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Dear Reader 
 
We are pleased that you are interested in our white 
paper. In the following, you will receive valuable insights 
on the patent creation process. These insights are in-
tended to give you an idea how to manage this process 
effectively and efficiently. 
You can deepen your knowledge of the topic with the 
training courses we offer on patent creation, generation 
and management.

Best regards,
Peter Wittner

 



Market Access & Pricing in the EU
The generics industry is an unpredictable environment that is cons-
tantly changing.

It is probably quite realistic to also describe the generics business 
as a Darwinian world where companies need to evolve to survive. 
Those that do not evolve will be overtaken or eaten by more effi-
cient competitors that do know how to do. The motto is „Evolve or 
become extinct“!

What if part of the survival strategy requires us to move from the 
comfort of our familiar home market into another national market 
as part of our expansion?

Thinking about such a move will prompt questions such as:

•	 Is it the same as our home market? 
•	 Are prices higher or lower?
•	 Is there free pricing – or will our products be tied into referen-

ce price groups? 
•	 Are pharmacists allowed to substitute?
•	 Can we sell the same products – or do we need to change our 

product range?

A deeper understanding can help you to understand how markets 
differ – and how to avoid being swallowed by a larger competitor 
in the Darwinian generic jungle.

Overview of generic markets in Europe
Generic Markets in Europe have similarities and differences. This 
means that you have to adjust your generic product range for 
each european market. For example a range of branded generic 
products can work well in one country but lose most of its value 
in another where products are mostly sold as unbranded gene-
rics. In addition, prices can vary quite significantly. 

The summary and the illustration below may help you to get a first 
overview of similarities and differences in France, Germany, Spain, 
the UK and Italy. 
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Summary of generic policies by country

European generic markets in a global comparison



Legislative background
Pharmaceuticals (including generics) are governed in Europe by Directi-
ve 2004/27/EC. The legislation has produced winners (mostly the ge-
neric industry) and losers (mostly the branded R&D companies). These 
were the consequences of the directive:

1.	 Changes regarding the Data exclusivity (period during which generic 
applicants cannot refer to originator‘s data). At that time the period 
varied from 6 years in some countries to 10 in others. Nowadays 
this applies uniformly for 8 years.

2.	 Introduction of the so-called „Bolar clause“, which allows generic 
development work during the patent period.

3.	 European Reference Product: The Directive made possible to use 
even withdrawn brands as a reference in the european market.

4.	 Harmonisation of the Summary of Product Characteristics which led 
to a reduction of delays in registering generics in other countries.

5.	 Sunset Clause – allows cancellation of registration for products not 
marketed for 3 years.



You may also be interested in:
 
Practical legal affairs & marketing knowledge 
We provide an extensive portfolio of tailor-made courses for marketing and sales professionals, key account 
managers, market access and business development managers, and legal staff. 
More details. 

e-Learning – Click and learn!
The FORUM Institut provides a flexible form of high-quality training: e-learning courses. Choose when and 
where to learn. 
Test now.

FORUM · Institut für Management GmbH • Vangerowstraße 18 • 69115 Heidelberg • Germany
Phone: +49 6221 500-500 • Fax: +49 6221 500-555 • www.forum-institut.com

https://www.forum-institut.com/area/2630-legal-affairs-marketing/117/N/0/0/0
https://www.forum-institut.com/ms/54/117/0/0/0/0

