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Resilient and sustainable agrifood systems New and shifting resources New and shifting resources

FutureFoodS

Cuprifab BioChroma
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Taking action to boost biotechnology and
biomanufacturing in the EU
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From an idea to the market:
EU resources for biotech and
biomanufacturing innovation

Learn about the EU requirements
for human health, veterinary
medicine, and food safety and
how to get marketing authorisation.

<

Tap into cutting-edge
infrastructure to innovate, test,
and validate your biotech and
biomanufacturing ideas.

~\-, 7 ;
°/
Discover EU-funded business
support and market insights
to expand. o<

l
y L
Visit Your Europe |
to get started! ¥ |
o
|

¢

n1slvRuAseamnsnddunislayyl ieatiuayun1stiulanvesaniIsnen AAnITaemU wavANATes

WINNTTUVRIUTIN 1AUATOUARNNTTINAVTURTUALNITALATOS

European Research Infrastructure Consortiums: ERICs 2) European Open Science Cloud Wag 3)
European Association of Research and Technology Organisations (EARTO) 1a8 #1891 ULaY
3o UIgmatazatuayunIngInskazN1suIn1IsauAnwITeLas Uumisuinnssuiedagli

ansnanuas SMEs anunsasuaniiugshauaziulalunainannimglsuldananudssdunisasu
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giensSnwlunywe (Medicines for human use)

nsiawewtenywdluglsutuegnelaszuuiauan WUsda wasiiuanudasndegegn aeglaunum

o U

d1Anyres EMA wagausiuilanigld Biotech and Biomanufacturing Hub @stieativayuliuinnssy

¥ v

AuguamEIsaiuleag9TIng daanin wazidndssznvuluanieiaglsy
1) NM3veRUN1RIN9TML8eN (Authorisation of Medicines)

n153gNAndnsied miunyudiingnainglsy fealasuayginanuiiguinugkaniie e
TagLanz European Medicines Agency (EMA) Fsvinutiililunussnarslunisusziiuaanin Ay
Uaaniey wazUssansnmeasen idunmanlunisvesumiauudls 2 Ussianlaun:

1 ¥
=) o U

o Centralised Procedure (Jsduldfiuen®aing erdmsulsamenn uwasuinnssulvg): Burmveasuny?
HW EMA mntasuayd® enanunsadnsdminglalunnuseimeaindnanainglsy

« Decentralised/Mutual Recognition Procedure: d1usue1nlilaitnioulanuyu Centralised ol
Ao minelunatsUszina lneniasguossasUssmeaziduauiinnsannisoyls

2. Msnaaemeadiin (Clinical Trials)
AOUITVBOYYININIIMUNEY HARATIRId MUY BENnTlinfawrun1saaemenatinluuyydegiady

A
TPUU muaAuTu Faasulanadl
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Phase I: nadauluaaadasguamd iensisaeuaulasndLazUsunaen

Phase II: nageuiugUisnquidniiionuszavsnailesiuuaznatnfes

14 1
v ad v A

Phase Ill: naaslungulvafiu wetududssansnm anudasnsiey wasUSeuiisuiuissnud

Phase IV: M3AAAINMAI00NEAANA

U2t nszviunsveasnendiinluglsuegnielangmune EU Clinical Trials Regulation (CTR) #1413y
Anulusslanagn1svinteusmiusenIneusemagundn taglasguu Clinical Trials Information System
(CTIS)

3. UNUIMUBY European Medicines Agency (EMA)

= o a % va = v dl % I
EMA funumddgluszuuiinavesnisimuiiaveydinetluglsy Inedinthnvean w:
o MsUTEIUABRRY MY (Marketing Authorisation Application)
o MIIAALULEIPIUINYIFERN TUAUT ENHAILEN
o MIMAUYUANAINITING MUY (Pharmacovigilance)

atiuayunITeLasiaue b lnglanizenldmalulagdinin 1y mRNA, cell therapy uas gene

therapy
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Biological Medicinal Products

Biological Medicinal Products 5eransaaiendaing (Wu e1lusiu Taau wadurdn wazdud1dn)
Junqueniiiwunanddidin lnedanududounisasaiiuasnszuiunsudauinnitenall

1. N15999YY M (Marketing Authorisation)

[ £

Tuglsuniseygaliinaduiendnduane131ingfeeatiiun1siiu European Medicines Agency

(EMA) nelaszuu Centralised Procedure wWintiu f9509Un0Unanaail:

d o ' a o v oA ¢ . Iy
o BUAYBHIY EMA: VnenTringresduvesyyinlussuusingud (centralised) waglasunis
Y52LUNNAUENIIUNIS CHMP (Committee for Medicinal Products for Human Use)

o MsUsziugUAIN MNYaRANY wasUssANEAIN: TIUTINTAIUANNITNARLATEN YUY
TUNEV0TIINg

o JEEIANTIRYNR: lneUnfiegsening 210 Ju (Wsimnamaudiniw)
winlasuaugn e ingaunsaIdmhelalunnussinaaun®n EU/EEA wiauriuy

2. M3UsziiuauUannneYee GMO (GMO Assessment for Biological Products)

° ) a o ¢ A o A = a a aAda o ) . .
ANIVNANAUNYITNINONUAIUUTZNDUNIONENNAIUTINAALUBINUGNTTU (Genetically Modified
Organisms - GMOs) 14U vector-based gene therapies #3aTAfuui1sUseinn s11dudearu

nszuIuMsUsEiiuAuUaenduderUlisuaryaaInInenIsunnguazdaninaey (Environmental

Risk Assessment = ERA)
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Biologics: Future of Pharma

3. mﬁaﬁfmqumﬂ European Medicines Agency (EMA Support and Resources)

U

EMA funumadglunisatuayunisiamiwas oydfnandusiendringuiiuuiniseng q Al
e Scientific Advice / Protocol Assistance: lviFUsnwIn1Tine1eansidnuigiaunel lnanggi

Wenunenuinnssuluvd wieendmsulsanienn

e Innovation Task Force (ITF): Yosmalvigimunenannsausnwisesnaluladaady 1w cell thera-
py, MRNA, CRISPR flaLAss8zisuaAL

e  PRIME Scheme (Priority Medicines): lUsunsuisasanisiauinageydfdmivenidfnenmglunis
MEUANBIAUABINITNIINSIMENEslallasunisnovauss

e Scientific Guidelines:EMA davinddauuIn1enIsimuIe131ing 1w biosimilars, ATMPs (advanced

therapy medicinal products), immunogenicity “1a%

Advanced Therapy Medicinal Products (ATMPs)

Advanced Therapy Medicinal Products (ATMPs) Lﬁuﬂfjmﬂ’]%’ﬁmqﬁﬁﬂﬁugﬁwﬁﬂLLaz%JU‘%jauajﬂ
Usznoumiy 3 Usztannanduinia (Gene Therapy), lwadu1Un (Cell Therapy), Laztieldedmnssy
(Tissue Engineering) L{JuuﬁfﬁlﬂiiiJ‘Vl’NﬂﬁLL‘W‘V]ﬁﬁﬂﬁﬁﬁ?ﬂm%%ﬂiﬂﬂiﬂL%@%JﬂLLﬁ%Iﬁﬂ‘MWEJ’]ﬂ \eduasunis
Wawarldl ATMPs eangnainee1aiiuse@nsnn European Commission (EC) §¥ass Biotech and

Biomanufacturing Hub LiiaguiganuagaInaungseiieu n13338 LagnIsuaEn
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Marketing
0 Authorization

EUROPEAN MEDICINES AGENCY ~ Application

Transplantation
/Antibodies / Vaccines

Advanced Therapeutic Medicinal Products (EMA - CAT)

Indications: Oncology, Regenerative medicine (Cardiology, Neurology), Genetic diseases

1. NMsUsZIUANUUADANYYRY GMO d@195U ATMPs (GMO Assessment for ATMPs)

HARALI ATMPs UUszian Inelaniznandusidnnsudulivn (gene therapy products) dnnslglasa
Anudasiugnssu (viral vectors) Fsfiodndu GMOs Ferpsunsussidiulu 2 du;

o MuguNUyed: Mglanszuunime EMA (Wun1suseidiu clinical trial wag marketing authorisa-

tion)

e ANUAIWINADL: ABIIUNTTUSELEU Environmental Risk Assessment (ERA) AUUSEAALNTA 9917
FULDULLDINTETeULANEA1IT Ul uLAasUSTNA

European Commission 8g5¢1319N15WMsaumMunIungseideu GMO welvin1siamun ATMPs day
gaviguiu lnsiamglunsalaniduy wuluyis COVID-19 Neugnlilduns ATMPs lnglidesinisuseiiiu
Environmental Risk Assessment (ERA) Tuviuii

2. MIALULEIIA EMA (Accessing EMA Guidance)
o EMA alvidausinlagamzdmIugiianun ATMPs dugennesng 4 wu:

. . . Ry A o A o o o a & 1
 Scientific Advice: memmmaaaumﬁuaLwaiumuusmmmmmmamﬂuﬂismumawmmsm LU
N19599NWUU preclinical study, GMP %#39n1398n1kUU clinical trial

« CAT Procedural Advice: AU URNIEFINTUNTEUIUNITTUTDIUBY ATMPs Taeg Committee for
Advanced Therapies (CAT)

3. MIEUUAYUYDY EMA (ATMP Regulation Incentives & EMA Support)

De

LNONTEAUNTNAILT ATMPs 1119 EMA wag European Commission le@aninasnisatiuayunadl
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Credit: biomerieux.com

eg. CAR-T
Cell Culture Patient

EX-VIVO
=
T

‘_

IN-VIVO

Viral or plasmid
eg. AAV

Y HOOOMNGoOM & Meather Man WHAT ARE ATPs? T S e

mmmsmsaﬁ’uauu SUazdun

Protocol Assistance TmUSnensvseanmlganedInsun1SWaIUN
NARA9 ATMPs

Fee Reductions duanAsIINLEeNA1S 9 §19sU SMEs Tuniswaun
wazi1 ATMPs aangnane

Priority Medicines (PRIME) FOIVNUIISAEMSUN TR ATMPs 913 ANYNINGS

Orphan Designation ANBNLAY 1Y market exclusivity 10 U dnsuns

Weuu1 ATMPs @1usulsavienn
Marketing Authorisation under Exception- = n135ausi® ATMPs #ilianunsadavirteyansuiiula
al Circumstances 119991NYDINAAIUITUTITUNTBDANUANEINVDILSA

Substances of Human Origin (SoHO)
Substances of Human Origin (SoHO) fe ansudenannueiildinansisnieuysd 1y
o \FOALAzAINUTENOUVRLTDN
e waduaniaievesyud
o lunszgn, avdnwad, sy, Salv

wdmandurnwlsslanaanariiieldlunissnw nsugnane visendninanieaavsioe
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SoHO funumdrdglunvmansadelvd ludragludunisdandieedens n1ssnwisiuwad wsens
WU Advanced Therapy Medicinal Products (ATMPs) waziolin1swauiuaznisld SoHO A
Uaonde LLazL{Juu’lmig'}u European Commission (EQ) ladn f?]gﬂ Biotech and Biomanufacturing
Hub eatuayuns3de nswan wazn1sAIUANAMAIMYEY SoHO neldnseungsuidevvosannim
gl5U (EV)

1. ngsztloumaziuin1aved EU (EU Rules and Guidelines on SoHO)
- NOVNENANTDIDY
SoHO gneuAulaengranevesEnnglsunsLtumuy AudaendewarAnnIn lawa:

e Directive 2004/23/EC: inuanInsg1un3ludmiun1susana n1sdam nisnegeu nsudssy ns
AUSNE WagN1HINTeLladauasiuaduesuyud

14 o

Directive 2006/17/EC uag 2006/86/EC: szyterimusmamadiaiianis 1y TunauNIiasUfUnns

9

WALNIIHIIVADULDUNAU

wannidadingseileuanzdmivitentaskdniueidon n1eld Directive 2002/98/EC

- n15USulganguune SoHO Insl (SoHO Regulation Proposal 2022) lenouausinuAInIngg
wealulaguagunisguainingn COVID-19 lnganamglsulaiaue ngsvileu SoHO adulual Tul 2022
Fatiidnuneiive:

o EuATNANMUUADANELATAMNAINYEY SOHO visamameglsy
o USuupsanuanunsalunsiinfsasing SoHO penaiieene

o O1ngmmazantunIsuususaznsimuIwaluladluignineites

1 v _ 14 ) < [J a
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Credit: ec.europa.eu

Stock com

CALL FOR TENDERS

wxurte: Mueshot o

Management

of Substances
of Human Origin
in hospitals

3
i

#EU4Health #HealthUnion #HaDEA f_ o |

2. §1uUaya Tissue Establishment Compendium

annelsuldfaun Tissue Establishment Compendium #afugnudeyanasilidoyaiieaiusede
PUILUNER (Tissue Establishments) ﬁléﬁ’%’uaqiyﬂﬂuﬂimﬂam%ﬂ EU wag EEA, Uselnnvuesnanssy
fusagmiseusiduns (Wu mafuieng nsuUssy mawandie) wae Yssnnvesdeweunsieadii
Fanfu efiumslusslauazanuanansalunsmsiaaoudeunduvewansias SoHO

3. miaﬁuagumﬂ Biotech and Biomanufacturing Hub

. msamululassaiiiuguieinugudndniiedowaziwadunnsgiu (Good Manufacturing Prac-
tice Facilities) wagvsUfufin1snsraaaunmunn (Quality Control Labs)

. NMFITeuaziaL: 1A59013 Horizon Europe @luayuniside SoHO Wi n1simglaedsandnsunis
Ugnaneeiedy waznsidwaduitn (Cell Therapy) dmsulsaisesy

o MIIIWILANUALAINATUNGTELUHU LU F8UU Fast-Track Approval @15U SoHO fflmudAynig

a

nsunndas uaznsliAusnwiniungseileu (Regulatory Support) WAKKER

4 . .
wrSallaunng (Medical Devices)

\Asesilaunnd Aendnsiainesnuuunniialditady Joaiu whseds viednuidiie Awudndnsinmde 9
WuRiuuNe lUaudgunsaltugeesianseenserumla vsegendwisitadeniu Al

n1e1#lAT9n15 Biotech and Biomanufacturing Hub 98¢ European Commission A15L395AATTHAIUN
wasn1siindnatnvesgunsalnsunndedrslasnde Tussansnn wagliuinsgiu unalndrAgluns

o
a v A U U

ﬁ%ﬂﬂigUUﬂ'}ﬁﬂiﬂ‘lﬁ‘UWENEJ‘L!LL@%‘VI‘L!?I&I
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Credit: massdevice.com

1. Regulatory Framework: NsauUngvisngLaIasilaunmgvasannnglsy

faudtl 2021 EU TiUSuusangasdeumuiniesdliounmdesunseungulaguszniald:
o Medical Devices Regulation (EU) 2017/745 — MDR
« In Vitro Diagnostic Medical Devices Regulation (EU) 2017/746 — IVDR

lnggedunisiinaulusdla n1snsivaevdoundavasndnsine (traceability) wagni1siiisyianiny
Uaanienai119main (post-market surveillance)

2. Certification and CE Marking: MsuseImazIA3iIY CE

NansueinTosawnmgNdeinTdmingludy desldsunisusslivaenadesiutonivun (Conformity
Assessment) uazfodlasu CE marking Fadunisvenimdadunidulunuuinsgiuaulasnds,
aussouy, wag AN wavlasusugalindmibheuasldnulunaiavedy laeggndeswungrany

3. Safety and Performance Requirements: 9anuunnIuAILUaonABlazUIaNEA W

Tnafvualigudntanaangiumuanudasnielunisldanuniunagla (intended purpose) N1sUseLiu
ANHLEEN (risk-benefit analysis) N15AIUANAMAINUBITAALALNTEUIUNITHER N1TNAFBUNBUINAAN
way Maiudeyanisldauads (real-world data) Inevnudndamisasdninenaismameadia uas clinical

evaluation report aLaRMANFIUNNAGTNTAUWTRTD

4. Medical Device Coordination Group (MDCG)

MDCG Reviieuitatiuayy European Commission waglsinaainnaiunisuseaiunuwazdenuly

ngvEngLAsasiawnmg Usenaumeiilnuainmiiegnuiiuguareslseinaaundn
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Credit: who.int
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Health Technology Assessment (HTA) fianszulun1suseiiuyaAiiaziansenuvaunalulagaiu

Health Technology Assessment (HTA)

aa Y

gua lidrezduen wesesownnd 38n133nwr Wseszuuliuinmsiuguam lnefiansananiifciiu

a % 1

UszdnSnn Anudasnsie Aunu-UseanSHa way HanTenUNINEIRLLALISESITY HTA Junumdndyse

n1sdndulavessyuianazssuudseiuguainitmalulagaunmlaaisiasunisatduayusazidnfalaeg
Uszrvueg1ailussaninmuasyisssy

n3aUNNMUNE HTA Yesananglsy (EU HTA Legal Framework)

Tud 2021 awquhﬂlé‘f&hu Regulation (EU) 2021/2282 on Health Technology Assessment Faflna
Fesulddausiouunsau 2022 wazaziuldodrasusuuuuiaudd 2025 Wuduly neuunisuszann
AMNTILLDTYIsUTEImAaNTATun1sUTEIEL HTA 19U n1sUszidiusan (Joint Clinical Assessments —
JCA) %adaﬂiﬁﬂﬁﬁm’mﬁﬂﬁm@ (19 8137309, advanced therapy medicinal products) waviadesile
wnngseaugs (high-risk medical devices) uilagiin1suseiiiugiy windazUseinadanaddasslunis

a Vv

anauladmdndueitunislasunistss RuAursedninssuugu N vseld

24

UaNAINNUTINAIIUSIUT LTI ANg1AIansLassetUguls (Joint Scientific Consultations)

U

UalenmalviiaumalulaganunsannIeiuginiuguauag European Medicines Agency (EMA) fiouay
?ju%aaqﬁa muﬁqmimzamsﬁaaﬂamu European HTA Coordination Group Gﬁﬂﬂﬁjuﬁﬁlzﬂl,l,aﬂ’]iﬁmu’]
LuIManamelia Mskewnsdeya wagn1ssuilsanudniuvegidiuladiuds lnenseu Health
Technology Assessment atulmidlggrsanausidoulunsussiiumaluladsnlunsazUssine 139

narlunsifandndusiuinnssuvesdUie inaulusdalunisindula wazduaSuuinnssuves

gnannssy Wnslanzluaundivdusivaginiosownmg
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Credit: theparliamentmagazine.e
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Yrusn & T

g1dm3udnd (Veterinary Medicinal Products: VMPs)

Tutsumeseasiuamise s amnuvaendsvosndndaumianndnd wagnsemunslsnszueludng o1
dmiudnd (Veterinary Medicinal Products: VMPs) fiaituasruseneuddalunmsquagunimdivas
SrUUMSHAne STy msf[,éﬁ,muqmmam% Biotech and Biomanufacturing Hub 989 European
Commission dMswansulinnsiauuazidntauinnssuauedniegdiussansnmuazUasnie

nsaungmaneuasannmelsudmsuendmsudnd

4

EU Veterinary Medicines Regulation (Regulation (EU) 2019/6) LﬁUﬂgizLﬂauaﬁUMﬂﬁﬁmaﬁﬂﬁ 1t
AUEIUN 28 1NTIAN 2022 T nuneLiNe:

o USulgstumeumsoulRluEusyAnEaNn Ty

o atuayumsimuedmsudataneiugianig (minor species)
o annsliuiiurludnifietosiuilgmnsios

o duadSunsuusiuteyaninuasadieuazUszansam
atfuayuuinnssuluan biotechnology dmsuedn’d

n1sueeyInHaniusiendvsudnigaain (Marketing Authorisation)

N"5908u TN iguednTUdnT anunsaslunsiIuYemaan 3 JULUL:

« Centralised Procedure: ALilun1567U European Medicines Agency (EMA) Taatanizlunsalues
wandsitnmviowaluladdugs eildueuifinudemnstasannsadmingldlunndszme
GHARHNENGE

. National Procedure: Teaugwilutssamadion Ingldidonansurdsmheluussmedouiny

« Decentralised and Mutual Recognition Procedures: l4iilafmnudesnissiminglunateyssme
aundn Tngendunsseniunansussiiuresuszmelauszinania

22
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Credit: symbiolabs.com.au

" |
S\

{ / - ‘

N15VAanIN19RaNnludn? (Clinical Trials for VMPs)

¥ v U [

AWAILNEERIAIdRYINATAnBIRIUAINUaennYludnd (target species safety) Usz@nsninnigmadin

U

(efficacy) wasipdInaey avansanaslundnsinueiemnsandnd (residues) lnenelaseileulvd Byle
MvualvdeyainelfunisAnyimiadiindesameideuly Union Product Database LiodsiaTuany
Wsdlauaznsidndetoya

s

N5USLLIUNANAUNNLNEIVBINU GMO

dmiundndaendmSudainivauiainseldiulsenouvesdildindnulaaiugnssy (Genetically

1 v A

Modified Organisms — GMOs) 19U TAFULTIIAINTIUTININ LABINIUNITUTELTUAMUUABAAENIY
FINMUAALINGDI N15VBBYYINAIUNTBU Directive 2001/18/EC %138 Regulation (EC) No 726/2004

o

LaEN1IITANTIAUAMENTsBNsYlsUkasUssinaaunan

113AUANA13ANAN9LUAIMI59INERT (Residues in Foodstuffs of Animal Origin)

mnuvasnsfevefuilaaduiled dyuesnsoysiindnfausiondmivdnilnoamzodreddudn indy
WnaINaneIM1s 1Y 17 vy i euan lnedesdin1s@nwiseduaisnnAieuesen (residue depletion
studies) N13AMUAAIUSHIMANTHYANANEEA Maximum Residue Limits (MRLs) aelangseideudy
SnviandnSaeildludnindnemsdeadl Withdrawal Period iiteliiulainarsandsaglussdulannde
euthlluslan
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Credit: shopify.com

AUUaenfeYeie s e sdnl uaskdndueigulaauilan
1. Food Improvement Agents

a5USUUT90INT WU ansiuye Anavemns teulws uaynAusadansizst fesunsUszidiulazeysia
Ing European Food Safety Authority (EFSA) rouaygalianldlunainanniwelsy Tnsdesiuiue
HIUIEUU e-submission wazdnvinenaisauaudasasiy seudulunungszideu Regulation (EC) No
1331/2008 wae 1333/2008 IA8EFSA azUszifiupuvasnseluusunadiuilnnass (exposure) uaw
HANTENUABAUNN

2. Feed Additives (Tngiaauuemnsdnd)

a (% s ¥ v 1 v 6 ! a 6 a ¢ A a a v
wanfnualduulssnuamaaruinsiuemsdad wu 9aunsd Wsluledn teuled vsedniu deq
HUN"58YIIRAML Regulation (EC) No 1831/2003 lnesiastiumvalui EFSA @eagUsediunnumiiy
Unansdzvesdnd fuslaa uazdunaeu fuesulfnesdeloyaniuanudasndiy NMsiATIERansnnAng

wazUsednsninmnanisidau lnenseudfasiiony 10 U uazhewiaogmndaraanisidse
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Credit: intertek.com
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3. Novel Foods (81115kval)

Novel Foods faevnsihifussiinisuslnregaunsvansluannmelsunoud a.e. 1997 1wy ansain
Mnfirmenn Wskiuanuuas vieTraRuannismzdenead fedlé¥ueud@niy Regulation (EU)
2015/2283 lngfoaiunisuseiiuain EFSA luduannudasnsds n1sui wagdeyanielayuinig
uanantomslmifiiaulngldinaluladiinmiesinidoyafeiunssuitnan dudnamsodure
ansnnsAuAseataya (data protection) la 5 U

4. Genetically Modified Food and Feed (8115uaze1mnsdninauuUaiugnssy)

wamm%mﬂmummﬂLLanwuﬁﬂisu (GMOs) mvﬂ%LUummimaawmiammawgummu Regulation
(EC) No 1829/2003 lagfasuiunisuseiiiulag EFSA mmuammwmw &n3 uardandou mammmaq
TALAS UL TINTITNBULYINITUNINDU ANUETETVRINITAALYAY kazlayan Uiy INg) SN
NaRAUIR DIl NTALRUININLEIUNEL GMO 11nAI1 0.9%

5. Pesticides (an3f9nén3iNe)

mseusiRanstidndnsfieluanninglsUagnield Regulation (EQ) No 1107/2009 wazuiadu 2 dunou
I¢uriniseysiAanseangys (active substance) Tuszdudy Tneg EFSA uagnseysifndnsiamivanonisluus
azUsemAaindn (zonal authorisation) lngaginsusuifiuaaudesiofld fuslaa uazdannden ns
MSIABUAITANAY (maximum residue limits — MRLs) WagN13HI1TUIBUIARYDIAITTININNTO
astanmwmadeniilufinsivudainden

~
NU:

https://europa.eu/youreurope/business/running-business/developing-business/biotech/
index_en.htm

https://ec.europa.eu/commission/presscorner/detail/en/ip 25 365
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