ISBN 978-1-83862-882-6

Printed in Great Britain by
Encompass Print Solutions, Derbyshire
Tel: 0844 2480 112

© Law Business Research 2022



iii

Acknowledgements

The publisher acknowledges and thanks the following for their learned 
assistance throughout the preparation of this book:

Arnold & Porter Kaye Scholer LLP

Compass Lexecon

Eversheds Sutherland

Gilbert + Tobin

Goodwin Procter LLP

King & Spalding LLP

Latham & Watkins LLP

Norton Rose Fulbright LLP

Oxera Consulting LLP

Portolano Cavallo

Prager Dreifuss AG

Skadden, Arps, Slate, Meagher & Flom LLP

Stevens & Bolton LLP

Stibbe

© Law Business Research 2022



iv

Publisher’s Note

One of the unexpected side-effects of the covid-19 pandemic is how the hunt for 
both vaccines and treatments has pushed the life sciences industry centre stage, 
with debates over price controls and IP waivers making headlines around the 
world. While many of these concerns are global, the same is not always true of 
the solutions adopted by national regulators. As Ingrid Vandenborre and Caroline 
Janssens point out in their introduction, there has been growing regulatory 
attention paid to mergers in this innovative space and increasing intervention 
by antitrust agencies in a range of practices particular to the biopharma sector. 
Practical and timely guidance for both practitioners and enforcers trying to 
navigate this fast-moving environment is thus critical.

The first edition of The Guide to Life Sciences – published by Global 
Competition Review – provides exactly this detailed analysis. It examines both 
the current state of law and the direction of travel for those jurisdictions with 
the most impactful life sciences industries. The Guide draws on the exper-
tise and experience of distinguished practitioners globally, and brings together 
unparalleled proficiency in the field to provide essential guidance on subjects as 
diverse as biosimilar competition and product denigration, as well as a forensic 
examination of the most significant and far-reaching regulations and decisions 
from around the world.
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Introduction

Ingrid Vandenborre and Caroline Janssens1

Antitrust agencies around the world have been highly active in recent years, 
examining a range of practices, including alleged denigration of rivals’ products, 
price increases, biosimilar entry, delayed entry of generic medicines, collaboration 
agreements and local regulatory/procurement practices. There is also growing 
attention to mergers, especially in dynamic, innovation-driven areas. While many 
of the concerns are similar in most jurisdictions, enforcers have addressed those 
specific to the functioning of their local markets and antitrust principles. This 
first edition of Global Competition Review’s Guide to Life Sciences explores how 
enforcers have approached these practices and where key jurisdictions diverge or 
converge in their analysis.

Spending on pharmaceuticals constitutes a significant share of government 
spending on healthcare. This has driven increased regulatory focus on phar-
maceutical pricing, including from competition authorities. While competition 
authorities in the European Union and the United Kingdom have historically 
been reluctant to intervene, the pharmaceutical sector has seen mounting regu-
latory interest in alleged excessive pricing practices in recent years. Even with 
economists highlighting the complexities and shortcomings around the enforce-
ment of exploitative abuses of companies in a dominant position through excessive 
pricing, antitrust scrutiny of pharmaceutical pricing is expected to continue. By 
contrast, while we have seen a recent push from academics in the United States to 
recognise high (excessive) prices of pharmaceuticals as an antitrust violation, US 
courts have not yet recognised these claims.

1 Ingrid Vandenborre is a partner and Caroline Janssens is a senior professional support 
lawyer at Skadden, Arps, Slate, Meagher & Flom LLP.
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Biosimilars, and more generally biological medicines, have received growing 
attention from competition authorities across Europe. Recent antitrust investiga-
tions in the EU and the UK have examined how commercial practices adopted by 
incumbent suppliers may hinder biosimilar competition. However, the inherent 
features of biologicals, such as high costs and longer approval times, raise funda-
mental challenges in increasing biosimilar competition.

Product denigration cases in life sciences have been rare in the EU and 
around the world, and in most of them the denigration behaviour was combined 
with other infringements such as abuse of patent procedures or product hopping. 
There has since been an abundance of similar investigations at national level, with 
France leading the way, where cases have expanded the scope of the conduct to 
include product denigration and the provision of unsubstantiated, but not neces-
sarily incorrect, information to consumers and other parties concerning either the 
company’s own products or competing products.

Cooperative agreements have always played an important role in the phar-
maceutical industry with companies partnering from early stage research and 
development through to late-stage commercialisation. The covid-19 pandemic has 
been an opportunity for the industry to demonstrate the benefits that expeditious 
and flexible cooperation can bring, and competition authorities have also recog-
nised this. Beyond the pandemic, the pharmaceutical industry is facing increasing 
pressure to enhance affordable access to new medicines. In that context, coopera-
tion agreements will remain of central importance to pharmaceutical companies, 
perhaps increasingly so.

With regard to merger control, clearance processes for some pharmaceu-
tical transactions are expected to become more uncertain. This is due to several 
procedural developments in many countries designed to broaden jurisdiction over 
acquisitions by incumbents of nascent competitors that could play a significant 
competitive role in the market in the future (‘killer acquisitions’), coupled with 
flexible and creative notification requirements and new theories of harm. The 
Multilateral Pharmaceutical Merger Task Force (a working group comprised of 
the US Federal Trade Commission (FTC), the Canadian Competition Bureau, 
the European Commission (EC) Directorate General for Competition, the UK’s 
Competition and Markets Authority (CMA), the US Department of Justice 
Antitrust Division and offices of state attorneys general) can play an important 
role in brokering alignment in analysis between key jurisdictions.

Competition authorities in Europe, and in particular the EC, have histori-
cally been very active in antitrust enforcement and merger control review in 
the pharmaceutical sector. Consistent with its focus on innovation, the EC has 
significantly increased its scrutiny in recent years and is expected to continue 
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doing so, including, as we have seen, by way of expanding jurisdictional scope of 
review. At Member State level, France has been leading the way on enforcement 
of product denigration, while Germany and Austria have increased their scru-
tiny of innovation-driven markets with the introduction of alternative transaction 
value thresholds in 2017, designed to capture high-value/low-revenue deals.

Italy has been a pioneer in antitrust enforcement in life sciences, with land-
mark cases on excessive pricing and product denigration influencing the EC’s 
decisional practice. The Italian Competition Authority is likely to continue its 
enforcement efforts in this area in the future. In contrast, the activity of the 
Authority in merger control in recent years has been limited.

In the Netherlands, the focus has been on price levels, with the Authority for 
Consumers and Markets making important contributions to the debate on exces-
sive pricing both through case practice and working papers.

In the UK, the CMA is expected to continue to regard the life sciences sector 
as an enforcement priority. With regard to merger control, recent cases have 
illustrated the CMA’s willingness to push the limits of jurisdictional rules and 
intervene in deals in dynamic, innovation-driven sectors where target companies 
have limited (or no) revenues or direct activity in the UK. In addition, Brexit has 
created heightened risks of parallel conduct investigations and merger reviews in 
the EU and UK.

To date, the life sciences sector has not raised major competition law issues 
in Switzerland, under neither the cartels, abuse of dominance nor merger control 
rules. It remains to be seen whether recent and ongoing regulatory changes, as well 
as mutual market access concerns with the EU, will lead to a different competitive 
environment in the near future.

In the US, recent merger enforcement in the pharmaceutical sector continues 
to follow traditional principles and reasoning. However, it is increasingly likely 
that the FTC’s enforcement actions will reflect more aggressive theories of harm. 
Recent behavioural enforcement has largely consisted of pay-for-delay litigation 
and continuing prosecution of price-fixing charges against generic manufacturers. 
However, the FTC has given strong indications that it has competitive concerns 
with fees and rebates paid by pharmaceutical manufacturers to pharmacy benefit 
managers, which is likely to lead to new fronts of enforcement.

In Australia, the life sciences sector is not currently identified as a priority area 
for Australian Competition and Consumer Commission (ACCC) enforcement. 
However, there have been some important regulatory developments affecting the 
sector, such as the repeal of a safe harbour for intellectual property assignments 
or licensing arrangements, and the ACCC has also taken some significant cases 
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against companies in this sector in recent years. Lastly, in Brazil, the health sector 
is under close scrutiny from the Brazilian antitrust authorities, and this is not 
expected to change in the near future.
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