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The UK Court of Appeal has referred another question to the

CJEU seeking clarity concerning the correct interpretation of

Article 3(a) of the SPC Regulation. This makes it a hat-trick of

referrals trying to understand what it means for a product to

be ‘protected’ by a patent. This referral follows Sandoz’s

appeal1 of Arnold J’s first instance decision,2 in which the

outcome was held to be clear (in favour of SPC grant), even if

the legal test was not.

The UK Court of Appeal has therefore overturned Arnold J’s

decision, stayed the appeal and referred another question to

the CJEU. This adds to the two referrals already pending on

the same requirement under the SPC Regulation; the first

coming from the UK Patents Court in Teva v Gilead3 and the

second from the German Bundespatentgericht in QH/Royalty

Pharma.4 The hat-trick of referrals and the questions referred

are set below.

An SPC Hat-
trick: a THIRD
referral under
Article 3(a)
heads to 
the CJEU
ANDREW HUTCHINSON AND NICHOLAS FISCHER*

Simmons & Simmons LLP

Case

Teva v Gilead

(emtricitabine/tenofovir )

UK referral: Q1 2017

Questions referred

● What are the criteria for deciding whether ‘the product is protected by a basic patent in force’

in Article 3(a) of the SPC Regulation?

QH/Royalty Pharma

(sitagliptin)

DE referral: Q4 2017

● Is a product protected by a basic patent in force according to Article 3(a) of [the SPC

Regulation] only if it belongs to the protected subject-matter as defined by the patent claims

and is thus provided to the person skilled in the art as a specific embodiment?

● Is it therefore not sufficient for the requirements of Article 3(a) of [the SPC Regulation] that

the product in question meets the general functional definition of an active substance class

as mentioned in the claims, but beyond this does not constitute a specific embodiment of the

method protected by the basic patent?

● Is a product consequently not protected under Article 3(a) of [the SPC Regulation] by a basic

patent in force even if it is covered by the functional definition contained in the claims, but

was developed based on independent inventive activity only after the basic patent

application was filed?

Sandoz v Searle

(darunavir )

UK referral: Q2 2018

● Where the sole active ingredient, the subject of a Supplementary Protection Certificate issued

under [the SPC Regulation], is a member of a class of compounds which fall within a Markush

definition in a claim of the patent, all of which class members embody the core inventive

technical advance of the patent, is it sufficient for the purposes of Article 3(a) of the SPC

Regulation that the compound would, upon examination of its structure, immediately be

recognised as one which falls within the class (and therefore would be protected by the

patent as a matter of national patent law) or must the specific substituents necessary to form

the active ingredient be amongst those which the skilled person could derive, based on their

common general knowledge, from a reading of the patent claims?

* Andrew Hutchinson is IP Partner and Nicholas Fischer is IP Associate at
Simmons & Simmons LLP, London.

1) Sandoz Ltd and Another v G.D. Searle LLC and Another [2018] EWCA Civ 49.

2) Sandoz Ltd and Another v G.D. Searle LLC and Another [2017] EWHC 987
(Pat).

3) Teva UK Limited and Others v Gilead Sciences Inc (Case 121/17) [2017]
EWHC 13 (Pat).

4) Decision 14 W (pat) 12/17 (Case 650/17).
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Not only does this case throw more possibilities into 

the mix as to how to formulate and assess the requirement

under Article 3(a), it also raises a number of other issues,

including:

● Whether the test under Article 3(a) should take into

account whether the patentee applying for the SPC is the

marketing authorisation holder or a third party.

● How the three pending referrals impact upon 

each other as a matter of both substance and procedure.

Procedurally, requests have already been made for

expedition, including in Teva v Gilead before the CJEU and 

the appeal in this UK case, both of which have been refused.

The hearing in Teva v Gilead took place on 20 February 2018

(with the UK SPC set to expire in February 2020). Searle’s SPC

in this case expires much sooner, in February 2019.

● On the subject of timing, the looming potential of a

March 2019 Brexit (and any transitional arrangement) will of

course impact on whether the UK court will even be bound by,

or consider, the CJEU’s decision.

Markush Formula

The issue in this case is whether Searle’s product, darunavir,

is ‘protected’ by a claimed Markush formula (Figure 1).

The patent in question disclosed approximately 100 compounds,

but not darunavir, which therefore fell within this formula as

only one of somewhere between 7x10135 and 1x10377 other

undisclosed compounds.

In particular, the Markush formula at position P1 was said to

enable 8x1036 different possibilities.

Sandoz introduced expert evidence that the P1 substituent

group in darunavir (also shown in Figure 1) was unusual and

not part of the common general knowledge of the skilled

person at the priority date of Searle’s patent.

The Arguments

Sandoz argued that darunavir’s absence from the common

general knowledge meant that it could not be specified

‘implicitly, but necessarily and specifically’ in the claims of

Searle’s patent according to the CJEU’s test set out in Eli Lilly.5

Sandoz relied on CJEU precedent that ‘something more’ than

infringement was needed, in particular referring to the CJEU’s

statement in Eli Lilly recording the Commission’s view that:

…for a competent person and on the basis of the

general knowledge of a person skilled in the art, it

should be immediately evident from the claims of a

basic patent that the active ingredient for which an

SPC is sought is actually claimed by that patent.

(emphasis added)

Based on the position that common general knowledge needs

to be taken into account, Sandoz formulated the following

test under Article 3(a):

the skilled team would recognise the product as

forming a part of the subject matter of the patent by

reference to a careful reading of the patent based on

the common general knowledge at the priority date.

In contrast, Searle argued that Sandoz’s approach was in

conflict with the simple, transparent, easy to administer and

objective test foreseen in the memorandum underlying the

SPC Regulation. In this way, taking into account common

general knowledge would amount to too much burden on

granting authorities.

Searle also referred to the fact that Arnold J’s pragmatic

approach (that darunavir was clearly encompassed by the

Markush

Darunavir

PP11

Figure 1

5) Eli Lilly and Co Ltd v Human Genome Sciences Inc (Case 493/12) [2013]
ECR 835.
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patent claims) had been consistent with other Member

States, given that Searle’s SPCs for darunavir had been

granted in all 16 designated states of the patent.

In addition to agreeing with Arnold J’s decision, Searle argued

that any reference to the CJEU would be futile given that there

was no real possibility of the answer to such a reference being

received and dealt with before the expiry of the SPC in

February 2019. In this respect, Sandoz’s product is said not to

be on the market, and the issue may become academic if

there are no cross-undertakings for damages in place to

compensate Sandoz for their delay if they are ultimately

successful. In similar respects, and from a competition

standpoint, there do not appear to be any allegations relating

to Searle’s conduct in defending its SPC.

What Led to Another Reference?

Typically, three main factors are taken into account in respect

of making a referral to the CJEU under Article 267 TFEU: (i)

inconsistent decisions in Europe; (ii) the legislated

requirement being uncertain and so not acte clair; and (iii) the

latter resulting in an inability to decide the case in question.

There is practically no dispute in the United Kingdom, or

across Europe, that factor (ii) is satisfied and that the

formulation of a universal test under Article 3(a) remains

unclear (and elusive). This decision travels through and

summarises the entire body of CJEU case law under Article

3(a) and lands squarely on that conclusion. It is, therefore,

factors (i) and (iii) which are less clear in this case.

Indeed, the only express reference in the decision to the basis

for making a reference appears in paragraph [97], where 

Floyd LJ mentions the need to refer a question if it is not clear

that the test in Eli Lilly is ‘always satisfied by a Markush claim

which covers the active ingredient’. This appears to be a

narrow approach to making a reference. Indeed, it is the fact

that the Court of Appeal is unwilling to say that every Markush

formula is ‘OK’ under Article 3(a) which appears ultimately to

have led to that outcome. This is notwithstanding the view

that the Markush formula in Searle’s patent should satisfy

this test, which of course was completely aligned in both first

instance and appeal decisions.

In this respect and considering factor (iii), it is not explicit in

the decision on what basis or test Searle’s SPC would ever be

rejected. It is implicit in the decision that the best outcome 

for Sandoz would be that the CJEU finds in favour of its

‘common general knowledge’ test. However, the decision 

also acknowledges that darunavir would be ‘immediately

recognised’ and that the Markush formula embodies the core

inventive advance of the patent. It is not clear how the

‘common general knowledge’ would impact upon those

findings. This is all the more so given that Floyd LJ refers to the

relevant date of the assessment under Article 3(a) being when

the product is known. This imputes knowledge of the

compound itself, but must presumably still be judged based

on the common general knowledge at the priority date of the

patent. Overall, therefore, if the CJEU does find in favour of the

utility of common general knowledge, this would appear to

require re-examination before the UK courts.

Considering factor (i) and any disharmony across Member

States, the odds of SPC rejection would seem to be reduced

further still based on the consistent approach to granting

Searle’s SPC across all other designated states of the patent.

The only basis for disharmony in Europe therefore seems 

to arise in the form of a hypothetical outcome based 

on the UK Court of Appeal’s interpretation of the German

Bundespatentgericht’s decision in QH/Royalty Pharma. In this

respect, Floyd LJ considered that the German court would take

the view that a Markush formula ‘may’ not always satisfy

Article 3(a). This harks back to the apparent basis for the

further reference mentioned above, namely that the UK court

was unwilling to risk setting a precedent that every Markush

formula would be ‘OK’. It must be said that there is a certain

irony in relying on disharmony based on theoretical

inconsistency with the German case law, when Germany was

one of the designated states which, like all of the rest,

granted Searle’s SPC.

Are We Any Closer to Understanding How to
Approach Article 3(a)?

Considering Eli Lilly to be the latest binding precedent from

the CJEU, the UK court summarised eight factors to be taken

into account in approaching Article 3(a) (paraphrased):

(i) The rules are those relating to the extent of

protection of the invention (for EPs therefore, Article 69 and

the Protocol);
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(ii) Recourse may not be had to the rules relating to

infringement;

(iii) The fact that the product infringes is not, therefore,

‘a crucial’ factor;

(iv) The claims have a key role;

(v) An active ingredient which is not identified in the

claims by any means (that is, either a structural or functional

definition) is not protected;

(vi) A structural formula is not essential and a functional

formula will do; but:

(vii) It must be possible to reach the conclusion, based

on the claims and specification, that the claims relate,

implicitly but necessarily and specifically, to the active

ingredient in question;

(viii) It is for the national court to determine the

application of this test.

It is clear how such factors are derived from, and are largely

consistent with, the approaches set out in the principal CJEU

case law, as shown in Table 1.

Considering the question referred by the UK Court of 

Appeal in this case, still further potential formulations 

have been raised on how to approach Article 3(a), as are

highlighted below:

Where the sole active ingredient the subject of a

supplementary protection certificate issued under [the

SPC Regulation] is a member of a class of compounds

which fall within a Markush definition in a claim of the

patent, all of which class members embody the core

inventive technical advance of the patent, is it

sufficient for the purposes of Article 3(a) of the 

SPC Regulation that the compound would, upon

examination of its structure, immediately be recognised

as one which falls within the class (and therefore

would be protected by the patent as a matter of

national patent law) or must the specific substituents

necessary to form the active ingredient be amongst

those which the skilled person could derive, based on

their common general knowledge, from a reading of

the patent claims?

First, this question is limited to Markush formula and

presupposes that a ‘core inventive advance’ test is satisfied.

To answer this question, the CJEU would appear to have to be

willing to apply the outcome to a specific type of claim, and

also accept that a core inventive advance test is relevant.

Neither of these requirements is guaranteed and with the

number of referrals pending under Article 3(a), including the

repeated question simply to set out the criteria, the whole

approach under Article 3(a) seems up for debate; or,

alternatively, none of it if the CJEU considers the Eli Lilly test

to be sufficiently clear.

The presupposition of the relevance of ‘core inventive

advance’ is followed up by the selection of another criterion to

be chosen from two options: ‘immediate recognisability’ or

Case

Farmitalia (C–392/97) 

[DE]

(idarubicin)

Approach to Artice 3(a)

‘… whether a product is protected by a basic patent, reference must be made to the rules which

govern that patent’

Medeva (C–322/10)

[UK] (pertactin combo)

‘… active ingredients [to be] specified [or mentioned] in the wording of the claims’

Eli Lilly (C–493/12)

[UK] (neutrokine-α)

‘… a functional formula … does not, in principle, preclude the grant of an SPC … on condition that

it is possible to reach the conclusion on the basis of those claims, interpreted inter alia in the light

of the description of the invention, as required by Article 69 of the EPC and the Protocol on the

interpretation of that provision, that the claims relate, implicitly but necessarily and specifically, to

the active ingredient in question, which is a matter to be determined by the referring court’.

Note: Commission view also recorded as:

‘… immediately evident from the claims of a basic patent that the active ingredient for which an

SPC is sought is actually claimed by that patent’.

Table 1



‘derivable from the common general knowledge’. It is unclear

how much of a distinction these options present, as

presumably the skilled person must, to some degree at least,

impute their common general knowledge in being able to

immediately recognise an active ingredient.

It is interesting to compare the factors raised by this question

with those considered in the existing two references, and

consider how the new reference may build on and/or

supersede the eight factors that the UK court derived from the

existing case law. Table 2 sets out the approaches which were

either proposed or derived in the decisions underlying the

existing referrals in Teva v Gilead and QH/Royalty Pharma and

the proposed outcome (that is, remaining in favour of SPC

grant) in the present case.

Overall, these factors seem to take us back to the pre-Medeva

UK case law, and the debate following the cases in Gilead6

(first time around) and Astellas7 and what balance needs to

be struck between an infringement- or disclosure-based test.

The continued uncertainty highlights that the CJEU case law

has thus far failed to clarify where the line is to be drawn.

It would appear that the UK Court of Appeal in this case

considered that an acceptance of Searle’s SPC would tip the

balance too much towards an infringement-type test, which

may, therefore, have contributed to it refusing to set such a

precedent and choosing to make a reference.

Based on its endorsement of granting Searle’s SPC and its

formulation of the question above, the approach in the United

Kingdom appears to be leaning towards ‘core inventive

advance’ as a basis for striking the right balance, and at the

same time providing a universal test that is sufficiently

flexible in approaching different types of claim. Owing to its

endorsement of granting Searle’s SPC on the basis of

‘immediate recognisability’, the UK Court of Appeal would

appear to be leaning towards applying that additional factor,

rather than endorsing an approach requiring examination of

the common general knowledge. This seems to be an attempt

to confine or simplify the apparent complexity of the core

inventive advance test by adding an extra element, since

complexity has been one the main themes of criticism against

the core inventive advance test since it was originally

formulated.

Third Party SPCs

One issue touched upon in the decision but which does not

feature in the question to the CJEU (or in its proposed answer

since it does not apply to these facts) is the potential

relevance of so-called ‘third party SPCs’ – that is, when the

SPC applicant/patentee is not the holder of the relevant

marketing authorisation.

On this point, the decision makes a number of references to

Eli Lilly, in particular paragraph [43], in relation to which the

decision states:

the [CJEU] considers that at least one way of

preventing or hindering the marketing authorisations

of third parties from being used as the basis for SPCs

is to insist on a high degree of specificity in the basic

patent. That might help to prevent a patentee

Case

Teva v Gilead (C–121/17)

(emtricitabine/tenofovir )

[UK]

Approach to Artice 3(a)

‘Core inventive advance’ test

‘… embodies the inventive advance (or technical contribution) of the basic patent’.

QH/Royalty Pharma

(sitagliptin) [DE]

‘Disclosure-type’ test

‘… specified in the claims in such a way that it can be identified as such and it is actually provided

to the skilled person’.

[Note: core inventive test rejected and allocated to Article 3(c)]

Sandoz v Searle

(darunavir ) [UK]

‘Core inventive advance plus’ test

‘… embody the core inventive technical advance of the patent …’

Plus

‘immediately be recognised’

[Or ‘derivable from the common general knowledge’]

Table 2

6) Gilead Sciences Inc’s SPC Application [2008] EWHC 1902 (Pat). 7) Astellas Pharma Inc v Comptroller-General of Patents [2009] EWHC 1916
(Pat).
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spreading the net in his patent claims widely 

and unspecifically, and subsequently fastening on a

competitor’s successfully marketed drug to obtain an

extended term which he has not earned. (emphasis

added)

In this way, it is noteworthy that the UK court interprets the

CJEU as wanting to ‘prevent’ or ‘hinder’ third party SPCs. In

the context of Article 3(a), this may indicate a direction

towards applying a stricter test in order to facilitate such 

an outcome.

By reference to the same point and in giving reasons in

support of the relevance of common general knowledge, the

decision then states:

If the objective is to ensure that the patent proprietor

has come close to an actual realisation of the product,

then the fact that the relevant substituents cannot be

arrived at from a reading of the specification and the

common general knowledge may be highly relevant.

(emphasis added)

The reference to the patentee coming close to an ‘actual

realisation’ of the product appears to reinforce the suggestion

that a narrow test under Article 3(a) would be harder to satisfy

for a third party’s product. However, this may not necessarily

follow. Indeed, what the patentee ‘realises’ and what may be

in the common general knowledge apply different concepts;

the patentee is the inventor and the common general

knowledge is known to the nominal, uninventive, skilled

person. In deciding this reference, it will be interesting to see

if the CJEU comments further on third party SPCs on the

Article 3(a) test, as it did in Eli Lilly.

Post-Brexit Considerations

As noted at the outset, the timing of this decision is poignant,

not only due to the expiry of Searle’s SPC, but also considering

what the relationship between the UK courts and CJEU will be

in March 2019, since 12 months would be the typical length of

time (at a minimum) for a reference to be considered and

decided. This may be further complicated should any

transitional period be implemented, and depending on what

impact that would have on the relevant law.

As currently drafted, the European Union (Withdrawal) Bill

provides for all pre-Brexit EU law to be automatically 

retained as part of the present EU acquis. In this way, a

decision handed down pre-Brexit will remain enforceable in

the United Kingdom and have the precedent of a Supreme

Court decision. However, if the decision is handed down 

post-Brexit, then it would not have the same precedential

value, although the UK court may still consider the decision

as part of its discretionary power if it considers it appropriate

to do so.

Given the difficulties in interpreting the CJEU case law in this

area, should the CJEU stick with its existing test under Article

3(a) and/or provide a decision which does not make the test

clear, this case would need to be re-decided, which may

present the United Kingdom with its first opportunity to set its

own test. As already noted, given the support for the ‘core

inventive advance’ in both the Patents Court and Court of

Appeal, this may be the direction in which the United

Kingdom goes.

However, in the meantime, the CJEU will be handing down

further SPC decisions, including under Article 3(a) in the 

Teva v Gilead and QH/Royalty Pharma cases; in particular the

former which had already had its hearing on 20 February 2018.

Further still, the outcome of the European Commission’s Max

Planck Institute-led legal study into SPCs is due to be

published in 2018, which could raise the potential for

reforming European SPC law. If legislative reform ensues, this

would no doubt take time to implement and put the law in

flux, again potentially travelling into a post-Brexit era (subject

to any transitional arrangements).

With so many overlapping influences in play, 2018 and 2019

look set to be critical periods for the UK law governing SPCs,

and the only certainty in respect of Article 3(a) is that the

position looks set to remain uncertain for months to come.
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