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OF THE COUNCIL amending Directives 2001/18/EC and 2010/53/EU

as regards the placing on the market of genetically modified micro-
organisms and the processing of organs [17103/25 - COM(2025)1031]

- Reasoned opinion on the application of the Principles of Subsidiarity
and Proportionality

Delegations will find attached the opinion' of the Swedish Parliament, followed by a courtesy

English translation.

! The translation(s) of the opinion may be available on the Interparliamentary EU Information Exchange website (IPEX) at the

following address: https://secure.ipex.cu/IPEXIL.-WEB/document/COM-2025-1031
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Courtesy translation

Information class: Internal

Statement by the Committee on Health and
Welfare 2025/26:SoU37

Subsidiarity check of the Commission’s
Proposal for a Directive dealing with
genetically modified micro-organisms
and the processing of organs

SVERIGES WJLdd
RIKSDAG &

Summary

The Committee has conducted a subsidiarity check of the Commission’s
Proposal for a Directive dealing with genetically modified micro-organisms
and the processing of organs (COM(2025) 1031). The Comumittee considers
that the Commuission’s proposal in the parts relating to Directive 2001/18/EC
is compatible with the principle of subsidiarity. However, regarding certain
parts of the proposal that concern amendments to Directive 2010/53/EU, the
Committee considers that these, in their current form, are not compatible with
the principle of subsidiarity.

The examined proposal

The Commission’s Proposal for a Directive of the European Parliament and of
the Council amending Directives 2001/18/EC and 2010/53/EU as regards the
placing on the market of genetically modified micro-organisms and the
processing of organs (COM(2025) 1031).

8215/26

LIFE.5

2
EN/SV



2025/26:80U37 APPENDIZ 2  REASONED OPINION FROM THE RIKSDAG

APPENDIX 2

Reasoned opimion from the Riksdag

The Riksdag has examined the Commission’s Proposal for a Directive of the
European Parliament and of the Council amending Directives 2001/18/EC
and 2010/53/EU as regards the placing on the market of genetically modified
micro-organisms and the processing of organs (COM(2025) 1031).

The Riksdag is positive to the general ambitions of the proposal and
welcomes the Commission’s efforts to strengthen competitiveness within the
sector of medical biotechnology. Furthermore, the Riksdag understands that
updates to previous legislative acts may be required for the proposal for a
regulation on biotechnology to work effectively within the extisting
regulatory framework. However, the Riksdag would like to emphasise that it
is important that a full impact assessment is carried out to clarify the
consequences of the proposals and to determine to what extent a measure at
EU level would entail advantages compared to the current system or
measures at member state level.

Given that the Commission is presenting the proposal for a directive in
direct connection with the proposal for a regulation on biotechnology, it
would have been an advantage, in the opinion of the Riksdag, if the two
proposals could have been examined for subsidiarity in the same context.

The Riksdag considers that the proposal in the parts relating to Directive
2001/18/EC is compatible with the principle.

In the case of the parts of the proposal that concern the processing of
organs for transplantation and which result in amendments to Directive
2010/53/EU, the Riksdag considers that it is unclear what obligations it
would entail for the member states, as well as what added value there is to be
gained in adopting new rules at EU level, The Riksdag has identified a
mumber of uncertainties, particularly regarding the requirement for prior
approval before processed organs are used on a recipient. In the opinion of
the Riksdag, it is unclear whether the requirement relates to the approval of
the processing technology used or whether it entails a requirement for prior
approval before each individual transplant. Furthermore, the Riksdag sees a
risk that the proposal may lead to additional administrative burdens without
the added benefit being clearly expressed. The Riksdag considers that, with
reference to the principle of subsidiarity, it would be problematic ifa
regulation at EU level were to affect how health and medical care services in
the member states make decisions on care for individual patients. Such
standards should instead be determined at national level, taking into account
the responsibility of member states to organise and make decisions regarding
health and medical care policy.

In the light of this, the Riksdag considers that the proposal in its current
form is not compliant in all its parts with the principle of subsidiarity.
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