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Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND
OF THE COUNCIL on establishing a framework of measures for
strengthening Union's biotechnology and biomanufacturing sectors
particularly in the area of health and amending Regulations (EC) No
178/2002, (EC) No 1394/2007, (EU) No 536/2014, (EU) 2019/6, (EU)
2024/795 and (EU) 2024/1938 (European Biotech Act) - [16945/25 +
ADD1 - COM (2025) 1022 final]

- Opinion on the application of the Principles of Subsidiarity and
Proportionality

Delegations will find enclosed the opinion' of the Romanian Senate on the above, followed by a
courtesy English translation.
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Duenaress, fune 30, 2024 Courtesy trionslation

OFPINION
of the SENATE of RORMANIA
om the
Praposal for a Regulation of the European Mfarliament and of the Council on
establishing o framework of measures for strengtheniog Union®s biolechoology and
biomanufacturing sectors particularly in the area of health and amending
Repulatinns [EC) No 178,/2002, (EC} No 13942007, (EU) No 336/2014, [EU]) 20197405,
[EU) 2024,/795 and (EU) 20241938 (Furopean Biotech Act)
COM(2025] 1022

The Roamanmn Senate examined the Proposal for o BEGULATION OF THE ELROPTAN
PARLIAVENT AND OF THE COUMCIL on establixhing o (rameweck o measurees for
atretgthening Union's hiotechnelogy anl Yicmannfacturing sectors particularly in the arza
af health anid amending Regulaticons (ECH Mo 1782002, [EC) Mo 13472007, (FL) N
NARS2014, (BUY 201944, (EU) 20247495 and [FU] 20241938 (Ruropean Biotech Act) -
COM[Z0L51 L2 - accarding to the provisions of the Treaty of Liskon, Pratacol (na. 2],

Taking inlo account the report of the Cormmitres on Enrcpean Affaits, the plensry session of
Cho Seaate, i ivs mseting of Junea 29, 200,
(1] Cangiders thal:

al Lhe proposal estallishes o European framework for strengthening the hialecknelogy
and biotechnological production seclies, o partwulae i the health sectoe;
che propusal improses the siae and compettiveness of the biotechinolegy sector inthe
Furapean Unio, while maintaining high safery standards.
(2] Supparts, in agreement with the Ministoy af [Tealts, the folloeing;

a] Promoting & unitary appopach at Turcpean lovel, by actively participating in the
definitian of standards ond the comman regalatory path, in arder booawnid mariel
fragmentakion;

by Integrating digital lechowdogios and  artificial intelligence into ressarch aml
repulalory processes, inarder to accelerate innovation and increase competitivenc sy

v} Simplifying and harmonizing the regulstory framewark, inchuding, far drog-device
cambination producks, in order Lo reduee the o ot inmovation to market access
and maintgining high safieby standards:

) Surengthening national capacities, by dewveloping digitas infrasiruciare sl aliracting
regulatory esperts;

e] stimulaling local investment and produetion, by accessing Buropean financing
mechanisms, supporting the manufzchuring of biotechnolgical and hicsimilar
produces in Romaniz and protecting national oma-how,

[47 Suppaorts, in agreement with the Scaate Comnittes an Agricolture, Feod Indushry and
Rural Development, that the Regulation include:

[}
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a)

b

d)

g]

It}

k)

Aodistinct chapter on a pillar dedicated to agricultiral Botechrologies, thus availing
the exclusive focns ar the pharmacensicsl and inidusteial seetors, seith e recognilion
pf Apricuilore as a strategic Cold of Curopean biotecknologlios:

Measures that can contribate o increasing the availabiine of tood chroagh

Biatechazlogies ra redure fool Tesses, for Bomanis the introdoesian of the concepl of

"Fowl Riotechrolpy Thabs" bomeg exlremely caeluls regional o bialechnelogy
habe; piiol fermentaticn canters; demonstration fctlities throegh integratsd regioral
intrastructuras for applisd cessarch, pilot fermentaticn, technological demaonsiration
and transfer toimdusieg which would facilivale e salerivacon of apricollural
bivroass, Lhe developmeoent of altornative proteing, functional ingredients  and
innovative bioprocesses, coniiributing to strengthening the competitiveness of the
Eurgpean focd industry and recucing Cie inrovation gaps hetwsen Membar Slates;
Hizbs shauld Benefit fomm peineioy elipibilite o fombing weilhin the strategic prodects
prrovviclend for b the regulation;

An Earapean olatforms for food security and aicechnology 25 a permanent soruciare
to monitor thrests to agricaltural praduction ane rmorlinate rageacch an emerging
glant and animal disesses [with the maiotenance of comemae datsbases on
dpricuilural natheopers) but alzo oo develop biotechnological solutions or climae
clhiange adapratic:o;

Measures ta raduce e vulnsrability of dpricoiiore o Bolepical and climate shicls
by dipitising gerelic resources, facilitating access Zor rescarchers and brecders, n
ather words strengthening “Luronean genstio sovereign:™;

Objectives to strengtlen soil heslth;

Mezsures Lo Dnacce “roocl-amics” infrastroctores in Moember Stales with lowe
invosument capacity, recurcing disparitios between Member States;

Introduction of specific oravisicns oo food biotechnologies, precision fermentation,
valorisation of apricultural Wiomass, pilob infrastouciorss and technelogy transfor to
apri-lood ST;

Frriedic moenitaring at impact indicaters on mod secority and rapid resprnse
mechanisms to famd crises:

[ntroducing an acbicle stipulaliog that Mermber States must develop and atrengthen
the capacities of naticxnal competent authorities involved in the assessment,
monitoring and conirod of bivlechaologiesl products, inclading through Furapean

funding, Lraining, the develooment of reference laboratories and the creation of

nebwarls af expertize bepwreen EFSA and national competent autaorities, tzking into
account the axpected incrsase in tha nuober ol biglachnolepical products sl Lhe
differances helwaeen Momber Btates in terms af expertise and infrasbrocturs;
Extending the mandame of the Steering Group to include strategic agriculoural
binteciinolagy projacts. Fhe apriculturs! secrn faces systemic chalenpas similar 1o
these in the heallh scowes (e climale resibence, Tood sccuridy], and il explicit
inclusion waulel Facilicate links berween agriculturs! profect initiatars and potential
public or private investors, including SMEs (chaptar 11 art, 207;

Extending funding through the Boropean Tnion vestmoent Podael Frojuect Lo oncluede
slralegie agriculiaral biotecanology The ebjectives already existing in the regulation,
auch as technology transrer in the sarly staiges, strergrhening strategic atonomy,
resilienee aml hoasting Lhe compelitveness af the seclon ave eygually reflecled in the
stroclural challenges Tacing the Turcpeatn Undan agei- foad sector (chaptor [, a0t 225
Rewording the text to expressly stare that steategic resilience is nar artriburerd
exclusively  so medical  nictechnologies, but i oalse deflining for agei-Fooed
hintechneiogics. Introducing an cxpress mention of agricultural fiotechnelogies with
a pasicive impack on the environment e food safety wouid ohlige Member States o
Fay particular attention o these projects and woold pave Lhe way Tor aow
prrogramies with shared, interregional or Community management;
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mj Carrelation witn the amaemndments o Bepolaton (B Mo, 31782002, by apnlyving the

Pl

conceplafl "regalatory testing ground” to the agri-tood sector [production. proces=sinp
and distribution of fmad prodecrs, prodects cartaining cr absained throuph Bee
Gengmic Techaigues/Genelically Modilted Oveganizma], Although Lhe cegulation
paves  Lhe lechoical way for testing agricultural innevations in contrelled
chviramments (testing graunds), Tnitiatives in this sector do not henefit Froom Che same
finzncizl and srralegic slatos as those i the iealth seclor (such s recognition as
"high-impact steabegic peojects”). The recogrition in art. 55 of the risks and
regulatory necds specific to agriculture requires, through systematic coherence, the
establishment of symmetrical financing mechaniyms in the chanrers dedicaled fa
accass o gapdal (chaples 11, arl ha];

Faxlending the funding of data centres zo Multi-omics Datz Centres used in agricalture
[geramics, caigenekics, protectnics, etc.) and the creation af ant Digital Twins
[computer replicas af plants of apronnomic importacees], thas ensoricg e
developrent af reliable and compeltive Al svslems aceess Lhe TU bioecanomy
spectrum (chiapter 10, Arc 32 and Art 330 The current progesal for 2 regulation
Mmance and supposts data guality accelerators and Al-optimised testhads, bul the lexl,
limits their agplication o “histechnological applications in the fiehi of heallh® ar
biamedical use cases Tn Lhe context of Agricalture 4.0, Al models and high-ouality
Halusels are ccually prezent for plant genomics, crap optimization, dimate chanpe
adaptazion or pesticide reduction;

Reducing the tecanalegical papal Carmmuanily Jseel, whoe reduires Lhat Lhe allccation
ol Turopran funds for biotechnolegy does not increase the disparities betwesn
digitalized Momber States and those with predominantly agriculiural econamiasz, bul
ETner functions as an active instroment al comveraenee helween Chem, Projocks with
dedicated Community lunds (thraugh pilot projects, cehesion funds or data cencers)
allow leza technolegically advanced Member Stares ta develon their own ressarch
intrascructurs;

Freserving iocal  boodoersily theough advanced  biotechnaologios snd artificial
inkelligerce - creazing regional programs and facilities that aim at genenic mapping,
of native species and varieties (ocy] plants @l breeds], inoonder o ordersiand
natural cesistance Lrdreught or discase and develaping digitized gone banlis to save
lozal penetic kerizage.
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