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Preface

The number of patent applications in Europe, the United States, and Asia covering
second medical use claims has been increasing steadily over the past few years. While only
250 patent applications containing an European Patent Convention (EPC) 2000 claim
were published by the European Patent Office (EPO) in 2009, by 2017 this number had
already risen to over 1,500 and has consistently stayed at this level in Europe.! Similar
trends can be observed all over the world.

This significant increase is concomitant with a rise in the number of patent infringe-
ment cases in the field of second medical use claims. In such actions, courts all over the
world had and have to determine the legal requirements for claims for patent infringe-
ment. A major bone of contention in this respect is the infringement of second medical use
claims in the case of ‘skinny label products’, i.e. drugs approved for non-patented indica-
tions. A skinny label application permits a generics manufacturer to seek market approval
solely for the unpatented uses of the drug by excluding or carving out the patented use
from the Summary of Product Characteristics (SmPC) and the product leaflet (or from
its label). Against this background, the question arises whether a mere infringing prescrip-
tion practice, i.e. the fact that the generic or biosimilar drug is also used for a patented
indication (outside the indications mentioned in the SmPC, the leaflet or any similar
documents), can be sufficient to presume patent infringement of a skinny label product.

While in most European countries a skinny label might not be sufficient to rule out
infringement if an infringing prescribing practice has occurred, in almost all European
jurisdictions there remains legal uncertainty surrounding the precise legal preconditions
and the factual threshold to be fulfilled. Likewise, recent rulings from the US Federal Cir-
cuit and other countries outside Europe have raised questions about what actions a generic
or biosimilar company can take once it has excised patented indications from its label.

With contributions from highly qualified and experienced patent litigators all around
the world, this book provides a comprehensive legal study on the current legal situation in
Europe (Part I), the United States (Part IT), Australia (Part III) and Asia (Part IV), whereby
a plurality of European jurisdictions (Austria, Denmark, France, Germany, Ireland, Italy,
the Netherlands, Poland, Portugal, Spain, Tiirkiye, and the United Kingdom), and several
Asian jurisdictions (China, Japan, Singapore, and Taiwan) will be subject to the present
analysis. This book aims to serve as a guide to generics and biosimilar manufacturers as
well as originator companies concerning the enforcement of second indication patents
in the context of skinny labelling.

Marco Stief
Tobias Matschke

! Aboy et al, Mapping the European Patent Landscape for Medical Uses of Known Products (November
2021) available https://bioengineeringcommunity.nature.com/posts/mapping-the-european-patent-land-
scape-for-medical-uses-of-known-products.
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