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CJEU Judgement on SPCs for combination products (C-121/17) 

 

On 25 July 2018 the CJEU issued their long-awaited judgement concerning Gilead's SPC for the anti-

HIV Drug TRUVADA®. 

 

Background 

Gilead’s product TRUVADA® is an antiretroviral for the treatment of persons infected with HIV 

and contains two active ingredients, tenofovir disoproxil (‘TD’) and emtricitabine. In 2005, the European 

Medicines Agency (EMA) granted a marketing authorisation (‘MA’) for this product. 

 

The Basic Patent 

Gilead is also the patent proprietor for European patent (UK) EP 0 915 894 (‘the basic patent). 

The patent has an earliest priority date of 1996, granted in 2003 and expired in 2017.  

The patent description indicates that the patent covers, in general terms, a series of molecules 

which are helpful in the therapeutic treatment of a number of viral infections in humans and animals, in 

particular HIV. There is a disclosure of a series of pharmaceutical formulae which may be envisaged 

for the compounds claimed, without referring specifically to individual compounds or to any particular 

use for those compounds. Claim 25 of the basic patent expressly mentions TD as one of the claimed 

compounds and the description also discloses that those compounds may, if necessary, be associated 

with ‘other therapeutic ingredients’. The words ‘other therapeutic ingredients’, however, are neither 

defined nor explained in the basic patent at issue. 

 

The SPC 

In 2008, Gilead obtained an SPC on the basis of claim 27 of the basic patent relating to a 

‘composition containing [TD], optionally in the form of a pharmaceutically acceptable salt, hydrate, 

tautomer or solvate, together with Emtricitabine’. 

 

The Parties & UK Court Action 

The validity of the SPC was challenged in the UK by Teva UK and others who intend to market 

generic version of TRUVADA® onto the UK market. 

They argued that in accordance with C‑322/10 (Medeva) the SPC product must be ‘specified in 

the wording of the claims’. As emtricitabine is not specified in the wording of claim 27 of the basic 

patent at issue, they argued that the expression ‘other therapeutic ingredients’ used in that claim does 

not specify any active ingredient, whether structurally or functionally. The TD/emtricitabine combination 

cannot therefore be considered to be protected by a basic patent in force within the meaning of Article 

3(a) of Regulation No 469/2009. 

Gilead presented the counter argument that the test is whether the product in question falls 

within the extent of the protection conferred under at least one claim of the basic patent and submitted 
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that the expression ‘other therapeutic ingredients’ used in claim 27 of the basic patent at issue relates 

implicitly but necessarily to emtricitabine, in accordance with the C‑493/12 (Eli Lilly and Company).  

 

The Question Referred to the CJEU  

The UK Court decided to stay the UK proceedings and referred the following question to the 

Court of Justice of the European Union (‘CJEU’): ‘What are the criteria for deciding whether “the 

product is protected by a basic patent in force” in Article 3(a) of Regulation No 469/2009?’ 

 

The judgement issued on 25 July 2018 and the CJEU held that Article 3(a) of Regulation No 

469/2009 does not, in principle, preclude an active ingredient which is given a functional definition in 

the claims of a basic patent issued by the EPO being regarded as protected by the patent, on condition 

that it is possible, on the basis of those claims as interpreted inter alia in the light of the description of 

the invention, as required under Article 69 of the EPC and Protocol on the Interpretation of that 

provision, to conclude that the claims relate implicitly but necessarily and specifically to the active 

ingredient in question (paragraph 36). The CJEU in paragraph 37 states that ‘a product cannot be 

considered to be protected by a basic patent in force within the meaning of Article 3(a) of Regulation 

No 469/2009 unless the product which is the subject of the SPC is either expressly mentioned in the 

claims of that patent or those claims relate to that product necessarily and specifically.’ 

In paragraph 40, the CJEU states that it is not the purpose of the SPC to extend the protection 

conferred by that patent beyond the invention which the patent covers. It would be contrary to the 

objective of Regulation No 469/2009, to grant an SPC for a product which does not fall under the 

invention covered by the basic patent, inasmuch as such an SPC would not relate to the results of the 

research claimed under that patent. 

The CJEU states in paragraph 54 that ‘as regards the issue whether a claim such as claim 27 of 

the basic patent in fact covers a combination such as the TD/emtricitabine combination which is the 

subject of the SPC at issue, it falls to the referring court to determine whether the general 

expression ‘other therapeutic ingredients’, associated with the term ‘optionally’, satisfies the 

requirement that the claims of the basic patent must relate necessarily and specifically to the 

product.’  

The CJEU remarks in paragraph 56 that it is apparent that ‘the description of the basic patent at 

issue contains no information as to the possibility that the invention covered by that patent could relate 

specifically to a combined effect of TD and emtricitabine for the purposes of the treatment of HIV. 

Consequently, it does not seem possible that a person skilled in the art, on the basis of the prior 

art at the filing date or priority date of that patent, would be able to understand how emtricitabine, 

in combination with TD, necessarily falls under the invention covered by that patent. The onus is 

nevertheless on the referring court to check whether such is indeed the case. Secondly, it is also 

for that court to establish whether emtricitabine is specifically identifiable by that person skilled 

in the art in the light of all the information contained in that patent, on the basis of the prior art at 

the filing date or priority date of the patent in question.’  

 

In summary, in paragraph 57, the CJEU states that  

‘Having regard to all the foregoing considerations, the answer to the question referred is 

that Article 3(a) of Regulation No 469/2009 must be interpreted as meaning that a product 

composed of several active ingredients with a combined effect is ‘protected by a basic 

patent in force’ within the meaning of that provision where, even if the combination of 

active ingredients of which that product is composed is not expressly mentioned in the 

claims of the basic patent, those claims relate necessarily and specifically to that 

combination. For that purpose, from the point of view of a person skilled in the art and on the 

basis of the prior art at the filing date or priority date of the basic patent: 

– the combination of those active ingredients must necessarily, in the light of the 

description and drawings of that patent, fall under the invention covered by that patent, 

and 
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– each of those active ingredients must be specifically identifiable, in the light of all 

the information disclosed by that patent’.  

 

Commentary 

One of the questions arising from this CJEU judgement is how will the term ‘specifically 

identifiable, in the light of all the information disclosed by that patent’ be interpreted by the national 

courts.  We must now wait for the referring UK Court to determine if this test has been met by Gilead. 

Following the reasoning given in paragraph 57, as there is no specific disclosure of the ‘other 

therapeutic ingredients’ emtricitabine in the Gilead patent, it would not be unexpected for the UK 

Courts to decide against Gilead.   

 

In other SPC news, we await the AG’s opinion in C-443/17 (Abraxis Bioscience) expected in 

October 2018 addressing the question: 

Is Article 3(d) of the SPC Regulation to be interpreted as permitting the grant of an SPC where 

the marketing authorisation referred to in Article 3(b) is the first authorisation within the scope of 

the basic patent to place the product on the market as a medicinal product and where the 

product is a new formulation of an old active ingredient? 

 

Further advice? 
If you would like to learn more about these topics or have any general European IP queries, please 

contact the author Anna Hally at ahally@hmc-ip.com. 
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