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BEnal

Parlamentul Romaniei
Senat

Bucuresti 30 jpnie 2026
OPINIA
SENATULUI ROMANIE]
referitvare la
Propunerea de Regulament al Parlamentului European sial Consiliului de stabilire
a unui cadru de masuri pentru consolidarea sectoarelor biotehnologiei si productiei
hiotehnologice din Uniune, in special in domeniul sinatitii, si de modificare a
Regulamentelor (CE) nr. 178,2002, (CE) nr. 1394 /2007, (UE) nr. 536,/2014, [UE)
2019/6, (UE) 2024 /795 si (UE) 2024/1938
(Actul legislativ enropean privind biotehnologiile)
COM{2025) 1022 final

Senatul Romdniel a examinat Propunerea de Regulament al Parlamentulu! European =i al
Consiliului e stahilire a unui cadra de masuri pentru consolidarea  sectoarelar
bintehnelogiel & productied biotehnologice din Uniune, in special in domeniul sandtagi, i
de modificare a Regulamentelor (CE) ne 1762002, (CE) rar. 1394 £2007, [UE] nr. 536,/2014,
(UEY 20149/6, (UE) 20247795 i (UE) Z2024/1438 (dAccu! legisiotiv european privind
hintethinofogiile] - COM{Z025) 1022 final - in conformitate ce prevederile Tratatului de la
Lisabona Protocolul {ne 2).

Avdnd in vedere raportul Comisiel pentru Afaceri Europene, plenul Senatului, in sedinga din
data de 29 junic 2026,

(1) Considerd ci:

a) propumersa instituie un cadru european pentru  consolidarea  sectoarelor
biotehnologiel 51 productiel biotehnologice, in special in domeniul sanatatai;

b) propunerea imbundtipeste dimensiunea si competitivitatea sectorului blotehnologlei
in Uniunea Europeand, mentindnd in acelasi timp standarde inalte de siguranti.

(2] Sustine, in acord cu Ministeru] Sanatatii, urmatearele:

a) Promovarea unei aborddr wunitare la nivel eurcpean, prin participarea activa la
definirea standardelor si & traseului de reglementore comun, pentru a evita
fragmentarea pietel;

By Integrarea tehnologiilor digitale s a inteligentel artificiale in procesele de cercetare
s reglementare, pentru a accelera inovarea 5i a creste competitivitatea;

] Simplificarea si armonizarea cadrului de reglementare, inclusiv pentru produsele
combinate medicament-dispozitiv, pentru a reduce timpul de la inovare [a accesul pe
piati si mentiniand standarde inalte de sigurangi;

d) Consolidarea capacititilor nationale, prin dezvoltares infrastructurii digitale si
atragerea expertilor In reglementare;

&) Stimularea investitiilor si a productiei locale, prin accesarea mecanismelor europene
de finantare, sprijinirea fabricarii de produse biotehnologice si hiosimilare in
Rominia si protejarea know-how-ului national,
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[3) Snstine, fnacord cu Cormisia pentro agriculturs, industrie alimentard si dezvolare rurald
a Senatului, ca Repulamentul 53 includé:

al

b

<l

d]

hj

k]

In capitol distinct privind un pilon dedicat hiotehnologiilor agricole, evitdndu-se
agtful coneenlrarca exclusivd asupra sectorului farmaccutic s industrial, cu
recunoasberaa agriculturii ca domeniu strategic al biotehnologiilor eurcpene;
Masuri ce pot contribui ba cresterea disponibilitatil alimentelor prin hiotehnologii
pentru reducerea prerdertor alimentare, pentru Roménia fiind extrem de utild
introducerea conceptului de Food Biotechnology Hubs": hub-uri regionale de
histehnologie alimentard; centre pilot de fermentatie; facilitdti demonstrative prin
infrastructuri regionale inteprate pentru cercetare aplicatd, fermentatic pilot,
demonstrare tehnologich si transfer citre industrie, care ar facilita valorificarea
biomasel agricele, dezvoltarea proteinelor alternative, a ingredientelor funcfionale i
a bicproceselor inovateare, contribuind la consolidarea competitivitatii industriei
alimentare eurapene 4i la reducerea decalajelor de inovare dintee statele membre;
Huh-urile ar trebui 55 beneficieze de eligibilitate prioritard pentru finantare in cadrul
projiectelor strategice previzute de regulament;

O platformd europeand pentru securitatea alimentard s biotehnaologie ca structurd
permanentd care sa menilorizese amenintirile [a adresa productiel agricole si 53
coorloneze cercetarea privind bolile emergente ale plantelar st animalelor (cu
mentinerea bazelor de date comune privind agentii patogeni agriceli] dar i s3
dezvolte solutii bintehnaologice pentru adaptarea [a schimbdrile climatice;

Masuri de reducere a vulnerabilitii agriculturii la socuri biologice si climatice prin
digitalizarea resurselor genetice, acces facil pentru cercetdtori 51 amelioratord, altfel
spus consolidarea  suveranititii genetice europens”;

{hiective pentru consolidarea sAndtatii solwlu;

Miasuri de Mnantare a infrastructurilor pentra “multi-omics” in statele membre cu
capacitate redusa de investitii, cu reducerea decalajelor dintre statele membre;
Inroducerea  unor dispewilii specifice privind - biotchnologiile  alimentare,
fermentatia de precizie, valorificarea biomasei agricole, infrastructurile pilot gi
transfierul tehnologic citre IMM-urile agroalimentare;

Monitorizarea periodicd a unor indicators de impact asupra securitatil alimentare si
mecanisme de Fispuns ranid la crize alimentare:

Intraducerea unui articol care =3 prevadd faptul ci statele membre treboie 53
dezvolte 5i 58 consolidere capacititile autorititilor competente nationale implicate
in evaluarea, monitorizarea sl controlul produselor biotehnologice, inclusiv prin
linanare europeand, formare profesionald, dezvoltarea laboratoarelor de referintd si
crearea uncr refele de expertizi intre EFSA s autoritdlde compelente nationale,
avind in vedere cresterea preconizatd a numdrului de produse biotehnologice i
diferentele existente intre statele membre in ceea ce priveste expertiza s
infrastructura;

Extinderes mandalului Geupului de coordonare pentru a include proicctele strategice
de: hiotehnelogie agricold. Sectorul agricel se confruntd cu provociri sistemics
similare celor din domeniul sanatigii (ex: reziliensa la schimbarile climatice,
securitatea alimentard), iar includerea explicitd a acestula ar permite facilitarea
legituriler dintre initiatorii de proiecte agricele si potentialii investitori publici sau
private, inclusiv IMM-uri (cap. I, art. 20;

Extinderea finantari prin Projectul-pilot al Unfunii Eurepene de investiti: astfel incat
58 includi si blotehnologia agriceld strategicd. Obiectivele deja existente in
regulament, cum ar fi transterul de tehnologie in etapele incipiente, consolidarea
autonomiei strategice, rexilienta gi stimularea competitivitatii sectorului, so regasesc
in cpaldi mdsurd In provocdrile structuraie cu care se confruntd  sectorul
agroalimentar al Uniunii Buropene (cap. [|, art.22};
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Reformularea textolui pentr a preciza in mod expres ol reallienta strategicd nu este
atribuitd exclusiv blotehnolegiilor medicale, ©f sunt deopotrivi definiterii pentru
biolehnologille agroalimentare, Introducerea unei mentiuni exprese priviad
biotehnologille agricale ce impact pozitiv asupra mediolui sau a siguraniei
alimentare ar abliga statcle membre 23 acorde atentie decsebitd acestar proiecte 5
ar deschide calea unor noi programe cu gestiune partajatd, interreginnald sau
Comunitara;

Carelarea cu mudilicirile aduse Repulamentulul [CE) nr. 1782002, prin aplicarea
conceplului de spativ de testare in mwaterie de reglementare” sl osectoruiui
agroalimentar [productia, prelucrarsa si distributia produselor alimentare, produose
care conpin saw au fost obtinute arin Noile Tehnicl Genomice/Organisme Modificate
Genetic].Desi regulamentul deschide calea tehnicd pentru testarea inowvatiilor
apricele T medii controlate (spatii de testare), inifiativele din acest sector nu
beneficiazd de acelasi statut financiar i strategic pe care 1 au cele din domeniul
sdnddtii (cum ar § recunoasierea ca prolecte strategice cu lmpact ridicat”).
Recunnagterea la art 56 a riscurilor si nevoilor de reglementare specifice agriculturii
impune, princoerentd sistematicd, instituirea unor mecanisme de finantare simetrice
in capitalele dedicate accesului a capital (cap. I, art. 56];

Extinderea finantdri centrelor de date citre Contre de date multi-omice folesite In
agriculturd (genomicd, epigeneticl, proteomicd etc.) si crearea de Plant Digital Twins
[replici informatice ale plantelor o importantd agronomicd), asipurdnd astfel
dezvoltarea de sisteme 1A fiabile 5i competitive Tn intregul spectru biveconomic al UE
[cap. 11, Art. 32 51 Arl 33). Actuala propunere de regulament finanteazd 31 sprijina
accoleratoare de calitote a datelor §i medii de testare optimizate prin [A (inteligen 3
artificiald), insd texmal limiteazd aplicarea lor la aplicatiile bictehnologice din
domeniul sindtitii® sau cazuri de utilizare biomedicale. In contextul agriculturii 4.0,
madelele de 1A si seturile de dare de Tnaltd calitate sunt la fel de prezente pentru
genemica plantelor, optimizarea culturilor, adaptarea 1z schimbiri climatice sau
reduceres pesticidelor;

Heducerea decalajelor tehnologice la nivel comunitar care impune ca alocarea de
fonduri europene pentru biotehnologii 58 nu creasca disparitatile dintre stalele
membre digitalizale 5 cele cu econemii preponderant agrare, i 53 functioneze ca un
instrument activ de convergentd Tntre acesten. Proiectele cu fonduri comunitare
dedicate [prin proiecte-pilot, fonduri de cooziune sau centre de date) permit statelar
membre mai putin tehnologizate 53 5 deevelte propria infrastructurd de cercetare;

Conservarea biodiversitifii Jocale prin biotehnologiile avansate si inteligenta
artificiald - crearea de programe i facilitati repionale care urméresc cartograficrea
genomicd a spaciilar si soiurilor autohtone [plante si rase locale), in scopul Tgelegerti
reristentel naturale [a secetd sau boli 51 dezvoltarea de binci de gene digitalizate care
sd salveze patrimoniul genetic local,

p. Presedintele Senatului
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BEranT

Parlamentul Romaniei
Senat

Lacharess, fune 30, 2624 Courtesy Lransiation

CGPENION
of the SENATE of ROMANIA
o the
Proposal for a RBegulation of the European Marliament and of the Cooncil un
establishing a framework of measures for strengthening Union®s hiotechonology and
biomanufaciuring sectors particularly in the arvea of health and amending
Hepulations (EC) Mo 178,/2002, (EC} No 139472007, (EU) No 336/20041, [EU) 2009/0,
[EU) 2024 /795 and (FUJ 20241938 (Furopean Hiolech A
COM{2025) 1022

The Romanmn Senate examined the Proposal for o BECULAVION OF THE ELROPTAN
FARLIAMENT AMND OF THE COUMNCIL on establishing g rameswoeck of mcasares for
atrengthening Union's hiotechnology aml Sicmannfacturing sectors particularly in the arsa
af health and amending Regulativns {ECE Mo L7F8/Z002, [EC) Mo 1372007, [FL) Mo
NARS214, (BUY 201946, (EUY 20847495 and [FUY 202471238 [(Ruropean Biotees Act) -
COM[20A81 LL2E - accarding to the provisions of the Treaty of Liskan, Fratocel (no. 2}

Taking inta account te repert of the Committes on European Affairs, the plenzry session of
Chie Beaale, inivs meeting of June 29, 2020,
(L] Cansiders thal:

a) Lhe proposal establishes o European Framework for strengthening the hialecknielogy
and biotechnological production seclises, i partioolae in the health sectoe;
the proposal immproves the siae and compettiveness of the biotecheol ogy sector inthe
Turapean Unio, while maintaining high safeny standards,

(2] Sunparts, in agreement with the Ministey al [Tealzh, the folloeing:

&l I'rometing & unitary appoeach at Curcpean lovel, by actively poarticipating in the
definitian of standards and the comman regalatory path, inorder fo aveid mariol
fragmentation,
lntegrating digital Lechoelogies aned artificial intelligence into research amd
repulaloey processes, inarder to accelerate novation and increase competitivencys:

v} Smplifying 2and harmonizing the regulatory frsmesearl, including far drogdevice
cambination products, inarder Lo reduee the Uroe Pem inmoesation to market access
and maintaining high safeby standards;

) Surengthening national capacities, by dewvelaping digital infrasirociure sl aliracting
regulatory sxperts:

g] Srimulaling local investment and preduction, by accessing Buropean finarcing
mechaniams, supperting the manufzcturing of biotechnolopical and hicsimilar
produces in Homania and protecting nalional znma-hia,

(33 Supports, in agreerment with the Seaste Committee an Agricalture, Feod lndushoy and
Fural Development, that the Regulation include:

k)

:

b)
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Aodistinet chapter on a pillar dedicated to agriculteral Botechrolagies, thus avaiding
the exclusive focns an the phzrmacentical and imbustrial seetors, weith T recognilion
ufapricuilore a5 a strategic Celd of Curopean biomecknologies:

Moasures that can contribate o increasing the availability of tood through

biotechaolog es to redure foarl Tesses, for Komaniz the introduction of the concepl ol

"Fouul Riotechrolopy Thabs" beirg exlremely caelul regional fod blatechnol ogy
hubes: pilol ferrontation centers; demanstration tacilities throwgh integrated regioral
intrastructures for applisd messarch, pilot fermentation, technological demaonsiration
and transfer o indusiey which wonld facilivale the walerization el apricollosal
bivmzss, Lhe deeclopment af altcrmative proteing, functional ingredients and
innovative bioprocesses, contributing to strengthening the competitiveness of the
Eurcpean toed industry and reducing Uae ineavation paps hetweer Membar Shates;
Hubs should Benedil from peincicy eligibility Zor fomiing wilhin the strategic proiects
prronviclent for by the regalation;

An Carapean platformm for feod security and aiotechnology as a permanent struciare
to monitor thrests to agricaltoral production zne coorlinate reseacch an emerging
alant anmd animal discases [with the maiolenance of comman dalsbases on
dpricuilural pathopens] but alzo oo develop biotechnological solulions for climate
change adaptation;

Measures to radoce Do volnerability of aprico®lore (o Bolepical and climale sheche
by dipitising geretic resources, fcilitating access for researchers and brocders,
ather words sorengthening "Curonean genetic sovereigniy™;

Qbjectives ta strengthan soil hezith;

Mezsures Lo Lnance “muolli-amis” infrastrociures in Moamber Stales wilh low
ineesument capacity, reducing disparitios betwoo Member States;

latraduction of specific oravizions oa tood bintechnologies, pracision fermentation,
valorisation of apricoltural finmass, pilot infrastouciores and teehnelogy transfor o
Apri-food ShTs;

Feriodic moenitoring ot impact indicaters on ood security and rapid resprose
mechanisms ta faed crizes;

[ntroducing anarbicle slipulaliog that Merber States must develop and strengthen
the capacities of notiohal competent authorities inwvolved in che assessment,
nonitoring and canirol of higlechouloglesl products, inchading chrough Earpean

lumiing, Lraining, the develooment of reference laberazories and the creation of

=
nebwarls af expertise bebween EFSA and national contpetent authoerities, tzking into
account the sxpected incraase in tha number af biotachrolepical products 2ol Lhe
differences hebwoeon Member States in terms of expertise and infrastrocturs;
Txtending the mandaze of the Steering Group to include strategic agricultural
biotechnology projects. FToe agricultural sectin faces systemin challenpss similar Lo
these in the heallh secios (e climale resilesee, food securily], and s esplicit
inclusion would Facilitate links berween agricultura! project indtintors and potential
public or private investors, including SMEs (chaprer 11, art, 207;
Extending funding through Lhe Boropean Union evestrment Padael Froject Lo inclade
stralegic upricultaral biotecanology. The ohijectives already existing in the regulation,
such a5 technalogy transter in the early stzges, strergrhening strategic antomomy,
resilisnce aml boosting Lhe compelitiveness of Lhe seclon, aoe egually rellecled i the
struclural challernges facing the Curepean Union agei food sector [chapter [, art 22}
Rewnrding the text to expressly state that strategic resilience iz not artributerd
exclusively o medical niotechnologies, but is oalin deflining for o agei-Food
hincechmoiogics. Introducing an express mention of agricultural diotechnoelegies with
a pasicive impack on the envizonment e food safety wouid ohlige Member States o
pav pariicular atbenbico Lo these prgects and woold pave Lhe way Tor now
programes with skaved, interregional or Community managemernt;
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m i Correlation witn the amendments W Bepolaton (EC) Mo, 17872002, by apolving the

Pl

conceplaf "regulatory testing ground” to the agri-food sectar [production, srocessing
and distribution of food prodects, prodects containing er obsained throopgh Mo
Genomic Techaigues/Goenetically Madilted deganizmasl. Alllough Lhe regulation
paves  Lhe lechnical way for testng agricultural iencvations in contrelled
crviranments (testing graunds], nitiatives in this sector do not hanefit from e samme
finzncial and stralezic stalus g those o Che hiealth seclor (such as recognition as
"high-imnpact stralegle pecjects”]. The recognition in art. 58 of the risks and
regulatoey necds specific te agriculture requires, through systematic coherence, the
establishment of svmmetrical fpancing mechanisms in the chanrers deldicated o
accass tocapital (chaples 11 arl Ta);

Faxlending the funding o data centres o Muolti-omics Dotz Centres csed in agriculturs
[geromics, coigenetics, protecmics, etc) anc the creatien af Mant Digita! Twins
[computer teplicas af plants af apronpmic importancs], thus ensuricg Lhe
develapment af reliable and competbive A sysloms access the T biocconomy
spectrum (chapter 11, Are 32 and Ark 33) The current propesal for 2 regulation
Imanceand supposts daza gualite accelerarors and Al-aprimised testheady, bul e exl.
limits their agplication o “bictechnolagival appleations in the fieli of heallh® ar
biamedical use cases To Lhe context of Agricalture 4.0, Al madels and high-gualite
Halusels are eccually present for plant genomics, crop eptimisation, dimate chanpe
adaptation or pesticide reduaction;

feducing the tecanalopical pap Al Camrmunily leval, whoch reguires Lhat Lhe allceaticn
ol Turoprean funds for biotechnology does not increase the disparitics betwesn
digitalized Meomber States and those with predominantly apricultural econamias, bul
rather functions as an active instroment ol comeeraence helween Chem, Projects with
dadicated Community funds (through pilot projects, cehesion fands or data cencers)
allow less technolegicalsy advanced Member States to develon their own reasearch
intrastructurs;

Fraserving docal  boodocersily theough advanced  biowechnologios and artificial
inLelligenee - ceating regional programs and tacilities that alm at gene:mic mapping,
of native species and waristes (Jocal planks 2l breeds], in onler o undersiand
natural resistance L dreughl ar discase and developing digitised gone nanlis to save
local penetic herizage.
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