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A. Is it possible to obtain several supplementary protection certificates for 
medicinal products from a single patent? The Court of justice rules on this 
question. 

 
 Between a patent application for a new medicine, and the marketing 

authorization for this medicine, a long period of time may occur. This reduces de facto 
the effective protection conferred by the patent. The European legislator has thus 
foreseen a mechanism to extend the protection period, called the supplementary 
protection certificate (hereinafter, ‘SPC’). 
 
This SPC is only valid for the product referred to by the patent, namely the active 
ingredient or the combination of active ingredients of a medicine, provided that the 
medicine is covered  by a marketing authorization (hereinafter, MA). Indeed, this 
extension of the protection cannot be extended to non-patented components, and must 
be limited to medicines (because it is the time needed to deliver a MA that justifies the 
extension). The European legislator considered that the holder of both a patent and a 
certificate should be able to enjoy an overall maximum of 15 years of exclusivity from the 
time the medicinal product in question first obtains authorization to be put on the market 
in the Community (Regulation 469/2009 concerning SPC, recital 9). 
 
Article 3 of Regulation 469/2009 lays down the conditions to be met to obtain a SPC. 
Those conditions are the following: 
 

“(a) the product is protected by a basic patent in force; (b) a valid authorisation to place 
the product on the market as a medicinal product has been granted […] (c) the product 
has not already been the subject of a certificate; (d) the authorisation referred to in point 
(b) is the first authorisation to place the product on the market as a medicinal product.”  
 

In practice, this text raises sensitive issues of interpretation, which feed an substantial 
caseload before the Court of Justice of the European Union which is charged with 
interpreting those texts. In this context, the CJEU rendered on 12 December 2013 two 
judgments regarding the issuing of several SPC’s grounded on a single patent. 
 

 In the first case (C-443/12 Actavis Group c. Sanofi), the patent covered a family 
of compounds which includes the antihypertensive active ingredient irbesartan. The 
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patent also covered pharmaceutical compositions containing a combination of active 
ingredients, irbesartan and another ingredient which is not inventive and not specifically 
identified. 
 
The patent holder, Sanofi, obtained two SPC’s. The first covered a medicine containing 
the irbesartan alone. The other one covered a medicine combining the irbesartan and a 
diuretic. However, this combination has no new therapeutic effect that would not 
otherwise be obtained by separate administration of the two products (the irbesartan and 
the diuretic). To introduce on the market a generic version of this second medicine, a 
competitor, Actavis, contested the validity of the second SPC before the English Courts. 
 
Actavis pretended that the second SPC was not valid, especially because the product 
protected by the patent, namely the irbesartan, has already been the subject of a first 
SPC delivered on February 8th, 1999. 
 
Questioned on this issue by the High Court of Justice, the Court of Justice of the 
European Union has been receptive to the argumentation of Actavis. Where, on the basis 
of a patent protecting an innovative active ingredient and a MA for a medicinal product 
containing that ingredient as the single active ingredient, the holder of that patent has 
already obtained a SPC for that active ingredient entitling him to oppose the use of that 
active ingredient, either alone or in combination with other active ingredients, Article 3(c) 
of Regulation 469/2009 precludes that patent holder from obtaining – on the basis of that 
same patent but a subsequent marketing authorisation for a different medicinal product 
containing that active ingredient in conjunction with another active ingredient which is not 
protected as such by the patent – a second SPC relating to that combination of active 
ingredients. 
 
Consequently, in practice, a patent holder cannot obtain a distinct SPC each time he puts  
on the market a medicine containing the protected active ingredient in combination with 
another active ingredient which is not protected by his patent, even if this patent also 
covers combinations associating this active ingredient with other compounds. Indeed, 
whatever the scope of the patent, regarding those combinations, the holder has already 
benefitted for this medicine of the first SPC. 
 

 On the contrary, in the second case (C-484/12 – Georgetown University / 
Octrooicentrum Nederland), the patent application entitled ‘Papillomavirus vaccine’, 
contained claims for several fragments of proteins. The claims of this patent included a 
vaccine containing at least one protein of the human papillomavirus among two types of 
proteins (HPV-16 or HPV-18), and those two types of protein together (HPV-16 and 
HPV-20). Based on this patent and different MA for different medicines composed by 
several of those fragments of proteins, Georgetown University introduces eight SPC 
applications linked with its patent. Two of them were accepted, five are still waiting, and 
one of them was rejected. 
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Georgetown University contested this refusal before the tribunal in The Hague, and the 
latter asked to the Court of Justice of the European Union if, when a patent in force 
protects several products, a SPC could be delivered to the patent holder for each 
protected product. 
 
More precisely: if, on the basis of a patent and the MA for a medicine consisting of a 
combination of several active ingredients, the patent holder has already obtained an SPC 
for that combination of active ingredients, Article 3(c) of regulation 469/2009 must be 
interpreted as precluding that patent holder from also obtaining an SPC in respect of one 
of those active ingredients which is also protected as such, individually, by that patent. 
 
The Court of Justice gave a negative answer: if, on the basis of a basic patent and a MA 
for a medicinal product consisting of a combination of several active ingredients, the 
patent holder has already obtained a SPC for that combination of active ingredients, 
protected by that patent Article 3(c) of regulation 469/2009 must be interpreted as not 
precluding the proprietor from also obtaining a supplementary protection certificate for 
one of those active ingredients which, individually, is also protected as such by that 
patent. 
 
In practice, when a patent protects several distinct products, it can lead to as many 
SPC’s covering each of those distinct products, provided, however, that (i) each one of 
those products, individually, is protected as such by the patent and contained in a 
medicine subject to a MA, and (ii) that this products has not, as such, been the object of 
an earlier SPC. 
 

 In conclusion, if a patent protects one single product in the meaning of the article 
1 of Regulation 469/2009 on the SPC, one single SPC may be issued on the basis of this 
patent. On the contrary, if the patent protects distinct products, the patent holder will be 
able to obtain several SPC’s on the basis of this patent, provided that each products for 
which a SPC is applied for is protected as such by the patent, and covered by a distinct 
AM. 
 
On the contrary, regarding the precise elements allowing us to confirm that a product is 
protected as such by a patent, the issue stays delicate, even if the Court has rendered a 
new judgment regarding this issue also on 12 December 2013. 
 

B. When may a product be considered as covered by the patent to lead to a 
SPC? A delicate question. 

 
 The SPC only covers the “product” protected by the patent, namely the active 

ingredient or the combination of active ingredients of a medicine, active ingredient or 
combination of active ingredients which is protected as such by the patent. 
 
The concept of product is not always easy to define, and is regularly the subject of 
preliminary ruling questions before the Court of Justice of the European Union. The Court 
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rendered a judgment regarding this issue on 12 December 2013 (C-493/12, Eli Lilly and 
Company Ltd. / Human Genome Sciences Inc.). 
 
 This case concerned a patent of the company HGS covering a new protein, the 

Neutrokine- . The patent claims not only the protein, but also antibodies that bind 
specifically to this protein. 
 
Eli Lilly, a competitor of HGS, wished to commercialize a pharmaceutical composition 
containing as its active ingredient an antibody (LY2127399) that binds specifically to 
Neutrokine- ,which is protected by HGS’s patent. Eli Lilly contested the validity of any 
SPC relying, for its legal basis, on HGS’s patent and based on a MA containing the 
LY2127399. 
 
Eli Lilly argues that this antibody LY2127399 is not covered by a “basic patent” within the 
meaning of article 3 of Regulation 469/2009 because the concerned claim of HGS’s 
patent is too broadly drafted for it to be possible for that antibody to be regarded as being 
‘specified’ in the claims of the patent. 
 
Indeed, according to Eli Lilly, in order for an SPC to be granted on the basis of HGS’s 
patent, the patent would have to contain a structural definition of the active ingredients 
and the claims would have to be significantly more specific, for instance by defining the 
antibody regarding its specific primary sequence. 
 

In those circumstances, the High Court of Justice questioned the Court notably regarding 
the criteria for deciding  whether a product is protected by a basic patent in force within 
the meaning of Regulation 469/2009, and regarding the manner to define the antibodies 
in the patent claims to be protected as such by the patent. 

The Court already underlined the fundamental role of the patent claims to determine 
whether a product is protected by a basic patent within the meaning of the regulation 
(ECJ, 24 November 2011, C-322/10, Medeva, paragraph 25). 

In this case, the Court precised that, to consider that an active ingredient is protected by 
a basic patent in force, it is not necessary for the active ingredient to be identified in the 
claims of the patent by a structural formula, as it was argued by Eli Lilly. 

An SPC may thus be delivered for an active ingredient covered by a functional formula in 
the patent claims, on condition that it is possible to reach the conclusion on the basis of 
those claims, interpreted inter alia in the light of the description of the invention that the 
claims relate, implicitly but necessarily and specifically, to the active ingredient in 
question. 

 The criterion applied by the Court of Justice  to determine if a products may be 
protected by an SPC is thus the fact that the patent claims relate, implicitly but 
necessarily and specifically, to the active ingredient in question. 
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This criterion leads to interpretation issues, and the concrete applications of this 
judgment seem uncertain. Indeed, the case-law of the Court of Justice regarding the 
concept of “product” within the meaning of regulation 469/2009 does not permit to apply 
this concept in a certain and non ambiguous way. 

F. de Visscher, E. De Gryse and A. Delheid.          March 2014 

  

 


