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Patent protection is at the heart of the European economy, with the European Patent Office 
granting approximately 108,000 patents per year;2 an acknowledgment of European innovation 
and the foundation for industrial investment in pharmaceuticals, electronics and manufacturing. 
Under the European Patent Convention, which influences the harmonisation of dozens of national 
laws,3 protection for 20 years enables the exploitation of a novel inventive product or process, 
sections 9 and 11 of the Patents Act 1992 and Article 54(1) EPC. This means an invention which 
is not obvious and which does not form part of the state of the art as of the priority date, the day 
when the application for a patent is first filed, being a plausible contribution to a technical issue 
and thus which is capable of application in industry.4 And it seems that while artificial intelligence 
may help in the search, there must be a human inventor.5 

And there is the rub. Go back to the first patent convention, the Paris Convention for the 
Protection of Industrial Property, signed on 20 March 1883, starting with 11 and now embracing 
178 countries, things were simpler: Rudolf Virchow had become the head of the foundation named 
after him; the safety bicycle, the revolving door, hydroelectric power and a central urban electricity 
generator had emerged. But, doctors who worried about the addictivity of morphine had come up 
with a safe alternative: diamorphine, which because of its battlefield use on wounded soldiers 
became known as heroin. Yes, one of many misadventures in the unseen world of biochemistry 
where we have learned that patience, testing, individual ontology and unexpected effects require 
regulation of the strictest kind lest another thalidomide wave of tragedies strike us. 

Simply put, a safety bicycle, a light switch, a hinge, have predictable and examinable effects which 
may, out of prudence, call for an Irish or Dutch standard before these can be sold, but a lot more 
needs to go into testing human and animal medicine. Twenty years is all very well for the former 
but with the latter, you first discover the process or the molecule, you test it in vitro and move to 
animal and human trials before applying for approval to market a drug. A medicinal product for 
humans or animals cannot be sold in the EU unless marketing authorisation has been granted in 
accordance with Directive 2001/83/EC or Directive 2001/82/EC. Meanwhile, because of clinical 
trials and other checks, the patent protection is running but without value being generated by the 
invention. 

This situation of delay in exploitation of a patented medicine was met with a supplemental period 
of protection, first in the USA in 1984 and in Japan in 1987. In the expectation that production 
and research would not flee European shores, shoring up competitiveness with other countries or 
trading blocs extending protection to provide for delays in clinical trials, the EU responded with 
supplementary protection for up to 15 years from marketing authorisation, and up to 5 years post 
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statistics/statistics/2021/statistics.html, accessed on 12th April 2022. 
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patent, in 1992.6 This is now Regulation (EC) No 469/2009; a law which, despite its apparent 
simplicity, has caused clusters of disagreement across European judicial systems.  

An SPC is granted by the relevant office dealing with intellectual property in Member States. And 
there is the rub. You lose, say 5 years in clinical trials before getting marketing authorisation, you 
get your SPC for 15 years, and you really have your 20 years’ patent protection. Simple enough: 
you can only apply when you get your authorisation to market and you must apply within 6 months 
or you lose your chance of an SPC.7 Let’s suppose you invent a drug, lets call it Fordhamizumab 
(F*): your patent will cover that drug as a monotherapy, F*, and every drug added to it in a simple 
excipient, F* + B or C or D, whether that combination therapy is taught in the patent or not or 
whether the additional drug is in the public domain. But, according to EU law, you cannot have 
an SPC for a combination unless it is in the patent claims. Further, there is considerable confusion 
about multiple combinations. Thus, it seems, if you get an SPC for F* as a monotherapy, it is 
doubtful if you can get a second SPC for F*+B a year later. If you start off with F*+B as your first 
marketing authorisation, provided this combination is claimed in the patent, you will get an SPC 
for that product but it is dubious that, having completed further clinical trials on the next 
combination and having obtained marketing authorisation for that new combination, you may get 
an SPC for F*+D. Patent law would unequivocally grant you both because no one can exploit 
your F* drug without licence. But, moving into post patent protection of an SPC, is it different; 
and why is it different; and upon what legal basis; and what test is a national intellectual property 
office to apply? 

None of this is certain. 

The legislation 

On the face of it, the legislation couldn’t be simpler.  

Article 1 has these definitions: 

(a) ‘medicinal product’ means any substance or combination of substances presented for 
treating or preventing disease in human beings or animals and any substance or 
combination of substances which may be administered to human beings or animals 
with a view to making a medical diagnosis or to restoring, correcting or modifying 
physiological functions in humans or in animals; 

(b) ‘product’ means the active ingredient or combination of active ingredients of a 
medicinal product; 

(c) ‘basic patent’ means a patent which protects a product as such, a process to obtain a 
product or an application of a product, and which is designated by its holder for the 
purpose of the procedure for grant of a certificate; 

(d) ‘certificate’ means the supplementary protection certificate; 
(e) ‘application for an extension of the duration’ means an application for an extension of 

the duration of the certificate pursuant to Article 13(3) of this Regulation and Article 
36 of Regulation (EC) No 1901/2006 of the European Parliament and of the Council 
of 12 December 2006 on medicinal products for paediatric use (5). 
 

But where might there be a contest? Medicine is just what it says. A product means the active 
ingredient or combination and then we have the curious concept of a basic patent. Perhaps the 

 
6 Kur, Drier and Luginbuehl, European Intellectual Property Law: Text, Cases and Materials (2nd edition, Edward Elgar 
Publishing, 2019) 94-98. 
7 Article 7 of Regulation (EC) No 469/2009. 
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draftsperson was thinking that an SPC is based on a patent so used that term and the definition in 
just saying that it is the patent protecting the product or the process or the application: and that 
has to be designated in order to obtain an SPC. But the complication possibilities kick in in Article 
3 where the conditions for an SPC are set out: 

A certificate shall be granted if, in the Member State in which the application referred to 
in Article 7 is submitted and at the date of that application:  
 
(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 in accordance with Directive 2001/83/EC or Directive 2001/82/EC, as 
appropriate;  
(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. 
 

So, in the first two, you need a patent and that has to be certified for human or animal consumption 
and you get an SPC but only if there is not already an SPC for the product. Two points need 
making here. 

First, what the product is requires precise definition in the patent claims and it seems as if the 
CJEU has set its face against what is the normal situation in patent protection: F* is protected as 
a monotherapy, and so is F*+B or F*+C all the way through whatever is left of the 20 years when 
clinical trials are done and marketing authorisation has been obtained. Further, it may be just bad 
practice to leave out when teaching what F* does in the patent claims to say that F* may be used 
in combination with B, C or D (in the public domain). But, even still, once the patent is there for 
F*, no rival firm may bring out a drug consisting of it in combination with B, C or D for the 
obvious reason that this is taking away the patent holder’s exclusive right of exploitation. 

There seems to be a regime change once you pass out of the 20 years and into the possible extra 
5 years of an SPC. Unless you have taught that combination in the patent claims (F*+B or F*+C), 
meaning actually specifying them in the patent claims, then under the SPC system, you fail. And, 
it is to be wondered why; and on what legal basis?   

Second, of course in normal patent law, prior to SPC grant, you can market F* as a monotherapy 
or F*+C or + whatever in the public domain and all such are protected. But, under the SPC regime, 
it seems that you can only get one SPC. So, if in year 7 of the 20 year patent you get an SPC after 
marketing authorisation for 15 years, that brings us up to 22 years protection. If that is for the 
monotherapy F*, your patent protection extends to 2 extra years. But you can’t, it seems, in year 
18 of the 20 years, having earnestly done clinical trials and found out that F*+C will fit in an 
excipient, that it will not cross-react and that F* taken with C at the same time has synergistic 
effects, then obtain an SPC that will give the F*+C combination therapy the maximum protection 
of up to 5 years post patent. The reason? You already have had an SPC and this seems to infringe 
Article 3(c), but why? If SPCs are the extension of a patent, what has changed?  

Making a claim in the patent 

What is the purpose of the claims of the patent? Article 84 of the EPC outlines that ‘the claims 
shall define the matter for which protection is sought’. Patent claims have potentially two 
functions: first, their purpose is to clarify the scope of an invention on which patentability 
requirements can be assessed; and second, they clarify the scope of an invention in order to 
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determine whether there has been an infringement of a patent. Article 69 of the EPC states that 
‘the extent of the protection conferred by a European patent or a European patent application 
shall be determined by the claims.’8 This indicates that the claims of a patent do not simply 
introduce the invention or predict what effects the invention may have. The purpose of the claims 
is to define the scope of a patent; when asking what a patent covers, we turn to the claims. 
According to the CJEU in Teva UK and others v Gilead Sciences,9 ‘[the claims] are not to serve only as 
a guideline, nor can they be interpreted as meaning that the extent of the protection conferred by 
a patent is that defined by the narrow, literal meaning of the wording used in the claims.’10 

It is evident from the CJEU case law that, in order for a product to be covered by a patent, it does 
not need to be expressly mentioned in the claims. In Teva, the CJEU indicated that the primacy of 
the claims does not preclude an active ingredient which is given a functional definition from being 
covered by the claims of the basic patent. A product is covered by a patent for the purposes of 
obtaining an SPC if it is ‘either expressly mentioned in the claims of that patent or those claims 
relate to that product necessarily and specifically’.11 In order to determine if the claims relate to a 
product necessarily and specifically, a person skilled in the art will have regard to the description 
and drawings of the basic patent.12 The result of this is that, while the claims are fundamental for 
determining the scope of the patent, express mention in the claims of a patent is not required for 
a product to fall within that scope. In Teva itself, the claims of the patent referred to a possible 
combination of the main subject of the patent with ‘other therapeutic ingredients’; the CJEU did 
not find this information sufficient to conclude that the claims related to the combination 
specifically.13 

Express mention in the claims is not required for a product to be covered by the patent for the 
purposes of Article 3(a) but it is unclear if mere mention in the claims of a patent is enough to 
bring a product within the scope of the patent’s protection. So if F*+B is mentioned in the claims 
of the patent, is this sufficient in order to conclude that the combination is covered by the patent’s 
protection? Is more required; is it necessary for the drawings and specifications to relate to that 
product necessarily and specifically? Furthermore, the claims of the patent are evidently important 
for defining the scope of a patent, but where F*+B is not mentioned in the claims, does this mean 
that the combination cannot fall within the scope of the patent. Or is it enough that F* is the 
invention covered by the patent, and thus F* in combination with any other public domain 
medicine is also automatically within the scope of the patent’s protection? F*+B is protected by 
the original patent; does anything change when it comes to the protection offered by an SPC, or 
does an assessment of what is covered by the patent under Article 3(a) require some further step, 
some further consideration of inventiveness perhaps?  

Multiple SPCs 

CJEU case law has clarified that it is possible to have more than one SPC per patent; the grant of 
an SPC is not limited to the product which embodies the ‘core inventive advance’ of the patent.14 
So what is the law governing situations where multiple SPCs are granted in respect of the same 
patent, and how can we assess their validity? The grant of an SPC is linked to the marketing 

 
8 IIP Bulletin 2002, ‘Study on Patent Claim Interpretation’, p 96. 
9 Case C-121/17 Teva UK and Others v Gilead Sciences Inc [2018].  
10 Teva, [35].  
11 Teva, [36]. 
12 Teva, [52]. 
13 Teva, [56]. 
14 AG Hogan’s Opinion, Case C-650/17 Royalty Pharma Collection Trust v GD Searle LLC [2020] at [50] 
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authorisation obtained in respect of a product;15 thus if marketing authorisation is granted for F, 
an SPC can be obtained for F. What if a marketing authorisation is subsequently obtained in 
respect of F*+B? Can a second SPC be obtained in respect of this combination product? 

Article 3(c) indicates that an SPC is valid only if the product, which is the subject of the SPC, has 
not been the subject of an earlier SPC. What is the effect of this requirement on the validity of 
SPCs granted in respect of combination products, such as F*+B?  

In Actavis Group PTC EHV v Boehringer Ingelheim Pharma GmbH,16 “Boehringer”, the CJEU judgment 
referred to the need ‘to take into account all the interests at stake, including those of public health’ 
if multiple SPCs could be obtained based on a combination of active ingredients which do not 
constitute the subject matter of the invention covered by the basic patent.17 The courts have 
attempted, in their interpretation of the Regulation, to balance two competing interests: the need 
to encourage innovation in Europe by having an SPC system which compensates patent holders 
for extensive research and innovation, balanced against the interests of public health in limiting 
monopolies on drugs. The Regulation is meant to help strike the balance, but at the moment it is 
unclear what effect Article 3(c) is meant to have in this respect, and does it prevent the granting 
of a subsequent SPC for a combination product? The reasoning of the CJEU is worth quoting, 
most especially as some may feel that the apodictic strays close to the realms of policy: 

33      It should be recalled in that regard, first, that it is possible, in principle, on the basis 
of a patent which protects several different ‘products’, to obtain several SPCs in relation 
to each of those different products, provided, inter alia, that each of those products is 
‘protected’ as such by that ‘basic patent’ within the meaning of Article 3(a) of Regulation 
No 469/2009, in conjunction with Article 1(b) and (c) of that regulation (see, to that effect, 
judgments in Actavis Group PTC and Actavis UK, C‑443/12, EU:C:2013:833, paragraph 
29, and Georgetown University, C‑484/12, EU:C:2013:828, paragraph 30). 

34      Second, it should be noted that, according to recitals 4, 5 and 9 in the preamble to 
Directive No 469/2009, the SPC is designed to re-establish a sufficient period of effective 
protection of a basic patent by permitting the holder to enjoy an additional period of 
exclusivity on the expiry of his patent, which is intended to compensate, at least in part, 
for the delay to the commercial exploitation of his invention by reason of the time which 
has elapsed between the date on which the application for that patent was filed and the 
date on which the first marketing authorisation in the European Union was granted (see, 
to that effect, judgment in Actavis Group PTC and Actavis UK, C‑443/12, 
EU:C:2013:833, paragraph 31 and the case-law cited). 

35      However, the Court has also held that the objective pursued by Regulation No 
469/2009 is not to compensate the holder fully for the delay to the marketing of his 
invention or to compensate for such delay in connection with the marketing of that 
invention in all its possible commercial forms, including in the form of combinations based 
on the same active ingredient (see, to that effect, judgment in Actavis Group PTC and 
Actavis UK, EU:C:2013:833, paragraph 40). 

36      In the light of the need, referred to, inter alia, in recital 10 in the preamble to 
Regulation No 469/2009, to take into account all the interests at stake, including those of 

 
15 Article 4 of Regulation (EC) No. 469/2009. 
16 Case C-577/13 Actavis Group PTC EHV v Boehringer Ingelheim Pharma GmbH [2015]. 
17 Boehringer, [36]. 
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public health, if it were accepted that all subsequent marketing of an active ingredient in 
conjunction with an unlimited number of other active ingredients which do not constitute 
the subject-matter of the invention covered by the basic patent would confer entitlement 
to multiple SPCs, that would be contrary to the requirement to balance the interests of the 
pharmaceutical industry and those of public health as regards the encouragement of 
research within the European Union by the use of SPCs (see, to that effect, judgment in 
Actavis Group PTC and Actavis UK, EU:C:2013:833, paragraph 41). 

Conflicts in interpretation within the EU judicial system 

On the issue of what the patent teaches, on the EU law necessity for SPCs only to be granted 
where there is an express claim in the patent, the Court of Appeal of England and Wales expressed 
some sense of confusion when Teva UK Limited v Gilead Sciences Inc returned subsequent to the 
decision of the CJEU. In the High Court,18 Arnold J at [37] had expressed some difficulty in 
interpreting the judgment of the CJEU but concluded that the “the combination must be one that 
the skilled person would understand, on the basis of the description and drawings and their 
common general knowledge, to embody the technical contribution made by the patent”. Thus, if 
F*+C was not expressly in the claims, the person skilled in the art would be like the officious 
bystander in contract law and say: of course that is part of what I would understand. On appeal, 
[2019] EWCA Civ 2272, upholding the decision of the High Court judge, Floyd LJ came to a 
different conclusion on this issue. At [74], he stated: 
 

I do not think that by using the term "fall under the invention covered by the patent" the 
court is intending to refer to the inventive advance or technical contribution of the patent. 
The court has definitely set its face against the introduction of such a test. Although there 
is no reference to it in the reasoning of the court in the reference in this case, the retention 
of such a test would be inconsistent with the proposition in paragraph [37] of the court's 
judgment. That paragraph states that express mention of the active ingredient in the claim 
is enough. Express mention in a claim says nothing about whether the added ingredient 
forms part of the inventive advance. Moreover, the opinion of Advocate General Wathelet 
in that case and (since [the judgment of the High Court of England & Wales]) that of 
Advocate General Hogan in Sandoz v. Searle), both roundly reject such a test. Whatever 
might be said for it from a policy point of view, it must now be regarded as wrong.  
 

40. That observation was itself the subject of consideration in the judgment of the Court of Appeal 
in Merck Sharp and Dohme v Clonmel Healthcare.19 At [81] Costello J observed that: 
 

Floyd L.J. was of the view that the term “fall under the invention covered by the patent” 
rules out any consideration of the “inventive advance” in the patent as the CJEU rejected 
the core inventive advance test and any such consideration is inconsistent with the express 
wording in para. 37 of the court’s judgment. He was of the view that para. 37 states that 
express mention of the active ingredient in the claim is sufficient to satisfy the requirements 
of Article 3(a). As I have sought to illustrate above, I do not believe that this is, in fact, the 
case. I read the judgment of the CJEU in the opposite sense. In my judgment, the court 
establishes a “fall under the invention covered by the patent test” and it requires the 
national court to assess the invention of the patent by reference to the description and 
drawings of the basic patent. I agree with Floyd L.J. that express mention in a claim says 
nothing about whether the added ingredient formed part of the inventive advance. It is 
precisely because I agree with him on this point and I disagree that the CJEU has ruled out 

 
18 [2018] EWHC 2416 (Pat). 
19 [2022] IESC 11. 
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any assessment of the invention covered by the patent, that I disagree with his conclusion 
that para. 37 results in the conclusion that the phrase “falling under the invention covered 
by the patent” prohibits the national court from engaging in an assessment of the invention 
covered by the patent. 
 

This, perhaps, illustrates not so much that CJEU judgments are hard to read but that concepts 
have come and gone and left ‘a glass darkly’ in their wake. Certainty is better perhaps; if achievable 
in such a complex area. The High Court of England and Wales, the Court of Appeal of England 
and Wales and the Court of Appeal of Ireland have all taken differing views as to the interpretation 
of the judgment of the ECJ in Teva v Gilead. It might perhaps be argued that at [57] of the judgment 
of Teva, read in the light of the entire judgment, what is expressed is that Article 3(a) is satisfied in 
the case of a combination product where that product is expressly mentioned in the claims of the 
basic patent, (we claim that F* as a monotherapy or as a combination with B, C, or D, will have a 
positive effect on the condition N) or if not expressly mentioned, the claims relate necessarily and 
by inescapable inference to that combination. In considering whether claims so relate to a 
combination not expressly mentioned in the claims, it may be necessary to establish that the 
combination of the active ingredients must necessarily, and in the light of the descriptions and 
drawings of the patent, fall under the invention covered by that patent, and that each of the active 
ingredients must be specifically identifiable in the light of all the information disclosed by that 
patent. Is this a possible interpretation? In that way, the reference to “fall under the invention 
covered by that patent” may not involve any consideration of inventiveness but, rather, could it 
merely be a way of considering whether, if there is in an application for an SPC, any combination 
of active ingredients not expressly mentioned in the claims is nevertheless necessarily and 
specifically covered and protected by the patent? The other side of that argument might be that at 
[57] the CJEU has perhaps laid down a general test requiring a court looking to a claim that an 
SPC was wrongly granted under Article 3 of the Regulation to consider whether the combination 
product falls under the invention covered by the patent, which in turn requires an assessment of 
the invention covered by the patent. Is that an administrative or judicial task, given that an SPC is 
to be granted by a national intellectual property office? 
 
The attitude of European courts 

The courts of two European countries, Belgium (in the Brussels Enterprise Court) and Portugal 
(in the Supreme Court of Justice), have deemed a second SPC for a combination therapy that was 
granted after an SPC for a monotherapy to be valid. In the Czech Republic, proceedings in the 
City Court in Prague regarding the infringement of such an SPC are pending but the Intellectual 
Property Office and the Industrial Property Office have deemed that kind of SPC valid according 
to their interpretation of Articles 3(a) and 3(c). The two SPCs which are the subject of the dispute 
in the Czech Republic from those at issue in the referred case of Merck v Clonmel in Ireland.20  
 
In Greece, at first-instance decision, the validity of a second SPC for a combination was not 
addressed but the subsequent SPC was successfully used in infringement proceedings brought on 
the basis of the disputed SPC.  
 
In Italy, a decision as to the validity of that same disputed SPC is pending, but there have been 
four opinions issued by court appointed experts to the effect that the SPC is valid under Articles 
3(a), 3(c), and 3(d).  
 

 
20 [2022] IESC 11. 
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In France, in the Cour d’appel de Paris, the disputed SPC was deemed invalid on the basis of both 
Articles 3(a) and 3(c).21 There the Court interpreted the patent as containing only one invention, 
namely the drug ezetimibe; the combination with simvastatin could not be regarded as another 
invention covered by the patent. Is this the application of traditional patent law whereby an SPC 
simply continues the protection that would otherwise hold during the 20 years of the patent: 
meaning that an SPC simply extends the life of that protection? With regards Article 3(c), the Court 
held that where the holder of the patent has already obtained an SPC for an active ingredient 
entitling them to oppose the use of that active ingredient, alone or in combination, this article must 
preclude them from obtaining another SPC in respect of the combination of ezetimibe with 
simvastatin. There is an appeal pending in the Cour de cassation on this matter. In its appeal to 
the French Cour de cassation, it appears that the patent holder contends that a reference to the 
CJEU is necessary on the question of whether its SPC for a later combination product is valid. 
The opposing party in that case took the view that a reference was unnecessary. In the event that 
the Court decides that the issue is to be referred, both parties have submitted questions which, in 
their view, should form the content of the reference. The patent holder has submitted five 
questions: whether explicit mention of a product in the claims is enough for it to be protected by 
the patent; if negative, what criteria must be met for the product to be covered; should the same 
or a different definition of product be used for the purposes of Articles 3(a) and 3(c); if the same, 
is it possible to obtain the issuance of an SPC for the combination; and, finally, does the issuance 
of an SPC for the combination depend on whether or not the second active ingredient is the first 
compound in its therapeutic class for which a marketing authorisation was obtained, for instance, 
would it be relevant to the validity of the second SPC, where the second SPC concerned the 
combination of drug A with simvastatin, that such was the first SPC for a combination of drug A 
with any statin? The opposing party, proposes two questions: the first relating to Article 3(c) and 
whether or not the patent holder might obtain an SPC for drug A, the patented drug, on its own 
as well as an SPC for A, the patented drug, combined with B, a drug in the public domain; are 
those the same invention for the purposes of this article? Another question relates to Article 3(d). 
 
In Germany’s Federal Patent Court, and in Spain, the disputed SPC in monotherapy SPC followed 
by a combination SPC was deemed invalid on the basis of Article 3(c), with no decision given as 
to its validity under Article 3(a). 
 
In Austria, a decision on the validity of the SPC is pending before the Commercial Court of Vienna. 
 
The Market Court of Finland has also submitted a reference to the CJEU regarding the validity of 
SPCs: different products to the ezetimibe monotherapy and ezetimibe + simvastatin litigation.22  
 

The questions asked by Ireland 

The background to the questions referred in February 2022 by the Supreme Court of the Irish 
Republic is that of a monotherapy SPC followed by the national patent office also allowing a later 
SPC for a combination therapy. The story goes as follows. MSD was the patent holder of a patent 
in respect of ezetimibe, a drug which absorbs cholesterol into the bloodstream at the borders of 
the intestinal villus in the small intestine. The patent had been granted on 19 May 1992. Subsequent 
to marketing authorisation being obtained for ezetimibe as a monotherapy, MSD obtained an SPC 
in respect of it. The claims of the patent referred to combining ezetimibe with a statin, such as 
simvastatin, a public domain drug that enhances liver function with regard to reducing low-density 

 
21 Cour d’appel de Paris, pôle 5 chambre 2, February 14, 2020, SAS Mylan v Merck Sharp & Dohme Corp. & SAS MSD 
France. 
22 Reference Dnro 2020/411 
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lipoproteins in the blood. MSD obtained marketing authorisation for a combination of ezetimibe 
and simvastatin and was granted an SPC in respect of it. Clonmel Healthcare Ltd launched a 
competing drug during the lifetime of the combination SPC but after the expiry of the first SPC. 
In response to infringement proceedings, Clonmel argued that the second SPC was invalid. The 
case before the Supreme Court focused on the combination SPCs potential invalidity under 
Articles 3(a) and 3(c) of the Regulation. The Supreme Court, in concluding that the law was not 
acte clair, sent the following questions as part of the Preliminary Reference Procedure to the CJEU: 

1. (a)  For the purpose of the grant of a supplementary protection certificate, and for the 
validity of that SPC in law, under Article 3(a) of Regulation (EC) No 469/2009 concerning 
the supplementary protection certificate for medicinal products [2009] OJ L152/1, does it 
suffice that the product for which the SPC is granted is expressly identified  in the patent 
claims, and covered by it; or is it necessary for the grant of an SPC that the patent holder, 
who has been granted a marketing authorisation, also demonstrate novelty or inventiveness 
or that the product falls within a narrower concept described as the invention covered by 
the patent? 

1. (b) If the latter, the invention covered by the patent, what must be established by the 
patent holder and marketing authorisation holder to obtain a valid SPC ?  

2. Where, as in this case, the patent is for a particular drug, ezetimibe, and the claims in the 
patent teach that the application in human medicine may be for the use of that drug alone 
or in combination with another drug, here, simvastatin, a drug in the public domain, can 
an SPC be granted under Article 3(a) of the Regulation only for a product comprising 
ezetimibe, a monotherapy, or can an SPC also be granted for any or all of the combination 
products identified in the claims in the patent? 

3. Where a monotherapy, drug A, in this case ezetimibe, is granted an SPC, or any 
combination therapy is first granted an SPC for drugs A and B as a combination therapy, 
which are part of the claims in the patent, though only drug A is itself novel and thus 
patented, with other drugs being already known or in the public domain; is the grant of an 
SPC limited to the first marketing of either that monotherapy of drug A or that first 
combination therapy granted an SPC, A+B, so that, following that first grant, there cannot 
be a second or third grant of an SPC for the monotherapy or any combination therapy 
apart from that first combination granted an SPC? 

4. If the claims of a patent cover both a single novel molecule and a combination of that 
molecule with an existing and known drug, perhaps in the public domain, or several such 
claims for a combination, does Article 3(c) of the Regulation limit the grant of an SPC; 

(a) only to the single molecule if marketed as a product  ; 

(b) the first marketing of a product covered by the  patent whether this is the monotherapy 
of the drug covered by the basic patent in force or the first combination therapy, or 

(c) either (a) or (b) at the election of the patentee irrespective of the date of market 
authorisation? 

And if any of the above, why? 
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The questions asked by Finland 

Here the questions referred, also in early 2022, are as follows: 

1. What criteria must be applied to resolve when a supplementary protection certificate has 
not yet been issued for a product within the meaning of Article 3(c) of Regulation (EC) 
No 469/2009 of the European Parliament and of the Council of 6th of May 2009 
(Supplementary Protection Certificate Regulation)? 

2. In particular, in relation to the first question above, should, and if so, in what way should, 
the assessment of the precondition of Article 3(c) of the Supplementary Protection 
Certificate Regulation be considered to differ from the assessment of the precondition of 
Article 3(a) of the Supplemental Protection Certificate Regulation? 

3. Further, in relation to the first question referred to above, should, and if so in what way 
should, the rulings of the Court of Justice of the European Union in Case C-121/17 and 
Case C-650/17 regarding the interpretation of Article 3(a) of the Supplementary Protection 
Certificate Regulation be considered relevant in the assessment of the precondition of 
Article 3(c) of the Supplementary Protection Certificate Regulation? In this regard, 
particular attention is attached to what the rulings regarding Article 3(a) of the 
Supplemental Protection Certificate Regulation state about: 

- the significance of the patent claims, and 

- assessment of the matter in the light of the point of view of a person skilled in the 
art and the point in time of the drawing up of the application for obtaining the basic patent 
or its technical state at the point in time establishing its priority. 

4. In relation to the first question above, are the concepts of the basic patent’s “core of the 
invention”, “centrally important inventive subject-matter” and/or “subject-matter of the 
invention” of relevance as regards the interpretation of Article 3(c) of the Supplementary 
Protection Certificate Regulation, and further, if one or all of these concepts are of 
relevance for the interpretation of Article 3(c) of the Supplementary Protection Certificate 
Regulation, then how should these concepts be understood as regards the interpretation 
of Article 3(c) of the Supplementary Protection Certificate Regulation? In regard to the 
latter, we wish to separately ask whether there is, and if there is in what way, some 
difference in the application of the said concepts, whether the matter in question involves 
a product consisting of a single active ingredient (a so-called mono-product) or whether it 
involves a product consisting of a combination of active ingredients (a so-called 
combination product). Furthermore, we wish ask how the latter question should be 
assessed in a situation where the basic patent contains, on the one hand, a patent claim for 
a mono-product and, on the other hand, a patent claim for a combination product, the 
latter patent claim applying to active ingredients in a combination comprised of an active 
ingredient applying to a mono product and, in addition, of one or more active ingredients 
belonging to a prior art level of technology? 

Where is this going? 

Firstly, the questions asked by Ireland and Finland at least gives the opportunity to the CJEU to 
give a final and encompassing ruling that will benefit the patent community throughout Europe. 
Fundamentally, it must be remembered that patent law throughout the EU is national. While 
influenced, markedly it must be conceded, by the European Patent Convention, there has been no 



11 
 

harmonising measure applying to all Member States or acceded to by others in the European 
Economic Area. Hence, while there is a common duration to patents, 20 years, a policy 
compromise enabling exploitation through monopoly but only for a limited time, the grant of a 
patent is subject to national rules. While these differ little, if at all, as to applicability in industry, 
prior art and inventiveness, and may be predicted to differ not at all once the European Patent 
Court is in full swing in Paris, what needs to be realised is that adding 25% to the life of a patent 
through European Union legislation has been a huge move. 
 
What may be wondered, secondly, is that since the Regulation says nothing about core concepts 
in patent law, and seems to be merely an administrative step consequent upon delay in obtaining 
a certificate because medicines need extensive clinical trials, there may be a pull towards turning 
that step into something akin to a new intellectual test; core inventive advance, for instance. Is 
there legal justification for the creation of a new form of patent law in the extra 25% potentially 
granted by an SPC? Perhaps that is the core question. The Regulation itself does not say anything 
expressly or otherwise about the number of SPCs that may be granted in respect of products 
covered by a patent. What is required is that medicines for humans and animals have passed clinical 
trials and thus achieved marketing authorisations. Nor is there in the Regulation itself any 
limitation on such SPCs. If such a limitation is to be found in the Regulation, it is, pending a 
definitive ruling, difficult to see how the Regulation itself elucidates how it is to be defined and 
applied. Here, the core example is in limiting the number of SPCs, and if so how, and by reference 
to what criteria.  
 
Also absent from the Regulation is any reference to, or requirement for, any inventive step. This 
should not surprise since that is the fundamental condition for granting a patent and if an SPC is 
an administrative step, the criteria for any national intellectual patent office scrutinising whether 
or not to grant an SPC is absent. What is the test. Could it be core inventive step? That is a matter 
for national patent law. On a straightforward reading of Article 3 what the Regulation requires 
simple: the product must be one which has been the subject of a first marketing authorisation 
under Directives 2001/83/EC or 2001/82/EC; must be protected by a basic patent in force; and 
have not already been the subject of an SPC. It is perhaps inevitable that where various cases have 
been come before the CJEU with slightly different facts, the rulings may not necessarily cohere 
into an overarching principle. In the area of SPCs, the case law has not always been easy to 
navigate. The Teva decision is comprehensible given the facts of that case, but applying that 
decision to a case with different facts may be where the problem lies. To aid this, if the CJEU is 
not definitive in ruling on the Irish and Finnish cases, it would perhaps be beneficial to amend the 
Regulation itself with a view to clarifying the questions raised in this paper concerning the validity 
of SPCs for combination products.  
 


