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QOMAN,

SEnAT

Parlamentul Romaniei
Senat

Bucuresti, 7 aprilie 2026

OPINIA
SENATULUI ROMANIEI

referitoare la
Propunerea de Directivid a Parlamentului European si a Consiliului de modificare
a Directivelor 2001 /18/CE si 2010/53/UE in ceea ce priveste introducerea pe
piatid a microorganismelor modificate genetic si procesarea organelor
COM (2025) 1031 final

Senatul Roméniei a examinat Propunerea de Directivi a Parlamentului European si a Consiliului
de modificare a Directivelor 2001/18/CE si 2010/53/UE 1n ceea ce priveste introducerea pe
piati a microorganismelor modificate genetic si procesarea organelor - COM (2025) 1031 final
- in conformitate cu prevederile Tratatului de la Lisabona Protocolul (nr. 2}.

Avand in vedere raportul Comisiei pentru afaceri europene, plenul Senatului, in sedinta din data
de 7 aprilie 2026,

(1) Constatid c3 Propunerea de Directivd a Parlamentului European si a Consiliului de
modificare a Directivelor 2001/18/CE si 2010/53/UE in ceea ce priveste introducerea pe
piatd a microorganismelor modificate genetic si procesarea organelor - COM (2025) 1031
final respectd principiul subsidiaritatii si nu respecta principiul proportionalitatii.

(2) Considerd ca:

a) modificirile aduse Directivei 2001/18/CE urmiresc adaptarea legislatiei la noile
tehnologii;

b) se simplificd procedurile de autorizare si se clarifica regulile de introducere pe piata,
astfel regimul pentru microorganismele modificate genetic devine mai flexibil si mai
adaptat riscului real;

¢) propunerea sprijind obiectivele mai ample ale Regulamentului privind biotehnologiile,
care face parte din eforturile strategice ale Uniunii de consolidare a competitivitdii, a
capacitdtii de inovare si a dezvoltdrii in conditii de sigurantd a biotehnologiei in toate
sectoarele;

d) modificirile aduse Directivei 2001/18/CE sunt in concordantd cu politicile Uniunii de
promovare a unei evaludri a riscurilor bazate pe date stiintifice si a unor cerinte de
reglementare proportionale, inclusiv cu activitatea Autoritdtii Europene pentru
Siguranta Alimentard (EFSA) in domeniul organismelor modificate genetic;
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e) modificarile aduse Directivei 2010/53/UE sunt in concordanta cu politicile mai ample
ale Uniunii privind sandtatea publicd, calitatea si siguranta tratamentelor medicale,
precum si functionarea eficace a sistemelor de asistentd medicald transfrontaliera;

f) prin clarificarea regimului de reglementare al tehnologiilor de procesare a organelor,
propunerea sprijind punerea in aplicare coordonatd in toate statele membre si
completeazd actiunile Uniunii in domenii adiacente, cum ar fi medicamentele,
dispozitivele medicale si substantele de origine umani;

g) ar trebui si se acorde o atentie deosebitd clarificdrii regimului de reglementare al
activititilor de procesare a organelor si consoliddrii mecanismelor de supraveghere
pentru a alinia directiva la practica clinicd actuald, precum si pentru a veni in sprijinul
implementarii noilor prevederi.

(3) Sustine obiectivele prezentei propuneri, cu preluarea observatiilor formulate de Guvern si
de Comisia pentru agriculturd, dezvoltare rurald si industrie alimentard a Senatului,
respectiv:

a) ci este necesard clarificarea cadrului legislativ privind utilizarea microorganismelor
modificate genetic in sectorul alimentar, in masura in care aceastd initiativd contribuie
la stimularea inovirii, la dezvoltarea biotehnologiilor si la cresterea competitivitatii
sectorului agroalimentar european;

b) se impune acordarea unei atentii deosebite clarificirii regimului de reglementare al
activititilor de procesare a organelor si consolidarii mecanismelor de supraveghere
pentru a alinia directiva la practica clinic3 actuald, precum si pentru a veni in sprijinul
implementarii noilor prevederi;

c) utilizarea acestor tehnologii poate sprijini dezvoltarea unor solutii mai eficiente pentru
productia de ingrediente alimentare, aditivi pentru hrana animalelor si procese de
fermentatie industrial3, contribuind totodati la eficientizarea utilizarii resurselor si la
reducerea impactului asupra mediului;

d) implementarea misurilor trebuie realizatd intr-un mod echilibrat, cu evaluare periodica
la 5 ani, care si mentini standarde ridicate de sigurantd pentru sanatatea umana,
animal3 si pentru mediu, asigurand astfel transparenta si trasabilitatea procedurilor de
autorizare si accesul echitabil al fermierilor si operatorilor din sectorul agroalimentar la
noile tehnologii.

Presedintele Senatului
Mircea AB! EAN
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Parlamentul Romaniei

Senat
Bucharest, April, 7 2026 Courtesytransiation
OPINION
of the SENATE of ROMANIA

on the 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 final

The Senate of Romania examined the 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 final - in accordance with the provisions of the Lisbon Treaty, Protocol (no.
2).

Taking into account the report of the Committee on European Affairs, the Plenary of the Senate,
at its session, held on April 7, 2026:

(1) Notes that the European Parliament and Council Proposal for a Directive 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 final - respects the principle of subsidiarity and does not respect the
principle of proportionality.

(2) Considers that:

a) the amendments to Directive 2001/18/EC aim to adapt the legislation to new
technologies;

b) authorisation procedures are simplified and the rules for placing on the market are
clarified, thereby making the regime for genetically modified microorganisms more
flexible and better aligned with the actual level of risk;

c¢) the proposal supports the broader objectives of the Biotechnolegy Regulation, as part of
the Union’s strategic efforts to strengthen competitiveness, innovation capacity and the
safe development of biotechnology across all sectors;

d) the amendments to Directive 2001/18/EC are consistent with Union policies promoting
science-based risk assessment and proportionate regulatory requirements, including the
work of the European Food Safety Authority (EFSA}) in the field of genetically modified
organisms;
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e) the amendments to Directive 2010/53/EU are consistent with broader Union policies on
public health, the quality and safety of medical treatments, and the effective functioning of
cross-horder healthcare systems;

f) by clarifying the regulatory framework for organ processing technologies, the proposal
supports coordinated implementation across all Member States and complements Union
actions in related areas such as medicinal products, medical devices and substances of
human origin;

g) particular attention should be paid to clarifying the regulatory framework for organ
processing activities and strengthening oversight mechanisms in order to align the directive
with current clinical practice and to support the implementation of the new provisions.

(3) Supports the objectives of this proposal, taking into account the observations submitted by
the Government and by the Committee for Agriculture, Rural Development and Food
Industry of the Senate, namely that:

a) it is necessary to clarify the legislative framework governing the use of genetically
modified microorganisms in the food sector, insofar as this initiative contributes to
fostering innovation, the development of biotechnology and the competitiveness of the
Eurcopean agri-food sector;

b) particular attention should be paid to clarifying the regulatory framework for organ
processing activities and strengthening oversight mechanisms in order to align the
directive with current clinical practice and support the implementation of the new
provisions;

¢) the use of these technologies can support the development of more efficient solutions for
the production of food ingredients, feed additives and industrial fermentation processes,
while also contributing to more efficient resource use and a reduced environmental
impact;

d) implementation of the measures should be carried out in a balanced manner, with a
periodic evaluation every five years, maintaining high safety standards for human and
animal health and for the environment, while ensuring transparency and traceability of
authorisation procedures and fair access for farmers and agri-food operators to new
technologies.
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