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LEGISLATION AND  
LEGISLATIVE PROPOSALS

EUROPEAN UNION

Agreement on the pharmaceutical 
package

The Council and the European Parliament have 
reached an agreement on the pharmaceuti-
cal package and published the agreed texts in 
early March. The texts can be consulted on the 
Commission’s website1 and, although they are 
still awaiting formal endorsement by the Coun-
cil and the Parliament, no further amendments 
are expected. 

The pharmaceutical package is the name given 
to the texts reforming European pharmaceutical 
law, a reform process initiated by two Commis-
sion proposals: a) the Proposal for a Directive 
of the European Parliament and of the Council 
on the Union code relating to medicinal prod-
ucts for human use, and repealing Directive  

1	 See this link.

2001/83/EC and Directive 2009/35/EC, – 
Document COM/2023/192 final, of 26 April 
2023–; and b) the Proposal for a Regulation 
of the European Parliament and of the Council 
laying down Union procedures for the author-
isation and supervision of medicinal products 
for human use, establishing rules governing the 
European Medicines Agency, amending Regu-
lation (EC) No 1394/2007 and Regulation (EU) 
No 536/2014, and repealing Regulation (EC) No 
726/2004, Regulation (EC) No 141/2000 and 
Regulation (EC) No 1901/2006 – Document 
COM/2023/193 final, also of 26 April 2023. 

Medical devices and harmonised 
standards

Regulation (EU) 2017/746 on in vitro diagnos-
tic medical devices provides in Article 8(1) that  
“[d]evices that are in conformity with the relevant 
harmonised standards, or the relevant parts of 
those standards, the references of which have 

https://www.consilium.europa.eu/es/press/press-releases/2025/12/11/pharma-package-council-and-parliament-reach-a-deal-on-new-rules-for-a-fairer-and-more-competitive-eu-pharmaceutical-sector/
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been published in the Official Journal of the Eu-
ropean Union, shall be presumed to be in con-
formity with the requirements of this Regulation 
covered by those standards or parts thereof.”

On that basis, the following decisions have re-
cently been adopted:

a)	 Commission Implementing Decision (EU) 
2026/193 of 28 January 2026 amending 
Implementing Decision (EU) 2021/1182 as re-
gards harmonised standards for neurosurgi-
cal implants, biological evaluation of medical  
devices, clinical investigation of medical de- 
vices for human subjects, non-active surgi- 
cal implants, sterilization of health care pro- 
ducts, biocompatibility evaluation of breath-
ing gas pathways in healthcare applications 
and small-bore connectors for liquids and 
gases in healthcare applications2. 

b)	 And Commission Implementing Decision 
(EU) 2026/197 of 28 January 2026 amend-
ing Implementing Decision (EU) 2021/1195 
as regards harmonised standards for sterili-
zation of health care products and informa-
tion supplied by the manufacturer3.

Procedures within the framework of 
the Health Security Committee

 
 
 
 

2	 Official Journal of the European Union No 193, 30 January 2026; see this link. 

3	 Official Journal of the European Union No 197, 30 January 2026; see this link. 

4	 Official Journal of the European Union No 220, 30 January 2026; see this link. 

Commission Implementing Regulation (EU) 
2026/220 of 29 January 2026 laying down the 
procedures necessary for the uniform imple-
mentation of the information exchange, consul-
tation and coordination of response within the 
Health Security Committee and amending Im-
plementing Decision (EU) 2017/2534.

This new regulation forms part of the framework 
established by Regulation (EU) 2022/2371 of the 
European Parliament and of the Council of 23  
November 2022 on serious cross-border threats 
to health, a regulation that seeks to closely coor- 
dinate the response to serious cross-border 
threats to health within the framework of the 
Health Security Committee. It establishes the 
Early Warning and Response System as a tool 
for requesting consultation and coordination of 
the response to a serious cross-border health 
threat.

The purpose of the new implementing regula-
tion is to standardise the way in which Member 
States share information and coordinate meas-
ures within the Health Security Committee to 
avoid fragmented responses.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202600193
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202600197
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202600220&qid=1777539241838
https://www.boe.es/buscar/doc.php?id=DOUE-L-2026-80122
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EUROPEAN UNION

Supplementary protection certificate 
for medicinal products: marketing 
authorisation of a product as a me-
dicinal product for human use and 
subsequent authorisation as a veteri-
nary medicinal product

Regulation (EC) No 469/2009 of the European 
Parliament and of the Council of 6 May 2009 
concerning the supplementary protection cer-
tificate for medicinal products, provides in Ar-
ticle 2 that any product protected by a patent 
in the territory of a Member State and subject, 
prior to being placed on the market as a medic-
inal product, to an administrative authorisation 
procedure as laid down in EU law may be the 
subject of a certificate. 

The Court of Justice has ruled on the issue of au-
thorisations for second or subsequent medical  

5	 Pharmacia Italia (C-31/03, EU:C:2004:641), MIT (C-431/04, EU:C:2006:291) and Yissum (C-202/05, EU:C:2007:214).

uses, which involves determining whether the 
first authorisation is that granted to the product 
containing the active ingredient for the first indi-
cation, or whether subsequent indications must 
be taken into account so that the concept refers 
to the first authorisation for a different indica-
tion. However, on this point, the case law of the  
Court in Luxembourg is inconsistent.

The current position is that set out in the judg-
ment of 9 July 2020, Santen (C-673/18, ECLI: 
EU:C:2020:531), according to which “the fact 
that an active ingredient, or a combination of 
active ingredients, is used for the purposes of a 
new therapeutic application does not confer on 
it the status of a distinct product where the same 
active ingredient, or the same combination of 
active ingredients, has been used for the pur-
poses of a different, already known, therapeutic  
application” (para. 47).

In this way, the Court returns to the line taken 
in its earlier judgments in the Pharmacia Italia, 
MIT and Yissum cases5 and corrects the posi-
tion adopted in the judgment of 19 July 2012, 

JUDGMENTS, RULINGS  
AND DECISIONS
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Neurim6, in which the court held that the mere 
existence of a prior marketing authorisation ob-
tained for the veterinary medicinal product does 
not preclude the grant of a supplementary pro-
tection certificate for a different use of the same 
product for which a marketing authorisation has 
been granted, provided that such use falls with-
in the scope of protection conferred by the ba-
sic patent relied upon to support the application 
for a supplementary protection certificate.

However, the German Federal Patent Court 
(Bundespatentgericht) has just referred a mat-
ter to the Court of Justice for another pre-
liminary ruling on this issue7. In particular, the 
question now put to the Court of Justice is as 
follows: “Is Article 3(d) of Regulation (EC) No 
469/2009 of the European Parliament and of 
the Council of 6 May 2009 concerning the 
supplementary protection certificate for me-
dicinal products to be interpreted as meaning 
that the marketing authorisation for a product 
as a veterinary medicinal product under Di-
rective 2001/82/EC constitutes the first mar- 
keting authorisation for that product as a medic-
inal product, even if a marketing authorisation  
for the same active substance as a medicinal  
product for human use had previously been 
granted under Directive 2001/83/EC?”

 
 
 
 
 
 
 

6	 Judgment of 19 July 2012, Neurim (C-130/11, EU:C:2012:489).

7	 See this link.

Medicinal products prepared in a phar- 
macy in accordance with the prescrip-
tions of a pharmacopoeia

The Court of Justice – in its Judgment of 19 
March 2026, C-589/24, ECLI:EU:C:2026:217 
– has ruled that Directive 2001/83/EC of the 
European Parliament and of the Council of 6 
November 2001 on the Community code re-
lating to medicinal products for human use, as 
amended by Regulation (EC) No 1394/2007 of 
the European Parliament and of the Council 
of 13 November 2007, must be interpreted as 
meaning that “legislation which provides that 
the preparation of medicinal products in a phar-
macy in accordance with the prescriptions of a 
pharmacopoeia and intended to be supplied 
directly to the patients served by the pharmacy 
in question is subject to a national authorisation 
requirement in cases where that preparation 
does not satisfy the condition that the medicinal 
products concerned must be intended for retail 
supply or supply in small quantities, that condi-
tion being expressed, in practice, in the form of a  
specific numerical criterion, does not come 
within the scope of that directive”.

https://www.bundespatentgericht.de/SharedDocs/Entscheidungen/DE/2025/14028-23_12122025.pdf?__blob=publicationFile&v=2 


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

© Gómez-Acebo & Pombo Abogados, 2026. All rights reserved.

If you have any questions regarding the contents of this document, please contact any one of the following GA_P lawyers:

Irene Fernández Puyol

Tel.: (+34) 91 582 91 00
ifernandez@ga-p.com

Estibaliz Aranburu Uribarri

Tel.: (+34) 91 582 91 00
earanburu@ga-p.com

Rais Amils Arnal

Tel.: (+34) 93 415 74 00
ramils@ga-p.com

Eduardo Gómez de la Cruz

Tel.: (+34) 91 582 91 00
e.gomez@ga-p.com


	European Union
	Agreement on the pharmaceutical package
	Medical devices and harmonised standards


	Legislation and 
legislative proposals
	European Union
	Supplementary protection certificate for medicinal products: marketing authorisation of a product as a medicinal product for human use and subsequent authorisation as a veterinary medicinal product


	Medicinal products prepared in a pharmacy in accordance with the prescriptions of a pharmacopoeia

