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Background 

In recent years, many human genome related patents have been filed, also in Europe. 

Patents in the field of clinical diagnostics are not novel, patents on genes and methods 

for human molecular diagnostics, however, are a more recent development. The grant 

by the European Patent Organisation (EPO) of several patents covering the breast 

cancer genes, their mutations, as well as diagnostic and therapeutic applications based 

on the genes’ sequence, evoked strong reactions both from the public and from the 

genetic community, and led to the questioning of the nature, legitimacy and scope of 

gene patents and diagnostic methods in relation to public health. 

Despite the wide interest in human genetics and the controversy surrounding the BRCA1 

and BRCA2 patents, there has been very little systematic and consistent description of 

the patented subject matter, the type of patent claims and the licensing practice for 

human genome related patents (hereafter referred to as “gene patents”). Even though 

commentators have exhaustively discussed the legal framework for gene patents, there 

is an urgent need to reassess, refine and strengthen the patent system for gene 

patents, to adapt concepts and definitions to current genetic testing methods and the 

increasing use of bio-informatics, and to further develop legal instruments to counter 

undesirable licensing practices. 

 

Empirical survey 

The research project will conduct an empirical survey of European human genome 

related patents and aims at establishing a catalogue of granted patents with a detailed 

typology and classification of claims, plus an overview of licensing practices in this field. 

We expect this survey to provide new and detailed information and representative 



statistics on the drafting of gene patent claims, enabling the establishment of a detailed 

classification of the types of human patents and their claims. Subsequently, the project 

will investigate the licensing practices of a number of human genome related patent 

proprietors. 

 

Impact analysis 

Based on the empirical data gathered in the first stage of the project, the project will 

examine the impact of current patenting and licensing practices on scientific research 

and diagnostics. Various studies have pointed at the possible negative effects of 

genomic patents on development and validation of clinical tests, medical progress, 

diagnostics and health care in particular on the one hand, and on scientific (publication) 

output and on scientific research on the other hand. We note that the effect of patents 

on scientific research is already somehow tempered by the research exemption. The 

project will review the specific interpretation problems of the research exemption in the 

field of genome related patents. We aim at establishing some acceptable parameters, 

which could be useful in determining the precise borderline between activities falling 

inside or outside the scope of the research exemption. However, it will be worthwhile to 

further explore how patenting and licensing practices have influenced new product 

development, clinical dissemination and use of novel diagnostic tools in the field of 

human genetics. The current research project aims at identifying (systematic) problems 

encountered in view of the possible constraints that might be triggered by licensing. 

 

Legal framework 

At the same time, the project will study the current Belgian, European and international 

legal framework with regard to patenting of genes and diagnostic methods and the 

licensing of patented technology for public health purposes. This will include a critical 

examination of the current European patent system as to the patentability of DNA, 

taking into account the shifting landscape of discovery in genomic research. In this 

regard the project will analyse to which extent existing IPR systems (copyright law, 

database protection) and alternative systems may be useful in creating acceptable 

protection for genome related inventions. Like any other patent, gene patents must 

meet the criteria of novelty, inventive step and industrial applicability (Art. 52 EPC) and 



must disclose the invention in a manner sufficiently clear and complete (Art. 83 EPC). 

Several studies suggest that many existing patents may be invalid for reasons of lack of 

novelty, inventive step and enabling disclosure. The project will briefly review case law 

and legal doctrine on this issue.  

 

As far as licensing is concerned, the project aims at studying the compulsory licensing 

concept, the common procedures and terms with regard to genetic diagnosis in some 

developed countries, as a tool to temper the consequences of an extreme monopoly. We 

will investigate as well to what extent a system of non-exclusive, broad licensing in the 

field of genetic diagnostics could be realised and would be allowable and workable. We 

intend to find and define a licensing regime that finds an acceptable balance between 

access to genetic diagnostics and screening tests in return for a reasonable royalty fee. 

In this regard also the impact of competition law will be analysed. 

 

Health care 

A major focus of the project is the effect of current patent law and patent practices on 

health care (costs and quality). This day, few papers have analysed the cost impacts of 

(predictive) genetic tests on health care costs. The present research project will examine 

this cost issue, be it that the work will be confined to an analysis of the overall cost of 

molecular diagnostic techniques. In this regard the possibility of implementing a (Anglo-

American) health care provider exemption as an instrument to restrict the impact of 

patent law on the access to health care services will be assessed. For this part of the 

work, researchers and organisations with specific knowledge and skills in this field are 

invited to joint the project. 

 

Goals of the project 

The project will generate a list of considerations with regard to patent law and 

(compulsory or non-exclusive) licensing, that could assist Belgian and European 

lawmakers, would they wish to do so, in adapting their laws to the post genomic era, 

while ensuring a better balance between intellectual property protection for modern 

molecular diagnostic techniques and the needs of public health. Moreover, it is our 

ambition to try and develop a ‘Leuven protocol’, encompassing detailed guidelines on 



patenting genes and diagnostic methods, instructions on possible additional (copyright 

and database) protection systems and rigorous regulations on licensing practices in the 

field of genome related patents. This protocol may be implemented in the Leuven 

research institutes, (research) laboratories and spin offs. Other research groups, 

pharmaceutical or biotechnological companies will be invited to subscribe the protocol 

on a voluntary basis. 
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