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Foreword

Supplementary Protection Certificates (SPCs) are often referred to as sui generis
protective rights, doing justice both to their meaning and their underlying peculiarities.

Since SPCs always refer to approved and marketed medicinal products, their
economic significance is prodigious. Even if a SPC is granted for only a few days, this
may yield the certificate holder – given the particular characteristics of the pharmaceu-
tical market – revenue amounting to millions.

The peculiarity of SPCs is that although it is a property right that is always granted
ancillary to a patent, it was created by a European Community Regulation. This explains
the ECJ’s competence in SPCs and thus for issues that are inherently similar to those of
patent law. In contrast to patent law, there is for SPCs a central judicial authority with
nationally diverging interpretations of the Regulation which created the SPC, in its first
version on the 18th June 1992.

From time to time, the ECJ’s case law poses more questions than are answered,
potentially resulting in it being implemented in a variety of different ways by national
patent offices and courts.

This manual will for the first time cover relevant legislation, as well as case law in
connection with SPCs, both at the European and national level in selected European
countries, whereas the information presented is from the perspective of pharmaceutical
companies. Regarding its application, distinguished patent attorneys and lawyers with
relevant and extensive experience from the countries concerned collaborated as regards
the issuing, protective effect, term and infringement proceedings of SPCs.

The handbook provides, both patent attorneys and lawyers, as well as employees of
pharmaceutical companies and patent departments, a profound insight into the field of
SPCs for medicinal products; not only at the EU level, but also specifically in Germany,
Switzerland, Italy, the United Kingdom, the Netherlands and France. This facilitates a
comparison of the legal matter, between the aforementioned countries, as well as in
relation to regulations and supplementary case law decisions made at the EU level. Also
covered, are the granting practices of national patent offices and the court rulings on
SPCs in the ECJ in the aforementioned countries. The ECJ’s decisions on the inter-
pretation of the regulation finally complete the picture and provide the basis for a
harmonized application of the law

This manual takes account of changes in the law and those decisions at the EU level
that are most important for the SPC, in Germany, Switzerland, Italy, the United
Kingdom, the Netherlands and France up to mid-2015.

Munich, September 2015 Marco Stief
Dr. Dirk Bühler
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