
BackgroundBackground

Both judgments have been issued in procee-
dings ini  ated in Spain by an innovator company 
that challenged the marke  ng authorisa  ons 
(“MAs”) granted to certain compe  ng medicinal 
products. The Spanish Agency for Medicines and 
Medical Devices (“AEMPS”) granted these MAs 
through a decentralised procedure, in which the 
Netherlands acted as reference Member State 
and Spain as concerned Member State. 

To understand the dispute, the following facts 
are relevant:

1. The claimant is the local representa  ve of 
the MA holder of two medicinal products. 
One is for a product with a single ac  ve 
ingredient (eze  mibe), whose data protec-
 on period ended in 2011. The second MA 

is for a product with a fi xed-dose combina-
 on of eze  mibe and atorvasta  n, whose 

data protec  on period ended in September 
2022.

2. Before September 2022, Cinfa and Normon 
applied for a MA for their generic versions 
of the combina  on of eze  mibe and ator-
vasta  n. They provided bioequivalence 
studies comparing their combina  on 
products, not to the innova  ve combina-
 on, but to the concomitant use of the 

single ac  ve ingredients eze  mibe (whose 
data protec  on period had expired at that 
 me) and atorvasta  n. In addi  on, Cinfa 

and Normon relied on certain data on the 
combined use of eze  mibe and atorvasta  n 
in the dossier of the innova  ve single ac  ve 
ingredient (eze  mibe) product. These data 
had been included in the MA of the single 
ac  ve ingredient (eze  mibe) product to 
fulfi l the obliga  on of keeping the registra-
 on dossier updated with all available infor-

ma  on on its use.

3. Despite the fact that the eze  mibe and 
atorvasta  n combina  on had already been 
authorised in the past (in the innova  ve 
fi xed-dose combina  on), and that it was 
therefore not the fi rst  me that a fi xed-
dose combina  on of these substances had 
been approved, the Cinfa and Normon 
combina  ons were not authorised as gene-
ric versions of the innova  ve product (ex. 
Ar  cle 10.1 of Direc  ve 2001/83/EC), but 
as standard combina  ons on the basis of 
Ar  cle 10b of Direc  ve 2001/83/EC. It is 
noteworthy that the legal basis of Ar  -
cle 10b is foreseen for medicinal products 
containing ac  ve substances already used 
in the composi  on of authorised medicinal 
products but not hitherto used in combina-
 on for therapeu  c purposes at the  me of 

the MA applica  on.

4. The MA holder of the innova  ve combi-
na  on ini  ated legal ac  on against these 
generic combina  ons in several countries, 
including in the Netherlands, that acted as 
reference Member State.
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5. In Spain, as explained in the judgements, 
it was argued that the Cinfa and Normon 
combina  ons were generic versions that 
should not have been evaluated un  l a  er 
September 2022, and that the use of Ar  -
cle 10b as a legal basis was a mechanism to 
circumvent regulatory data protec  on of 
the innova  ve combina  on.

6. While the case was pending before the 
Supreme Court, the MAs granted to gene-
ric combina  ons by the reference Member 
State were annulled in the Netherlands. 
This decision was based on the grounds that 
Ar  cle 10b of Direc  ve 2001/83/EC could 
not be used as a legal basis, as the substan-
ces in ques  on had already been combined 
for therapeu  c purposes in the innova  ve 
fi xed-dose combina  on, whose data protec-
 on period expired in September 2022.

Ma  ers of interest to the Supreme CourtMa  ers of interest to the Supreme Court

The appeals were formulated around two 
ma  ers of interest to the Court. The fi rst ma  er 
sought to determine the scope of the locus 
standi of a MA holder for a medicinal product to 
appeal the marke  ng authorisa  on of a compe-
 ng product when it believes that such autho-

risa  on infringes its rights. The second ma  er 
aimed to clarify whether, in the decentralised 
procedure where Spain acts as a concerned 
Member State, the AEMPS must rule on subs-
tan  ve aspects of the case.

About the locus standiAbout the locus standi

The fi rst and second instance judgments denied 
the innovator’s locus standi on the grounds that 
the doctrine established by the Court of Jus  ce 
of the European Union (“CJEU”) in the Olainfarm 
case (C-104/13) was not applicable in this case. 
Both courts considered that, in the Olainfarm 

case, the substan  ve issue concerned a MA for 
a generic medicinal product granted on the basis 
of Ar  cle 10(1) of Direc  ve 2001/83/EC. Howe-
ver, the legal basis used in this case was Ar  cle 
10b of Direc  ve 2001/83/EC.

The fi rst and second instance judgments also 
rejected the locus standi of the claimant on 
the grounds that the innovator had no legal 
basis to require the AEMPS to object to the 
fact that Cinfa’s and Normon’s applica  ons had 
been processed under Ar  cle 10b of Direc  ve 
2001/83/EC procedure.

The Supreme Court rec  fi es the posi  on of fi rst 
and second instance judgments and confi rms 
that the innovator has locus standi to bring the 
case before the courts.

The Supreme Court establishes that the autho-
risa  on procedure for a medicinal product is a 
bilateral process between the applicant and the 
competent na  onal authority; however, this 
does not prevent a third party, that considers 
itself harmed by the MA granted (such as the MA 
holder of a compe  ng medicinal product), from 
having locus standi to challenge the gran  ng of 
such MA in court. According to the Supreme 
Court, denying this right would be contrary to 
the principle of eff ec  ve judicial protec  on.

In this regard, the Supreme Court points out that 
it is irrelevant (i) whether the legal basis used 
to grant the contested MAs was Ar  cle 10b of 
Direc  ve 2001/83/EC, (ii) whether the contested 
MAs were granted in a decentralised procedure 
or (iii) whether the Olainfarm judgment concer-
ned a MA for a generic medicinal product gran-
ted under Ar  cle 10(1) of Direc  ve 2001/83/EC.

According to the Supreme Court, the Olainfarm 
judgment confi rms that the MA holder has locus 
standi to act in defence of its rights if it consi-
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ders that the MA granted to a compe  ng medi-
cinal product infringes those rights and does 
so on the basis of Ar  cle 47 of the Charter of 
Fundamental Rights of the European Union.

In rela  on with this fi rst ma  er, therefore, the 
Supreme Cout established repeatedly in these 
two judgements (thus crea  ng case law in this 
regards) that the MA holder for a medicinal 
product has locus standi to challenge the MA 
of a compe  ng product if it considers that the 
gran  ng of that MA infringes its rights.

About the scope of the AEMPS in About the scope of the AEMPS in 
decentralised proceduresdecentralised procedures

Regarding the second ma  er, the Supreme 
Court dismisses the appeal, sta  ng that it invol-
ves a ques  on of factual grounds that cannot be 
reviewed at this stage of the cassa  on process 
before the Supreme Court.

Despite this ruling, these judgments are rele-
vant because on their basis, in future cases, and 
before lower courts, it will be possible to request 
a judicial review of the ac  ons of the AEMPS on 
such relevant issues as whether the legal basis 
of a MA procedure is correct or not; or whether 
the data on which the applica  on for a MA is 
based should be considered protected or not.

Finally, it is unfortunate that the Supreme Court 
downplays the importance of the judgment 
handed down in the Netherlands annulling the 
MAs granted on the reference Member State. 
One more case in which “Spain is diff erent”.
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