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A. THE LEGAL CONTEXT 

EU law 

1. Council Regulation (EC) No 469/2009 of the European Parliament and of the 

Council of 6 May 2009 concerning the supplementary protection certificate for 

medicinal products (OJ 2009, L 152, p. 1) ("the Regulation") codifies Council 

Regulation (EEC) No. 1768/92 of 18 June 1992 concerning the creation of a 

supplementary protection certificate for medicinal products (OJ 1992, L 182, p. 1). 

2. The second to tenth recitals of the Regulation provide: 

(2) Pharmaceutical research plays a decisive role in the continuing improvement in 

public health. 

(3) Medicinal products, especially those that are the result of long, costly research 

will not continue to be developed in the Community and in Europe unless they are 

covered by favourable rules that provide for sufficient protection to encourage such 

research. 

(4) At the moment, the period that elapses between the filing of an application for a 

patent for a new medicinal product and authorisation to place the medicinal 

product on the market maL·s the period of effective protection under the patent 

insufficient to cover the investment put into the research. 

(5) This situation leads to a lack of protection which penalises pharmaceutical 

research. 

(6) There exists a risk of research centres situated in the Member States relocating 

to countries that offer greater protection. 

(7) A uniform solution at Community level should be provided for, thereby 

preventing the heterogeneous development of national laws leading to further 

disparities which would be likely to create obstacles to the free movement of 

medicinal products within the Community and thus directly affect the functioning of 

the internal market. 



(8) Therefore, the provision of a supplementary protection certificate granted, 

under the same conditions, by each of the Member States at the request of the holder 

of a national or European patent relating to a medicinal product for which 

marfating authorisation has been granted is necessary. A regulation is therefore the 

most appropriate legal instrument. 

(9) The duration of the protection granted by the certificate should be such as to 

provide adequate effective protection. For this purpose, 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 

authorisation to be placed on the market in the Community. 

(10) All the interests at stake, including those of public health, in a sector as 

complex and sensitive as the pharmaceutical sector should nevertheless be taL·n 

into account. For this purpose, the certificate cannot be granted for a period 

exceeding five years. The protection granted should furthermore be strictly confined 

to the product which obtained authorisation to be placed on the market as a 

medicinal product. 

3. Article 1 of the Regulation provides: 

"Definitions 

For the purposes of this Regulation, the following definitions shall apply: 

(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; 

[...]"■ 

4. Article 3 of the Regulation provides: 

"Conditions for obtaining a certificate 

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 ofthat 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. ". 

5. Article 4 of the Regulation provides: 

"Subject matter of protection 

Within the limits of the protection conferred by the basic patent, the protection 

conferred by a certificate shall extend only to the product covered by the 

authorisation to place the corresponding medicinal product on the market and for 

any use of the product as a medicinal product that has been authorised before the 

expiry of the certificate. ". 

6. Article 13 of the Regulation provides: 

"Duration of the certificate 

1. The certificate shall take effect at the end of the lawful term of the basic patent for 

a period equal to the period which elapsed between the date on which the 

application for a basic patent was lodged and the date of the first authorisation to 

place the product on the market in the Community, reduced by a period of five 

years. 



[...] 

В. THE MAIN PROCEEDINGS AND THE REFERENCE FOR A PRELIMINARY RULING 
7. This case concerns an application by Medeva BV ("Medeva") for five 

supplementary protection certificates ("SPCs") filed on 17 April 2009. In a decision 

of 16 November 2009, the Comptroller General of Patents ("the Comptroller") 

refused to grant the SPCs. 

8. Medeva appealed the decision of the Comptroller in the court of first instance, the 

Chancery Division of the High Court of England and Wales ("the High Court"). In 

its judgment of 27 January 2010, the High Court confirmed the decision of the 

Comptroller. 

9. Medeva subsequently appealed to the Court of Appeal (England & Wales) (Civil 

Division) ("the Referring Court") which issued an order on 24 June 2010 that it was 

making a reference to the Court of Justice for a preliminary ruling in accordance 

with Article 267 TFEU and that the present proceedings be stayed pending the 

ruling of the Court of Justice. 

Basic patent 

10. On 20 April 1990, Medeva applied for a European patent (EP 1666057) ("the 

Patent") for a method of making a vaccine against whooping cough through the 

combination of two active ingredients, pertactin and filamentous haemagglutinin 

antigen ("FHA"). The Patent was granted on 18 February 2009 and came to expire 

on 25 April 2010, that is to say, just over a year after it was granted. The claims 

pertaining to the Patent (i.e. the scope of what is protected by the Patent) are set out 

in paragraphs 22-24 and 45 of the Order for Reference. 

Marketing authorisation 

11. After applying for the Patent, Medeva had obtained authorisations to market five 

forms of vaccine in the UK for which it then sought supplementary protection. The 

first authorised vaccine was launched in 1996. It was a multi-disease vaccine and 

not only contained the combination of pertactin and FHA to be effective against 

whooping cough, but also contained additional active ingredients to be effective 

against diphtheria and tetanus. A further four vaccines were developed all 



containing additional active ingredients to those claimed in the Patent, so as to be 

effective against further diseases. 

Applications for supplementary protection certificates 

12. After the grant of the Patent but prior to its expiry, Medeva applied for SPCs for the 

five aforementioned multi-disease vaccines. The Referring Court describes the 

vaccines and the particular antigens which are the subject of the Patent (namely 

pertactin and FHA) at paragraph 25 of the Order for Reference. 

13. However, of five applications (SPC/GB 09/15 to 09/19), four of the applications 

(SPC/GB 09/15, 09/16, 09/17 and 09/19) sought SPCs for vaccines which contained 

additional active ingredients than those that were the subject of the Patent. 

Although the fifth application (SPC/GB 09/18) sought an SPC only for the two 

active ingredients which were the subject of the Patent, the marketing authorising it 

relied on was for a multi-disease vaccine which, again, contained additional active 

ingredients. 

14. The five applications are summarised in the Order for Reference (paragraphs 3-6). 

In addition, the combination of active ingredients sought to be protected in each 

application and the combination of active ingredients approved by the relevant 

marking authorisation are set out in the table in Appendix I of the Order for 

Reference. In the Referring Court's summary of the applications, it is not in dispute 

that in the case of applications SPC/GB 09/15, 09/16, 09/17 and 09/19, there are 

more active components or ingredients than those used in the method which is the 

subject matter of the basis patent. In the case of application SPC/GB 09/18, although 

the active components or ingredients were restricted to those used in the method 

described in the Patent, the marketing authorisation was not limited to a product 

containing those active ingredients alone but included others as set out in the 

Appendix to the Order for Reference. 

The Comptroller's Decision 

15. The Comptroller refused all five SPC applications. Four applications (SPC/GB 

09/15, 09/16, 09/17 and 09/19) were refused by the Comptroller on the grounds that 

the combination of active ingredients for which the SPCs were sought contained 

additional active ingredients to those protected by the Patent and, therefore, did not 

satisfy the condition set out in Article 3(a) of the Regulation that "the product is 



protected by a basic patent in force". The remaining application (SPC/GB 09/18) 

was refused by the Comptroller on the grounds that the combination of active 

ingredients specified in the marketing authorisation contained additional active 

ingredients to those specified in the SPC application and, therefore, did not 

constitute "a valid authorisation to place the product on the market as a medicinal 

product" as required by Article 3(b) of the Regulation. 

Medeva's appeal to the High Court and the Referring Court 

16. Medeva's appeal is based broadly on two main grounds. First, that the vaccines in 

question are a combination vaccine which is a medicinal product which comprises a 

group of active ingredients directed at multiple diseases and as such Medeva claims 

the product is protected by the Patent within the meaning of Article 3(a). Second, 

that the implementation of the invention by Medeva in the form of combination 

vaccines directed at multiple diseases has been driven by national health policy, and 

unless vaccines are treated as a special case, Medeva will be deprived of any 

opportunity to secure an SPC in respect of any product covered by the Patent. See in 

this respect, paragraph 27 of the judgment of the High Court [2010] EWHC 68 

(Pat). 

17. The Referring Court also notes the considerable investment required to develop 

vaccines but also the unique considerations that apply to their marketing especially 

in the case of paediatric vaccines. The Referring Court further observes that as the 

market is essentially determined by the government's vaccination policy, there many 

not be a market for the patented vaccine if provided on its own, and the research 

costs may not be recovered before expiry of the basis patent (paragraph 28 of the 

Order for Reference). 

The Comptroller's position on appeal 

18. Both in the High Court and before the Referring Court, the Comptroller maintains 

that in accordance with this Court's own case law, the principle of what is protected 

is a matter of national law; that has been interpreted by the UK courts as the active 

ingredients which are protected by the patent in question i.e. what has been specified 

in the claim for the basic patent. This is fundamental to the SPC regime which in the 

view of the Comptroller is designed to extend a patent monopoly only in respect of 

an active ingredient(s) for which it has taken time to obtain a marketing 

authorisation. 



C. THE QUESTIONS REFERRED 

19. The questions of the Referring Court are as follows: 

On Article 3(a) 

1. Regulation 469/2009 (the Regulation) recognises amongst the other purposes 
identified in the recitals, the need for the grant of an SPC by each of the Member 
States of the Community to holders of national or European patents to be under the 
same conditions, as indicated in recitals 7 and 8, In the absence of Community 
harmonisation of patent law, what is meant in Article 3(a) of the Regulation by "the 
product is protected by a basic patent in force" and what are the criteria for 
deciding this? 

2. In a case like the present one involving a medicinal product comprising more 
than one active ingredient, are there further or different criteria for determining 
whether or not "the product is protected by a basic patent" according to Article 3(a) 
of the Regulation and, if so, what are those further or different criteria? 

3. In a case like the present one involving a multi-disease vaccine, are there further 
or different criteria for determining whether or not "the product is protected by a 
basic patent" according to Article 3(a) of the Regulation and, if so, what are those 
further or different criteria? 

4. For the purposes of Article 3(a), is a multi-disease vaccine comprising multiple 
antigens "protected by a basic patent" if one antigen of the vaccine is "protected by 
the basic patent in force"? 

5. For the purposes of Article 3(a), is a multi-disease vaccine comprising multiple 
antigens "protected by a basic patent" ifall antigens directed against one disease 
are "protected by the basic patent in force"? 

On Article 3(b) 

6. Does the SPC Regulation and, in particular, Article 3(b), permit the grant of a 
Supplementary Protection Certificate for a single active ingredient or combination 
of active ingredients where: 

(a) a basic patent in force protects the single active ingredient or combination of 
active ingredients within the meaning of Article 3(a) of the SPC Regulation; and 

(b) a medicinal product containing the single active ingredient or combination of 
active ingredients together with one or more other active ingredients is the 
subject of a valid authorisation granted in accordance with Directive 2001/83/EC 
or 2001/82/EC which is the first marketing authorization that places the single 
active ingredient or combination of active ingredients on the market? 



D. ANALYSIS OF THE QUESTIONS REFERRED FOR A PRELIMINARY RULING 

Legal Analysis 

20. The Referring Court has doubts as to whether this Court's previous jurisprudence on 

SPCs, in particular as set out in Farmitalia Carlo Erba Srl's Supplementary 

Protection Certificate (Case C-392/97 ECR 1999,1-5553 ) ("Farmitalia") allows the 

Referring Court to properly adjudicate on these particular SPCs. In particular, the 

Referring Court notes the High Court's observation that this Court had not yet had 

an opportunity to consider how the requirements of the Regulation are to be 

interpreted in the case of a medicinal product consisting of a combination of active 

ingredients where only one is claimed in a basic patent (Paragraphs 9, 14 and 31 of 

the Order for Reference). 

21. According to the Referring Court, there is a divergent approach between the courts 

of Member States as to the proper interpretation of Article 3(a) of the Regulation. In 

the United Kingdom, there is a particular line of judgments where the courts 

consider that certain issues are not acte clair. Moreover, the issue continues to arise 

in national proceedings notwithstanding the judgment in Farmitalia. 

22. With regard to Questions 1 to 5, the Referring Court is faced with the situation 

where the Patent does not cover all the active ingredients contained in the multi-

disease vaccine covered by the marketing authorisation in question, while Medeva 

seeks an SPC which would extend to all the active ingredients contained in the 

products in question (i.e. the multi-disease vaccine). There is, hence, a mismatch 

between the subject of the underlying patent on the one hand and the subject of the 

marketing authorisation and the scope of the SPC applications on the other 

(paragraph 43 of the Order for Reference). 

Article 3 of the Regulation- conditions for obtaining a certificate 

23. As an initial remark, the Commission would like to point out that the conditions set 

out in Article 3(a), (b), (c) and (d) of the Regulation are cumulative. Therefore, 

failure to satisfy or meet any one of the conditions means that an application for a 

certifícate which is made under Article 7 of the Regulation will not qualify for grant 

of an SPC even where the other conditions of Article 3 are satisfied. 
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First Question 

24. By its First Question, the Referring Court seeks essentially to ascertain whether the 

Regulation provides any guidance regarding the interpretation of the terms "the 

product [...] protected by a basic patent in force" in Article 3(a) of the Regulation. 

25. In Farmitalia, the Court held that "in the absence of Community harmonisation of 

patent law, the extent of patent protection can be determined only in the light of the 

non-Community rules which govern patents. [...] [I]n order to determine, in 

connection with the application of Regulation No 1768/92 and, in particular, Article 

3(a) thereof, whether a product is protected by a basic patent, reference must be 

made to the rules which govern that patent" (paragraphs 27 and 29 of the judgment 

in Farmitalia). 

26. The Commission submits that the text of the Regulation should be construed in the 

context in which it occurs and the objectives pursued by the rules of which it forms 

part. Accordingly, Article 3(a), read in conjunction with Article 4 of the Regulation, 

would allow for an interpretation which enables the national court to determine, in 

accordance with national law (or the European Patent Convention of 5 October 1973 

("EPC")), whether a product is protected by a basic patent for the purposes of 

granting an SPC. (See recently C-162/09 Lassai ECR 2010, 1-0000, paragraph 49 

confirming this as the correct approach to the interpretation of EU law). 

27. The national court is required to determine precisely whether the "product" (as 

defined in Article 1(b) of the Regulation) in question is protected by the "basic 

patent" (as defined in Article 1(c) of the Regulation). In the view of the 

Commission, this is what is at issue and not which forms of commercial use would 

infringe the patent ("infringement test"). 

28. In the main proceedings, Medeva has argued that the purpose of the Regulation 

would suggest a broader interpretation of "product [...] protected by a basic patent 

in force", namely one that relies on the infringement test. This would be on the basis 

that Medeva could not reap the benefits of its research until the marketing 

authorisation covering the multi-disease vaccine in question was obtained. 
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Wording of Ariiele 3(a) of the Regulation 

29. Article 3(a) of the Regulation uses the words "protected by" which infer a direct 

correlation between the product and the scope or extent of protection provided by 

the rules which govern the patent. A literal reading of the provision, therefore, 

indicates that the national authority or court must identify the active ingredient(s) 

protected by the patent when interpreting the patent according to its national law (or 

the EPC). The wording of Article 3(a) of the Regulation does not call upon the 

national authority or court to determine which commercial uses by third parties the 

patent holder could prohibit. The distinction is a subtle one as the two questions are 

closely related, but the main proceedings and the opposing approaches advocated by 

Medeva, on the one hand, and the Comptroller, on the other, show that a distinction 

can be drawn and that it is an important one. 

Objective of the rules of which Article 3(a) of the Regulation forms part 

30. This analysis would also fit with a purposive interpretation of Article 3(a) of the 

Regulation. As recitals 2 to 8 in the preamble to the Regulation show, SPCs are 

designed to provide an extended period of protection for an invention where the 

patent holder has been unable to exploit the patent as a result of the length of time 

required for obtaining market authorisation as medicinal products. The extension of 

a monopoly right is justified solely by the delay in commercialising the finits of 

research that an applicant invested and which were significant enough to merit the 

grant of a patent. In particular, the fourth recital in the preamble to the Regulation 

indicates that it is intended to give the patent holder of a national or European patent 

more time to recoup this specific investment. 

31. The Regulation is, however, not intended to give the patent holder rights over 

products in the invention of which he has not invested and for which he holds no 

patent. This interpretation is supported by §39 of the Explanatory Memorandum 

(COM(90) 101 final) accompanying the Commission's proposal of the regulation 

codified by the Regulation ("the Explanatory Memorandum"). In relation to the 

scope of protection offered by an SPC in what is now Article 4 of the Regulation, 

the Explanatory Memorandum states: "If the basic patent protects a compound x, 

where the product authorized consists of a combination of compound x and another 
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active ingredient only compound x will be protected by the certificate" (emphasis 

added). 

32. Accordingly, and consistent with the intention of the legislature, Article 4 of the 

Regulation provides that the subject matter of protection of an SPC is circumscribed 

"within the limits of the protection conferred by the basic patent." It follows that 

where a national court or authority is called to determine whether a product is 

protected by a basic patent for the purposes of Article 3(a), the national rules to 

which it should refer in accordance with this Court's judgment in Farmitalia are 

those which determine the scope of protection of the grant and not an infringing use 

of the patent. 

33. If the relevant test under Article 3(a) were otherwise and, in particular, if the test 

was whether the basic patent allows an applicant to prohibit the marketing of the 

medicinal product covered by the marketing authorisation relied on by the applicant 

for the purposes of Article 3(b) of the Regulation, the objective of the legislature 

would not be attained. 

34. To prevent unmerited protection which is not justified by the research the 

Regulation intends to stimulate, the Court has pointed out in MIT that the term 

"product" requires a strict interpretation (Case C-431/04 MIT, ECR 2006 1-4089 

paragraphs 17-23; confirmed in C-202/05 Yissum ECR 2007 1-2839 paragraph 17). 

It is submitted that the terms "product [...] protected by a basic patent in force" 

should be strictly construed for the very same reasons, to the extent they are 

harmonised by the Regulation. 

35. The Commission considers that the wording of Article 3(a) of the Regulation 

adequately reflects its objective and that there is, hence, no reason to depart from a 

literal interpretation. Therefore, the Commission submits that the only relevant test 

which would meet the intention of the legislature and satisfy the wording of Article 

3(a) is whether the active ingredient(s) ofthat product is/are protected by the basic 

patent. 

The context in which Article 3(a) of the Regulation occurs 

36. In MIT (Case C-431/04 MIT, ECR 2006 1-4089 paragraph. 30) and ΑΗΡ 

Manufacturing (Case C-482/07 ΑΗΡ Manufacturing ECR 2009 1-0000, paragraph. 

35-36) the Court pointed out that it is apparent from the sixth and seventh recitals in 
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the preamble to the Regulation that it establishes a uniform solution at Union 

level by creating an SPC which may be obtained by the holder of a national or 

European patent under the same conditions in each Member State. The Regulation's 

aim is thus "to prevent the heterogeneous development of national laws leading to 

further disparities which would be likely to create obstacles to the free movement of 

medicinal products within the Community and thus directly affect the establishment 

and the functioning of the internal market [...]. Differences in the protection given 

in the Community to one and the same medicinal product would give rise to a 

fragmentation of the market, whereby the medicinal product would still be protected 

in some national markets but no longer protected in others" (Case C-482/07 ΑΗΡ 

Manufacturing ECR 2009 1-0000, para. 35-36). 

37. This suggests that Article 3(a) of the Regulation should not be a greater source of 

divergence between national laws than is necessary. Unless it followed clearly from 

the wording and/or purpose of the provision that Member States should be free to 

adopt the infringement test to determine whether the product is protected by a basic 

patent in force, the harmonisation objective of the Regulation indicates that Article 

3(a) of the Regulation should be interpreted as only leaving it to the rules which 

govern the patent to identify which active ingredient is protected by the patent. If, in 

a particular national legal system, this determination could not be made without 

applying the infringement test, then so be it. The suggested interpretation would still 

limit the scope for divergence as it excludes, in all Member States where the scope 

of protection can be determined without reference to an infringement, Article 3(a) of 

the Regulation being interpreted as calling for an infringement test. Arguably, the 

scope for divergence would be even further reduced by an interpretation making the 

infringement test mandatory. Such an approach would, however, be difficult to 

reconcile with the wording of Article 3(a) of the Regulation and the Regulation's 

purpose for the reasons set out above. 

38. Furthermore, as the observations in response to the Sixth Question will show, 

Medeva may seek an SPC covering the active ingredients for which it holds a 

patent. 

39. It is submitted that, unlike Farmitalia and ΑΗΡ Manufacturing, the Court's 

judgment in Biogen does not provide much guidance in the present context as the 

case concerns a medicinal product with only one active ingredient (Case C-181/05 

Biogen ECR 1-357, paragraph 4). 
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Second Question 

40. There are no fiuther or additional criteria for determining whether a combination of 

active ingredients of a medicinal product is protected by a basic patent than that 

where a medicinal product containing a single active ingredient is being similarly 

assessed. This is supported by the text of Article 3(a) of the Regulation which does 

not distinguish between those products which are a single active ingredient and 

those which are a combination of active ingredients. In addition, there is nothing in 

the remainder of the Regulation which suggests that, in setting out the conditions for 

obtaining an SPC, the legislator intended for medicinal products comprising more 

than one active ingredient to be treated any differently than those medicinal 

products comprising only one active ingredient. 

41. The Commission, therefore, considers that the second question should be answered 

in the negative. 

Third Question 

42. Nothing in the Regulation suggests that vaccines containing multiple active 

ingredients are to be treated any differently from other medicinal products which 

contain multiple active ingredients. 

43. In addition, the Commission considers where the implementation of the invention 

takes the form of a multi-disease vaccine which has been dictated by the needs of 

national health policy, this is merely one of the many interests at stake. It is not, of 

itself, a factor which allows multi-disease vaccines to be treated as a special case 

meriting further or different criteria. The tenth recital of the preamble acknowledged 

that this is a complex area and that "[a]ll the interests at stake, including those of 

public health in a sector as complex and sensitive as the pharmaceutical industry 

should nevertheless be taken into account". However, that same recital goes on to 

state that "[f]or this purpose", the certificate cannot be granted for a period 

exceeding five years". The implication is that that all the interests at stake are better 

served by legal certainty, as to when the period of the SPC will terminate. Thus, the 

Commission considers that where the medicinal product is a multi-disease vaccine, 

there are no further or different criteria for determining whether or not the product is 

protected by a basic patent for the purposes of Article 3(a) of the Regulation. 
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44. The Commission, therefore, considers that the Third Question must be answered 

in the negative. In view of the parallels between the two questions, the Commission 

submits that a combined reply may be given to the Second and the Third Question. 

Fourth Question 

45. In the light of its observations on the First, Second and Third Questions, the 

Commission is of the view that the Fourth and Fifth Questions of the referring court 

is a manifestation of a combination of the three previous questions and does not 

require a separate answer. However, should the Court wish to consider them, the 

Commission would make the following remarks. 

46. Where one active ingredient of a multi-disease vaccine is protected by a basic patent 

in force, the Commission considers that in accordance with its observations on the 

First Question, it is for the national court to determine whether the product is 

protected by a basic patent in force in accordance with the rules which govern that 

patent, but that in making such a determination, the national court should apply the 

test suggested in response to the First Question. 

Fifth Question 

47. Where all active ingredients directed against one disease of a multi-disease vaccine 

comprising multiple active ingredients are protected by a basic patent in force, the 

Commission considers that in accordance with its observations on the First 

Question, it is for the national court to determine the extent to which the product is 

protected by a basic patent in force in accordance with the rules which govern that 

patent, but that in making such a determination, the national court should apply the 

test suggested in response to the First Question. 

Sixth Question 

Background 

48. With regard to the Sixth Question, the Referring Court is faced with the situation 

where Medeva's application for an SPC, although covering the same combination of 

active ingredients as stated in the Patent, does not cover the same combination of 

active ingredients for which the marketing authorisation was granted (i.e. the 

marketing authorisation covered a medicinal product which contained more active 

ingredients than the product covered by the SPC application). There is, hence, a 



16 

mismatch between the subject of the marketing authorisation on the one hand and 

the subject of both the SPC application and patent claims on the other. 

49. In the main proceedings, the SPC application is for a product which is the 

combination of two active ingredients (Pertactin and FHA) whereas the marketing 

authorisation is for a product which is the combination of not only those two active 

ingredients but a further nine active ingredients. 

Wording of Article 3(b) of the Regulation 

50. The condition required by Article 3(b) of the Regulation for obtaining an SPC is that 

"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". 

Article 3(b) can, therefore, be said to require, as a condition of granting an SPC for a 

product, that that product has been granted a marketing authorisation (as a medicinal 

product). Article 3(b) is not, of itself, concerned with whether the single active 

ingredient or combination of active ingredients of a medicinal product are covered 

by a basic patent in force, this is a matter for Article 3(a) of the Regulation, for 

which the answer should be evident from the Commission's submissions on the First 

Question. 

51. The same definition of "product" that applies for the purposes of Article 3(a) of the 

Regulation also applies for Article 3(b) and that is the definition which is set out in 

Article 1(b) as "the active ingredient or combination of active ingredients of a 

medicinal product". A literal reading of the provision could thus infer that the 

product which is the subject of the application for an SPC must match that for which 

alone the marketing authorisation has been granted. A literal reading may, however, 

also suggest that all that is required is that the product which is the subject of the 

application for an SPC must be covered by the marketing authorisation, which may 

also cover further products (active ingredients). 

52. The issue before the Referring Court falls outside of the realms of the judgment of 

the Court of Justice in Farmitalia because the current proceedings concern different 

products due to the differences in combinations of active ingredients, whereas, 

Farmitalia was concerned with the same product which was constituted by the same 

active ingredients, albeit in different dérivâtes ofthose same active ingredients. 
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Purpose and context of Article 3(b) of the Regulation 

53. It is submitted that, on balance, the latter literal interpretation of Article 3(b) of the 

Regulation put forward in paragraph 51 above serves the purpose of the provision 

and the overall objective of the Regulation slightly better. The purpose of the 

Regulation may be construed narrowly or more broadly and it is suggested that the 

latter construction is more adequate in light of the Regulation's overall objective. 

54. Under a narrow reading, as suggested by the Comptroller, an SPC is only meant to 

(partially) compensate for the "delay" between the termination of the research 

needed to invent the active ingredient (or combination of active ingredients) subject 

to the basic patent, i.e. the application for the basic patent, and the authorisation to 

market this invention. It would not be meant to compensate for time elapsed 

between the application for the basic patent and the authorisation to market a 

number of inventions together, including the protected one, even if the active 

ingredient protected by the basic patent is never marketed individually (or only after 

the launch of the combined product). The reason behind this narrow reading would 

be that the length of the authorisation process for the combined medicinal product 

may not primarily depend on the active ingredient protected by the basic patent but, 

for example, on reasons related to the other active ingredients. Under this 

interpretation, as the Referring Court put it in paragraph. 42 of its Order 

summarising the Comptroller's position, "[cjompensation should not be awarded for 

the commercialisation of products going beyond the claimed invention, or which the 

fruits of general research and not the exploitation of inventions which are patented." 

55. However, if the medicinal product does not only consist of the active ingredient(s) 

subject to the basic patent, but also of other active ingredients, this does not mean 

that the medicinal product's commercialisation does not exploit the invention subject 

to the basic patent. While it is not limited to the exploitation of that invention, it 

does rely on it. As the Court has pointed out in ΑΗΡ Manufacturing, "[rjegarding 

the objectives of Regulation No 1768/92, firstly, it must be noted that the 

fundamental objective of the Regulation, as set out in the first and second recitals in 

the preamble thereto, is to ensure sufficient protection to encourage pharmaceutical 

research, which plays a decisive role in the continuing improvement in public health 

(Case C-392/97 Farmitalia [1999] ECR 1-5553, paragraph 19). In that regard, the 

third and fourth recitals in the preamble give as a reason for the adoption of the 



18 

Regulation the fact that the period of effective protection under the patent is 

insufficient to cover the investment put into the pharmaceutical research. Regulation 

No 1768/92 thus seeks to make up for that insufficiency by creating an SPC for 

medicinal products. It seeks, in addition, to confer supplementary protection on the 

holders of national or European patents, without instituting any preferential ranking 

amongst them (Biogen, paragraphs 26 and 27)" (Case C-482/07 ΑΗΡ 

Manufacturing ECR 2009 1-0000, paragraph 30, emphasis added). 

56. It is submitted that the fimdamental objective of the Regulation, as identified by the 

Court, is better served by not requiring that an active ingredient or combination of 

active ingredients may only be marketed individually (unless the basic patent 

already foresees a combination of that active ingredient or that combination of 

active ingredients with another active ingredient or other active ingredients). The 

investment into research into an active ingredient that the Regulation is designed to 

protect was made and there is a delay between the conclusion of the research and the 

start of the commercialisation of that active ingredient. This seems to be the 

situation that the Regulation is intended to address. 

57. At the same time, the Regulation must not be interpreted in a way that would allow 

"evergreening" in the sense that, as described by the High Court upholding the 

Comptroller's decision in the main proceedings (paragraph 22 of the High Court 

judgment), the holder of a basic patent could first obtain an SPC for the active 

ingredient the subject of the patent, resulting in e.g. one year of protection beyond 

the life of the patent. A few years later, he could obtain another SPC for a 

combination of the same ingredient together with another active ingredient and 

thereby obtain protection for a full five years beyond the life of the patent. 

58. It is submitted that the interpretation of Article 3(b) of the Regulation favoured in 

the preceding paragraphs in combination with the interpretation of Article 3(a) 

suggested in response to the First Question would not allow for "evergreening" in 

this sense. The application for the second SPC in the scenario envisaged by the 

Comptroller would have to be rejected for failing the conditions set out in Article 

3(a), (c) and (d) of the Regulation, although the condition in Article 3(b) would be 

met. First, no SPC would be available for a combination of the same ingredient with 

another active ingredient as this combination should not be considered as being 

protected by the basic patent as explained in the context of the first question. 

Second, the product, i.e. the active ingredient (or combination of active ingredients) 
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protected by the basic patent, would already have been the subject of the first 

SPC. Third, the marketing authorisation relied on for the second SPC would not be 

the first one covering the product. 

59. It has been argued in proceedings before national courts, that there is also another 

notion of "evergreening", which is described by the High Court in another case 

which concerns another of the Comptroller's decisions (Decision of 29 December 

2009 (Hearing Officer Dr L. Gullen, BLO/401/09)) where it was submitted that 

"evergreening" can occur whenever an SPC is sought based on a delay which is not 

due to the requirement to get the initial regulatory approval for the original patented 

product only. That was said to be the reason why the Regulation and case law 

emphasise the importance of identifying the active ingredient and linking the 

patented product and the first authorisation to the place the patented product (and 

not some other more complex product) on the market as a medicinal product. In that 

case it was also argued that Article 7 of the Regulation and §48 of the Explanatory 

Memorandum would support such an interpretation. 

60. The Commission, however, considers that this variation of the "evergreening" 

argument is only a permutation of the proposition, addressed above (see paragraph. 

55), that the Regulation requires full alignment between the patented invention and 

the delay for which the SPC provides (partial) compensation. Neither Article 7 of 

the Regulation nor §48 of the Explanatory Memorandum can be argued in support 

of the proposition that the marketing authorisation should be applied for as soon as 

possible in the life of the invention. Article 7 and the accompanying explanation 

only serve to establish that once both, the patent and the first marketing 

authorisation, are granted, the SPC must be applied for within six months. The 

Regulation does not impose a deadline by when a marketing authorisation must be 

applied for. 

61. As far the Explanatory Memorandum is concerned, it seems to support the broader 

reading of the purpose of the Regulation. As mentioned in relation to the First 

Question, its § 39 of the Explanatory Memorandum states: "If the basic patent 

protects a compound x, where the product authorized consists of a combination of 

compound x and another active ingredient only compound x will be protected by the 

certificate." The context of this statement and the fact that it relates to Article 4 do 

not detract from the fact that it clearly rests on the assumption that where a 

marketing authorisation covers several active ingredients not all of which are 
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protected by the basic patent this does not preclude the granting of an SPC for the 

active ingredient protected by the patent. 

62. Finally, the Commission submits that the final sentence of the tenth recital in the 

preamble to the Regulations (stating that "[t]he protection granted should 

furthermore be strictly confined to the product which obtained authorisation to be 

placed on the market as a medicinal product") is inconclusive in the present context. 

It could either be read as suggesting that the purpose of the Regulation is to ensure 

an exact match of the product protected and the medicinal product authorised 

(which would support a narrower interpretation) or as suggesting that the purpose is 

to ensure that the SPC does not go beyond protecting the product covered by the 

marketing authorisation (which would accommodate a broader interpretation). It 

must to be noted that "strictly confined" qualifies the relationship between SPC 

protection and the product and not between the marketing authorisation and the 

product. 

63. On balance, the Commission therefore considers that the Sixth Question should be 

answered in the affirmative provided that the remaining conditions of Article 3 of 

the Regulation are also fulfilled. 

E. CONCLUSION 

64. The Commission submits that the Court should answer the questions of the 

Referring Court as follows: 

Question 1: 

"Article 3(a) of Regulation (EC) No 469/2009 must be interpreted as requiring 

the application of those rules governing the basic patent that determine the 

scope of protection of that patent and not an infringing use. " 

Questions 2 and 3: 

"This interpretation of Article 3(a) of Regulation No 469/2009 applies 

independently of whether the relevant medicinal product within the meaning of 

Article 3(b) of that Regulation comprises one or more than one active 

ingredient or whether it is a multi-disease vaccine. " 
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Question 6: 

"Article 3(b) of Regulation 469/2009 permits the grant of a Supplementary 

Protection Certificate f or a Protection Certificate for a single active ingredient 

or combination of active ingredients where 

- a basic patent in force protects the single active ingredient or combination of 

active ingredients within the meaning of Article 3(a) ofthat Regulation; and 

- a medicinal product containing the single active ingredient or combination of 

active ingredients together with one or more other active ingredients is the 

subject of a valid authorisation granted in accordance with Directive 

2001/83ÆC or 2001/82/EC which is the first marketing authorisation that 

places the single active ingredient or combination of active ingredients on the 

market; and 

the remaining conditions of Article 3 of that Regulation are also fulfilled. " 
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