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Summary of the Order

1. Actions for annulment — Natural or legal persons — Measures of direct and individual con
cern to them — Commission decision addressed to a Member State refusing the adoption of
protective measures under Article 379 of the Act of Accession of Spain and Portugal — Legal
character — Undertaking holding a patent filed in a Member State for a pharmaceutical
product placed on the market in Spain — Inadmissible
(EC Treaty, Art. 173, fourth para.; Act of Accession of Spain and Portugal, Arts 47 and 379)
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2. Actions for annulment — Natural or legal persons — Measures of direct and individual con
cern to them — Commission decision addressed to a Member State refusing the adoption of
protective measures under Article 379 of the Act of Accession of Spain and Portugal —
Undertaking holding a patent filed in a Member State for a pharmaceutical product placed on
the market in Spain — Membership of a limited category of traders who are individually
concerned — No such membership — Inadmissible

(EC Treaty, Arts 30, 36 and 173, fourth para.; Act of Accession of Spain and Portugal, Arts 47
and 79)

3. Actions for annulment — Natural or legal persons — Measures of direct and individual con
cern to them — Commission decision addressed to a Member State refusing the adoption of
protective measures under Article 379 of the Act of Accession of Spain and Portugal —
Undertaking holding a patent filed in a Member State for a pharmaceutical product placed on
the market in Spain — Commission required to hear the views of the undertakings concerned
before adopting the decision — No such obligation — Inadmissible

(EC Treaty, Art. 173, fourth para.; Act of Accession of Spain and Portugal, Art. 379)

1. A Commission decision addressed to a
Member State, refusing to authorize the
adoption of protective measures with
regard to pharmaceutical products com
ing from Spain pursuant to Article 379 of
the Act concerning the conditions of
accession of the Kingdom of Spain and
the Portuguese Republic constitutes a leg
islative measure in relation to the under
takings concerned.

Undertakings holding a patent filed in a
Member State for a pharmaceutical prod
uct placed on the market in Spain after its
accession to the Community but before
the product could be protected by a
patent in Spain cannot be regarded as
individually concerned by such decisions
in the light of the criteria laid down by
Article 173, fourth paragraph, of the
Treaty.

Although the economic situation of those
undertakings has been impaired by the
fact that the situation brought about by
the transitional period · provided for in
Article 47 of the Act of Accession has
come to an end — that situation being
one where the holder of a patent for a
pharmaceutical product could, until the
end of the third year after the new Mem
ber States had made those products pat
entable, rely upon the rights granted by
that patent in order to prevent the import
and marketing of pharmaceutical prod
ucts placed on the market in Spain or
Portugal for the first time by him or with
his consent — that is not enough to dif
ferentiate them, in relation to the con
tested Decisions, from all other traders.

The status — on which one of the parties
in the case relies — of being a party to
proceedings before the national courts
which have led to a preliminary ruling by
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the Court in the course of which ques
tions were raised which are linked to
those concerning the validity of a meas
ure contested before the Community
judicature, is not sufficient in itself to dis
tinguish the applicant individually in rela
tion to that measure, since all traders in
the same category as the applicant are
entitled to bring an action before the
national courts raising the same ques
tions.

2. Traders who sell pharmaceutical products
in Spain and in other Member States,
whose products sold in Spain are pro
tected by patents in the other Member
States, are not members of a limited cat
egory of traders who, having regard to
the criteria laid down by Article 173,
fourth paragraph, of the Treaty, are indi
vidually concerned by Commission deci
sions addressed to Member States refus
ing authorization to adopt protective
measures with regard to the products in
question, pursuant to Article 379 of the
Act concerning the conditions of acces
sion of the Kingdom of Spain and the
Portuguese Republic.

In order for it to be possible for the exist
ence of a limited class of traders to be of
relevance as a factor distinguishing the
traders in question individually in rela
tion to a contested act, three cumulative
conditions must be satisfied. First, the
traders in question must be in a situation
which distinguishes them from all other
traders concerned by the contested act.
Secondly, the change in their situation —
the factor which defines them by closing
the limited class — must have its origin in

the adoption of the contested measure.
Thirdly, the institution adopting the con
tested act must have been under an obli
gation to take account, at the time of the
measure's adoption, of the particular cir
cumstances of those traders.

Those three conditions are not satisfied in
the present case. First, so far as concerns
the first condition, membership of a lim
ited category of pharmaceuticals manu
facturers is not sufficient per se to differ
entiate the applicants' situation from that
of all other producers of pharmaceutical
products in the same category.

As regards the second condition, the
change in the factual situation in which
the applicants found themselves prior to
the expiry of the transitional period pro
vided for in Article 47 of the Act of
Accession of Spain and Portugal is not a
result of the adoption of the contested
Decisions but of the expiry of the transi
tional period and the subsequent applica
tion of Articles 30 and 36 of the Treaty.

Lastly, as regards the third condition, the
Commission has no obligation to take
into account the special circumstances of
those traders, since the adoption of a
decision refusing authorization to take
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protective measures does not have a sud
den impact on market conditions and
does not provoke disturbances on the
market which are inherent in all protec
tive measures.

3. Neither contact, whether direct or indi
rect, between the Commission and trad
ers who sell pharmaceutical products in
Spain and in other Member States, whose
products in Spain are protected by pat
ents in the other Member States, nor the
participation of such traders in the pro
cedure leading to the adoption of the
Commission decisions refusing authori
zation to take protective measures pursu
ant to Article 379 of the Act of Accession
of the Kingdom of Spain and the Portu
guese Republic differentiates those traders
from all other traders in relation to those
Decisions.

The fact that a person participates in one
way or another in the process leading to
the adoption of a Community act does
not distinguish that person individually in
relation to the act in question unless the
relevant Community legislation has laid
down specific procedural guarantees for
such a person.

In the context of the relevant provisions
of the Act of Accession, there is no provi
sion requiring the Commission, before
adopting the decisions at issue, to follow
a procedure during which persons in the
category to which the traders in question
belong would have the right to assert any
rights or even to be heard.

II - 852


