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Introduction

The recent referral to the Court of Justice of the 

European Union (‘the CJEU’) by the Swedish court in Novartis1

concerns the correct interpretation of Article 3(c) of EU

Regulation 469/2009/EC (‘the SPC Regulation’). However,

more generally, the case and its underlying facts highlight

how ‘multiple SPC’ strategies have developed following the

CJEU’s decision in Neurim.2 These strategies involve parties

seeking to obtain multiple SPCs for the same active ingredient

based on products comprising ‘different applications’ of the

same active ingredients, including in particular extensions to

new therapeutic indications.

Novartis tests the validity of such strategies and has

confronted Article 3(c) first, which restricts multiple SPCs

being obtained for the same product. However, multiple SPC

strategies based on the same product may also confront

issues under more than one of the other three grounds for

validity set out in Article 3 of the SPC Regulation, as

summarised in Table 1. In this article we consider how such

issues arise in relation to the case in Novartis as well as

multiple SPC strategies more generally.

Novartis

The underlying facts of Novartis are set out in Table 2 by

reference to the details from what we believe to be the

parallel/equivalent UK SPC applications to those that are the

subject of the Swedish referral. This includes details of the

two SPC applications in question, namely: an early SPC for

canakinumab (‘SPC 1’); and a subsequent SPC application
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1) Novartis AG v Patent-och registreringsverket (Case 354/19).

2) Neurim Pharmaceuticals (1991) Ltd v Comptroller-General of Patents
(Case 130/11) [2012] ECR 489.

3) Type II variations constitute significant changes to an existing medicinal
product authorisation for a product, for example where further therapeutic
indications are added.

Requirement Issues for multiple SPCs

Article 3(a) Patent must protect 
the product.

No particular issues arise from multiple SPC applications per se, and so this will
depend on the patent(s) in question.

May confront issues: for example, does a Type II variation3 constitute a valid
authorisation?

Can the same entity/patentee obtain multiple SPCs for the same product? (that is, 
the question now referred in Novartis).

Can the authorisation relied on be the ‘first’, notwithstanding an earlier authorisation
for the same product?

Article 3(b) Valid medicinal 
product authorisation.

Article 3(c) One SPC per product
per patentee.

Article 3(d) Medicinal product
authorisation must be
the first.

Table 1. Issues confronted by multiple SPC applications



now the subject of the referral (‘SPC 2’). In addition, we have

identified and included the details of another SPC application

for the same product (‘SPC 3’). We have also illustrated these

details in Figure 1.

All of these SPC applications concern the same product/active

ingredient: an antibody to the cytokine IL-1β with the INN

canakinumab. As set out in Table 2 and Figure 1, SPC 2 and 

SPC 3 are based on subsequent Type II variations, which add

further indications to the original authorisation for

canakinumab. The basic patent underlying SPC 2 is a separate,

later filing compared to the basic patent underlying SPC 1. And

the basic patent underlying SPC 3 is a divisional of the basic

patent underlying SPC 2. In this way, while not subject to the

referral and with slightly different facts, it appears that SPC 3

will face all the same issues as to its validity as SPC 2.
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4) Figure 1 illustrates (roughly) the potential maximum term of these SPCs, 
if granted.

SPC 1 (granted)4

SPC/GB10/002
SPC 2 (pending)4

SPC/GB14/002
SPC 3 (pending)4

SPC/GB18/021

Medicinal product containing
canakinumab

Canakinumab, in all its forms
protected by EP1940465, for use in
the treatment of systemic juvenile
idiopathic arthritis

CanakinumabProduct

EP1313769 – anti IL-1β Abs with
claims to antibody/product with
broad medical use claims
Fig 1: P1

EP1940465 – anti IL-1β Abs with
claim 1 limited to indication only
(SJIA)
Fig 1: P2

EP2848258 (div of EP1940465) –
anti IL-1β Abs with claim 1 limited to
new indication only (FMF)
Fig 1: P3

Art 3(a) /
patent

EU/1/09/564/001 – 002 –
Cryopyrin-Associated Periodic
Syndromes (CAPS)
Fig 1: MA1

EU/1/09/564/001 – 003 – Type II
variation (C(2013)56000): systemic
juvenile idiopathic arthritis (SJIA).
Fig 1: MA2

Type II variation (C(2017)1412)
adding familial Mediterranean Fever
(FMF)
Fig 1: MA3

Art 3(b) /
auth

Novartis’ first SPC for this product Referral – May Novartis obtain a second SPC for this product? (and a
third?)

Art 3(c) /
multiple
SPCs

First authorisation for this product Further issue/referral? – Is the Type II variation the ‘first’ authorisation?Art 3(d) /
first auth

Potential issue/referral? – is a Type II variation a valid authorisation?

Table 2. Multiple canakinumab SPC applications

Figure 1. Multiple canakinumab SPC applications



As noted in Table 1 and emphasised in Table 2, a key issue

confronted by a multiple SPC strategy involving a single entity

will most likely be Article 3(c), as is the subject of the

question now referred in Novartis. In this case, Novartis’ SPC

application (SPC 2) was rejected by the Swedish patent office.

On appeal, the Swedish Patent and Market Court of Appeal

have referred a question to the CJEU seeking clarification on

the interpretation of Article 3(c) as follows:

Against the background of the basic objective that

supplementary protection for medicinal products aims

to accommodate and which consists of stimulating

pharmaceutical research in the Union, does Article

3(c) of the Regulation concerning Supplementary

Protection Certificates for medicinal products,

considering Article 3(2) of the Regulation concerning

the creation of a Supplementary Protection Certificate

for plant protection products, constitute an obstacle

against an applicant, that has previously been

granted a Supplementary Protection Certificate

concerning a product which is protected by a basic

patent in force for the product as such, being granted

a Supplementary Protection Certificate concerning a

new use of the product in a case such as the present

where the new use constitutes a new therapeutic

indication which is protected specifically by a new

basic patent?

We are not aware of the extent to which (if at all) the Swedish

patent office and/or court considered the other requirements

under Article 3 to have been satisfied by Novartis’ SPC

application (SPC 2). As set out in Table 2, SPC 2 would also

appear to confront Article 3(d) and (as mentioned at the

outset) in this way represents an interesting test case for

when a single entity embarks on a multiple SPC strategy. As

also set out in Table 2 (and noted also in Table 1), issues may

arise under Article 3(b), whereas, of all of the requirements,

Article 3(a) would appear to be the least contentious.

We discuss the issues arising under Article 3(c) in more 

detail, as well as how issues may arise under each of the

requirements under Article 3 in turn below; both in relation to

Novartis and generally in respect of multiple SPC strategies.

Article 3(a)

To satisfy Article 3(a), the product specified in the SPC

application must be protected by a basic patent in force. This

requirement has been the subject of multiple referrals to the

CJEU but none that are especially linked to the issue of

multiple SPCs. Where, as is the case in Novartis, multiple 

SPC strategies are based on extensions to further indications,

the basic patents underlying these strategies will typically 

be directed to (and may contain clinical data concerning) 

the particular product in question, which is correspondingly

specified precisely in the patent’s claims. Accordingly, in 

such cases the recent tests applied by the CJEU in Teva5

would appear to be satisfied and do not on their face 

trigger issues due to multiple SPC applications being involved

per se.

A closely related and overarching issue is the matter of the

definition of the ‘product’ that must be protected, which is

defined in Article 1(b). In Yissum,6 the CJEU held that the

‘product’ does not include any therapeutic use; in other

words, an active ingredient authorised for multiple

indications is nonetheless the same ‘product’ in each case for

the purposes of the SPC Regulation.

As shown in Table 2, Novartis has used various formulations

to define canakinumab across SPCs 1, 2 and 3. However, in the

most recent application (SPC 3) the product is simply

‘canakinumab’, which might suggest that Novartis is not

seeking to rely on any material distinction or differentiation

under Article 1(b). In all cases, the antibody canakinumab is

specifically disclosed in the underlying basic patents and the

claims, which are at their broadest still limited by reference to

specific sequences pertaining to the antibody. Accordingly,

issues may not arise under Article 3(a) (or Article 1(b)) with

respect to Novartis’ SPC application, albeit it is not clear

whether the Swedish patent office and/or court have made

such a decision yet.
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5) Teva UK Ltd and Others v Gilead Sciences Inc. (Case 121/17). 6) Yissum Research and Development Company of the Hebrew University of
Jerusalem v Comptroller-General of Patents (Case 202/05) [2007] ECR I–2839.



Article 3(b)

Article 3(b) of the SPC Regulation 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 (relating to human products) or

Directive 2001/82/EC (relating to veterinary medicinal

products), as appropriate.

Where, as is the case in Novartis, multiple SPC strategies 

are based on therapeutic indications added via Type II

variations, it raises the question of whether such variations

may be considered valid authorisations for the purposes of

Article 3(b). There is no CJEU case law specifically addressing

this point so far as we are aware. In the recent legal study into

SPCs undertaken by the Max Plank Institute on behalf of the

European Commission (‘the MPI Study’),7 the authors state

that the position is unclear, but on the basis that variations

are subject to a prior approval procedure similar to the

situation for grant of a new authorisation, they remark that

they ‘do not see any reason why a distinction shall be drawn

between the situation where such permission has the form of

a new and independent [authorisation] and the situation

where the permission results from an amendment to an

existing [authorisation]’.8

Considering the Novartis referral, as is the case for Article 3(a),

it is not clear whether the Swedish patent office and/or court

have deemed Article 3(b) to have been satisfied. Interestingly,

the MPI Study records the answers submitted by the national

patent offices to the question of whether Type II variations

constitute valid authorisations. The answer from the Swedish

patent office on this point was a simple ‘no’.9 This begs the

question of whether Novartis’ SPC application (SPC 2) may

also have been rejected on this basis (or whether this

rejection was, for example, based on a presumption by the

Swedish patent office that Article 3(c) and/or Article 3(d)

would not be satisfied, for example, given a Type II variation

will almost certainly be in the hands of an entity with an

earlier authorisation and/or SPC).

In contrast to the Swedish patent office’s rejection, for

example, the German and UK authorities answered ‘yes’

to the same question in the MPI Study on the condition that

the Type II variation relates to a new therapeutic indication,

which might imply an acceptance in principle that this could

form the basis of a second SPC application according to

Neurim under Article 3(d). This indicates that, as with many

requirements under the SPC Regulation, there is disharmony

across Europe. Accordingly, either as part of the existing or via

a further referral, further guidance may be needed from CJEU

under Article 3(b), which would have implications for multiple

SPC strategies.

Article 3(c)

Article 3(c) requires that the product of an SPC application 

has not already been the subject of an earlier SPC. On a 

literal interpretation, this prohibition applies irrespective of

the applicant. However, over time CJEU case law (in particular

Biogen10 and AHP11) has considerably altered this provision

via a teleological interpretation to create a ‘one SPC per

product per patentee’ rule, allowing multiple SPCs for the

same product provided the applicants/patentees are different.

The CJEU case law on Article 3(c) has (necessarily via 

the expressed provisions concerning mutatis mutandis

application) taken into account relevant parts of the parallel

EU Regulation governing SPCs for plant protection products

(EU Regulation 1610/96/EC), in which Article 3(2) states:

… the holder of more than one patent for the same

product shall not be granted more than one certificate

for that product. However, where two or more

applications concerning the same product and

emanating from two or more holders of different

patents are pending, one certificate for this product

may be issued to each of these holders.

Given its relevance, this provision is also referred to along

with Article 3(c) in the question referred to the CJEU in

Novartis (above). It is the second sentence of this provision

which is significant. First, it confirms the requirements, that

is, different patentees. Further, it arguably adds another

requirement, namely that the SPC applications in question are

co-pending (which under Article 3 could be judged at the date

of filing). As remarked in the MPI Study12: ‘the wording of

[this] provision did not rule out a priori that the same or other
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7) R. Romandini, R.M. Hilty and A. Kur (eds) Study on the legal aspects of
supplementary protection certificates in the EU (2018) available at
https://ec.europa.eu/docsroom/documents/29524.

8) Ibid., Chapter 9.3.3.1(d), at page 161.

9) Ibid., Table 9.1, at page 168.

10) Biogen Inc. v Smithkline Beecham Biologicals SA (Case C–181/95) [1997]
I–00357.

11) AHP Manufacturing BV v Bureau voor de Industriële Eigendom (Case
C–482/07) [2009] I–07295.

12) Note 7 above, Chapter 12.1.2.1, at page 244.



applicant can be issued two SPCs for the same product’. 

This is the question of course now posed in Novartis, which

asks whether the already extended interpretation of 

Article 3(c) may be further extended in relation to a new

application/indication (in this way applying a similar principle

to Article 3(c) as was added to Article 3(d) by the decision in

Neurim (discussed next below)). In effect, this question asks

whether the requirement in Article 3(c) should in fact be ‘one

SPC per product per patentee per indication/application of

the product ’.

We will have to wait and see whether the CJEU will allow and

endorse Novartis’ multiple SPC strategy and if so, whether it

will do so in a manner limited to the facts (as it arguably did

in Neurim, with respect to Article 3(d)) or by giving more

extensive guidance on the core principles and underlying

legal basis for interpreting Article 3(c). The views expressed in

the MPI Study were that ‘the case law has radically

transformed’ the scope of Article 3(c)13 and that a more literal

approach to Article 3(c) would be favourable, albeit

alternative options were presented to address and/or codify

the current position.

Although Novartis explores the core principles underlying

Article 3(c) in a long-anticipated test case, a significant issue

that is not directly tested is the ownership of multiple SPCs

for the same product by associated or group entities (and

furthermore, if multiple SPC ownership is prohibited, what is

the effect of having obtained multiple SPCs and can SPCs be

voluntarily revoked and/or withdrawn in order to preserve the

validity of one of them). This is because, rather than run into

this issue, the same Novartis entity has applied for all of the

SPCs (in this case, SPCs 1, 2 and 3). In any multiple SPC

strategy, there are many factors which may apply as to how

SPC ownership may vest (in the same way as it does in

relation to how the ownership of the underlying patents is

structured within a group of companies). Each scenario will

depend on its facts. If the ownership of multiple

SPCs/patentees is split across multiple group entities, the

legitimacy of such structures may be scrutinised. It seems

unlikely that the CJEU will address this issue in responding to

this referral, but as with all anticipated scenarios in SPCs, it

may not be long until another test case arises which does.

Article 3(d)

Article 3(d) of the SPC Regulation requires that the

authorisation relied on under Article 3(b) is the ‘first

authorisation’ to place the product on the market as a

medicinal product.

On a strict literal interpretation, Article 3(d) would appear to

preclude multiple SPCs in the context of authorisations for

new therapeutic indications (such as Type II variations), as

they are naturally additional and not ‘first in time’ for the

product in question.

However, as with Article 3(c), the CJEU case law has

transformed this requirement via teleological interpretation

and created a notable extension, in particular through the

well-known case of Neurim. That case concerned two different

applicants/patentees which consecutively developed

different applications of melatonin: the first being a

veterinary medicine concerning reproductive cycles in sheep;

and the second (the subject of Neurim’s SPC application)

being a human medicine for treating insomnia. In order to

satisfy Article 3(d), Neurim had to argue that its authorisation

was the first, avoiding the earlier veterinary authorisation.

The CJEU accepted Neurim’s arguments, in particular on the

basis that Neurim’s medicine was a ‘different application’ of

melatonin. However, the CJEU decision left significant

questions unanswered as to how far this principle extended,

such as:

● Is it limited to the facts in Neurim, such that a species

switch from animal to human medicine is needed (and what

about vice versa)?

● Can new formulations of products constitute

‘different applications’ (and what about other developments,

for example medical devices)?

● Is a further therapeutic indication in humans within

its scope?

As a result, further referrals were anticipated and to date two

have recently arisen: Abraxis14 and Santen.15

In Abraxis (a UK referral), the CJEU has answered one of these

questions insofar as new formulations are concerned, holding
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13) Ibid., Chapter 12.1.3.1, at page 255.

14) Abraxis Bioscience LLC v Comptroller-General of Patents (Case 443/17)
[2019] ECR 239.

15) Santen SAS v Directeur général de l’Institut national de la propriété
industrielle (Case 673/18).



that they do not qualify as ‘different applications’ under Neurim.

However, while the overall response was negative in that case,

the CJEU rejected the call from the Advocate General to overrule

or severely limit Neurim to its facts (as was also advocated by

the MPI Study). This meant that questions remained

outstanding and unanswered, in particular whether a further

therapeutic indication in humans could qualify for the principle

in Neurim. The MPI Study, for example, includes responses from

SPC granting authorities across Europe on their interpretations

of Neurim, reflecting that a number of authorities did interpret

Neurim as applying in such circumstances.16

Santen (a French referral) specifically addresses the latter

question. It concerns Santen’s SPC application based on a new

therapeutic indication of cyclosporin (marketed as Ikervis) for

keratitis (an inflammation of the cornea). Santen’s position is

that Ikervis is the ‘first authorisation’ for cyclosporin,

notwithstanding earlier authorisations dating back to the

1980s (for example, as Sandimmune for various therapeutic

indications including the prevention of graft rejection and 

the treatment of endogenous uveitis). In this way, both

applications are for human treatments and constitute

separate, full dossier authorisations from independent

parties. The primary question referred by the French court

centres on the scope of Neurim and whether Santen’s Ikervis

qualifies as a ‘different application’ of cyclosporin.

Turning to Novartis, this would appear to be a sufficiently

similar situation to Santen (and Abraxis) to confront issues

under Article 3(d), albeit given a single entity is involved,

Article 3(c) has been triggered first (and was not triggered in

either Abraxis, Santen or Neurim given that there were no

earlier SPCs and different entities were involved). This is

because each of SPC 2 and SPC 3 relies on a Type II variation,

which to be the ‘first’ must avoid the earlier/first

authorisation for canakinumab, presumably by relying on

each new indication constituting a ‘different application’ of

canakinumab according to Neurim. Again, it is not clear

whether any comment or consideration has yet been made by

the Swedish patent office and/or court as to the satisfaction

of Article 3(d).

As a result, the CJEU’s response in Santen may have a

significant impact on Novartis’ multiple SPC strategy (as it

would do to any such strategy involving multiple SPC

applications based on the new indications of the same

product in humans). Santen was referred in October 2018 and

so we might expect the CJEU’s answer later in 2019 or in the

first half of 2020, but in any case sooner in time than Novartis

absent any joinder or expedition.

As with all SPC referrals, the facts of the case will be critical

and it remains to be seen whether Santen and Novartis may

be distinguished in relation to the applicability of a ‘different

application’. In respect of the pharmaceutical developments,

further expert analysis would be needed to understand

whether the facts are materially different – that is, based on

the significance of the further therapeutic indications for

canakinumab in Novartis (from CAPS to SJIA (and to FMF))

versus cyclosporin’s development in Santen from graft

rejection/endogenous uveitis (amongst other therapeutic

indications) to keratitis. However, it seems less likely that the

CJEU would base a test allowing distinctions on what may be

complex, technical issues given the risk of placing an undue

burden on SPC granting authorities.

Considering the underlying basic patent protection this does

reveal a potential basis for distinguishing Santen and

Novartis. This goes to a secondary issue considered in Neurim

in relation to which slightly different positions have been

proposed in the case law:

(1) First, the CJEU’s main answer and decision in Neurim

stated that the product the subject of the SPC application

must fall within the protection of the basic patent in question.

Applying this to the facts in Novartis, this would suggest that

the relevant link is between the Type II variation for SJIA 

(MA 2) and the later patent (P2).

(2) Second, the Advocate General’s opinion in Neurim

(of course not binding and superseded by the CJEU decision

above), stated the ‘crucial factor’ was that the product of the

earlier authorisation did not fall within the scope of protection

of the basic patent relied on in the subsequent application.

Applying this to the Novartis facts would suggest that the

relevant link would be to ensure that canakinumab as

originally authorised for CAPS (MA 1) did not fall within the

scope of the protection of the later patent (P2).
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(3) Third and finally are issues raised in both the Santen

referral (the second question) and Abraxis, in which

comments or questions arise as to the significance of having

claims specifically directed to the new indication/application

in question. Applying this to the Novartis facts would, per (1)

above, suggest that the relevant link is between MA 2 and P2,

but with a potentially stricter requirement for a more precise

nexus between the two (thereby presumably satisfying the

position in (2) above). In particular, the Advocate General’s

opinion in Abraxis included statements indicating an adverse

view of Abraxis’ patent not having such a nexus which were

said to make Abraxis’ arguments as to new therapeutic

indication ‘irrelevant’.17

In Santen’s case, the basic patent contains dependent claims

which include keratitis amongst a long list of other indications

(including uveitis such that it overlaps with the indication of the

earlier Sandimmune cyclosporin product, albeit it does not cover

Sandimmune due to integers requiring a particular formulation

(an oil-in-water submicron type emulsion)). This may be a basis

on which to distinguish Santen and Novartis, as (per Table 2)

Novartis’ patent (P2) contains a claim 1 that is specifically limited

to the relevant indication (that is, SJIA), which precisely

corresponds to the relevant authorisation (MA 2).

In this way, Novartis’ multiple SPC strategy appears to be have

been designed with sufficient caution so as to address all of

the above scenarios. This comment applies further still when

considering other issues raised in Neurim; for example,

questions 4 and 5, which asked whether a new, full medicinal

product authorisation and/or an entirely new patent were

needed. In both respects the CJEU answered negatively, but

Novartis would appear nonetheless to have laid the

groundwork to comply with such conditions as best they can

in case they are implemented (that is, having Type II

variations (MA 2 and MA 3) serving as potential equivalents to

a ‘new authorisation’ and filing new patents in each case

(either via a new application in P2 or a divisional application

in P3)).

Summary

For the reasons discussed above, the Novartis referral is

critical to a fundamental criterion for multiple SPC strategies

to be successful, namely whether multiple SPCs can be held

by the same entity according to Article 3(c). Should Novartis

not be successful on this basis, it would raise the issue of

separate ownership being a necessary success factor for such

strategies. However, separate ownership within a group

structure is likely to be scrutinised and its legitimacy remains

to be assessed.

Furthermore, and notwithstanding the issue of ownership,

Novartis also illustrates the importance of devising a multiple

SPC strategy with a view to the issues arising from Neurim

and the subsequent CJEU case law in order to address

compliance with Article 3(d). Notwithstanding certain

differences between Novartis and the ongoing Santen referral

(discussed above), the latter is in any event likely to be critical

to another key success factor for multiple SPC strategies

based on Article 3(d) – that is, whether a new indication in

humans satisfies the requirements of being a ‘different

application’. It is this issue that is likely to come before the

CJEU sooner and so, along with Novartis, Santen will be

carefully monitored by parties pursuing multiple SPC

strategies, given its significant implications.
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