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BACKGROUND 
INFORMATIONS



European Patent Convention (EPC) (1973)

For a patent to be granted, the claimed invention 
MUST BE:

• novel
• inventive or non-obvious
• have industrial application
• must be fully disclosed in the application

A DISCOVERY cannot be patented

European Patent Office

• Isolated genes with known utility constitute 
patentable inventions under the EPC.



European Directive (98/44) (1998)

“An element isolated from the human body or 
otherwise produced by means of a technical 
process, including the sequence or partial 
sequence of a gene may constitute a 
patentable invention, even if the structure of 
that element is identical to that of a natural 
element.”
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There are instances in which the patent attorneys 
seem to be exploring
seem to have to explore     the limits of patentability.  

However, within the legal framework, the EPO has no means 
to avoid those tricks. 

(GM)



ESHG’S INITIATIVE AND 
RECOMMENDATIONS



ESHG  - Patenting and Licensing Committee

The Professional and Public Policy Committee (PPPC) and the 
Patenting and Licensing Committee (PLC) have prepared a 
Draft Background Document on “PATENTING AND 
LICENSING IN GENETIC TESTING”. 

The aim of the joint work was to explore how to achieve a 
situation where useful tests are available at affordable costs 
for diagnosis of patients. The group explicitly aimed to ‘go 
beyond the Myriad case’. Despite already available 
recommendations and reports on gene patenting, the ESHG 
found it necessary to focus further on diagnostics and public 
health aspects, and to define further action points to work 
with. With new knowledge constantly developing, such as 
ESTs, variants, gene expression mechanisms, genetic 
associations and so on; the practical framework is becoming 
more complicated.



ESHG  - Patenting and Licensing Committee

This work was started upon request by the President and the 
Board of the ESHG. After an initiatory meeting in November 
2005 in Paris, and a workshop in November 2006 in Leuven, 
a document was prepared that would comprehensively review 
the background on patenting and licensing, and the current 
situation with a focus on genetic, diagnostic testing. During 
the workshops, external experts were asked for advise. 

The discussions and the background document have served as a 
basis for the generation of recommendations, by the PPPC 
and PLC members. These recommendations have been 
submitted to the Board for approval. They are now ready for 
publication.





In summary: 

The major problems seem to be in the breadth of the 
claims in genetic patents, in the criteria for 
patentability and in the number of (overlapping) 
patents. 

There is a need to improving the quality of the 
patents that will eventually be granted. 

The research exemption is generally unclear, and not 
universal. 

Licenses are problematic when they are exclusive. In 
general, licensing seems to be prohibitive, both in 
practical and in financial terms, partly due to the 
complexity of the system, and to the lack of 
effective guidelines.



Major suggestions: 

It could be fairly easy to prohibit patenting of 
individual mutations in known disease genes, for 
example on the basis of an absence of novelty. 

Establishing a link between a disease and a genetic 
sequence or defect is merely a discovery and 
therefore not patentable, unless the identification 
of this link includes a real conceptual innovation.

The ESHG proposes EPO to consider the benefit of 
having an ethics committee to consider issues of 
major interest, such as patents applied to genes.

Policy makers should work on the development of 
licensing guidelines, and effectively support those 
that have already been issued by international 
organizations such as the OECD.




