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The return of SPC referrals: Merck’s SPC application leads to CJEU questions before the UK Court,
while the Dutch patent office rejects it on contrasting grounds

Summary

After a period of relative calm in the SPC field (compared to recent years), Mr Justice Arnold has referred questions to the Court of Justice of the

European Union (CJEU) seeking clarity on the interpretation of Regulation (EC) No. 469/2009 (the SPC Regulation). The UK IPO has now reported the

exact form of the questions referred and indicated that the deadline for submissions to the CJEU (by parties and Member States) is 22 February 2017.1

This case concerns an appeal by Merck Sharpe & Dohme Corp (MSD) of a UK IPO decision rejecting its SPC application relating to its Atozet product.2

The appeal was heard by Arnold J in the Patents Court who, despite largely agreeing with the UK IPO’s decision, uttered the phrase often heard in relation

to the SPC Regulation – “not acte clair” – and referred two questions to the CJEU for a preliminary ruling. Once again, the presence of divergent decisions

across other Member State jurisdictions proved to be an important factor in reaching this decision that the referral was necessary.

The referral explores the scenario where the patentee does not have a granted marketing authorisation at the time of its SPC application and so faces

scrutiny in satisfying Article 3(b) of the SPC Regulation. In short summary, the referred questions address:

 whether an End of Procedure Notice issued under the decentralised marketing authorisation procedure in Europe (under Article 28(4) of Directive

2001/83) is good enough to satisfy the marketing authorisation requirement of Article 3(b); or

 if the answer to Q1 is no, whether an SPC application can be retrospectively rectified to add the full marketing authorisation details once it is

granted.

In contrast to considering a CJEU referral to be necessary, the Dutch Patent Office in parallel proceedings ruled that MSD’s application satisfied Article

3(b), effectively answering “yes” to Q1.

In addition to the above points concerning Article 3(b) of the SPC Regulation, MSD’s application had also raised questions relating to Article 3(c) – i.e.

whether the SPC application was precluded due to an existing SPC (already granted for one of the active ingredients in Atozet). This ground was

reviewed extensively by the UK IPO and found in MSD’s favour, allowing the application. While not cross-appealed and so not forming part of Arnold J’s

decision, the UK IPO decision sheds light on the complexity of the assessment that granting authorities may need to undertake in order to follow the

CJEU’s caselaw in this area. Again in contrast to the UK position, the parallel case before the Dutch Patent Office came to a different outcome, this time

rejecting MSD’s application under Article 3(c).

1 Case C-567/16 – UK IPO entry available here: https://www.gov.uk/government/publications/references-to-the-court-of-justice-of-the-european-
union/references-to-the-court-of-justice-of-the-european-union-2016#table-of-cases
2 Merck Sharpe & Dohme Corporation v The Comptroller-General of Patents, Designs and Trade Marks [2016] EWHC 1896 (Pat), an appeal of decision
O/117/16 dated 12 January 201
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Background

MSD’s SPC application in this case concerns the compounds ezetimibe and atorvastatin, the active ingredients of its cardiovascular drug Atozet. The

basic patent (EP (UK) 0,720,599) was filed on 14 September 1994 and expired on 13 September 2014. Separate SPCs had already been granted for

ezetimibe (alone) and for ezetimibe in combination with simvastatin, another active ingredient.

In September 2013,3 MSD filed applications for marketing authorisations (MAs) in EU Member States under the decentralised procedure (DCP), selecting

Germany as the reference Member State (RMS).

Considering the 4 main validity requirements for an SPC application according to Article 3 of the SPC Regulation, MSD’s ideal scenario in the UK would

presumably have played out as follows:

 3(a) – basic patent (EP (UK) 0,720,599) would be in force in the UK;

 3(b) – the UK MA would grant following approval in Germany under the DCP;

 3(c) – no earlier SPC would exist (on the basis that Atozet is a novel combination of active ingredients and hence a new “product” according to

Article 1(b));

 3(d) – the UK MA (or if not, either Germany or another Member State might grant first under the DCP) would be the first MA in Europe.

As above, the simplest way for this ideal scenario to play out under Articles 3(a) and 3(b) required MSD’s DCP to be completed during the term of its

basic patent. That way, it would have both its basic patent in force and a granted MA. This created a race against time and unfortunately for MSD, as we

discuss below, the DCP did not complete in time (by the narrowest of margins).

As shown in the full timeline below, the German authority (BfArM) issued its “End of Procedure Communication of Approval” (EoP Notice) to MSD

marking the end of the DCP on 10 September 2014. In accordance with the DCP, each Member State then had 30 days to grant the marketing

authorisation.

However, at this time, there were only 3 days before the expiry of MSD’s basic patent. This conundrum resulted in two issues for MSD:

 If MSD waited for UK MA grant under the DCP until filing its application, it risked running into difficulties under Article 3(a) if that occurred after

expiry of its basic patent;

 If MSD filed its application before patent expiry, it risked running into difficulties under Article 3(b) if that occurred before MA grant.

MSD chose option (ii). Therefore, where the DCP had not been completed by patent expiry, which applied to the UK4, MSD applied for its SPC the day

before its patent expired on 12 September 2016. In doing so, MSD ensured compliance with Article 3(a), but would need to address Article 3(b).

3 After the monotherapy and combination with simvastatin had been completed, MSD had started work on a combined formulation in September 2006,
but complications with developing a fixed dose combination with atorvastatin in single tablet form meant that work was not completed until 2013.
4

The UK IPO granted the MA on the last day of the 30 day period, 10 October 2014. The French authority was the first to grant the MA under the DCP,
on 12 September 2014, and appears to have been the only authority to do so before MSD’s patent expired (apart from Germany).
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We consider the lines of argumentation under Article 3(b), including the contrasting decision before the Dutch Patent Office and why the UK Patents

Court considered the referral to be necessary.

While the issues on appeal concerned only the abovementioned Article 3(b) points, MSD’s SPC application had also raised issues under Article 3(c) of the

SPC Regulation, namely whether the application was precluded due to an SPC already having been granted for one of the active ingredients in Atozet.

The UK IPO considered MSD’s arguments under this ground to be valid and allowed the application (and the Comptroller did not appeal this decision).

We consider this issue and again contrast the position in the Netherlands, where the Dutch Patent Office came to a contrasting decision and rejected

MSD’s application under this ground.

Article 3(b) – the need for a granted MA at the date of the SPC application in question

Article 3(b) requires 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, as appropriate.”

Article 3(b) has been the subject of a number of references to the CJEU as to the type of MA that might satisfy the requirement (both in relation to the

medicinal products (for humans, e.g. in the Merz and Synthon cases,5 and animals, e.g. in Pharmaq6) and plant protection products (e.g. in Sumitomo7).

Here the question is slightly different as the type of MA is not in issue; MSD’s DCP MA is firmly within the ambit of Directive 2001/83/EC, it is simply its

status – the question being whether an EoP Notice (and the surrounding facts) is enough to satisfy Article 3(b).

MSD argued that the EoP Notice should satisfy Article 3(b) as it “could do nothing more”. However, the UK IPO held that the EoP notice could not be

considered as equivalent to an MA, and until a MA is actually granted by the relevant competent authority in a MS, there is no valid authorisation granted

with legal effect under Directive 2001/83; the granting is therefore an important part of the overall process by indicating its completion.

One point made by the UK IPO was that holding otherwise would also give applicants a de facto extension of protection of up to 30 days – i.e. as the SPC

term could benefit from any period between the SPC application and the start of the SPC’s duration, which would be the grant date of the MA

(specifically the date on which notification of the decision granting marketing authorisation was given to the addressee of the decision, per the UK IPO

policy following Genzyme,8 as subsequently endorsed by the CJEU in Seattle Genetics9).

MSD also made policy-based arguments by saying that the purpose of an SPC is to compensate a patentee for R&D work and so it is unfair that a

company should be refused an SPC on merely administrative grounds, especially when there was only one month between the grant of the MA and the

SPC application. However, as Arnold J noted at paragraphs 26 and 27 of his judgment, which largely agreed with the UK IPO, the grant of marketing

authorisation is not merely an “administrative formality”, but a clear decision for each Member State, which can still be rejected. He said holding

otherwise could undermine the sovereignty of national authorising bodies to grant authorisations.

In contrast, the Dutch Patent Office (who rejected the application under a different ground, Article 3(c), discussed below) reached the view that Article

3(b) was satisfied. While the Dutch Patent Office accepted that the application did not comply with the literal wording of Article 3(b) (noting that the

national licence was not provided at the date of the application), they considered that there was no reasonable argument to apply a strict reading/literal

interpretation of Article 3(b) in the circumstances, including based on how a national authorisation follows on from the DCP. For example, the decision

notes that had the Dutch authority acted more swiftly (as the German authority had), there would not have been any issue. Furthermore, the decision

comments that the SPC applicant depends on the national authority, which is simply prioritizing tasks including when to give the national MA for which it

has 30 days. Therefore, the Dutch Patent Office considered that there was no reasonable ground that an SPC in this case should be granted in Germany,

but rejected in the Netherlands when it is based on the same procedure, the same patent and an MA arising from the same procedure.

Article 10(3) – the ability to correct an SPC application

Article 10(3) states:

“where the application for a certificate does not meet the conditions laid down in Article 8, the authority referred to in
Article 9(1) shall ask the applicant to rectify the irregularity, or to settle the fee, within a stated time.”

MSD argued that if it did not have a valid MA at the date of the application, the failure to include a copy of the MA with its original application would be

an irregularity capable of being rectified by providing a copy of the MA as soon as it became available.

5 Case C-195/09, Synthon BV v Merz Pharma GmbH & Co.
6 Case E-16/4, Pharmaq v Intervet International BV. Note that this ruling was made by the EFTA Court, the equivalent to the CJEU for matters referred by
the national courts of the three EFTA states (Norway, Iceland and Liechtenstein).
7 Case C-210/12, Sumitomo Chemical Co. Ltd v Deutsches Patent und Markenamt. Note that the SPC in this case was made under the plant protection
regulation (Regulation (EC) No 1610/96), not the SPC Regulation (EC) No. 469/2009.
8 BL O/418/13.
9 Case C‑471/14, Seattle Genetics Inc. v Österreichisches Patentamt.
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In doing so, MSD sought to rely on the UK Court of Appeal decision in DuPont,10 which concerned a party’s failure to submit all the required documents

with its application for a paediatric extension of an SPC. However, the UK IPO pointed out that the “irregularities” which arise in these situations tend to

include failures to provide basic information in the application (such as names, addresses or other details). In this case there was no such irregularity – a

valid MA was granted by the UK competent authority within the required 30 day time period.

Arnold J again sided with the UK IPO by distinguishing the case of DuPont on the grounds that:

 An application for a paediatric extension (as was the case in DuPont) had to apply by a specific date whether or not all the relevant materials were

available. Conversely, an application for an SPC could only be made after the grant of both the underlying patent and the MA.

 Article 3 of the SPC Regulation did not apply to an application for a paediatric extension, but insofar as it relates to SPC applications it is

unambiguous – a valid MA must be granted at the date of the application.

 Even if the absence of a valid MA could be considered an “irregularity” which could be cured under Article 10(3), it would still not cure the defect in

MSD’s original SPC application i.e. that it did not have a valid MA at the time of application under Article 3(b). If the MA had been granted but the

applicant had merely forgotten to submit a copy of the MA with its application, such an irregularity could be cured by a later submission.

The need for a reference

Despite Arnold J and UK IPO largely reaching a consensus to reject MSD’s SPC application, Arnold J did not feel that the answers were ‘acte clair’,

especially in regards to the issue concerning Article 10(3). He also noted that MSD’s SPC applications had received differing treatment amongst other

Member States:

 in Portugal and Sweden, for example, the SPC was refused on the same grounds as the UK;

 in the Netherlands, the Dutch Patent Office accepted that the EoP Notice could be regarded as being equivalent to a MA (as described above).

 in Denmark, Greece, Italy and Luxembourg, the SPC had been granted.

In light of the above, Arnold J was of the opinion that an authoritative ruling from the CJEU was warranted. Arnold J indicated that he considered route

(2) to be more of a possibility than (1), but asked questions to the CJEU on both points. The two questions he referred to the CJEU are as follows:11

1. Is an End of Procedure Notice issued by the reference member state under Article 28(4) of European Parliament and Council Directive

2001l83/EC of 6 November 2001 on the Community code relating to medicinal products for human use before expiry of the basic patent to be

treated as equivalent to a granted marketing authorisation for the purposes of Article 3(b) of European Parliament and Council Regulation

469/2009/EC of 6 May 2009 concerning the supplementary protection certificate for medicinal products (codified version) (the “SPC

Regulation”), such that an applicant for an SPC in the Member State in question is entitled to apply for and be granted an SPC on the basis of

the End of Procedure Notice?

2. If the answer to question (1) is no; in the circumstances in question 1, is the absence of a granted marketing authorisation in the Member State

in question at the date of the application for an SPC in that member state an irregularity that can be cured under Article 10(3) of the SPC

Regulation once the marketing authorisation has been granted?

Article 3(c) – multiple SPCs per patent

Article 3(c) requires that:

“the product has not already been the subject of a certificate;”

The main question here was whether an SPC application for the combination product (i.e. ezetimibe and atorvastatin) could be granted when the SPC for

the monoproduct (ezetimibe) had already been granted. In this case, there were two different MAs but the same basic patent. There was also a third SPC

involved as the same basic patent had another SPC granted for a different combination product, namely ezetimibe and simvastatin.

In analysing this question, the UK IPO hearing officer reviewed the recent CJEU decisions on this point, Sanofi12 and Boehringer.13 Both cases involved

similar scenarios in which an SPC was granted in respect of an active ingredient A, and then the patentee sought another SPC based on a later authorised

product comprising a combination of ingredient A with another active ingredient B, but based on the same basic patent. In Sanofi, the CJEU held that

Article 3(c) prevented the grant of an SPC for a combination therapy where the “core inventive advance” of the basic patent, i.e. the active ingredient A,

had already been the subject of an SPC. In Boehringer, the SPC application was refused on the grounds that the grant of an SPC for an active ingredient

which “constitutes the sole subject-matter of the invention” precludes the grant of an SPC for a combination based on the same patent.

10 EI du Pont Nemours & Co v UK Intellectual Property Office [2009] EWCA Civ 966
11 Based on text indicated on the UK IPO website (https://www.gov.uk/government/publications/references-to-the-court-of-justice-of-the-european-
union/references-to-the-court-of-justice-of-the-european-union-2016#c567) as the questions were not yet precisely agreed by the time of Arnold J’s
decision.
12

Case C-443/12, Actavis v Sanofi.
13

Case C-577/13, Actavis v Boehringer.
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At the hearing before the UK IPO, MSD sought to reject the “core inventive advance” test proposed in Sanofi, and instead proposed an alternative test of

“independent validity of the claim”, meaning that an SPC for a combination should be granted where there is a larger gap between the subject matter of

a claim to a combination and the prior art, than as between the monotherapy and the prior art. Sanofi and Boehringer could therefore be distinguished

on the basis that, unlike in the present case, the second active ingredient used in the combination product was not well known at the application date of

the patent and so it was innovative to combine it with the main active ingredient.

The hearing officer rejected MSD’s test, finding that there was insufficient precedent for its use in the CJEU judgments. Instead, the UK IPO adopted the

approach adapted from Boehringer that to be granted, the combination product which is the subject of the SPC application must be “protected as such”

by the patent, provided the active ingredient used in the monoproduct was not the “sole subject matter” of the invention. The UK IPO held that this

requirement could not be fulfilled simply by including a claim to the combination in the patent. Instead, something more is required to identify how the

combination product relates to the subject matter of the patent i.e. by considering what was known about the ingredient combinations at the time of

the priority date and what is included within the teaching of the patent.

In this case, the UK IPO held that the combination of ezetimibe and atorvastatin was “protected as such” by the basic patent, because it formed part of

the subject matter/ innovation protected by the patent, and represented the core inventive advance. Further, the ezetimibe monotherapy was not the

sole subject matter of the invention. The application therefore passed the Article 3(c) requirement.

In contrast to the UK (again), the Dutch Patent Office found the case to be essentially similar to Sanofi and Boehringer and rejected MSD’s application

under Article 3(c). The decision considers the position based on the test raised by Arnold J in the UK referring decision in Actavis v Sanofi, saying that a

patent owner should not be granted an SPC for the mono-product as well as a combination, “if the conclusion aimed at the combination “does not

reflect any further inventive advance (or technical contribution)”. Therefore, the Dutch Patent Office made an assessment of the patentability of the

combination product for which the SPC was requested, and concluded that there is no further inventive advance in Atozet compared to the mono

(ezetimibe) product. The decision held that the combination does not qualify as a separate invention. MSD raised doubts as to whether it is the intention

for granting authorities to have to assess patentability, which is contradictory to the simple system intended for SPCs. The Dutch Patent Office agreed

and had not performed such analysis before; however, it considered it had to do so on this occasion based on the CJEU case law.

Conclusion

The concordant opinions of the UK IPO and High Court show that the UK continues to take a strict view on the requirements for having an MA in

accordance with Article 3(b) of the SPC Regulation. It may be likely that the CJEU will come to the same conclusion. However, given the unpredictable

nature of the outcome, and on occasion, the clarity of CJEU decisions in this area, the referral opens the door to other possibilities. If the CJEU decides

that MSD should not be deprived of its SPC, the manner in which it does so will be critical. In the past, the CJEU has sought to make decisions in a

manner that may be argued to limit the outcome largely to the facts (most notably perhaps in Neurim)14. However, the fact pattern in this case, while

rare, is not especially distinctive or unique. Therefore, were the CJEU decision to take a different view, it may well leave open the prospect of a broader

interpretation of Article 3(b).

The Article 3(c) issue was analysed in some depth in the UK IPO decision, which provides useful insight into the UK approach. Although this test was not

considered in Arnold J’s decision (as it was not under appeal), it provides further guidance on the test for deciding when combo-SPCs will be acceptable.

It also gives insight in relation to the burden on the applicant and detailed analysis that authorities might have to undertake to assess Article 3(c)

requirements, including in this case expert evidence (MSD submitting evidence from Professor Gerd Assman, an expert in cardiovascular disease).

In this case, such analysis was sufficient for the UK IPO to come to the decision that Atozet was part of the core inventive advance of the basic patent in

question. The Dutch Patent Office also considered that a detailed assessment was necessary but nonetheless came to a different view. It will be

interesting to see whether divergent decisions continue to be reached in respect of Article 3(c) based on following the combined findings of the CJEU

decisions in Sanofi and Boehringer. Indeed, it is possible that the Dutch case will be appealed and could result in questions under Article 3(c) being

referred to the CJEU. This also adds another dimension to the CJEU referral in the UK case, as it is not impossible that the CJEU will diverge from the UK

Court’s question and consider MSD’s application under Article 3(c).

Looking ahead, it may be some time until the CJEU’s answer is received which creates other issues. First, MSD’s basic patent has expired and the fact an

SPC remains pending makes the protection of Atozet by this SPC uncertain (albeit, in the meantime MSD have an SPC for ezetimibe, which could be

argued to protect Atozet according to Article 4/5, per Novartis)15. Second, if there is any material divergence between the UK and CJEU position, this

case has the potential to be an interesting decision given that it may arrive in a climate where Brexit is advancing and amidst negotiations as to how the

UK governs SPCs outside the existing European legislation and case law.

14
Case C-130/11, Neurim Pharmaceuticals (1991) Ltd v The Comptroller-General of Patents.

15
Case C-442/11, Novartis AG v Actavis UK Ltd.
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