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[Legislation

and legislative proposals

European Union

Good manufacturing practices

for active substances used as starting
materials in veterinary medicinal
products

Regulation (EU) 2019/6 of the European Parlia-
ment and of the Council of 11 December 2018
on veterinary medicinal products, establishes
(Art. 93(1)(j)) that veterinary medicinal products
manufactured in the Union, including those in-
tended for export, as well as those imported info
the Union, must comply with good manufactur-
ing practice for veterinary medicinal products
and use as starting materials only active sub-
stances which have been manufactured in ac-
cordance with good manufacturing practice for
active substances. On that basis, the aforemen-
tioned regulation entrusts the Commission with
the adoption of measures relating to such good
practices.

On that regulatory basis, Commission Imple-
menting Regulation (EU) 2025/2154 of 17 Oc-
tober 2025 laying down good manufacturing
practice for active substances used as starting
materials in veterinary medicinal products in
accordance with Regulation (EU) 2019/6 of the

' OJ L 2025/2154 of 27.10.2025, see this link.

2 OJ L 2025/2086 of 20.10.2025, see this link.

European Parliament and of the Council' has
been adopted.

This implementing regulation, which seeks to
align manufacturing requirements with existing
European standards for medicinal products for
human use, will enter info force on 16 Novem-
ber 2025 and will apply from 16 July 2026.

Procedural rules for the preparation
and update of joint clinical
assessments of medical devices
and in vitro diagnostic medical
devices

Commission Implementing Regulation (EU)
2025/2086 of 17 October has been approved
and published, laying down, pursuant to Reg-
ulation (EU) 2021/2282 on health technology
assessment, procedural rules for the interaction
during, exchange of information on, and partic-
ipation in, the preparation and update of joint
clinical assessments of medical devices and in
vitro diagnostic medical devices at Union level,
as well as templates for those joint clinical as-
sessments?.
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Commission guidelines on variations
to marketing authorisations

Variations to marketing authorisations for me-
dicinal products are governed by Commission
Regulation (EC) No 1234/2008 of 24 November
2008 concerning the examination of variations
to the terms of marketing authorisations for me-
dicinal products for human use and veterinary
medicinal products. Article 4 thereof requires
the Commission to draw up guidelines on the
details of the various categories of variations, on
the application of the procedures laid down in
Chapters I, lll and IV of the Regulation itself,
and on the documentation to be submitted pur-
suant to those procedures.

In compliance with that mandate, the Commis-
sion has drawn up the ‘Guidelines on the details
of the various categories of variation, on the
operation of the procedures laid down in Chap-
ters I, lla, Il and IV of Commission Regulation
(EC) No 1234/2008 concerning the examina-
tion of variations to the terms of marketing au-
thorisations for medicinal products for human
use, and on the documentation to be submitted
pursuant to those procedures™. With this doc-
ument, the Commission seeks to facilitate the
interpretation and application of the variations
regulation, as well as to provide details on the
application of the relevant procedures, including
the steps to be taken (from the submission of a
notification or an application for a variation to
the final outcome of the procedure).

Council approves the Regulation

of the European Parliament and of
the Council on compulsory licensing
for crisis management

3 OJ C 223/1 of 2.8.2013, see this link.
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On 27 October 2025, the Council approved the
Regulation of the European Parliament and of
the Council on compulsory licensing for crisis
management, which aims to lay down rules on
the conditions and the procedure for granting a
Union compulsory licence for intellectual prop-
erty rights that are necessary for the supply of
crisis-relevant products to the Member States in
the context of a crisis or emergency mode. The
regulation still needs to be approved by the Eu-
ropean Parliament in plenary.

The main feature of this regulation currently
being pushed through is that, as compulsory
licences are set up as Union licences, they will
not be granted by national patent authorities,
but by the European Commission, which will
only be able to do so in response to a crisis or
emergency mode.

By centralising the granting of compulsory li-
cences, the aim is to avoid the lack of uniform-
ity that could arise if a particular patent were
subject to a compulsory licence in one Member
State and not in another, or if the conditions of
the licences in several States were divergent.
The aim is for the Commission’s decision to
apply in all Member States where a particular
technology (necessary to deal with the crisis or
emergency) is protected, and for this to be done
under the same conditions, with the proviso
that the granting of the licence by the Commis-
sion must be preceded by the opportunity for
third parties to submit comments, as well as by
an opinion from the advisory body responsible
for the crisis or emergency mechanism in ques-
tion (or, in the absence of a competent advi-
sory body, from an ad hoc body set up by the
Commission composed of one representative
of each Member State).


https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52013XC0802(04)
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However, the limitation of the cases in which
compulsory licences may be granted by the
Union means that national authorities will still be

able to grant compulsory licences when these
are not granted in response to any of the crises
or emergencies referred to above.

Judements, rulings

and decisions

European Union

Concerted
practices through
a patent agreement

In its judgment of 18 October 2023, Teva Phar-
maceutical Industries and Cephalon v Commi-
ssion (T-74/21, EU:T:2023:651), the Gene-
ral Court dismissed the action for annulment
of European Commission Decision C(2020)
8153 final of 26 November 2020 (Case
AT.39686-Cephalon), in which the Commission
found that the agreement between a patent-
-holding pharmaceutical company and a ge-
neric company whereby the latter undertook
not to market its generic product or challenge
the patents constituted a concerted practice
contrary to competition law.

However, the Court of Justice, in its judgment
of 23 October 2025, C-2/24 P, ECLI:EU:C:
2025:825, has dismissed the appeal against
that judgment of the General Court and, in
doing so, recalls its previous case law in cas-
es such as that decided in the judgment of 27
June 2024, Servier and Others v Commission

(C-201/19, EU:C:2024:552), emphasising that
“settlement agreements whereby a manufac-
turer of generic medicines that is seeking to
enter a market recognises, at least temporarily,
the validity of a patent held by a manufactur-
er of originator medicines and gives an under-
taking, as a result, no longer to challenge that
patent and not fo enter that market are liable
to have effects that restrict competition, since
challenges to the validity and scope of a patent
are part of normal competition in the sectors
where there exist exclusive rights in relation to
technology”.

Accordingly, “settlement agreements, such
as the settlement agreement in the pres-
ent case, must be classified as restrictions of
competition by object where it is plain from
examining them that the fransfers of value
made by the manufacturer of the originator
medicine to the manufacturer of the generic
medicine can ultimately have as their sole ex-
planation the commercial interest of those op-
erafors not to engage in competition on the
merits”.
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Cross-border
healthcare

In its judgment of 4 September 2025, C-489/23
(ECLI:EU:C:2025:651), the Court of Justice has
ruled that Directive 2011/24/EU of the Europe-
an Parliament and of the Council of 9 March
2011 on the application of patients’ rights in
cross-border healthcare, read in the light of Ar-
ticle 56 of the Treaty on the Functioning of the
European Union (TFEU), must be interpreted
as precluding national legislation which makes
reimbursement of the costs of cross-border
healthcare incurred by an insured person in the
Member State of affiliation subject to a medical
assessment, carried out by a health professional
belonging to the public health insurance system
of that State, which has given rise to the issu-
ing, by that health professional, of a document
authorising the hospitalisation of that insured
person.

On the other hand, Regulation (EC) No 883/
/2004 of the European Parliament and of the
Council of 29 April 2004 on the coordination of
social security systems, read in the light of Ar-
ticle 56 TFEU, “must be interpreted as not pre-
cluding national legislation pursuant to which,
where an insured person has, justifiably, been
refused the prior authorisation required in order
to receive certain cross-border healthcare, the
amount of reimbursement of the costs of that
healthcare by the Member State of affiliation is
limited to the amount provided for by the health
insurance scheme of that State, applying, to
that end, a calculation method which signifi-
cantly limits the amount of that reimbursement
as compared with the costs actually incurred by
the insured person in the Member State where
he or she was provided with that healthcare,
provided that that calculation method is based
on objective, non-discriminatory and transpar-
ent criteria. Nevertheless, if, for reasons rela-
ting to his or her state of health or to the need
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to receive urgent treatment in a hospital, that
person was prevented from applying for such
a prior authorisation or was not able to wait for
the decision of the competent institution on the
application for authorisation submitted, he or
she is entitled to obtain reimbursement, from
the competent institution, of an amount equiv-
alent to that which would ordinarily have been
assumed by that institution if he or she had had
such an authorisation™.

Standard of judicial review
of European Medicines Agency
(EMA) decisions

The General Court, in its judgment of 24 Sep-
tember 2025, T-483/22, ECLI:EU:T:2025:912,
has referred to the standard of judicial review
of decisions by which the European Commis-
sion decides whether or not a medicinal prod-
uct is to be granted a marketing authorisation
or whether or not it constitutes an orphan me-
dicinal product.

To that end, the court draws a distinction be-
tween the review that the EU judicature may be
called upon to carry out of the formal legality of
the scientific opinions of the EMA's committees
and of the Commission’s exercise of its discre-
tion.

With regard to the review of scientific opinions,
“the Court cannot substitute its own assess-
ment for that of those committees. Only the
proper functioning of the committee, the inter-
nal consistency of the opinion and the state-
ment of reasons contained in it can be subject
to judicial review. As regards the latter aspect,
the review consists of examining whether those
documents contain a statement of reasons from
which it is possible to ascertain the consider-
aftions on which they are based and whether
they establish a comprehensible link between
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the medical or scientific findings and the con-
clusions™.

As regards the Commission’s exercise of its dis-
cretfion, the General Court recalls its case law,
according to which “where the EU authorities
have a broad discretion, in particular as to the
assessment of highly complex scientific and
technical facts in order to determine the nature
and scope of the measures which they adopt,
review by the EU judicature is limited to verify-
ing whether there has been a manifest error of
assessment or a misuse of powers, or whether
those authorities have manifestly exceeded the
limits of their discretion”. Therefore, the EU ju-
dicature cannot substitute its assessment of sci-
entific and technical facts for that of the EMA.

Telemedicine
and the e-commerce directive

As is well known, Directive 2000/31/EC of the
European Parliament and of the Council of 8
June 2000 on certain legal aspects of infor-
mation society services, in particular electronic
commerce, in the Internal Market (Directive on
electronic commerce), provides in Article 3(1)
that each “Member State shall ensure that the
information society services provided by a ser-
vice provider established on its territory comply
with the national provisions applicable in the
Member State in question which fall within the
coordinated field”, the coordinated field being
understood to mean (Article 2) “requirements
laid down in Member States’ legal systems ap-
plicable to information society service providers
or information society services, regardless of
whether they are of a general nature or specifi-
cally designed for them”.

On that basis, the Court of Justice, in its
judgment of 11 September 2025, C-115/24,
ECLI:EU:C:2025:694— that Article 3(1) of the

Directive on electronic commerce must be in-
terpreted as meaning that telemedicine servi-
ces must be provided in accordance with the
legislation of the Member State in which the
provider is established. And in the same vein,
Directive 2011/24/EU of the European Parlia-
ment and of the Council of 9 March 2011 on the
application of patients’ rights in cross-border
healthcare, when it provides (Article 3(d)) that “in
the case of telemedicine, healthcare is conside-
red to be provided in the Member State where
the healthcare provider is established”.

Furthermore, and in relation to Directive
2011/24/EU, the Court of Justice states that the
aforementioned article must be interpreted as
meaning that “the concept of cross-border
healthcare provided in the case of telemedicine,
for the purposes of that article, corresponds
solely to healthcare provided, exclusively via in-
formation and communication technologies, to
a patient by a healthcare provider established
in a Member State other than that patient’s
Member State of affiliation, at a distance and
therefore without that patient and that provider
being simultaneously physically present in the
same location”.

Borderline products
and the precedence
of medicinal product legislation

In its judgment of 4 September 2025, Kwizda
Pharma Il (C-451/24, ECLI:EU:C:2025:663),
the Court of Justice has interpreted Article 2(2)
of Directive 2001/83/EC of the European Par-
liament and of the Council of 6 November 2001
on the Community code relating to medicinal
products for human use, which provides that
in “cases of doubt, where, taking into account
all its characteristics, a product may fall within
the definition of a ‘medicinal product’ and with-
in the definition of a product covered by other
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Community legislation the provisions of this Di-
rective shall apply”.

In addition to emphasising that the rule of prec-
edence referred to above is based on public
health considerations, “by reason of the higher
requirements deriving from the legislation re-
lating to medicinal products for the placing on
the market of products”, the Court of Justice
states that the provision does not apply when it
is clear that a given product does noft fall with-
in the legal definition of those other regulated
products.

Finally, the Court of Justice concludes that it is
not possible for a given product to be consid-
ered both a medicinal product and another type
of regulated product, because “a product which
is unequivocally a medicinal product must be
subject only to the rules relating to medicinal
products” and, consequently, “a product may
be covered by other legislation only if it is not
considered to be a medicinal product”.

Having established the above interpretative

guidelines, the Court of Justice examines
whether, in cases where a national authority res-
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ponsible for authorising the marketing of a type
of regulated product other than medicinal pro-
ducts refuses to grant authorisation (on the
grounds that the product in question does not
fall within the legal definition of that regulated
product, but is a medicinal product), it may pro-
hibit its marketing.

According to the Court, it is for national law to
establish whether the authority responsible for
authorising the marketing of medicinal products
must be the same as the authority responsible
for authorising those other products. On that
basis, there may be different national authorities
or agencies depending on the type of product.
That being so, “if an administrative authority of a
Member State, which does not have jurisdiction
to apply the legislation on medicinal products,
considers that a product which is the subject
of a procedure before it is a medicinal product
which was placed on the market without having
the authorisation required by that legislation,
it must immediately inform the competent au-
thority thereof. Only in that way can that com-
petent authority take the necessary measures as
quickly as possible to guarantee the protection
of public health”.
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If you have any questions regarding the contents of this document, please contact any one of the following GA_P lawyers:

Irene Fernandez Puyol Estibaliz Aranburu Uribarri Rais Amils Arnal Eduardo Gémez de la Cruz
Tel.: (+34) 91582 91 00 Tel.: (+34) 91582 91 00 Tel.: (+34) 93 415 74 00 Tel.: (+34) 91582 91 00
ifernandez@ga-p.com earanburu@ga-p.com ramils@ga-p.com e.gomez@ga-p.com

Disclaimer: This paper is provided for general information purposes only and nothing expressed herein should be construed as legal advice
or recommendation.

© Gomez-Acebo & Pombo Abogados, 2025. All rights reserved.
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