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 On 6 July 2010, the European Court     of 
Justice (ECJ) ruled that DNA sequences will 
only have patent protection in Europe when 
those DNA sequences are performing their 
function. This article discusses the background 
to this decision and the consequences for 
holders of gene patents in Europe.  

 BACKGROUND 
 In 1996, Monsanto was granted a 
European patent covering genes encoding 
5-enolpyruvylshikimate (EPSPS). The 
expression of such genes in transgenic plants 
confers resistance to glyphosate herbicides on 
such plants. Monsanto inserted an EPSPS 
gene into soybean plants and hence fi elds of 
soybeans could then be planted, sprayed with 
glyphosate herbicides and only the weeds 
growing in such fi elds would be killed, thus 
enabling higher crops of soybeans. 

 For procedural reasons, Monsanto could not 
obtain a patent for this invention in Argentina 
and hence large amounts of transgenic soybean  –  
containing the EPSPS gene  –  was grown by 
other companies in Argentina. Soy oil was 
obtained from the soybeans by pressing and 
processing, leaving a residual material 
(soymeal), which was used as animal feed. This 
soymeal was imported into Holland, that is, a 
country that was covered by Monsanto ’ s 
European patent. Monsanto obtained samples 
of the imported soymeal, found that it 
contained traces of their patented EPSPS genes 
and hence started legal proceedings for 
infringement of the Dutch patent, which was 
derived from their European patent. 

 Monsanto ’ s patent included claims to the 
EPSPS gene, plant cells comprising that gene 
and to transgenic soybean plants. They did 
not, however, have any patent claims to the 
soymeal itself.   

 ARTICLE 9 BIOTECH 
DIRECTIVE 
 In 1998, the European Union passed a 
Directive on biotech patents (98 / 44 / EC, 
known as the  ‘ Biotech Directive ’ ). This 
Directive confi rmed that plant and animal 
DNA and protein sequences were, in 
principle, patentable. During the drafting of 
the Biotech Directive, there were hot debates 
about how much information had to be 
disclosed in the patent application about the 
 ‘ function ’  of any claimed genes, particularly 
with a view to preventing companies trying 
to obtain patent protection for raw DNA 
sequences for which no function or industrial 
use had been identifi ed. This resulted in the 
following clarifying Recital:  

  Recital 24  
  …  in cases where a sequence or a partial 
sequence of a gene is used to produce a 
protein or patent of a protein, it is necessary 
to specify which protein or part of protein is 
produced or what function it performs.  

 In addition, tucked away near the end of the 
Biotech Directive was Article 9:  

  Article 9  
 The protection conferred by a patent 
on a product containing or consisting 
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of genetic material shall extend to all 
material ... in which the product is 
incorporated and in which the genetic 
material is contained and  performs its 
function .  

 According to the soymeal importer, while 
Monsanto ’ s DNA was  ‘ incorporated ’  and 
 ‘ contained ’  in the soymeal, the DNA was not 
actually performing its function in the 
soymeal, that is, the DNA was not expressing 
mRNA that encoded a herbicide-resistant 
enzyme while it was in the soymeal; and for 
this reason, the importer argued that it did 
not infringe Monsanto ’ s patent. 

 The Dutch courts decided to refer this 
matter to the ECJ in order to seek 
confi rmation that the importer ’ s interpretation 
was consistent with how Article 9 was 
intended to be interpreted.   

 THE ECJ DECISION 
 In a Judgement issued on 6 July 2010, the 
ECJ essentially agreed with the arguments put 
forward by the importer. It ruled that Article 
9 restricted the scope of protection of a patent 
on a gene to situations where the patented 
gene is actually performing its function. In 
Monsanto ’ s case, the gene had previously 
performed its function (to confer herbicide 
resistance on the soybeans from which the 
soymeal was derived) and the patented gene 
would be able to perform its function again in 
the future, if it were ever to be isolated from 
the soymeal and transformed into another 
plant. But the important issue as far as the 
ECJ was concerned was that the patented 
gene was not performing its function 
(that is, conferring herbicide resistance) in the 
soymeal at the time of the alleged 
infringement. Hence, the importation of 
soymeal containing Monsanto ’ s patented gene 
into Holland did not infringe Monsanto ’ s 
patent. 

 In fact the ECJ went further. It ruled that 
Article 9 over-ruled the general provision in 
patent law that a patent on a product provides 
full protection for that product, whatever use 

that product is put to (in the countries for 
which patents are granted). Hence, the ECJ 
decision seems to apply not only to situations 
such as Article 9 (where the patented gene is 
incorporated into  ‘ material ’ ), but also to all 
situations where the patented gene exists.   

 THE EFFECT OF THE 
DECISION 
 One result of this decision is that the sale of 
lyophilised DNA or ethanol-precipitates of 
DNA (where the patented DNA is not 
performing its function) might no longer be 
considered to be direct acts of infringement, 
although  ‘ contributory infringement ’  (that is, 
providing an essential element of a patented 
invention) might still be an issue. The ECJ 
decision will therefore not be welcomed by 
the biotech industry. 

 Article 9 is an extension to the general 
principle that a patent application must 
describe the  ‘ industrial application ’  or  ‘ utility ’  
of the invention, that is, what its commercial 
use is. But there are no other areas of 
technology where it has been made a 
requirement that the inventive product only 
qualifi es for patent protection if the product 
is actually performing its function. It is akin 
to saying that, if you have a patent on a new 
light bulb, you only have patent protection 
when that light bulb is switched on! 

 The effects of the decision can be extended 
further. The ECJ decision stated that 
protection is only given to DNA sequences, 
which are actually performing their function. 
What about a new DNA sequence that has 
been inserted into peas and which codes for a 
protein that enhances the shelf-life of those 
peas? If those peas are sold in a frozen form, 
the DNA sequence is not performing its 
function, and hence there will be no patent 
protection. But if the peas are defrosted and 
the DNA sequence is then able to perform its 
function, then the patent will also be 
 ‘ defrosted ’ ! 

 What if a previously unisolated gene, which 
is active in growing carrots, is isolated and a 
patent on that gene is granted? From a literal 
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patents are bound by it and the interpretation 
given to it by the ECJ    .        
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reading of Article 9, does the patent provide 
protection for all growing carrots? There is at 
least an arguable case that it does, but clearly 
such an interpretation was not intended by 
the lawyers who drafted Article 9. This merely 
highlights the fact that the full scope of Article 
9 was not adequately considered before it was 
passed into law. Unfortunately, Article 9 is 
now law and owners of European gene 
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