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Adistinet chapter on a pillar cedicated to sgricultural botechrologies, tus avoiding
he exclusice focusar th pasr il and imsieis]secfars,ith o rcogrition
alapriceilure as @ srategic Celd of Buropean biezectnologes:
Meazurcs that can contribute o increasing the svailabiity of tood throug
biotechaclog es ta redace foar losses,far Romania the inc-oduesior of the concepl of
"Foail Biotechroligy T1bs" beirgy cxlresnely el repionsl T bistechnology
s oL orirentation centers: demronstration aciities through integrated regioral
intrastruceares for appiied “esearoh, pilot fertentativn, technological demonsiration
and ransfer to. indusiry, which wand faclitate e caliatan of agrcultuzsl
biursss, the desclopment of altersative. proteins, funcsional Ingredients. and
fanovative bioprocesses, contributing to st-engthening e competitiveness of the
European faoé industry ne recucing (e Feavation paps erecer. Merher Staies
Hibs should bunelil e privsi y gy o funbng vithin the steategic projects
gravidut for b the eguation;
i Baropean platior for Jood secutity and diorechnologs 35 a pertazent stucture
o monitor thrests to sgricaltural proruction ani coornate reseacch an emesging
Slant and aima disvases (with the maialenance of commor dalshascs. on
apricullural athogens) Sut alsa oo doveiop biotecknological saluions for clima
change adaptation
Measures ta rednce Sae vulnerability o aprica’lure 1o bialigical and dlimale shiscls
by digitsing gerctc resources, faciitating access for reseavchers and bresders, n
oiler woris strengthening “Euronean genetic soverelgniy”.
Qbjectives to swrergiten soil heaith;
Messures (o g “mtbamics” infrastruciures in Menbe: it wilh low
ivesiment capacity 1ecucing disparities besyeen Member States:
Introduction of specific aravisions on food biotechnolagies, precision fermentation,
valosisation of agricultural iomiss, il infrasteuctures ard tehlogy transfer L
agri-foad M
Periodic menitoring of impact indicators on tood security and Tapid resprse
‘mechanisms to fnd crises
ntrodusing an aclicke stipulalio that Meraber States sust develap and strengthen
the capacities of national competent auhorities involved in che assessment,
monitaring and ol of biulechulogcal producs, induding through Furapein
funding, lrainiag, U developrent of reference laborasories and the creation. of
neBarls of expertise between EFS and natiensl compesent aucaorities, 2king into
account the expecred increasy it tha umber af bialachralupical produds ani the
differances helwcen Member States i tors of expertise and infzastructure,
Tstencicg the mandaze of the Steering Group to include steategic agricultursl
biotechialogy projects. Tae agriculturs] sector faces systemic challengas silar I
those in e heallh st (g, climate resiliece, Tood securiy), and ils explicit
inclusion would fciitate inks becsveen ageicaltuea! project iuftiators and potential
‘public or pricate investors, including SHEs (chapter I, art. 20];
Extending fonéing fhracgh Lhe Bropuan Union tuscitameat Pl Praject L include
Stratugic agrivulsaral iotecnology. The objectives already exsting i the regalatio
Such a5 techuology transter 12 the early stages, strergthenivg strategic auzonoy;
resilience s baasting L umpelitvuress af the seclar, v eually rallecled i the
structural challenges facivg the Turopean Union agei (00d sector (ehapter ,art 22);
Reworting the text to expressly state that strategic resiience s not attribute
exchusively co mulical hiocehrologies, bul s also defining for agr-iod
hioethnotogies. niroducing an cxpress mention of agricultural biotechnologies with
a nasitive impact on the ensizonment or foailsafety wauid onlige Member Scates 1o
ay for e

Pay partirlas aiteation o ese projects and would pave e
Jrograces wit shared, inter-egional o7 Community mmanagement;
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Parlamentul Romaniei
Senat

Duchorest fune 30, 2026 Cowrtesy transtation

OPINION
of the SENATE of ROMANIA
onthe
Proposal fora Regulation of the European Parliament and of the
establishing a framework of measures for strengthening Unioa's biotechnology and
biomanufacturing sectors particularly in the area of health and amending
Regalations (EC) No 170/2002, (EC) No 1394/2007, (EU) No 536/2011, (EU) 20196,
(EU) 2024/795 and (EV) 2021/1338 (Furopean Biotech Act)
CoM(2025) 1022

The Ramanian Seeace examined the Praposal for 2 REGULATION UF THE FUROPEAN
PARLIAMENT AND OF THE COUNCIL on estshlshing a framewac of awessures for
amengthening Union's biotechnology anil biomannfactur ng seclors particularly o the arsa
of health and smending Regulitions {EC) No L78/2002, (EC) No 1391/2007, (£11) N
5362014, (EU) 20198, (U) 2024/795 and [211) 2024/1538 (Furopesn Biviech Act)

COM(2025) LUZ2 - accarding o the provisions of he T-eaty of Lisbon, Protoeol (n0. 2},

Taking into accaunt e report of he ommitte on Furcpen ATairs, the plen:

Uhe el s 15 meeting of fune 29, 2026,

(3] Considers thal

) the proposal estsblisaes 3 Eurapean Framework for strengtening the biatectnvlogy
and biotechnalogical produrtian suelurs, 4 iarcular in the heaith scetor

) the propussl improves hesiac and compesitivencss of the biotechnology sector i the
Turopean Union, while maintaiaiag high safere staadards

(21 Sunports, i agreement with tae Ministzy of (ul:, th llow ng:

2 Prometing 3 unitary Appevach 1 Furopeas level, by actvely participating in the
Aufnician of standards and the common regalatary patk, in ardsr 1o avoid markel
fragmentation;

) lotegraring digital Lechalogies and axcifical nteligence into sesearcs and
eegulalory processes, inarder to aceelerace fnovation and tncrease campeitivencss:

) Simplitying snd harmonizing the regulatary frsmensark, ncudicy, br Grug device

Combimation products, inarder lo aduce e e fen rnovation ta market aceess.

and mainaining bigh safoty standars:

Suenathening natianal cagacities, by develaping Eigia: infrastruc:urc sl ascscting

reqularory experts;

#) Stimulaling local iavestinent and production, by accessing Europesn financing
Jnechanisins, supporting the mrnufciring of biotechnolugical and hiosimilar
procuets n lomania and protecting, nationsal <n-hovw

(4) Supparts, in agrecraent with the Seaste Committe an Agriculfuze, Food Industry and

Rairal Develobment, that the Regulation include:

sessivn of
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Parlamentul Roméniei
Senat

Bucuresti, 30 iunie 2026
OPINIA
SENATULUI ROMANIEI
referitoare la
Propunerea de Regulament al Parlamentului European i al Consiliului de stabilire
a unui cadru de masuri pentru consolidarea sectoarelor biotehnologici i productici
biotehnologice din Uniune, in special in domeniul sanatatii, si de modificare a
Regulamentelor (CE) nr. 178/2002, (CE) nr. 1394/2007, (UE) nr. 536/2014, (UE)
2019/6, (UE) 2024/795 51 (UE) 2024/1938
(Actullegislativ european privind biotehnologile)
COM(2025) 1022 final

Senatul Homaniei 3 examinat Propunerea de Regolament al Parlamentulu European si ol
Consilulsi de.stabilire 3 unai cadry de masuri pentru consolidarea sectoarelor
wiotehnologel st productiei biotehnlogice din Uniure, i specia n domeniul sinitigi st
de modifcare 2 Regulamentelor (CE) nr 178/2002, (CE) . 1394/2007, (UE) . 536/2014,
(UE) 201976, (UE) 2024/795 i (UE) 2024/1938 (Actul lgisttiv european privind
biotehnologie) - COM(2025) 1022 final - in conformitate e prevederile Tratatuls de Ja
Lisabona Protocolul (ar.2).

Avind in vedere raportul Comisiel pentru Afaceri Europene, plenul Senatulul, n sedinga din
data de 29 unic 2026,

(1) Considerd cx:

2) propunerea institule un cadru european pentru consolidarea _sectoarelor
biotehnologiei 31 productel biotehnologice, in special in domeniul Sintafi

1) propunerea imbunit3jeste dimensiunea si competitivitatea sectorului iotehnologiet
in Uniunea Furopeand, menfinand in acelasi timp standarde inalte de siguranta.

(2) Susgine in acord cu Ministeral Sinitifi, urmitoarele:

) Promovarea unei abordari unitare la nivel european, prin participa;
definirea standardelar si a traseului de reglementare comun, penr a evita
fragmentarea picsei;

Integarea tehnologillor digitale si a inteligensel artificiale n procesel de cercetare

s reglementare, pentru a accalera Inovarea si  creste compettivitatea;

) Simplificarea i armonizarea cadrului de reglementare, inclusiv pentru produsele
combinate mecicament-dispoziti, pentru a reduce timpul de la novare la accesul e
piaga 51 menjinand standarde inalte e siguran;3;

d) Consolidarea capacitatilor nationale, prin dezvoltarea infrastructurii digitale 5i
atragerea expertilor n reglementare;

©) Stimularea investtilor sia productii locale, prin accesarea mecanismelor europene
de nantare, sprifinirea fabricarii de produse biotehnologice si biosimilare in
Roménia si rotejarea know-how-ului naional.

b
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(3) Swsine, i acord eu Comisia pentru agriculturd industrie limentart i dezvoliare rurali
2 Senatului, ca Regulamentul s inchuc:

a) Un capitol distinet privind un pilon dedicat hiotehnologilor agricole, evitindu-se
astfl coneentrarca._exclusiva asupra sectorului farmaceutic s industrial, cu
recunoasterea agriculturi ca domeniu strategica biotehrologillr eurcpenc;

b) Misuri ce pot contribui I« cresterea disponibiltiti alimentelor prin biotehnalogi
pentru reducerea pierdertor alimentare, pentru Romnia fiind extrem de uili
intraducerea conceptului de Foad biotechnology fubs". hub-uri regionale de
biotehnologie alimenars; centre pilo de fermentatie; acliti demonstrative prin
infrastructuri regionale integrete pentry cercetare aplicats, fermentatic_pilot,
demonstrare tehnologich si transfer citre industrie, care ar facilita valorificarea
biomase agricole dezvoltarea proteinclor alternative,a ingredientelor unctionale i
a bicpraceselor movatoare, contribuind Ia cansolidarea compelitvitigi imdusirci
alimentare earopene si la reducerea decalsiclor de inovare dintre stzicle membre;
Hub-urile a trebui s3 beneficieze de elgibilitate prioritard pentru fisantare n cadrul
proicctelorstrategice prevazute de regulament;

) O platforms curopean peniru securitarea alimentari si biatehnologie ca structurd
permanent care 53 monilorizeze ameningirile la adresa prodactiel agricole 5i 53
covrioneze cercetarea privind bolile emergente ale plantelor st animalclor (cu
menginerea bazelor de date comune privind ageniii patogeni agricol) far 5i 5
deavolte solugi biotehnalogice penteu adaptarea a schimbirile dimatice

d) Msur de reducere a valnerabiltiii ageicultuii la socuri biologice i cimatice prin
digializarea resurselor genetice, acces facil pentru cercetstori 51 amelioratori, altel
spus consolidarea suveranitafii genetice europene’;

€] Obiective pentru consolidarea sinitii solulu
Misuri de finanfare a infrascructurilor pentry “multi-omics” in statele membre cu
capaciate redusa de nvestiti, cu reducerea decaljelor dinire statele mermbre;

€ Inroducerea unor disporifi specifice privind _biotchnologiile alimentare,
fermentatia de precizie. valorificarea biomasei agricole, infrastructurile pilot 51
transferul tehnologic citre IMM-urile agroalimentare;

h) Monitorizarea periodici a unor indicatoride impact asupra securitayi alimentare si
mecanisme de rispuns rapid la crize alimentare:

) Inocucerea unui artcol care 53 prevada fapiul i statele membre trebuie 5
deavalte 5i 5 consolidere capacitiile autarititlor competente nationale implicate
I evaluarea, monitarizarea si conirolul produselor biorehnalogice, nclusv prin
finangare europeans, formare profesionals, deavoliarea laboracoarelor G referindsi
crearea unor refele e expertz3 intre BFSA 51 auloritilc competerte nationale,
avind in vedere cresterea preconizata a numarului de produse biotehrologice si
diferengele existente inue statele membre in ceea ce priveste expertiza 5i
infrastructara;

) Extinderea mandaului Geupului de coordonare pentr a include proicctele srategice
de biotehnologic agricola. Sectorul agricol se confrunti cu provaciri sistemice
similare celordin domeniul sanatdi (ex: reziiensa ls schimbarile climatice,
securitatea alimentard), jar includerea explicts a acestuia ar permite faciltazea
legiturilor dintre iniiatori de proiecte agricole 5 potenfili invesitori publii sau
private, inclusiy I M-uri (cap. i, art. 20);

1) Extinderes finangari prin Prolectul-pilot ! Uniunii Europene de investtiastelincic
S includd 3i biotehnologia agricola strategici, Obicctivele deja. existente in
regulament, cum ar f transferul de tehnologic in ctapele incipiente, consolidarea
autonomiel strateice, reslienta s sumularea competitviati sectorul, se egasesc
in cgald misurd in provocarile structura’e cu care se confrunta sectorul
agroalimentar al Uniunii Burapene (cap. , art.22);
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1) Reformularea textului pentru a peeciza in mod expres e ezt ienta strategied au esie

atribuitt exclusiv biotehnologilor medicale, ci sunt deopotriv definitori pentru
biotehnologile agrozlimentare. Introducerea unel menfiuni exprese priviad
biotennologile sgricale cu impact poaitiv asupra medivlul sau a sigurangei
alimentare ar abliga statcle menbre s3 acorde atentle deosebitd acestor proiecte 51
ar deschide calea unor noi programe cu gestiune partajats, interregionals sau
comunitar:

Corelarea cu modificirile aduse Regulamentului (CE) nr. 178/2002, prin aplicarea

concepalui de .spogiu de testare o materie do reglementare’ i sectoruui

agraalimentar (producia. prelucrarea si disiribuia produselor alimentare, produse
care conin sau au fost obginute arin Noile Tehnic Genomice/Organisme Modificate

Genetic).Des: regulamentul deschide calea tehnici pentru testarea inovafilor

agricole In medii controlate (spafi de testare), inisiativele din acest sector nu

beneficinzd de acelasi statuc financiar si strategc pe care 1 au cele din domeni

SIntii (com ar N recunaasicrea ca projecte strategice cu fmpact ridicat’

Recunosstereala art 56  riseurilor si nevailor de reglementare specifice agricuiurii

impune, prin caerent3 sistematic3, nstituirea unor mecanisme de finangare simetrice

n capitolele dedicate accesulu a capital (€. . art. 56);

) Extinderea finantarii centrelar de date catre Centre de date multi-omice folosite In
‘agriculturi (enomic, epigenetic, proteomicd etc) 5icrearea de Plant Digital Twins.
(replicl informaice ale plantelor cu importansi agronomica), asigurnd astfel
deavoltarea de sisteme IA fabile5i competitive Tn fntregul specteu boeconomical UE
(cap. 1, Art. 32 5i Arl 33). Actuala propunere de regulament finanteazd 3i sprijing
acceleratoare de calitte a datelor si medil de testare optimizate pri A (nteligents
artifciala). Ins3 texcol limiteaza aplicarea lor la Laplicatille bictehnologice cin
domeniul sin3:agi” sau cazuri de utlizare biomedicale. In contextul agricul:uri 40,
modelele de 1A si serurile de date de fnalta caliate sunt Ia fl de prezente pentru
genomica plantelar, optimizarea culturilor, adaptarea la schimbiri climatice sau
reducere pesticidelor;

) Reducerea decalajelor tehnologice la nivel comunitar care impune ca alocarea de
fonduri eurapene pentru biotchnologii si nu creasci disparitiile dintre statele
membre digitalizate sicele cu economii preponderant agrare, i si functioneze ca un
instrument activ de convergentd Intre acestea. Proiectele cu fonduri comunitare
Gedicate (prin projecte-pilot, fondur de coeziune sau centre de date) permit statelor
membre mai pugin tehnologizate 53 Ti dezxulte propria infrastructur de cercetare;

£) Conservarea biodiversitaii locale prin_biorehnologille avansate si_ inteligenta
artificiala - crearea de programe i fsclitaf regionale care urmirese cartogeaflerca
gencmica aspecillor i sofurilor autohtone (plante i rase locale) n scopul Tnfelegerii
Fezistene naturale 4 secet sau bol i dezvoltarea de bancide gene digitaizate care

salveze patrimoniul genetic local

b. Presedintele Senatului
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) Carrelatian wich the smentmens W Repulazion (1) No. 176/2002, by apolying the
coneptar "cegulatory testing graund” to the agri-tood sectar (producrion. arocessing
and dstribation of faoé prodizcts, prodicts carining or absained thriugh New
Genomic Technigques/Cureticaly Modiied Organisens], Allhoagh the regalatior
giaves the lechnical wy for testing agricultural itnevacions in corolled
eniranments (testing graunds), miiatives i his seccor da not benefit o i sz
Sfinaneizl il serategic status a5 1hose in U hea h siclor (seel as recogaition 15
“high-uc: siratzgie prolects”). The fecognition n art. S8 of the Tisks and
rogulatory et specilic toagricutute requives, Sarough systematic coherence, th
establishment of symmetrical dpaneing meckanisrs i (e chigiers delicaled 1o
ccess to capial (chipies 1, arl_56);

) Ftending U funding of data contres  Malti-omics Datz Cerres used in ag-icalturs
(seromics, epigentics, proseomics, etc) anc the creation of Piant Digits!
(computer replicas of plants af agronomic importarce], thus ensurics, e
develaprent of ruliable snd compelive A1 systens aceost the DU biocconomy
specirum (chapter 1), A%t 32 and Ast, 33). The current proposal for 2 regularion
finance and supports daza qualiy accalerators and Al-uptimiser testbads, e lext
Jimics their applcation o Biorerhnolagical applicatians in the fielé v heallh” or
biamedical use cases. n the conte of Agricultuse 4.0, Al macels and high-ouality
alasels axe ecually present for plant genarics, crop optinisation, climace chri:
adaptasion or pesticide reduction;

o) Reduciag the tecaralugical gap al Communily Jwcd, which recuires hat the llocation
of Furuguean funds for biotechnalogy daes not inerease the disparitics between
digitalized Mamber Scates and those with predorinanty agriculural econamies, bal
cxiaer functions s wn At nsteurent al covergenee helueen e, Projects wich
edicatl Comsmun:ty fuads (Uhrougls pilat projects, cohesion funds ar data cercers)
allow less technalogicaly advanced Member States to develop their avn rasearch
intrastrucaure;

p) Preserving acal bidiversity Ueough advanced bioseckmologies sng artificial
inlelligerce - creacing regianal progams and facilities that i At genomic FApINg
of native species and varieres (ucal plants snil breeds), in vrier to urdersiand
3t rusistance Ln driught or disease and developing digitized gene banks 0 save.
local goretic hertage.





