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OPETUS- JA KULTTUURIMINISTERIO

MUISTIO

ESITYS SUOMEN LITTYMISEKSI EUROOPPALAISEEN TRANSLATIONAALISEN
LAAKETIETEEN TUTKIMUSINFRASTRUKTUURIKONSORTIOON EATRIS ERIC

1 Taustaa

1.1 Eurooppalainen tutkimusalue ja
tutkimuksen infrastruktuurit

Eurooppalaisen tutkimusalueen (ERA) ki-
site otettiin kayttoon 2000-luvun alussa ko-
mission tiedonannossa Kohti eurooppalaista
tutkimusaluetta (KOM(2000)6). Kéisite on
vakiintunut nopeasti méiérittiméan eurooppa-
laisen tutkimus- ja innovaatiopolitiikan ta-
voitteita ja toimintatapoja. ERA on sisillytet-
ty Euroopan unionin toiminnasta tehdyn so-
pimuksen (SEUT) 179.1 artiklaan, jossa se
on madritelty seuraavasti: “Unioni pyrkii
toiminnallaan lujittamaan tieteellistd ja tek-
nologista perustaansa toteuttamalla euroop-
palaisen tutkimusalueen, jossa tutkijat, tie-
teellinen tietdmys ja teknologia liikkkuvat va-
paasti, tukemaan unionin kilpailukyvyn,
myds sen teollisuuden kilpailukyvyn, kehit-
timistd sekd edistimdidn kaikkea tutkimus-
toimintaa, jota pidetddn tarpeellisena perus-
sopimusten muiden lukujen perusteella.” Eu-
rooppalaista tutkimusalue kytkeytyy vahvasti
Eurooppa 2020 -strategiaan ja siithen kuulu-
vaan ”Innovaatiounioni” -
lippulaivahankkeeseen.

Yhteisty6 tutkimusinfrastruktuurien alueel-
la on kdynyt valttdmattoméksi, koska suuria
ja kalliita tutkimuslaitteistoja voidaan raken-
taa ja kéyttdd vain usean maan yhteistyond, ja
toisaalta tietotekniikka tarjoaa aivan uusia
mahdollisuuksia laajojen aineistojen tai mit-
taustulosten yhdistdmiseen sekd muualla si-
jaitsevien infrastruktuurien etdkdyttoon. Eu-
roopan laajuisten tutkimusinfrastruktuuritar-
peiden arvioimiseksi ja tiekartan valmistele-
miseksi EU:n jdsenmaat ja komissio perusti-
vat yhdessd Euroopan tutkimusinfrastruktuu-
rien strategiafoorumin (ESFRI), jonka jése-
net ovat EUmn jdsenmaiden ja EU:n tutki-
muksen puiteohjelmaan liittyneiden maiden
tutkimushallinnon edustajia. EU:n neuvoston

kehotuksesta ESFRI julkaisi ensimmaéisen
tutkimusinfrastruktuurien suunnitelman, niin
sanotun tiekartan v. 2006. Tiekarttaa on péi-
vitetty vv. 2008 ja 2010. Tiekartalle on valit-
tu 50 yhteistd eurooppalaista tutkimusinfra-
struktuurihanketta.

EU:n tutkimuksen puiteohjelmilla on tuettu
uusien tutkimusinfrastruktuurien suunnittelua
sekd olemassa olevien kéiyton laajentamista
ja yhteistyon tiivistdmistd. Vastaava tuki-
muoto sisdltyy tulevaan EU:n tutkimuksen ja
innovaatioiden Horisontti 2020-ohjelmaan.

1.2 ERIC -asetus tutkimusinfrastruk-
tuurien oikeudellisena viitekehykse-
ni

Aikaisemmin usean maan yhteisille tutki-
musinfrastruktuureille kéytetyt padasialliset
oikeudelliset toimintamuodot ovat olleet val-
tioiden viliseen sopimukseen perustuva kan-
sainvilinen jdrjestd tai sijaintimaan lainsii-
diantdon perustuva yhtio tai sddtio. Kansain-
vélinen jirjestd on raskas perustaa ja hallin-
noida, ja yhden maan lainsdddannon kaytta-
minen usean maan Yyhteisen organisaation
pohjana voi tuottaa ongelmia kansallisten
lainsdddédntdjen eroavuuksien vuoksi.

Yhtendisten toimintaperiaatteiden luomi-
seksi, hallintorakenteiden keventdmiseksi ja
oikeushenkildaseman jérjestdmiseksi komis-
sio antoi kesélld 2008 SEY 171 artiklan (ny-
kyinen SEUT 187 artikla) nojalla ehdotuksen
eurooppalaista  tutkimusinfrastruktuurikon-
sortiota (ERIC) koskevasta neuvoston ase-
tuksesta. Valtioneuvosto antoi eduskunnalle
asetusehdotuksesta lokakuussa 2008 U-
kirjelmén U 54/2008 vp. Neuvosto hyviksyi
asetuksen kesélld 2009 (EY/723/2009) ja se
tuli voimaan 28.8.2009. Asetuksessa mééri-
tellddn ERIC:in oikeudellinen asema, perus-
tamista koskevat vaatimukset ja menettelyt,
infrastruktuuria ja sen kéyttod koskevat vaa-
timukset, perussddnnon keskeinen sisdlto
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mukaan lukien jésenten oikeudet ja velvolli-
suudet, hallintorakenne, budjettiperiaatteet,
tilinpddtdstd ja tilintarkastusta koskevat peri-
aatteet, noudatettava lainsdadéntd ja purka-
mismenettelyt. Lisdksi perussddnndssid on
madrdykset tietojen késittelystd, immateriaa-
lioikeuksista, tydhonotosta ja hankintoja
koskevista periaatteista.

Asetuksessa valtuutetaan komissio paatté-
midn tutkimusinfrastruktuuriin osallistuvien
jasenmaiden hakemuksen perusteella, voi-
daanko infrastruktuurille myontida eurooppa-
laisen tutkimusinfrastruktuurikonsortion
asema. Komissio arvioi hakemuksen kaytta-
en tarvittaessa riippumattomia asiantuntijoita
ja tekee padtoksen tutkimusinfrastruktuurin
perustamisesta tai hylkd4 hakemuksen, jos se
katsoo, ettd asetuksessa sdddetyt vaatimukset
eivit tdyty. Komissiota avustaa komitolo-
giamenettelyn mukainen neuvoa-antava ko-
mitea.

ERIC saa oikeushenkildllisyyden komissi-
on perustamista koskevan péaiatoksen voi-
maantulopdivéstd alkaen suoraan asetuksessa
olevan sddnnoksen nojalla. ERIC:ille myon-
netddn laaja oikeustoimikelpoisuus. Sitd ei
katsota EU:n toimielimeksi, mutta se tunnus-
tetaan isdntdvaltion ilmoituksella sellaiseksi
kansainvéliseksi toimielimeksi tai jarjestoksi,
joka on arvonlisdverodirektiivin
(2006/112/EY) ja valmisteverodirektiivin
(92/12/ETY) perusteella vapautettu madra-
tyin edellytyksin arvonlisdverosta ja valmis-
teverosta. Arvonlisdverodirektiivin téytén-
toonpanoasetuksessa (EU/282/2011) on li-
sdksi maédritelty edellytykset, jotka ERIC:in
tulee tiyttd4, jotta arvonlisdverovapautta voi-
daan soveltaa. ERIC:in hankintamenettelyt
eivit kuulu julkisista hankinnoista annetun
direktiivin (2004/18/EY) soveltamisalaan.

ERIC:iin sovelletaan ensisijaisesti EU-
lainsdddédnto4d ja toissijaisesti sen kotipaikka-
valtion lainsdddédntod seka, jos silld on toimi-
paikkoja useammissa valtioissa, asianomai-
sen toimipaikan sijaintivaltion lainsdddantoa
mm. terveyteen, ymparistonsuojeluun, vaa-
rallisten aineiden kaisittelyyn seké toimilupi-
en myOntdmiseen liittyvissd  asioissa.
ERIC:in kotipaikan tulee sijaita EU:n jisen-
valtion tai yhteison tutkimuksen puiteohjel-
maan liittyneen maan alueella.

1.3 Tutkimusinfrastruktuuripolitiikka
Suomessa

Eurooppalaiseen kehittémistyohon liittyen
Suomi kartoitti omat kansalliset tutkimusinf-
rastruktuurinsa seké laati tiekartan merkitta-
vistd uusista tutkimusinfrastruktuureista.
Kansallinen tiekartta julkistettiin v. 2009
alussa (Kansallisen tason tutkimusinfrastruk-
tuurit, nykytila ja tiekartta; Opetusministeri-
on julkaisuja 2009:1). Tiekartalle hyviksyt-
tiin 20 uutta tutkimusinfrastruktuuria, joista
13 siséltyy my6s ESFRI:n eurooppalaiseen
tiekarttaan.

Kansallisen tutkimusinfrastruktuuripolitii-
kan kehittdmiseksi ja tutkimusinfrastruktuu-
reihin liittyvien kustannusten rahoittamiseksi
on valtion budjetissa (opetus- ja kulttuurimi-
nisterion hallinnonalalla) ollut vuodesta 2012
lahtien tutkimusinfrastruktuurimomentti
(29.40.22). Opetus- ja kulttuuriministeri¢ an-
toi 2.12.2011 Suomen Akatemian tehtdviksi
kansallisen tutkimusinfrastruktuurien asian-
tuntijaryhmén asettamisen sekd edelld maini-
tun madadrdrahan (29.40.22) hallinnoinnin.
Suomen Akatemia asetti tutkimusinfrastruk-
tuurien asiantuntijaryhmén, ns. FIRI -
asiantuntijaryhmén 12.4.2012. Asiantuntija-
ryhmén tehtéviin kuuluu liséksi tutkimusinf-
rastruktuurien tiekartan paivitys sekd ehdo-
tusten laatiminen kansallisen tutkimusinfra-
struktuuripolitiikan kehittdmiseksi. Ryhmén
tehtdvdni on myds antaa toimivaltaiselle mi-
nisteridlle suosituksia siitd, tulisiko Suomen
liittyd eurooppalaiseen tai muuhun kansain-
viliseen tutkimusinfrastruktuuriin ja missd
madrin liittymisestd aiheutuvia kuluja voi-
daan maksaa tutkimusinfrastruktuurimomen-
tilta.

FIRI -asiantuntijaryhmé on 22.4.2013 suo-
sittanut ~ Suomen  liittymistd  EATRIS
ERIC:iin ja suosittanut, ettd Suomen Akate-
mia varautuu rahoittamaan tutkimusinfra-
struktuurimomentilta (29.40.22) hankkeen
Suomen jisenyydestd aiheutuvia kustannuk-
sia rahoitusosuutensa mukaisesti. EATRIS
on ensimmdinen uuden ERIC -sddnndksen
mukainen tutkimusinfrastruktuuri, johon
Suomen on tarkoitus liittya.
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2 Padasiallinen sisdlto

Suomen on tarkoitus liittyd perustajajise-
nend eurooppalaiscen EATRIS ERIC -
tutkimusinfrastruktuurikonsortioon,  jonka
isdntdimaa on Alankomaat. Suomi sitoutuisi
alkuvaiheessa jdseneksi viideksi vuodeksi.
Suomen kansalliseksi koordinoivaksi yksi-
koksi on tarkoitus nimetd Helsingin yliopis-
ton Suomen Molekyylilddketieteen Instituutti
(Institute for Molecular Medicine Finland,
FIMM). FIMM koordinoi kansallista EAT-
RIS ERIC -toimintaa, jossa ovat mukana Iti-
Suomen yliopisto, Tampereen yliopisto, Tu-
run yliopisto sekd Teknologian tutkimuskes-
kus VTT. Témin kokonaisuuden avulla vas-
tataan jasenyyden edellyttimésti kansallisen
EATRIS -infrastruktuurin rakentamisesta ja
palveluiden tuottamisesta.

Suomen on tarkoitus perussddnnén mukai-
sesti nimetd enintddn 2 henkildd kayttdmaan
kansallista pédtosvaltaa EATRIS ERIC -
konsortion perussddannén mukaisessa jasen-
ten kokouksessa, joka on ylin paittiava elin.
Jasenten kokous paattdd EATRIS -
tutkimusinfrastruktuurin toiminnasta, rahoi-
tuksesta ja jdsenmaksun suuruudesta, sekd
tarvittaessa infrastruktuurin lakkauttamisesta.
Jasenten kokous myods pééttdd tieteellisen
johtajan ja pddjohtajan sekd ylimpien toimi-
henkildiden valinnasta ja erottamisesta.

Osallistumisesta aiheutuvat kulut koostuvat
perussddnnon mukaisesta jdsenmaksusta,
kansallisen tutkimusinfrastruktuurin yllépi-
tdmisestd ja infrastruktuuripalveluiden tuot-
tamisesta EATRIS ERIC:ille.

Perustajajiseneksi liittyminen edellyttéda,
ettd Suomi toimittaa isdntdmaalle allekirjoite-
tun sitoumuksen osallistua EATRIS ERIC:iin
perustajajdsenend. Sitoumus annettaisiin pe-
russddnnon mukaisesti seuraavan viiden vuo-
den ajaksi.

Alankomaiden opetus-, kulttuuri- ja tiede-
ministerid on ldhettdnyt 15.2.2013 Euroopan
komissiolle ERIC -asetuksen mukaisesti
EATRIS ERIC -hakemuksen, johon liittymi-
sen on vahvistanut Alankomaiden lisdksi Ita-
lia, Tanska ja Tshekki jdsenind ja Ranska
tarkkailijajisenend. Perustajajdseneksi halua-
vien maiden on mahdollista liittyd EATRIS
ERIC:iin myds hakemuksen jittimisen jil-
keen, mutta ennen kuin komissio on tehnyt

asiasta paatoksen. EATRIS ERIC:in valmis-
telussa on ollut mukana kaikkiaan yhdeksén
maata: Alankomaat, Espanja, Italia, Norja,
Ranska, Saksa, Suomi, Tanska ja Tshekki.
Liséksi uusina ehdokkaina ovat kiinnostuk-
sensa ilmoittaneet Portugali, Slovenia, Turk-
ki ja Viro.

Komission on tarkoitus tehdd padtdos EAT-
RIS ERIC:in perustamisesta kesdkuussa
2013. EATRIS ERIC saa oikeushenkilolli-
syyden, kun komission pditds on tehty. Paa-
tds julkaistaan unionin virallisessa lehdessa.
Tdmén jdlkeen EATRIS ERIC:iin voidaan
ottaa uusia jdsenid perussddnnén mukaisin
menettelyin.

2.1 EATRIS ERIC:in tehtiivi

EATRIS ERIC -konsortion tehtdvinid on
rakentaa, ylldpitdd ja kehittdd eurooppalaista
korkean tason translationaalisen (niveltidvin)
ladketieteen tutkimusinfrastruktuuriverkostoa
kokoamalla maiden johtavat tutkimusyksikot,
niiden tutkimusinfrastruktuurikapasiteetit ja
erityisosaaminen eurooppalaisten ja muiden
yliopistojen, tutkimuslaitosten ja yritysten
tutkijoiden ja tutkijayhteisdjen kayttoon.

Keskeisend tavoitteena on tarjota huipputa-
son tutkimusinfrastruktuurikokonaisuus, joka
tehostaa ladketieteellisen ja biologisen perus-
tutkimuksen tulosten ja keksintdjen muok-
kaamista kohti merkittdvid uusia terveyden-
huollon sovelluksia, mm. diagnostisia mene-
telmié, ladkkeitd ja muita hoitoja. EATRIS
ERIC tarjoaa tutkimuslaitteiden ja aineistojen
lisdksi mm. yhteisten toimintaprosessien
koordinointia ja laadunhallintaa, antaa tukea
jasenmaiden lainsdddantdjen eroista johtuvi-
en kysymysten ratkaisemiseen sekd koor-
dinoi tutkijoiden pédsyé tutkimuksen kannal-
ta parhaiten soveltuviin suorituspaikkoihin.
Se tarjoaa myds yhteisty6foorumin tutkijoi-
den, ladkidreiden ja teollisuuden viliselle yh-
teistyolle tutkimustulosten hyddyntdmisessi
ja innovaatioiden tuottamisessa.

Tutkimusinfrastruktuuri rakentuu viidesti
osakokonaisuudesta, jotka ovat

— biomarkkerit

— pienmolekyylit

— radioaktiiviset merkkiaineet ja kuvan-
taminen

— rokotteet ja



U 33/2013 vp 5

— solu- ja geeniterapiat.

Suomella on EATRIS -
tutkimusinfrastruktuurissa merkittdva rooli.
Suomi vastaa valmistelun perusteella yhdesté
tutkimusinfrastruktuurin  viidestd osakoko-
naisuudesta, biomarkkereista. Biomarkkerit
ovat biologisia merkkiaineita, joiden avulla
voidaan mm. arvioida sairastumisen riskié,
tarkemmin diagnosoida sairauksia sekd en-
nustaa hoitovastetta. Biomarkkerit auttavat
kehittimdidn parempia hoitoja ja ne ovat
myo6s henkilokohtaisen ladketieteen sovelta-
misen edellytys. EATRIS:issa kehitetddn ja
validoidaan biomarkkereita mm. hyddyntéen
biopankkien aineistoja.

Suomen kansallinen koordinointiyksikko ja
sen koordinoima kansallinen verkosto anta-
vat palveluita EATRIS:in kautta sekd kansal-
lisille ettd muiden maiden tutkijoille. Vastaa-
vasti suomalaisten yliopistojen, tutkimuslai-
tosten ja yritysten tutkijoilla on mahdollisuus
kayttdd EATRIS -infrastruktuurin kaikkia eu-
rooppalaisia palveluita omissa tutkimuksis-
saan perussddnnon mukaisin ehdoin.

EATRIS ERIC:in toiminta ei ole voittoa
tavoittelevaa. Kuitenkin rajoitettu liiketalou-
dellinen toiminta on mahdollista ERIC -
asetuksen ja perussdédnnon nojalla.

2.2 EATRIS ERIC:in jasenet, oikeudet
ja velvoitteet

2.2.1 Jasenet

Konsortion jéaseniksi voivat liittyd Euroo-
pan unionin jdsenmaat, EU:n ulkopuoliset
valtiot ja hallitusten viliset jérjestot. EU:n ja-
senvaltioilla tulee olla ddnten enemmistd
ERIC:in jdsenten kokouksessa. Uusien jésen-
ten hyviksymisestd péittdd jasenten kokous
perussddnnon mukaisesti. Konsortiossa voi
olla myo0s tarkkailijajdsenia.

2.2.2 Oikeudet

Jasenet ovat oikeutettuja nimedmaéadn edus-
tajansa ja osallistumaan EATRIS ERIC:in
ylimmén pééttdvin elimen eli jdsenten koko-
uksen toimintaan ja kdyttimédin &dnioikeut-
taan (1 &éni jdsentd kohti), paittimaén kon-
sortion toiminnan politiikkatason linjauksis-
ta, toimintastrategioista, talousarviosta, toi-

mintakertomuksen ja tilinpditoksen vahvis-
tamisesta sekd johtavan henkil6ston valinnas-
ta ja irtisanomisesta. Jisenmaan tutkimusyh-
teisd on oikeutettu osallistumaan EATRIS
ERIC:in tutkimusinfrastruktuuripalveluihin
ja muihin tilaisuuksiin.

Tarkkailijajasenet hyvéksytddn kolmen
vuoden maéardajaksi. He ovat oikeutettuja
osallistumaan jdsenten kokoukseen, mutta
heilld ei ole dé4nioikeutta.

2.2.3 Velvoitteet

Perussddanndn mukaisesti jisenen on nimet-
tdvd kansallinen koordinointiyksikké ja sen
johtaja, joka osallistuu EATRIS ERIC:in
toiminnan jérjestimiseen ja kehittdmiseen
kansallisten johtajien kokouksessa. Jasenen
on maksettava vuosittain jisenten kokouk-
sessa padtetty jasenmaksu, ylldpidettivd ja
kehitettdava kansallista tutkimusinfrastruktuu-
ria ja tuotettava velvoitteensa mukaisia pal-
veluita sekd palveluihin pddsyn mahdollista-
vat tekniset jarjestelyt oman maan ja EAT-
RIS ERIC:in kautta tuleville tutkijoille sekd
huolehdittava seurannasta.

Tarkkailijajasenet maksavat 25 % varsinai-
sen jdsenen jasenmaksusta.

2.3 EATRIS ERIC:in hallinto ja paitok-
senteko

Perussdannén mukaan EATRIS ERIC:in
ylintd péitosvaltaa kayttdd jdsenten kokous.
EATRIS ERIC:i4 edustaa ja sen puolesta teh-
tavit sopimukset allekirjoittaa padjohtaja.

Tutkimusinfrastruktuurin tieteellisestd si-
séllostd ja sen kehittimisesti vastaa tieteelli-
nen johtaja yhteistydssd kansallisten johtajien
ja pédjohtajan kanssa.

EATRIS ERIC:in koordinointi- ja tukiyk-
sikkd, jossa infrastruktuurivalmistelua ja
toimeenpanoa johtaa péddjohtaja yhdessi tie-
teellisen johtajan kanssa apunaan sihteeristd,
sijaitsee  Alankomaiden = Amsterdamissa.
Koordinointi- ja tukiyksikkd on jo perustettu
viliaikaisen hallintosopimuksen nojalla. Ta-
mi yksikkd johtajineen jatkaa siithen saakka
kunnes EATRIS ERIC on perustettu ja jasen-
ten kokous paittdd yksikon tyon jatkamises-
ta.
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2.4 EATRIS ERIC:in rahoitus

EATRIS ERIC:in jidsenmaksu tulee ole-
maan vuosina 2014—2017 vahintdén 50 000
ja enintddn 140 000 euroa jasenten lukumaa-
rastd riippuen. Isédntimaa Alankomaat on
paittanyt avustaa EATRIS ERIC:in valmiste-
lua 500 000 eurolla vuodessa vuosina
2011—2015. Viliaikaisen hallintosopimuk-
sen perusteella osallistuvat maat ovat maksa-
neet valmisteluun liittyvénd rahoitusosuute-
naan 125 000 euroa vuosina 2011—2012 ja
116 000 euroa vuonna 2013. Suomen rahoi-
tusosuudet on maksanut Helsingin yliopisto.

2.5 Suomen osallistuminen EATRIS
ERIC:iin

Suomi on osallistunut EATRIS ERIC:in
tieteelliseen valmisteluun v. 2008 ja hallin-
nolliseen valmisteluun v. 2009 alkaen. Ope-
tus- ja kulttuuriministerié on allekirjoittanut
valmistelua koskevan yhteisymmarryspoyta-
kirjan 6.9.2010 seké véliaikaisen hallintoso-
pimuksen valmistelun jatkamiseksi
10.3.2011. Viliaikaista hallintosopimusta on
jatkettu 26.11.2012 siihen saakka kunnes
EATRIS ERIC perustetaan tai enintdén vuo-
den 2013 loppuun.

Synergiaetujen ja laajemman osaamiskes-
kittyman aikaansaamiseksi Suomen osallis-
tumista EATRIS ERIC:iin on valmisteltu
konsortiona, johon kuuluvat biopankkiaineis-
tojen BBMRI -infrastruktuuri ja bioinforma-
titkkapalveluiden ELIXIR -
tutkimusinfrastruktuuri. Téstd valmistelusta
on sovittu opetus- ja kulttuuriministerion, so-
siaali- ja terveysministerion ja tyo- ja elin-
keinoministerion kesken v. 2010. Konsorti-
ossa ovat mukana Helsingin yliopiston Suo-
men Molekyylilddketieteen instituutti FIMM
(EATRIS), Terveyden ja hyvinvoinnin laitos
THL (BBMRI) ja CSC Tieteen tietotekniikan
keskus (ELIXIR). Konsortion toiminnan ra-
kentamista on tuettu vv. 2010—2012 Suo-
men Akatemian tutkimusméirirahoista mo-
mentilta 29.40.51, kohdennettu tutkimusinf-
rastruktuurien rahoitus. Euroopan tason val-
mistelussa on edelld mainittuja infrastruktuu-
reita valmisteltu erikseen, mikd heijastuu
myos kansallisen késittelyn aikatauluihin.
Suomen synergistd mallia on pidetty hyvana

ja my0s Euroopan tasolla tiivistetddn yhteis-
tyota valmistelussa.

3 Ehdotuksen oikeusperusta ja
Suomen osallistumisesta padtti-
minen

EATRIS ERIC perustetaan eurooppalai-
seen tutkimusinfrastruktuurikonsortioon
(ERIC) sovellettavasta yhteison oikeudelli-
sesta kehyksestd annetun neuvoston asetuk-
sen (N:o 723/2009), ns. ERIC -asetus, perus-
teella. Asetus on annettu SEY 171 artiklan
(nykyddn SEUT 187artikla) perusteella.
ERIC -asetus ja sen perusteella perustettavat
tutkimusinfrastruktuurit tukevat SEUT 179.1
artiklan tavoitetta luoda ja vahvistaa Euroop-
palainen tutkimusalue, ERA.

ERIC perustetaan asetuksen perusteella
menettelyssd, jossa komissio tutkittuaan,
tayttdvitkd jdsenmaiden yhteisesti esittimi
hakemus ja perussddntd asetuksessa maarityt
edellytykset, tekee paitoksen ERIC:in perus-
tamisesta tai hylkdd hakemuksen. Perustus-
lain 93 §:n 2 momentin mukaan valtioneu-
vosto vastaa Euroopan unionissa tehtdvien
paétosten kansallisesta valmistelusta ja péét-
tad niihin liittyvistd toimenpiteistd, jollei paa-
tds vaadi eduskunnan hyvéksymistd. Edus-
kunnan perustuslakivaliokunta on katsonut,
ettd 93 §:n 2 momentti kattaa myds unionin
toimivaltaan muodollisesti kuulumattomat,
mutta unioniasioihin sisélloltién ja vaikutuk-
siltaan rinnastettavat asiat (PeVM 10/1998
vp. 8.27/1). Valtioneuvoston yleisistunto ka-
sittelee ja ratkaisee mainitussa lainkohdassa
mainitut EU:ssa péitettavit asiat sekéd niihin
sisdlloltddn ja vaikutuksiltaan rinnastettaviin
asioihin liittyvét toimenpiteet, jos ne edellyt-
tavét valtioneuvoston paitostd. Valtioneuvos-
ton on PL 96 §:n mukaan kirjelmilldan 14he-
tettdvd puhemiehelle viipymaéttd tietoonsa
tullut ehdotus sellaiseksi sdadokseksi, sopi-
mukseksi tai muuksi toimeksi, josta pdite-
tddn Euroopan Unionissa ja joka muutoin pe-
rustuslain perusteella kuuluisi eduskunnan
toimivaltaan. Edelld olevan perusteella ope-
tus- ja kulttuuriministerid pyytdd valtioneu-
vostolta allekirjoitusvaltuudet komissiolle
esitettdvin EATRIS -
tutkimusinfrastruktuurikonsortion ~ perusta-
mishakemuksen allekirjoittamiseksi Suomen
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puolesta. Eduskunta osallistuu valmisteluun
PL 96 §:n mukaisesti.

4 Ehdotuksen vaikutukset
4.1 Tieteelliset vaikutukset

EATRIS ERIC tarjoaa huipputason tutki-
musinfrastruktuurin, joka tehostaa lddketie-
teellisen ja biologisen perustutkimuksen tu-
losten ja keksint6jen muokkaamista kohti
merkittdvid uusia terveydenhuollon sovelluk-
sia, mm. diagnostisia menetelmid, ld4kkeité
ja muita hoitoja. EATRIS ERIC tarjoaa tut-
kimuslaitteiden ja aineistojen liséksi eri
maissa tapahtuvien yhteisten toimintaproses-
sien koordinointia ja laadunhallintaa, antaa
tukea jidsenmaiden lainsdddintojen eroista
johtuvien kysymysten ratkaisemiseen tutki-
muksen aikana sekd koordinoi tutkijoiden
paidsya tutkimuksen kannalta parhaiten sovel-
tuviin suorituspaikkoihin. Se tarjoaa myos
yhteisty6foorumin tutkijoiden, ladkareiden ja
teollisuuden viéliselle yhteistydlle tutkimustu-
losten hyodyntdmisessd ja innovaatioiden
tuottamisessa.

Translationaalinen tutkimus on Euroopassa
ja Yhdysvalloissa erityisen nopeasti kasvava
tutkimuksen alue. EATRIS ERIC liséé koor-
dinoitua yhteisty6td Euroopan tasolla ja vah-
vistaa Suomen translationaalisen tutkimuk-
sen kehittymistd, tieteellistd laatua ja uusien
biolddketieteellisten 10ytdjen hyodyntidmista.
Laaja verkosto on erityisen térked harvinai-
siin sairauksiin liittyvéssd tutkimuksessa,
jossa yhden maan aineistot ovat liian pienid
johtopddtosten tekemiseen. Yhteistyd palve-
lee my0s Suomen kansainvilistd nakyvyytta
ja vaikuttavuutta.

Suomella on merkittivd rooli EATRIS
ERIC:issd sen yhden (1/5) osa-alueen, bio-
markkerit, vetdjind. Suomessa on lisdksi eri-
tyisosaamista solu- ja geeniterapioiden alu-
eella sekd radioaktiiviset merkki-aineet ja
kuvantaminen  -osa-alueella. ~ Suomessa
EATRIS ERIC:ié on kehitetty osana konsor-
tiota, johon kuuluvat valmisteilla olevat bio-
pankkien tutkimusinfrastruktuuri BBMRI ja
bioinformatiikan tutkimusinfrastruktuuri
ELIXIR. BBMRI on eurooppalainen bio-
pankkitutkimusinfrastruktuuri, jossa Suomen
olisi tarkoitus olla mukana mm. viestopoh-

jaisin rekisterein, ja infrastruktuuria tdyden-
nettdisiin kliinisilld aineistoilla. ELIXIR on
eurooppalainen tutkimusinfrastruktuuri, joka
tuottaa biolddketieteen tutkimukselle bioin-
formatiikkapalveluja (aineistojen sdilytys,
muokkaus, analysointi, jakelu, tallennus).
Tamén kokonaisuuden kautta Suomella on
katsottu olevan ainutkertaiset mahdolliset
kehittdd mm. henkilokohtaista l44ketiedettd
terveydenhuollon ja potilaiden kéyttoon sekd
tuottaa uusia tuotteita. Koska Euroopan tasol-
la nditd tutkimusinfrastruktuureita késitelldan
erikseen ja niiden valmistumisaikataulut
eroavat toisistaan, liittymispédétokset on tar-
koituksenmukaista tehdi kullekin erikseen.

4.2 Taloudelliset vaikutukset

Perussdadnnon mukaisesti Suomen tulee

1) maksaa jasenmaksu 50 000—140 000
euroa vuodessa, jdsenten madrdstd riippuen,
viiden vuoden sitoumuksen mukaisena.

2) tukea kansallisen tutkimusinfrastruktuu-
rin rakentamista ja ylldpitoa (investoinnit,
palvelut ja ylldpito) sekd tuottaa EATRIS
ERIC:ille ja kansallisille tutkijoille tutkimus-
infrastruktuuripalveluita

3) jarjestdad EATRIS ERIC:in kautta tule-
ville ja kansallisille tutkijoille tutkimusinfra-
struktuurin  kdyton mahdollistava tekninen
palvelu.

Isdintdmaa Alankomaat tukee infrastruktuu-
ria 500 000 eurolla vuodessa vuoteen 2015
saakka, minké jélkeen iséntdmaan tuki arvi-
oidaan uudelleen. Isdntdmaa maksaa myds
normaalin jisenmaksun.

Kohdista 1)—3) aiheutuu vuosittain kes-
kiméérin noin 480 000 euron kustannukset,
joista on tarkoitus kattaa valtion budjetin tut-
kimusinfrastruktuurimomentilta 29.40.22
tutkimusinfrastruktuurien asiantuntijatyo-
ryhmén suositusten mukaisesti noin 380 000
euroa. Kansallisen iséntdorganisaation yh-
dessd muiden kansallisten yhteistyokumppa-
neiden kanssa tulee vastata kustannusten
loppuosasta omavastuuosuutena keskendin
sopimallaan tavalla.

Liséksi Suomen tulee nimetd edustajansa
EATRIS ERIC:in ylimpddn péattavadn eli-
meen eli jdsenten kokoukseen.
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5 Ehdotuksen kansallinen
kisittely

Suomi on osallistunut EATRIS ERIC:in
tieteelliseen valmisteluun v. 2008 ja hallin-
nolliseen valmisteluun v. 2009 alkaen. Ope-
tus- ja kulttuuriministerion on allekirjoittanut
valmistelua koskevan yhteisymmaérryspoyta-
kirjan 6.9.2010 seké viliaikaisen hallintoso-
pimuksen tutkimusinfrastruktuurin valmiste-
lun jatkamiseksi 10.3.2011. Viliaikaista hal-
lintosopimusta on jatkettu 26.11.2012 siihen
saakka kunnes EATRIS ERIC perustetaan tai
enintddn vuoden 2013 loppuun.

Suomen osallistumista ERIC -asetuksessa
tarkoitettuihin tutkimusinfrastruktuurikonsor-
tioihin on valmisteltu asetuksen voimaantu-
losta, vuodesta 2009 alkaen. Opetus- ja kult-
tuuriministerié on kutsunut koolle epéviralli-
sen tyoryhmén, jonka tyohon ovat osallistu-
neet oikeusministerid, ulkoasiainministerio ja
valtiovarainministerio. Valmistelun aikana
opetus- ja kulttuuriministerié on myos pyy-
tdnyt oikeus- ja valtiovarainministeri6ltd lau-
suntoa ERIC -asetuksen kansallisesta sovel-
tamisesta  ja  toimeenpanosta  (OPM
20/302/2009). Taman lisdksi valtiovarainmi-
nisterid on antanut ulkoasiainministeriolle
lausunnon (VM/62/00.00.05/2013) siitd, mi-
ké viranomainen on toimivaltainen Suomessa
antamaan ERIC -asetuksessa tarkoitetun
isdntdvaltion ilmoituksen koskien verosta va-
pautusta.

Valmistelussa on erityisesti pyritty selvit-
tdmaan, mika olisi tarkoituksenmukaisin tapa
soveltaa ja toimeenpanna ERIC -asetusta ja
jarjestdd Suomen osallistuminen ERIC -
hankkeisiin. Asetus edellyttdd, ettd jisenval-
tiot allekirjoittavat komissiolle esitettdvéin
hakemuksen ERIC:in perustamisesta ja sii-
hen liittyvdn ERIC:in perustamisesta ja sii-
hen liittyvan ERIC:in perussddnnon. Komis-
sio tutkii, tiyttdvatkd jisenmaiden hakemus
ja perussdintd asetuksessa madrityt edelly-
tykset, ja sen perusteella voi tehdéd paitoksen
ERIC:in perustamisesta tai hyldtd hakemuk-
sen. Kokonaisuutena tarkastellen ERIC:in
perustamista koskeva hakemus ja paitds pe-
rustuvat asetukseen, joka on jdsenvaltioissa
suoraan sovellettavaa oikeutta. Néin ollen on
katsottava, ettd Suomen osallistumista kos-
keva kannanmuodostus on sellainen asia, jo-

ka kasitellddn PL 96 §:n mukaisesti. Edus-
kuntakésittelyn jélkeen opetus- ja kulttuuri-
ministerid pyytdd PL 93 § 2 momentin perus-
teella valtioneuvostolta allekirjoitusvaltuudet
komissiolle esitettdvin EATRIS -
tutkimusinfrastruktuurikonsortion ~ perusta-
mishakemuksen allekirjoittamista varten.

Suomen Akatemia asetti kevédlld 2012 tut-
kimusinfrastruktuurien  asiantuntijatyoryh-
mén, ns. FIRI -asiantuntijatydryhmén, joka
muiden tehtdvien ohella antaa ministeriolle
suosituksia siitd, tulisiko Suomen liittyéd kan-
sainviliseen tutkimusinfrastruktuuriin ja mis-
sd miérin siithen liittyvid kuluja voidaan
maksaa Suomen Akatemian hallinnoimalta
tutkimusinfrastruktuurien momentilta
(29.40.22). FIRI -asiantuntijaryhmd on
22.4.2013 kokouksessaan suosittanut Suo-
men liittymistd EATRIS ERIC:iin ja sité, ettd
Suomen Akatemia varautuisi rahoittamaan
a0. momentilta Suomen jasenyydestd aiheu-
tuvia kustannuksia rahoitusosuutensa mukai-
sesti. Kansallisessa EATRIS ERIC:in toi-
minnassa mukana olevat tahot, Helsingin yli-
opisto  (koordinaatioyksikkd), Itd-Suomen
yliopisto, Tampereen yliopisto, Turun yli-
opisto ja Teknologian tutkimus VTT ovat si-
toutuneet vastaamaan Suomen Akatemian
tutkimusinfrastruktuurimomentilta myd&nnet-
tdvan rahoituksen edellyttiméstd omarahoi-
tusosuudesta kukin osaltaan yhdessa sovitulla
tavalla.

FIRI
22.4.2013

-asiantuntijaryhmén késittely

Oikeudelliset kysymykset -jaoston (EU 35)
kirjallinen menettely 3.—7.5.2013

Tutkimus- ja innovaatiojaoston (EU 20)
kirjallinen menettely 15.—21.5.2013

EU -asiain komitean kirjallinen menettely
23.—24.5.2013

Helsingin yliopiston lausunto 29.4.2013 ja
29.5.2013

Itd-Suomen yliopiston lausunto 13.5.2013
ja 28.5.2013
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Tampereen yliopiston lausunto 7.5.2013 ja
22.5.2013

Turun yliopiston lausunto 7.5.2013 ja 22.5
2013

Teknologian tutkimuskeskus VTT:n lau-
sunto 12.5.2013 ja 22.5.2013

6 Valtioneuvoston kanta

Valtioneuvosto katsoo, ettd Suomen liitty-
minen EATRIS ERIC:iin vahvistaa suoma-

laisen tutkimuksen laatua ja kansainvilistd
vaikuttavuutta, luo uusia mahdollisuuksia pe-
rustutkimustulosten hyddyntimiseen vieston
terveyden edistdmiseksi sekd tukee uusien
innovaatioiden syntymistd ja tuotannollista
toimintaa. Siten liittyminen on Suomen edun
mukaista.

Valtioneuvosto esittdd, ettd Suomi liittyisi
EATRIS ERIC:iin sen perustajajdsenend tai
niin pian kuin aikataulujen perusteella on
mahdollista.



10 U 33/2013 vp

Final version of the EATRIS ERIC statutes for the step 2 ERIC application
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European Infrastructure for
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Statutes of the European Advanced Translational Research Infrastructure in Medicine European
Research Infrastructure Consortium (EATRIS ERIC)
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Preamble

The Members, while recognizing the important role for the national centres and their translational
research capacities as organized through the EATRIS ERIC infrastructure;

Having the aim to improve translational biomedical research by developing a European advanced
translational research infrastructure consisting of key preclinical and clinical facilities and
translational expertise necessary to support the development of new preventive, diagnostic and
therapeutic strategies of biomedical research and development for providing people with better
healthcare;

Having the aim to provide access to the European advanced translational research infrastructure
with the objective to realize a significant impact on healthcare and make a significant contribution
to the advancement of the tools and technologies that drive translational science;

Recognizing and elaborating on the results of the EATRIS Preparatory Phase project, funded by
the European Commission and the progress made during the Transition Phase of EATRIS;

Deciding to establish the European Advanced Translational Research Infrastructure in Medicine
European Research Infrastructure Consortium (EATRIS ERIC) - as an outcome of the Transition
Phase of EATRIS;

Have therefore agreed upon the following provisions:

CHAPTER 1
GENERAL PROVISIONS
Article 1
Name, seat, location and working language

1. There shall be a distributed European Research Infrastructure called ‘European Advanced
Translational Research Infrastructure in Medicine’, hereinafter referred to as ‘EATRIS’.

2. EATRIS shall have the legal form of a European Research Infrastructure Consortium (ERIC)
incorporated under the provisions of Regulation (EC) No 723/2009 of 25 June 2009 and shall be
named ‘EATRIS ERIC'.

3. EATRIS ERIC shall have its first statutory seat in Amsterdam, the Netherlands.

4. The working language of EATRIS ERIC shall be English.
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Article 2

Objectives and Activities

1. The primary objective of EATRIS ERIC is to advance research in translational medicine by
providing and facilitating a research infrastructure.

2. EATRIS ERIC is committed to organizing and facilitating the governance and coordination
that is required to establish and operate the EATRIS research infrastructure.

3. The EATRIS research infrastructure connects leading European research institutes that
dedicate part of their research and development capacities to EATRIS ERIC sharing content,
tools and knowledge on matters such as but not limited to:

(a.) biologics and advanced therapies,
such as gene and cell therapies and regenerative medicine;

(b.) biomarkers;
(c.) small molecules;
(d.) molecular imaging and tracers;

(e.) vaccines.

4. EATRIS ERIC shall pursue its principal tasks on a non-economic basis in order to further
promote innovation and to enhance the transfer of knowledge and technology. EATRIS ERIC
may carry out limited economic activities as long as they do not jeopardize main activities.

CHAPTER 2
MEMBERS
Article 3

Membership and Representation

1. EATRIS ERIC shall have at least three (3) EU Member States as Members, only states and
intergovernmental organisations may become a Member and have voting rights.

2. Any Member shall appoint one or two representatives. Two representatives shall together hold
one vote.

3. The current Members and their representatives are listed in Annex 1. The Members at the time
of submission of the application to the European Commission are referred to as Founding

Members.
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Article 4

Admission of Members
1. The terms for the admission of new Members are as follows:
(a.) the admission of new Members shall require the approval of the Board of Governors;

(b.) applicants for Membership shall submit a written application to the Chairperson of the
Board of Governors describing their financial contribution and other contributions to
EATRIS ERIC objectives and activities and how they will fulfil their obligations.

Article 5
Withdrawal of a Member/Termination of Membership

1. No Member may withdraw within the first five (5) years of the establishment of EATRIS ERIC
unless the Membership has been entered into for a specified shorter period.

2. After the first five (5) years of the establishment of EATRIS ERIC a Member may withdraw
provided a request is submitted to this effect twelve (12) months in advance. A withdrawal can
only become effective at the end of a financial year and after the withdrawing Member has
fulfilled its obligations.

3. Notwithstanding Article 5.1. a Member may withdraw during the first five (5) years should the
Board of Governors decide to raise the thresholds of the annual financial contribution as specified
in Annex 2 under e. and f. The Member wishing to withdraw shall request withdrawal within six
(6) months of the adoption of the proposal to raise the annual financial contribution. The
withdrawal shall become effective at the end of the financial year on the condition that the
withdrawing Member has fulfilled its obligations.

4. The Board of Governors shall have the power to terminate a Membership under the following
conditions:

(a.) the Member is in serious breach of one or more of its obligations under these Statutes;

(b.) the Member has failed to rectify such breach within a period of six (6) months of
notification thereof.

The Member shall be invited by the Board of Governors to present its position on the proposed
decision of termination before any decision may be adopted.

5. Members that withdraw or have their Membership terminated have no right to restitution or
reimbursement of any contributions made, nor can they lay any claim to the assets of EATRIS
ERIC.

13



14

U 33/2013 vp

Final version of the EATRIS ERIC statutes for the step 2 ERIC application

Article 6

Rights and Obligations of Members

1. Rights of Members include:

(a.)
(b.)

(c)
(d.)

the right to attend and vote at the Board of Governors;

the right to participate in the development of strategies, policies, decision making
procedures concerning EATRIS ERIC;

the right of its research community to participate in EATRIS ERIC events;

the right of its research community to have access to and to receive support from

EATRIS ERIC.

2. Each Member shall:

(a.)
(b.)

(c)

(d)
(e)
(f)

(8)

pay an annual financial contribution as decided by the Board of Governors;

empower its representatives with the full authority to vote by single vote on all issues
raised during a meeting of the Board of Governors;

create a national centre or infrastructure consortium for the purpose of fulfilling the
obligations arising from these Statutes;

appoint one (1) National Director to represent it on the Board of National Directors;
provide the necessary technical infrastructure to make access possible;

promote the uptake of EATRIS ERIC services among researchers in its own country
and gather user feedback and requirements;

support centres in its own country that wish to join the national infrastructure of a
Member State participating in the EATRIS ERIC infrastructure.

3. Contributions other than the annual financial contribution may be made by Members
individually or jointly in cooperation with other Members, Observers or third parties. Such
contributions, in cash or in kind, are subject to approval by the Board of Governors.

4. EATRIS ERIC shall enter into an agreement with the national centres in order to establish the
terms and conditions under which the national centres may join the EATRIS ERIC infrastructure
and commit to the objectives and activities as described in article 2. The National Director of a
Member State shall use its best efforts to coordinate the interaction of its national centres with the

EATRIS ERIC infrastructure.
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CHAPTER 3
OBSERVERS
Article 7

Observer Status

1. States or intergovernmental organizations which are willing to contribute to EATRIS ERIC but
are not yet in a position to join as Members may apply for Observer status.

2. The terms for admission as Observers are as follows:

(a.) observers are admitted for a maximum of three (3) years, unless another term is
decided by the Board of Governors;

(b.) the admission of Observers requires the approval of the Board of Governors;

(c.) applications shall be made in writing to the Chairperson of the Board of Governors and
shall describe how the applicant intends to contribute to EATRIS ERIC objectives and
activities.

Article 8
Withdrawal of an Observer/Termination of Observer status

1. Observers may withdraw at the end of a financial year provided they have submitted a request
thereto six (6) months in advance.

2. Financial and other obligations must be fulfilled before a withdrawal by an Observer can take
effect.

3. The Board of Governors shall have the power to terminate the Observer status of an Observer
under the following conditions:

(a.) the Observer is in serious breach of one or more of its obligations under these Statutes;

(b.) the Observer has failed to rectify such breach within a period of six (6) months of
notification.

The Observer shall be invited by the Board of Governors to present its position on the proposed
decision of termination before any decision may be adopted.

4. Observers that withdraw or have their Observer status terminated have no right to restitution or
reimbursement of any contribution made, nor can they lay any claim to the assets of EATRIS
ERIC.

15
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Article 9
Rights and Obligations of Observers
1. Rights of Observers include:
(a.) the right to attend the meeting of the Board of Governors without a vote;
(b.) the right of their research community to participate in EATRIS ERIC events;

(c.) the right of their research community to access EATRIS ERIC infrastructure and to
receive support from EATRIS ERIC.

2. Observers do not have the right to decide upon the budget under Annex 2.
3. Each Observer:
(a.) shall appoint one or two representatives;
(b.) shall pay the annual financial contribution decided by the Board of Governors;

(c.) shall describe its contribution to the EATRIS ERIC objectives as mentioned in Article
2.

4. Contributions other than the annual financial contribution to EATRIS ERIC may be provided
by Observers individually or jointly in cooperation with other Members, Observers or third
parties. Such contributions, in cash or in kind, shall be approved by the Board of Governors.

5. An Observer shall empower its representative(s) to fulfil the obligations referred to in Article
9.3. (b) and (c).

6. EATRIS ERIC shall enter into an Observer Agreement with the Observer in order to establish

the terms and conditions under which the obligations are to be fulfilled or the contribution is to be
made.

CHAPTER 4
GOVERNANCE OF EATRIS ERIC
Article 10
Governance and Management
1. The governance structure of EATRIS ERIC shall comprise the following bodies:

(a.) the Board of Governors;

(b.) the Executive Board.
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Article 11
Board of Governors
1. The Board of Governors shall be the highest and ultimate governing body of EATRIS ERIC
with full decision-making power. The Board of Governors shall meet at least once a year and

shall be responsible in accordance with the provisions of these Statutes for the overall direction
and supervision of EATRIS ERIC.

2. EU Member States shall jointly hold the majority of the votes.
3. The Board of Governors shall elect amongst its members a Chairperson and a deputy for a two-
(2) year term. The Chairperson and deputy may be re-elected. Unless decided otherwise, the

Chairperson shall chair all meetings of the Board of Governors and shall be assisted by the
deputy.

4. The Board of Governors shall use their best efforts to achieve consensus on all decisions.
Failing consensus, a simple majority of the votes cast shall suffice to pass a decision, except for
decisions specified under 4.1., 4.2., and 4.3.

4.1. The Board of Governors shall decide with a majority of at least two-thirds (2/3) of the votes
of the Members on decisions to:

(a.) adopt or change the strategies for the development of EATRIS ERIC;
(b.) appoint, suspend or dismiss the Finance Director and the
Scientific Director after consultation with the Board of National
Directors;

(c.) establish Subsidiary Bodies in addition to the Permanent Bodies;

(d.) adopt or change Standing Orders which describe the mandate and specify the activities
of the Executive Board and of the Subsidiary Bodies;

(e.) adopt and amend the annual work programme and the annual budget.

4.2. Decisions of the Board of Governors to terminate a Membership or Observer status,
shall require a majority of at least three quarters (3/4) of the votes of the Members.

A member whose Membership termination is to be decided upon shall have no vote in that
decision.

4.3. The Board of Governors shall decide with unanimity of the votes of the Members - not
counting any abstentions - on decisions to:

(a.) amend the statutes, except for Annex 1;

(b.)  wind up EATRIS ERIC.
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4.3.1. Unless otherwise agreed, Members shall be informed of the exact wording of amendments
to the Statutes and to Annex 2 at least three (3) months before these amendments are put to vote.

4.3.2. Any amendment to the Statutes shall be subject to the provisions laid down in Article 11 of
Regulation (EC) No 723/2009 of 25 June 2009.

5. The Board of Governors shall meet and decide validly only if a quorum of two thirds of all the
Members of EATRIS ERIC are present or represented.

6. The Board of Governors shall adopt Rules of Procedure for their own operational procedures.
Article 12
Executive Board

1. The Executive Board shall be responsible for the implementation of EATRIS ERIC and for
supporting the Board of Governors. The Executive Board shall be accountable solely to the Board
of Governors.

2. The Executive Board shall perform its duties as determined by the Board of Governors and
shall prepare its own internal procedures of organisation, meetings and the way the Finance and
Scientific Director shall work together in the Rules of Procedure, to be submitted for approval by
the Board of Governors.

3. The Executive Board shall consist of the Finance Director and the Scientific Director.

4.1. The Finance Director shall be the legal representative of EATRIS ERIC, shall represent

EATRIS ERIC in any litigation and shall be responsible for the (day-to-day) operational
management of EATRIS ERIC.

4.2. The Scientific Director of EATRIS ERIC shall be responsible for the strategic scientific
development and all operational scientific matters of EATRIS ERIC.

5. The Directors of the Executive Board may serve for a term of up to five (5) years to be decided
by the Board of Governors. After the initial term the Board of Governors will decide on any
extension. The procedures for the selection and appointment of Directors are laid down in Rules
of Procedure adopted by the Board of Governors.

Article 13

EATRIS ERIC Coordination and Support Office

1. EATRIS ERIC Coordination and Support Office is the central management and daily
operations office of EATRIS ERIC and assists the Board of Governors. It is managed and its staff
is recruited by the Finance Director in consultation with the Scientific Director.

2. The EATRIS Coordination and Support Office is accommodated at the premises of EATRIS
ERIC which are located at its statutory seat.
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Chapter 5
SUBSIDIARY BODIES

Article 14
Permanent Subsidiary Bodies
1. EATRIS ERIC has the following Permanent Subsidiary Bodies:
(a.) the Board of National Directors;
(b.) the Scientific Advisory Board.

2. The Board of Governors may establish other Subsidiary Bodies if deemed necessary for the
functioning of EATRIS ERIC.

Article 15

Board of National Directors

1. The Board of National Directors shall oversee the coordination of the implementation of the
strategies laid out by the Board of Governors. The Board of National Directors is responsible for
all national scientific activities related to EATRIS ERIC and shall maintain coherence and
consistency across EATRIS ERIC and collaboration between the Members.

2. The Board of National Directors shall consist of the National Directors appointed by the
Members.

3. The members of the Board of National Directors shall elect amongst its members a
Chairperson and a deputy for a two- (2) year term with the possibility of re-election in conformity
with the procedures laid down in Rules of Procedure.

4. The Board of National Directors shall propose the Rules of Procedure and adopt them after
approval by the Board of Governors for their internal operational procedures.

5. The Board of National Directors shall perform the activities as determined by the Board of
Governors in Standing Orders.

6. The Board of National Directors selects the members of the Scientific Advisory Board subject
to approval by the Board of Governors.

Article 16
Scientific Advisory Board

1. The Scientific Advisory Board consists of independent and internationally recognized scientists
involved in biomedical translational research acting on their personal title and strategic
experience.

19
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2. The Scientific Advisory Board offers advice on request to the Board of Governors and may be
consulted by the Executive Board and the Board of National Directors on all scientifically and
technologically relevant matters including questions regarding the EATRIS ERIC research
agenda, scientific strategies and the annual working programme.

CHAPTER 6
FINANCE & REPORTING
Article 17

Budgetary Principles and Accounts

1. The financial year of EATRIS ERIC shall begin on 1 January and shall end on 31 December of
each year.

2. EATRIS ERIC funds may be used solely for purposes as laid down in these Statutes.

3. All items of revenue and expenditure of EATRIS ERIC shall be included in estimates to be
drawn up for each financial year and shall be recorded in the annual budget. The annual budget
shall be in compliance with the principles of transparency.

4. The accounts of EATRIS ERIC shall be accompanied by an audited report on the budgetary
and financial management of the financial year. EATRIS ERIC shall produce an annual activity
report, describing, in particular, the scientific, operational and financial aspects of its activities.
The report shall be approved by the Board of Governors and transmitted to the European
Commission and relevant public authorities within six (6) months of the end of the corresponding
financial year. This report shall be made publicly available in full or in part.

5. EATRIS ERIC shall be subject to the requirements of the applicable law as regards
preparation, filing, auditing and publication of accounts.

6. EATRIS ERIC shall ensure that the appropriations are used in accordance with the principles
of sound financial management.

7. EATRIS ERIC shall record the costs of and revenues from its economic activities separately.

8. EATRIS ERIC shall inform the European Commission of any circumstances which threaten to
seriously jeopardize the achievement of EATRIS ERIC tasks or deter EATRIS ERIC from
fulfilling requirements laid down in the Council Regulation on the Community legal framework

for an ERIC.
Article 18
Liability

1. EATRIS ERIC shall be liable for its debts.
2. The Members' financial liability towards EATRIS ERIC’s debts shall be limited to each
individual Member's annual financial contribution.
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3. EATRIS ERIC shall take out appropriate insurance to cover the risks of liability specific to the
construction and operation of EATRIS ERIC.

CHAPTER 7

POLICIES

Article 19
Agreements with third parties

1. In cases where EATRIS ERIC deems it beneficial, it can enter into agreements with third
parties.

Article 20

Intellectual Property

1. The term Intellectual Property shall be understood according to Article 2 of the Convention
Establishing the World Intellectual Property Organization signed on 14 July 1967.

2. The Board of National Directors shall provide for common principles and policies for
Intellectual Property as laid down in Rules of Procedure and to be approved by the Board of
Governors.

3. The Board of National Directors may conclude agreements with the national centres and
infrastructure consortia within the EATRIS research infrastructure in order to ensure that these
entities as well as third parties have access to the scientific knowledge of the EATRIS research
infrastructure.

Article 21

Access Rights

1. EATRIS ERIC shall ensure as a general rule open access to services and infrastructures
supporting and promoting excellence in translational research as well as a culture of ‘best
practices’ through training activities.

2. EATRIS ERIC shall provide guidance for users of EATRIS infrastructure to best ensure that
research which has been undertaken using the resources of the EATRIS infrastructure recognizes
and respects compliance with any property, personal privacy, ethical and data owner’s protection
rights as well as secrecy and confidentiality obligations as defined in Rules of Procedure, further
ensuring that users agree or agree to comply with access terms and conditions, security
arrangements for the internal storage and handling of (bio)materials and handling of information
of research institutions participating in EATRIS infrastructure.

3. The criteria and procedures that provide or restrict access to EATRIS ERIC infrastructure data
and tools will be defined in Rules of Procedure and decided by the Board of Governors after
advice from the Board of National Directors and the Scientific Advisory Board.
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Article 22

Scientific Evaluation Policy

1. EATRIS ERIC will provide access to its translational infrastructure to projects that have the
most potential for making a significant impact on health care or a significant contribution to the
advancement of the tools and technologies that drive translational science.

2. The scientific evaluation process of projects requesting access to the EATRIS ERIC
infrastructure will consider scientific merit, unmet medical need, eligibility and translational
potential, and will be based upon transparency, fairness and impartiality. Said process will be
approved by the Board of Governors and laid down in Rules of Procedure.

3. The scientific evaluation of projects within the EATRIS ERIC infrastructure will consider
scientific merit, unmet medical need and translational potential based upon transparency, fairness
and impartiality and will be further described by the Board of Governors and laid down in Rules
of Procedure.

Article 23

Dissemination Policy

1. EATRIS ERIC shall take all appropriate action to promote the infrastructure and its use in
research and education.

2. EATRIS ERIC shall promote the dissemination and sharing of results obtained by national and
international research activities.

3. Without prejudice to any property rights EATRIS ERIC shall request its users to make their
research results publicly available and to make results available through EATRIS ERIC.

4. The dissemination policy shall describe the various target groups, and EATRIS ERIC shall use
several channels to reach the target audiences, such as web portals, newsletters, workshops,
presence at conferences, articles in journals and daily newspapers.

Article 24
Employment Policy, including Equal Opportunities

1. EATRIS ERIC is an equal opportunity employer. Employment contracts shall comply with the
national laws of the country in which staff is employed.

2. EATRIS ERIC shall endeavour to select the best candidate on a non-discriminatory basis,
regardless of background, nationality, religion or gender, reflecting contributions made by
Members, without prejudice.
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Article 25

Procurement Policy

1. EATRIS ERIC shall treat procurement candidates and tenderers equally and without
discrimination, regardless of whether or not they are based within the European Union. The
EATRIS ERIC procurement policy shall respect the principles of transparency, non-
discrimination and competition. The Board of Governors shall adopt Rules of Procedure defining
all necessary details on exact procurement procedures and criteria.

2. The Executive Board shall be responsible for all EATRIS ERIC procurement. All tenders shall
be published on the EATRIS ERIC website and in the Members’ and Observers’ territories. For
procurement amounts higher than € 200,000.- EATRIS ERIC shall follow the principles of the
current EU Public Procurement Directive and subsequent applicable national legislation. The
decision to award procurement shall be published and include a full justification.

Article 26
Tax Exemption

1. Tax exemptions based on Article 143(1)(g) and Articles 151(1)(b) of Council Directive
2006/112/EC and in accordance with Articles 50 and 51 of Council Implementing Regulation
(EU) No 282/2011 shall be limited to the value added tax for such goods and services which are
for official use by EATRIS ERIC, exceed the value of €250, and are wholly paid for and procured
by EATRIS ERIC. Procurement by individual Members shall not benefit from these exemptions.
Without prejudice to paragraph 2 and 4 no further limits shall apply.

2. Tax exemptions shall apply to non-economic activities, not to economic activities.

3. Tax exemptions will be applied to goods and services for the scientific, technical and
administrative operations undertaken by EATRIS ERIC in line with its principal tasks. This also
includes expenses for conferences, workshops and meetings directly linked to the official
activities of EATRIS ERIC. However travel and accommodation expenses will not be covered by
tax exemptions.

Article 27

Data Policy

1. The Executive Board shall submit to the Board of Governors for approval Rules of Procedure
for data policy in relation to users of EATRIS ERIC infrastructure, the national centres and third
parties such as universities, research institutes and industry, with due respect for existing licences.
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CHAPTER 8
DURATION, WINDING UP, DISPUTES, SET UP PROVISIONS
Article 28
Duration
1. EATRIS ERIC shall exist for an indefinite period of time.
Article 29
Winding Up
1. The winding up of EATRIS ERIC shall follow upon a decision by the Board of Governors.

2. Without undue delay and in any event within ten (10) calendar days of the adoption of the
decision to wind up EATRIS ERIC, EATRIS ERIC shall notify the European Commission about
the decision.

3. Assets remaining after payment of EATRIS ERIC debts shall be apportioned among the
Members in proportion to their accumulated annual contribution to EATRIS ERIC.

4. Without undue delay and in any event within ten (10) days of the closure of the winding up
procedure, EATRIS ERIC shall notify the Commission thereof.

5. EATRIS ERIC shall cease to exist on the day on which the European Commission publishes an
announcement to that effect in the Official Journal of the European Union.

Article 30
Applicable Law
1. EATRIS ERIC shall be governed, by precedence:

(a.) by EU law, in particular Regulation (EC) No 723/2009 of 25 June 2009;

(b.) by law of its statutory seat in case of a matter not covered or only partly covered by EU
law;

(c.) by these Statutes.
Article 31
Jurisdiction
1. The Court of Justice of the European Union shall have jurisdiction over litigation among the

Members in relation to EATRIS ERIC, between Members and EATRIS ERIC and over any
litigation to which the EU is a party.
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2. EU legislation on jurisdiction shall apply to disputes between EATRIS ERIC and third parties.
In cases not covered by EU legislation, the law of the statutory seat of EATRIS ERIC shall
determine the competent jurisdiction.

Article 32

Language and availability of the Statutes

1. At any point in time the valid version of the Statutes will be publicly available on the EATRIS
ERIC website and at the statutory seat.

2. These Statutes shall be deemed authentic in all official language versions of the Members listed
in Annex 1. In addition these Statutes shall also be deemed authentic in the official language
versions of the EU Members not listed in Annex 1. No language version shall prevail.

3. Translation of the original version of the Statutes and of amendments that are published in the
Official Journal shall be the prerogative of the European Commission. When translations are not
provided for by the European Commission they will be provided by EATRIS ERIC Coordination
and Support Office.

Article 33
Set-Up Provisions

1. A constitutional meeting of the Board of Governors will be called by the host country as soon
as possible but no later than within forty-five (45) calendar days of the European Commission’s
decision to set up EATRIS ERIC enters into force. Without prejudice to paragraph 2 no decisions
shall be taken by the Board of Governors before at least five (5) Members have joined EATRIS
ERIC.

2. The host country shall notify the Founding Members of any specific urgent legal action that
needs to be taken on behalf of EATRIS ERIC before the constitutional meeting is held. Unless a
Founding Member objects within five (5) working days of being notified, the legal action will be
carried out by a person duly authorized by the host state.

3. The Members agree that as of the establishment of EATRIS ERIC, its bodies act in accordance
with the Standing Orders and Rules of Procedure as approved by the EATRIS Governing Board
during the EATRIS Transition Phase.
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Annex 1 - LIST OF MEMBERS AND OBSERVERS

This annex lists the Members and Observers, and the entities representing them.

Members

Country or Intergovernmental organisation

Representing entity (i.e. ministry, research
council)

The Kingdom of Denmark Danish Agency for Science, Technology
and Innovation (DASTI)
Italian Republic Istituto Superiore di Sanita (ISS)

The Kingdom of the Netherlands

Nederlandse organisatie voor
gezondheidsonderzoek en zorginnovatie

(ZonMW)

Czech Republic

Ministry of Education, Youth and Sports
(MEYS)

Observers

Country or Intergovernmental organisation

Representing entity (i.e. ministry, research
council)

French Republic

Commissariat a 1’Energie Atomique et aux
Energies Alternatives (CEA)
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Annex 2 - ANNUAL FINANCIAL CONTRIBUTION

Financial Commitment for the first five years

For the initial 5-year period after the establishment of EATRIS ERIC the principles for the
financial commitment shall be as follows:

(a)
(b)

(c)

(d)

(e)

()

®

(h)

()

Initial commitment for Founding Members is 5 years (no initial commitment for Observers);

Founding Members can sign up for less than 5 years subject to a 25% increase in the annual
contribution. The excess will be refunded if the Member completes the 5 years;

The initial financial contribution for EATRIS ERIC year 1 is based on the agreed 5-year
budget excluding any uncertain income source (e.g. the income from user fees) and a
minimum of 5 Founding Members;

The Netherlands will pay an additional hosting contribution of € 500,000.- in 2013, 2014,
2015. After 2015 the Netherlands will pay an additional hosting contribution of € 50,000.

No Founding Member that has made a 5-year commitment will pay more than €140,000.-
per year (maximum threshold);

The minimum membership contribution will not be lower than € 50,000.- per year regardless
of the number of Members and regardless of any income generated by EATRIS ERIC
(minimum threshold);

The financial contribution for EATRIS ERIC year 2 is based on the agreed 5-year budget
minus the net result from income in EATRIS ERIC year 1. The financial contribution for
EATRIS ERIC year 3 is based on the agreed 5-year budget minus the net result from income
in EATRIS ERIC year 2 etc;

A new Member starts at the financial contribution level it would have paid as a Founding
Member in EATRIS ERIC year 1 plus 25%. After accession year 1 it pays the financial
contribution set for EATRIS ERIC year 2 plus 25% etc. If the new Members completes a 5-
year term, the excess is refunded,;

Founding Observers with institutes not participating in all activities of EATRIS and not
providing services pay 25% of the annual financial contribution of what they would have
paid as Founding Members. A Founding Observer with institutes participating in all
activities of EATRIS including providing services shall pay the same annual financial
contribution as a Founding Member.

A Founding Observer that pays 25% of the annual financial contribution and that becomes a
Member starts at the same level of financial contribution it would have paid as a Founding
Member in EATRIS ERIC year 1. After accession year 1 it pays the financial contribution
set for EATRIS ERIC year 2 etc. If it completes a 5-year term, the Observer financial
contribution is refunded;
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(k) A new Observer starts at 25% of the financial contribution it would have paid as a Founding
Member in EATRIS ERIC year 1. In year 2 of its accession it pays 25% of what it would
have paid in EATRIS ERIC year 2 etc;

() If a new Observer becomes a Member it pays the financial contribution it would have paid
as a Founding Member in EATRIS ERIC year 1. After accession year 1 it pays the financial
contribution set for EATRIS ERIC year 2 etc. If the new Member completes a 5-year term,
the Observer financial contribution is refunded;

(m) If new Members or Observers join or if an Observer becomes a Member the financial
contribution for that year is recalculated for all Members and Observers;

(n) Inall cases mentioned above, the 25% extra financial contribution is held in reserve.
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1. Vision & Mission

1.1 Background - Europe’s global competitive position

National governments in the EU and elsewhere note with grave concern that the output of novel healthcare
solutions (in the form of diagnostic and therapeutic applications, as well as medical devices) has been
stagnating over the past decade, despite substantially increasing investment of human and financial capital
from the private sector. Simultaneously, national health authorities face rising healthcare costs, and
governments struggle to address the innovation paradox, in which the vast resources dedicated to
fundamental research infrastructure and activities are not generating societal health returns to match
expectations and the needs of the population.

60

53 &3 New molecular entities
&2 Biologics license applications
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Nature Reviews | Drug Discovery
Figure 1: The output of novel drugs is declining over time

Figure 1 shows clearly the general trend of declining output. At the same time the average cost of bringing
a new drug to market is estimated at between US$800 million and $1.5 billion, and takes 12-14 years®. Both
industry and governments see a clear need for significant change to the existing research and development
model.

A further cause of concern for European governments is the declining competitiveness of the European
pharmaceutical and biotechnology industries. For example, between 1990 and 2008, European R&D
investment grew 3.5-fold, compared to 5.6-fold growth in the US. This relative decline is echoed in a
reduction in both absolute numbers and output ratio of new chemical entities compared to the US?.
Moreover, as the fast growing middle-income nations mature away from a purely manufacturing focus and

* For more on this subject see ‘Research and Development in the Pharmaceutical Industry,” a report by the US
Congressional Budget Office, available here: http://www.cbo.gov/ftpdocs/76xx/doc7615/10-02-DrugR-D.pdf

? For more facts and figures about Europe’s competitiveness in this sector, please see the website of the European
Federation of Pharmaceutical Industries and Assaciations: http://www.efpia.org/Content/Default.asp?PagelD=388
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into higher value added industries such as pharmaceuticals, Europe is under further pressure to not only
maintain but increase its innovation potential and productivity.
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Figure 2: The high costs and attritions rates in the discovery and development pipeline

1.2 Deficiencies in the current R&D model

In its existing form, pharmaceutical R&D suffers from the double-edged sword of a high attrition rate,
combined with a structure that does not facilitate efficient deployment of resources along the value chain.
That is, candidate products that should otherwise be abandoned or modified are being pursued further into
the highly costly and time-consuming later clinical research stages, as shown by figure 2. There are,
however, both validated and emergent technologies that can serve to ameliorate the attrition rate, by
reducing risk in two ways:

1) Gaining deeper insight into both the disease mechanism mediated by the target under investigation, and
the mechanism of action of the candidate therapeutic on the target. These techniques facilitate
improved advancement of fundamental disease understanding into the applied knowledge necessary to
develop effective therapeutics — ‘translational’ research referring to the transition from fundamental to
applied;

Use of technological tools, such as molecular imaging techniques, to gain vital early effectiveness
information, such as target engagement within the safe exposure range. Although these methods do not
provide the comprehensive insight necessary to determine a product’s potential, they are an effective
means of creating early milestones in which ineffective candidates can be discovered and abandoned
much earlier (many months and millions of Euros earlier) than would otherwise occur within the
traditional R&D value chain.

2

—

2. Mission - advancing translational research in Europe
It is with the above considerations in mind that EATRIS has developed its mission for the effective
advancement of translational science in Europe.

The EATRIS Mission
EATRIS transforms scientific discoveries into innovative and high
impact medicines, diagnostics and medical devices through
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European collaborative consortia of academic, industrial and
governmental partners.

3. Objectives

EATRIS has two primary long term objectives, developed in order to support achievement of the mission:

Objective one: to make academic translational research infrastructure capacity and

expertise available - from members (members here signifying states participating in the ERIC, in
accordance with regulation (EC) No 723/2009) in an efficient, effective and equitable manner to third
parties, in order to advance high quality and clinically promising research projects from around the EU, so
that EATRIS can facilitate further optimisation of the pharmaceutical discovery and development process
and rejuvenate the pipeline with high potential, clinically relevant projects.

Objective two: to support innovation and advancement of the field of translational

science - by facilitating the growth of a translational science community in which technological
innovations, best practice and experiences are structurally exchanged, developed, and implemented into
practice. The discipline is further supported through the development of a wide range of learning and
education options for current professionals and biomedical students.

4. Strategy and scope

4.1 Operational strategy

EATRIS is designed to overcome the fragmentation typical of the research environment, to consolidate
knowledge and expertise and to secure continuous funding to help the research community progress a
project as efficiently as possible from advanced basic research to first clinical application in humans.
Translational research aims to aid the transition from R&D to clinic and ensure that information gained along
the way is fed back in both directions to obtain the most efficient research pathway possible. Translational
research is thus a two-way process:

* From bench to bedside. Proof of concept is established for a discovery in a pre-clinical setting. This
entity is then validated and improved upon to be able to move into clinical trials (Phases |, Il and 111} and
ultimately be brought to clinical application; and

* From bedside to bench. Valuable information may be obtained from clinical trials and clinical
experience that can help determine which new questions require further exploration through
fundamental and preclinical research. Translational research thus allows feedback from the clinic back
to basic research in order to better understand mechanisms of action and improve predictability of
responses in patients.

EATRIS links together top translational research institutes in the academic sector, creating consortia with the
scope and scale of expertise and capacity to be able to substantially increase access to the large and costly
infrastructure contained therein. At the same time, EATRIS provides a simple, centralised access principle —
a ‘One-Stop Shop’ — that allows quick, fair and transparent access to the services and capacities offered. The
central coordination group responsible for access (called Coordination & Support, or C&S) also facilitates the
interaction of the consortia, by coordinating the Quality Assurance, regulatory, contracting, intellectual
property, project management and education elements of EATRIS, as well as by creating and administering
the communications infrastructure and executing the outreach strategies.
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4.2 Scope
EATRIS has built its consortia around five technology areas (called Product Groups):

* Vaccines;

* Imaging and Tracers;

¢ Biomarkers;

* Advanced Therapy Medicinal Products (ATMP) and Biologics
* Small Molecules

These were selected on the basis of discussions with prospective users of translational research
infrastructure (academia, SMEs and large biotech/pharma companies), who indicated that there is sufficient
demand, and sufficient expertise (albeit fragmented and not readily accessible) to match that demand, in
Europe. Furthermore, the output of these areas of activity can contribute significantly to the needs of the
healthcare sector and society.

The consortia comprise critical mass in the capacity and range of expertise necessary to be able to provide
substantial amount of external user access to the full range of the translational pipeline, which in this case is
defined as starting with advanced fundamental (proof-of-principle) to Phase I1/lla clinical trials (proof-of-
concept).

EATRIS Translation Centre

Research : | Phase I Clinical
Institution Trial Centre

State-of-the-art Facilities,
e.g. Libraries, Screening Platform, GMP

Professional
Project Training
Management

Regulatory
Expertise

Figure 3: each participating center has a broad range of translational capabilities

4.3 Unique value proposition
EATRIS offers a range of advantages over current practice in Europe for several stakeholders:

4.3.1 Value to European translational biomedical research

The primary benefit of EATRIS will be the availability of efficient access to rare and costly expertise and
cutting edge infrastructure for the development of translational projects in the five product group areas.
This means that all researchers in Europe (and beyond — there is no statutory geographical limit to access)
have the opportunity to further develop their promising early stage projects into high potential clinical phase
developing products, whether they are from other academic centers, the private sector or
philanthropic/charitable organisations. The only stipulations for access will be based on scientific merit,
unmet medical need and translational potential.

This will result in the best research in Europe being paired up with the best infrastructure and expertise for
taking it further along the development pipeline. Moreover, EATRIS comprises a comprehensive offering
that can seamlessly bring an early stage discovery to proof-of-concept via a single entry portal, using a single
application and with one-time negotiation of conditions based on the existence of a set of standard
contracts and IP arrangements. Such a complete and efficient access and execution mechanism for
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translational research, open to external users, does not exist in Europe to date and in this respect makes
EATRIS unique and very valuable.

4.3.2 Value to participating academic centers

EATRIS has a main driving principle the continuing development of European translational science and
competitiveness. In order to achieve sustainable growth and innovation, a key underlying condition is the
active collaboration of participating institutes and related stakeholders on several fronts:

¢ Lively and open dialogue about translational science and the environment in which it exists,
including regulatory, societal, governmental and reimbursement issues, all of which have direct
impact on the field.

s Top priority for the quality assurance and control mechanisms that make EATRIS a by-word for
quality. All projects and activities occurring under the EATRIS flag have the highest standards
expected of them, as reliability and quality of research execution and its results are an excellent
means of reducing risk and uncertainty for the later development and regulatory approval process of
products.

* Innovation in the translational tools and platforms, and increasing inter-operability and
harmonisation between centers. EATRIS seeks to stimulate constant innovation and the widespread
dissemination and adoption of such innovations so that Europe can regain a foothold in the
translational science space. Collaboration at this level encourages such activities, with the promise
of access to excellent research and best practice for the institutes able to offer the excellence in
quality and innovation that EATRIS infrastructure represents.

4.3.3 Value to industry

EATRIS has two primary values for the pharmaceutical and biotech industries (including medical device
manufacturers). Firstly, they too have open access to the excellent infrastructure that EATRIS offers, which
is predominantly highly capital intensive facilities that are otherwise out of reach for companies, especially
the vital motors of economic growth, SMEs.

Secondly, but no less importantly, the result of matching Europe’s top infrastructure and translational
expertise to the best research projects will be a rejuvenation of the biopharmaceutical pipeline with more
high promise, de-risked clinical phase projects. Itis at this phase (around Ph. Il/lla) that industry becomes
structurally involved in the further development of products, and thus makes EATRIS an important new
source of high potential leads for industry. Naturally this will lead to an increase in the number of innovative
and high impact healthcare solutions making it into routine clinical use.

4.3.4 Value to society
Society benefits on several fronts:

* EATRIS is not driven by an economic imperative, thus will focus also on neglected and orphan
diseases otherwise ignored by industry. Thus patients in Europe and beyond can expect not only a
general improvement in the output of innovative medicines, diagnostics and devices, but also a
significant improvement in solutions aimed at commercially uninteresting patient groups.

* Matching excellent research to excellent facilities and capacities means that expensive, taxpayer
funded infrastructure is being optimally deployed, and the fruits of the labour created are
channelled to the public institutions involved via the joint ownership intellectual property
arrangements of EATRIS. Thus society sees a greater return on investment, represented by
improving output and a share of the economic gains. Furthermore, gaps in the existing infrastructure
are identified and remedied on a European level via EATRIS, providing a structural mechanism for
continuous and efficient development of highly capital intensive European research infrastructure.
This will ensure infrastructure capacity is optimally deployed across borders, which will serve to
increase European competitiveness as well as resource efficiency.
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* Europe has an opportunity to regain lost competitive ground in the sector, by stimulating excellent
research, funding top infrastructure and encouraging innovation in a constellation that structurally
brings together the strengths of industry, academia and governments. Moreover, EATRIS acts as a
forum for honest debate between the three sectors, in order to improve communication, legal and
regulatory alignment and competitiveness, and reduce uncertainty for the practitioners of
translational science in Europe. Over the long term, this collaborative stance will yield real results.

*  Finally, by encouraging learning and education in translational science, EATRIS supports the long
term sustainability of the discipline in Europe, and will facilitate further innovation by providing the
next generations of top international talent.

5. Structure

EATRIS operates on a ‘hub-and-spoke’ basis, in which the central hub, the Coordination and Support Office,
is responsible for the coordinated operation of the distributed academic research institutes that participate
in the infrastructure. This creates a European distributed translational research infrastructure that provides
uniform and equitable third party access to state of the art expertise and capacity in translational medicine.

The institutes retain their own legal personality, and thus all activities that take place under the ERIC are
formalised in Research Annexes to the consortium agreement, created in advance of commencement of
individual research projects. These Annexes clearly indentify goals, activities and responsibilities within
individual research projects and thus provide the formal basis for differentiating ERIC (and thus VAT-exempt)
activities from the ‘regular’ institutional activities. Furthermore, EATRIS follows the subsidiarity principle in
that the construction and operation of the infrastructure is left to the members.

5.1 Organisational units

* Board of Governors - the ultimate governing authority of the initiative, composed of representatives of
the legally entitled entities mandated by each EATRIS ERIC member.

» Executive Board - responsible for the implementation and operation of the daily management. The
Board of Governors gives general directions to the Executive Board and regarding the specific roles of
the Executive Board. The Executive Board consists of the Business & Finance Director, the Scientific
Director and the chairperson of the Board of National Directors, expressing the collective responsibility
of the Members for representation, execution and synergy to adequately perform and execute
translational research within the EATRIS ERIC infrastructure.

* Board of National Directors — is composed of representatives from the scientific institutions mandated
to oversee all national scientific activities related to the EATRIS initiative. These institutions may or may
not be a centre participating in the actual research activities of EATRIS.

* Scientific Advisory Board — providing scientific and operational input to C&S and the governing boards,
EATRIS will establish an advisory board, comprised of experts from several fields:

= academia- from EU & international research institutions;

= industry - from EU & international large and SME pharmaceutical and biotech companies;

= Related ESFRI initiatives;

=  Patient advocacy groups;

= Regulatory and governmental institutions.
Due to the need for in-depth and expert feedback from each of the stakeholder groups, the advisory
board will be convened in smaller groups comprised of experts from one or two fields, in order to
maximize the depth of the material covered and to keep the sessions focused and manageable.

* Coordination & Support Office — located in Amsterdam, The Netherlands, the central hub coordinates
access to the infrastructure and creates the boundary conditions necessary for effective and efficient
operation of the infrastructure. C&S installs and supports the activities of the expert teams.

* FExpert teams — regular input from experts in a range of disciplines is necessary to reach and maintain
scientific and operational excellence for EATRIS. C&S operates with teams of external experts in their
fields - coordinated and assembled when necessary by the relevant personnel within C&S — to provide
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tailored advice to questions and issues arising before and during research operations. The areas of
activity are: quality assurance, translational project management, product development, regulatory
affairs & compliance, and legal & intellectual property.

Product Groups — composed of the research institutions participating in the ERIC research activities,
they organize the translational research pipeline and operate around the five core technological areas,
(vaccines, imaging & tracers, biomarkers, small molecules and ATMPs. At the moment biologics (eg
monoclonal antibodies) form part of the ATMP group, but this may be expanded into its own group in
the future. Each product group is composed of several centres, based within multiple members.
Individual research institutions may participate in more than one product group.
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6. Activities
There are two main types of activities:

1) Infrastructure activities in the translational pipeline - EATRIS brings "under one roof" critical mass in
infrastructure needed to secure successful translational research: high-quality physical resources (so-called
bricks), such as state-of-the-art imaging and animal facilities, basic research facilities and Phase | clinical trial
centres; Professional scientific and project management ("brains"), to guide translational R&D projects, as
well as education and training of scientists, physicians and science-oriented clinicians on translational
research. Each of the five product groups have overall guidance and control of the output of these activities.

2) The organisation and facilitation - of the translational research chain and the pipeline consortia are key
components of translational research and differentiates us from the other Research Infrastructures. EATRIS
delivers a range of services to the users being more than just access to the bricks and brains. Therefore the
bricks and brains will be "cemented" by connecting them into a full, seamless harmonised pipeline with
quality assurance and quality control, access management, training, professional research management for
product development and regulatory expertise. Each consortium varies composition per product group, and
the composition of consortia within product groups varies per disease specialisation/research project.

6.1 Infrastructure activities

Vaccines

The traditional vaccine development chain follows (i) vaccine formulation, (ii) preclinical validation, (iii)
clinical development. Where required, support for antigen/prototype re-validation is provided.

Among the extensive list of services are: (i) vaccine formulation, including antigen(s) production (up and
downstream), antigen delivery, adjuvantation and galenics; (ii) establishment of in vitro and in vivo assays
for preclinical studies (e.g. validated readouts for humoral and cellular immune responses at systemic and
mucosal levels, tests to evaluate effector mechanisms, identification of correlates for protection, potency
tests, etc.); (iii) preclinical in vivo validation studies to assess the immunogenicity, efficacy and safety of
vaccine products in rodents (e.g. conventional, immunodeficient and humanized mice) and other species
(e.g. rats, pigs, non-human primates) up to BSL3 containment, in facilities linked to core immunomonitoring,
in vivo imaging, flow cytometry, -omics and histopathology facilities; (iv) GLP certified safety/toxicology; (v)
GMP production; (vi) generation, management, coordination and execution of clinical development plans in
EATRIS clinical trial centres.

Imaging and Tracers
Molecular imaging has become a vital tool in drug discovery and crucial to contain development costs, speed
up the process and increase pipeline output, with several benefits:

* EFFICACY: Used early in the process (Phase I/11) in small, imaging-enabled trials, dead-end compounds
can be eliminated before vast trial expenditures are made.

* DEVELOPMENT SPEED: Clinical dose finding studies can be performed much more rapidly and the
number of volunteers in Phase | can be reduced by up to 80

* PERSONALISED MEDICINE: disease delineation and prognostication, followed by confirmation and
quantification of targeting, and early response/outcome monitoring. This can be achieved in patient
cohorts displaying heterogeneous disease characteristics, identifying cohorts with the highest benefit.

* MECHANISM OF ACTION: molecular imaging is an essential tool for understanding disease mechanisms,
by visualising and allowing quantification of critical disease targets and molecules.

The high-end tracer development and (molecular) imaging pipeline comprises the following key
components: (1) a target re-validation facility to confirm the status and biological importance of a disease-
specific target, (2) a tracer production facility comprising cyclotrons and hot cells for the preparation of PET
tracers as well as labs for preparation of other types of disease-specific contrast agents as used in SPECT,
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MRI and optical imaging (contrast agents collectively called "tracers"), (3) animal facilities using animal
models of relevance for studying major as well as orphan human health problems in the field of oncology,
neurology, immunology, cardiovascular and infectious diseases, and others (4) labs for tracer metabolite
analysis to study metabolism and degradation of tracers, thus facilitating the quantification and
interpretation of the imaging signals, (5) preclinical imaging labs comprising PET, SPECT, (ultra high field)
MRI, US, optical and hybrid scanners for (quantitative) assessment of tracer kinetics in various biological and
pathological models, (6) GMP facilities and hot cells EU certified for tracer production for "human use", (7)
clinical trial centers with access to patient cohorts representing major as well as orphan human health
problems (8) clinical imaging centers comprising PET, SPECT, (ultra high field) MRI, US, optical and hybrid
scanners for optimal and reproducible acquirement of multimodality imaging data, and (9) data analyses
centers for optimal and standardized handling, processing and storage of multimodality imaging data, and
potential coupling of these data to other sets of data using appropriate ICT infrastructures. Tracer kinetics is
analyzed using an array of compartment and non-compartment methods. A key issue is data sharing to
facilitate multi-center trials within the EATRIS network. Users may make use of the whole imaging pipeline,
or of some defined key elements.

Biomarkers

EATRIS Biomarkers product group offers a standardized platform for European biomarker development,
particularly in areas that are becoming increasingly important, but are underdeveloped by the industry, such
as multiplexed and tissue- and imaging-based, morphologically oriented biomarker development. EATRIS
also offers translational, standardized access to unique capabilities (patient materials, biobanks, and clinical
data) that exist in the participating centres and academia in general. These are important for private sector
users with diagnostic development pipelines. In particular, the use of standardized biobanks is facilitated by
collaboration with the European-wide Biobanking infrastructure BBMRI. Furthermore, a key issue is data
sharing, to facilitate multi-centre trials within the EATRIS network. This is accomplished via an IT
infrastructure and web microscopy, distributed to key EATRIS parties for joint standardized development
projects on biomarkers. Users may make use of the whole biomarker pipeline, or some defined key
elements. Depending on the nature of biomarker and the starting point, the output of the EATRIS biomarker
effort is:

* |dentification of the critical path required to advance a new biomarker towards a product;

* Validation of the biomarker in independent sample cohorts, initial assessment of the sensitivity,
specificity, with standardized technologies;

* Prototype diagnostic assay development, standardisation and optimisation of the quality control
parameters;

= Validation of the prototype diagnostic assay and development of a commercial plan, including industrial
participation and regulatory steps required.

ATMP & Biologics

The current development of ATMP is limited by their intrinsic complexity (from recombinant nucleic acids to
artificial organs), their complex interactions (cell to cell and to the organism), and by the multiplicity of mode
of action, making the definition of identity, potency and dose a major interdisciplinary challenge. However,
the participating EATRIS centres have already accumulated a vast experience in various aspect of the
development of ATMP as demonstrated by the large number of different products already in clinical trials:

1. Cancer Immunotherapies based on autologous dendritic, antigen-specific T-cells/NK cells;

2. Gene therapies for immune-deficient patients;

3. Control of Graft-versus-host disease (GVHD) in recipients of allogenic hematopoietic stem cell
transplantation by infusion of mesenchymal cells or donor engineered T cells;

4. Restoration of articular cartilage or bone structures using autologous chondrocytes /mesenchymal cells
5. Ex vivo antigen-specific T-cells for the control of infectious diseases or as anti-tumour treatment

6. Decellularised tissues as substrate for tissue engineering products.
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This Product Group has special facilities required for the GMP production and GLP toxicity testing of these
products. They have developed innovative analytical tools, such as: a.) Identity testing of the final product
including the developing of methodology for tissue engineering constructs replicating organ functions; b.)
Potency assays for the definition of dosage and for comparability studies including the definition of validated
biomarkers for clinical studies; c.) Innovative animal models required for a meaningful efficacy and safety
assessment in vivo; d. Gene Therapy vectors for efficient and specific gene transfer to target cells.

Small Molecules

Typically optimization of a lead compound requires successive steps of chemical synthesis which are heavily
influenced not only by the results of the original screening procedures, but also by the data obtained after
more complex and intermediate assays. In today's academic research environment, various structural and
infrastructural shortcomings severely compromise and/or retard the translation of scientific findings into
clinical applications. Other deficits are clearly linked to the specificity of the development chain.

In order to be able to provide integrated transnational services, the group has harmonised compound
screening procedures, improved the quality and quantity of the available technologies across all EATRIS
centres for in vitro, in vivo and toxicity testing. We make use in first instance of profiling assays that can be
used for high throughput screening, based on e.g. automated image analysis of phenotypic effects, and in
silico algorithms to predict effectiveness of the compounds. For all assays SOPs are written, with several pilot
studies to assess the quality and quantity of these assays.

The group incorporates the possibility to develop a biomarker to guide application of targeted therapies in
close collaboration with the Product Group Biomarkers. With Product Group Imaging/Tracers there is two-
way collaboration. For the in vitro and in vivo models we use a pipeline of developing compounds with an
imaging linker, including imaging biomarkers (based on tracer compounds) for the use in early clinical
development phases to: a) confirm drug distribution (i.e. brain penetration); b) optimize posology; c) confirm
early proof of concept; d) help identify patients who are most likely to benefit, and e) make the transition to
phase lll clinical trials more valid, rapid and improve the success rate. In parallel there is a platform for in
vivo testing. The available animal models are catalogued and a SOP for in vivo and toxicity testing in the
different types of animal models are written and tested.

This group also focuses on innovative therapeutic approaches such as the use of bioactive peptides and
nanoparticles for brain drug targeting. Peptides are short aminoacid polymers with a defined primary
structure and can be easily synthesized with FMOC chemistry. This type of compounds has enormous
potential, particularly within the frame of targeted therapy. Moreover, a growing number of engineered
nanoparticles (NP) are now being used in theranostic applications. This avenue will also form an area of
interest.

6.2 Coordination and facilitation activities

In order to be able to offer critical mass in translational research via distributed consortia of centers of
excellence, an important element of the effective operation of EATRIS is to create the underlying conditions
necessary for collaboration. C&S will coordinate the integration of the centres and provide a single entry
portal for access to all users to provide swiftly and effectively access to the centres. Via C&S, EATRIS
maintains harmonised and common procedures and agreements, and ensure that the services supplied to
the sponsor will be under a common Quality Assurance system and in agreement with the requirement for
the Marketing Authorization Application of medicinal Product or equivalent for diagnostic or medical
devices, and all personnel involved are trained and provided with professional assistance.

Based on a careful analysis EATRIS has selected 5 expert activities that are essential for the services delivered
by the product groups and thus for the quality and sustainability of EATRIS. C&S coordinates and administers
these activities. These 5 expert groups, discussed in more detail below, provide vital knowledge and
expertise into the translational process that is often lacking within the institutions themselves. These areas
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of expertise are crucial to the success of the projects as they provide legal, regulatory, logistic, contractual
and project management input into the complex mix of activities. Thus each consortium and project has
access to the latest knowledge in all fields relevant to translational development, and is mandated to follow
the advice of the expert groups.

Quality Assurance and Regulatory Affairs

EATRIS facilitates translational research and development of new pharmaceutical entities. In the context of
making these entities available for the treatment or prevention of disease, altering physiological functions or
making a diagnosis in humans, R&D activities are tightly regulated on a European level. Thus it is stipulated
for a consortium like EATRIS that every centre taking part in the development complies with the regulations
corresponding to their field of work (e.g. Good Manufacturing Practice (GMP), Good Laboratory Practice
(GLP) or Good Clinical Practice (GCP) requirements). Moreover, the requirements increase as a product
moves through the development chain into the direction of marketing authorization (e.g. the requirements
on manufacture (validation, qualification of production and quality control (QC)) tighten when the product
moves from Phase | to Phase Il and subsequently Phase Il clinical testing). Thus, it is a critical success factor
that a super-ordinate body assures and continually tracks that all requirements are met at each stage of
development and that updated or new requirements are perceived (e.g. new regulations on "first in man"
clinical trials following the TGN1412 incident). Even more, it needs to assure and control that all
development partners comply with the requirements. It is the responsibility of the Quality Assurance and
Regulatory Affairs group to run such a unit, with the aim to facilitate pharmaceutical R&D activities enabling
a developed product to, from a regulatory and QA perspective, be approvable according to EU standards.

The unit is run by a Head of the Quality, who is not be involved in the operative work of EATRIS and not be a
member of an operative institution, in order to eliminate potential conflicts of interest. This function is
equipped with the competence and authority to assert above mentioned tasks. The Unit's work is supported
with input from personnel from the product groups. These personnel contribute to the content of the
documentation during the set-up of the Unit and afterwards to a specific task or process that needs to be
established. In doing so, the QA/QC Unit implements the expertise and existing knowledge on QA/QC
processes already available in the Centres. The unit established written policies. This includes general
QA/QC policies be laid down in e.g. a Quality Manual. To structure, regulate and document its processes, a
Standard Operating Procedure (SOP)-System is established. For providing a high degree of transparency of its
work, general provisions and policies are made publicly available.

The regulatory environment is not constant, but dynamically moving and permanently adapting to the state
of the science and technology. In this interaction between QA/QC is of vital importance to provide input to
improve regulation. Especially innovative products tend to become more tightly regulated as scientific,
regulatory and technical knowledge increases (e.g. regulation on “first in man” clinical trials following the
TGN1412 incident). Therefore, the QA/QC Unit needs to perform regulatory intelligence in order to be up-to-
date and to relay this information to the centres (see below). This knowledge is structurally transferred to
the product groups via written manuals and SOPs and an active training schedule training to ensure
continual development of the understanding of pharmaceutical QA, as well as knowledge on the changing
regulatory environment.

User access

A cornerstone of the EATRIS mission is to offer fast, fair and transparent access to Europe's top translational
research infrastructure and expertise. C&S coordinates the administrative, scientific, digital, legal (including
intellectual property) and financial framework necessary to support the access and transaction process, and
allows the participating service providers to carry out their services.

In order for external users to easily interact with and collaborate with EATRIS and its participating
institutions, there are SOPs and legal and communications documents that facilitate third parties to apply for
and gain access to services:
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i) Easily find and understand the access procedures, guidelines and conditions for making use of EATRIS
services;

ii) Interact with EATRIS;

iii} Apply for access in a transparent, simple and resource-efficient process;

iv] Be subject to a fair scientific and technical appraisal of their application by an independent review
committee composed of experts in the relevant fields, within a reasonable amount of time;

v) Have adequate and timely access to a transparent and fair appeal procedure; and

vi) Be subject to an efficient transaction process for successful candidates allowing successful negotiation
of the research project including financial considerations, with the ready availability of contracts. It is
envisaged that some flexibility in the conditions of access will be permitted to allow for the
heterogeneous nature of the inputs and expected outputs, based on the available precedents and
templates.

The criteria for access will be based only on scientific merit, unmet medical need and translational potential.
It is of no relevance what the nature (i.e. academic or private sector), the nationality or the background of
the applicant is. EATRIS will provide access to its translational infrastructure to the projects that have the
most potential for making a significant impact on healthcare or a significant contribution to the
advancement of the tools and technologies that drive translational science.

In order to maximize fairness and impartiality, the user selection committee is predominantly composed of
experts with no affiliation to the participating centers, and in order to maximize transnational reach and
transparency, all calls and their guidelines, including instructions for application, appeal procedures and all
relevant deadlines, are published on the EATRIS website and disseminated via partner institutions in the EU.

There are several access modes that will be used by EATRIS. Each of these will have different conditions of
access, such as financial and intellectual property requirements, or in the disease area called. Individual
SOPs are made according to the differing conditions of these call types. Due to the variety in funding models
available there are different modes, such as:

i) ERA-NET plus calls funded by multiple member states;

ii) JPI type calls funded by multiple stakeholders;

i) Individual or shared calls funded by patient advocacy groups, philanthropic organisations or other
disease-specific stakeholders; and

iv) 'Anytime' access for users capable of fully funding the research project themselves.

The second objective of user access activities is to ensure that the product groups are operations-ready for
service provision. This is achieved by creating the boundary conditions necessary for the participating
service providers to interact with C&S, partners (other service providing institutions within the product
group) and third party users on a structural, ongoing basis during the operations of EATRIS. This includes:

i) Consortium agreements;

ii) Research annex templates including budget schedules;

iii) Materials transfer agreements;

iv) Confidential disclosure agreements;

v) Intellectual property framework;

vi) Services pricing schedules; and

vii) Infrastructure for research project participant interaction and communication as an interactive
website.

C&S is responsible for the creation and administration of these boundary conditions, with extensive input
from experts residing within members and their participating centers of excellence.
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Qutreach, training and education
Communication and education are vital elements to the success of EATRIS, both internally and towards
external stakeholders. There are several objectives:

* to facilitate the training and transfer of knowledge between and across all EATRIS partners and their
employees, including the employees of the national centers who will participate as linked third party;

* to establish a translational science community, along with the necessary infrastructure to facilitate
regular and unimpeded interaction of its members and the wider global (scientific) community;

* todisseminate and promote EATRIS services and results to all stakeholders, in order to act as an engine
to stimulate lively debate, encourage innovation and increase access to potential users for marketing
purposes;

* to facilitate of strategic partnering, such as related Biological and Medical Sciences Research
Infrastructures, including BBMRI, ECRIN, TRANSVAC, EU-OPENSCREEN, ELIXIR, Euro-Biolmaging;

* branding of EATRIS

The translational community includes all stakeholders, ranging from universities, research hospitals, research
organisations to companies, and ties translational research and infrastructure. EATRIS serves as a
communication, dissemination and training channel for the knowledge and results obtained. The aim of
EATRIS is to facilitate translational research and development of new pharmaceutical entities. An important
aspect of effective translation is mediated by fluent and seamless interaction and communication between
the various and highly divergent functional groups involved. It is thus a critical success factor to develop a
common process and to stimulate multi-disciplinary teamwork. At the operational level, employees should
speak the language/jargon of their colleagues from all functional working groups and respect their activities
and contribution to the whole translational medicine development process.

It is also critical to the long-term success and advancement of translational science that an adequate range
and depth of training programs are available, in order to encourage the continuing professionalization of
translational science and nurture the translational scientists of the future. Thus alongside the training of
active professionals in the EATRIS centers in conducting effective multi-disciplinary translational research,
translational science curricula are also offered, created on a collaborative platform with the IMI initiative
EMTRAIN, with the input of the experts of the product groups.

Clinical development and partnering: EATRIS brings projects to proof-of-concept, thus no further than phase
II/11A clinical trials. In order for these projects to culminate in entry to clinical practice, EATRIS actively seeks
partners that have the expertise and resources to complete the clinical development and marketing
authorization process. Partnerships can be with private sector pharmaceutical firms, or (generally in the case
of orphan or neglected indications) open innovation in style, partnering with ECRIN for execution of late-
stage trials and funded by public grants or charities and philanthropic organizations.

Whatever the partnering model, the best partner is sought at an early stage, in order to reduce risk by co-
ownership of the process and to allow seamless development and prevent knowledge loss at exit. The best
partner is selected on the basis of the potential benefit for patients, thus the partner with the best scientific
and product development concept per project is sought.

In situations where IP is shared, the participating EATRIS institutions will take part ownership thereof. The
EATRIS ERIC itself does not participate in ownership of intellectual property. The activities of C&S are funded
initially by contributions from members, but is expected to reach self-sustainability within 5 years by
charging a small percentage overhead on projects, for services it renders.

Research project management

Development of novel medicinal products needs rigorous proof-of-concept and additional pharmacological-
toxicological testing, be it in vitro or in vivo, in addition to defining a manufacturing process suitable to
produce sufficient quantities of the product. This is governed by numerous scientific guidance documents as
well as legal requirements having a strong impact on successful completion of even very early development
steps from the laboratory stage onwards. In this respect e.g. choice of suitable raw and starting materials,
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tests for absence of viral adventitious agents and proper validation of essential process steps are mandatory.
Likewise, relevant preclinical models for primary and secondary pharmacology studies are crucial to ensure
swift approval of early clinical trials. Respective rules and regulations are complex and often misinterpreted
or even overlooked during the development of new active substances. Therefore, it is essential that any
scientific project aiming at developing new diagnostic, prophylactic or therapeutic options depends on
project management support to be provided by experts, also with experience in pharmaceutical
development, regulatory affairs and quality assurance. Without such support it is nowadays unlikely that
promising ideas and concepts will be developed to enter late stage research pipelines or development
portfolios.

C&S is responsible for the Research Management (RM) Unit, whose responsibility it is to ensure that EATRIS
projects are conducted with the above considerations in mind. The RM Unit is a typical support function and
therefore the organisational structure is independent from operational product groups. EATRIS Centres
provide input in the set-up of the RM-Unit and mandate their operational personnel to liaise with the group.
Later, these persons act as centre-specific research managers (“Center-RMs”). In doing so, the RM-Unit
fulfills its role as coordinating and project management function of the different projects in the different
EATRIS centres. An important element of the RM unit’s activities is the design of a suitable Development
Plan for each project, encompassing:

1. Definition of the development goal (e.g. preclinical proof-of-principle, clinical first-in-man proof-of-
concept, Market authorisation, license-out, etc.), possible “infliction points” (major milestones on the
way), and the scope of the project.

2. Definition of appropriate development tasks. A development task may consist of a single study or a
complex study program, depending on the nature and the status of the project.

3. Definition of timelines and resources needed to accomplish the defined development tasks

4. Definition of critical “Go/NoGo” decision points/milestones.

5. Identification and anticipation of potential risks that may occur during the project.

The development plan is written by the RM-Manager and is approved prior to start of the project. The
respective project teams hold regular project meetings in order to review and update the development plan
if required.

Financial sustainability

EATRIS is an innovative instrument established by national governments to support access to excellence in
translational medicine, and to stimulate innovation in areas where the current model of financing is failing,
such as rare diseases, unpatentable drugs, and others. At the same time the model allows the national
government to extract the maximum benefit from financing their own research infrastructure and keeping
their academic institutions to the top level of research, training, education and innovation. To ensure that
this instrument is viable for the long term, EATRIS' objectives are to develop sustainable financial models for:

1. Investments in innovative translational research infrastructure in Europe - one of the overall objectives
of building a state of the art consortium of translational research centres in Europe, is that national
governments (co-)invest directly or indirectly in their own, national research infrastructure. By linking the
national institutes together at EU level and providing capacity ('bricks, brains and cement'), EATRIS will
provide a speedier process and innovative, more effective translational research pipeline to users, academia
and industry. In the current financial and economic crises, national governments have limited capacity to
invest in new infrastructure which will affect the level of innovation. Therefore we need to work together
with the governments to analyse the situation, make scenario's of realistic, future investment potential,
investment allocation and find alternative options and means to continuously upgrade innovation and
capacity. Public private partnerships in Research Infrastructures (RI) investments will be explored as such an
alternative option.

2. Co-financing of translational research projects in Europe - EATRIS provides research infrastructure to
users. Co-founding can thus be obtained from academia, industry and 3rd parties like disease / patient group
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specific and other life sciences funds. Though one of the key objectives of EATRIS is to provide services to
make translational research speedier and more effective, projects will remain expensive and high risk.
EATRIS will provide access but how will for instance excellent proposals by academic researchers be
financed? And what is access worth if there are insufficient funding mechanisms? In the current set-up of
EATRIS, cost for use of national infrastructure by external users will be partly absorbed by the EATRIS
partners, by users and/or by national government support. However, co-financing mechanisms will still be
needed to be able to co-fund future user projects. Project co-financing of translational research can be
organized via EU wide (ERA) calls supported by governments, EU programs like FP7/8 and possibly external
market based sources. In the framework of this proposal, we will develop organizational and financial
models for EU wide calls, dedicated to translational research as well as perform a feasibility study to
establish a dedicated, EATRIS project investment fund. If feasible, the fund will be established and start its
operations within the project period.

3. The EATRIS Coordination & Support Office (C&S) - C&S is paid by contributions of the member countries
and an extra contribution by the host country. The objective is to make C&S self-supporting by 2017. Every
Product Group will develop a business plan including a forecast of their research, services and financial
volume. Based on the outcome of the Product Groups financial projections, EATRIS will develop a suitable
model to allow its coordination activities to become self-sustaining, perhaps via an overhead fee framework.

7. Embedding

EATRIS is one of several ESFRI initiatives in the life sciences domain. Given its unique position across a great
deal of the biopharmaceutical development chain, there is significant potential for structural interaction
with several other initiatives, in order to improve output of all initiatives, and to reduce wasteful overlap.
The following initiatives will regularly interact with EATRIS:

BBMRI - Biobanking and Biomolecular Resources Research Infrastructure. This initiative holds a large
repository of biomaterials, which will be a great source of added value for EATRIS projects as they seek to
(re-)validate targets and establish stronger causal links.

ELIXIR and BioMedBridges - These initiatives will be instrumental in supporting the storage, access to, and
inter-operability of the large amounts of data generated within and outside of EATRIS. This will improve
dissemination of EATRIS data, and improve access for EATRIS researchers to other data.

EU-OPENSCREEN - European Infrastructure of Open Screening Platforms for Chemical Biology. This initiative
is a rich source of candidate molecules and screening infrastructure for the small molecule product group,
and as such will be a key partner to EATRIS activities in this area.

ECRIN - European infrastructure for clinical research infrastructures network. Given that EATRIS operates
only up to phase lla/b, the existence of the ECRIN network for the later clinical phases is a tremendous
source of added value, as successful EATRIS projects will seek to further develop towards market
authorization.

TRANSVAC - European Network of Vaccine Research and Development. This initiative offers
complementary translational activities in the field of vaccine research, and thus will form an important
partner for the vaccines product group. The differing types of available infrastructure between EATRIS and
TRANSVAC will result in a highly comprehensive source of infrastructure in Europe in this area, in which a
great deal of capacity is needed.

International embedding: Translational research is a global activity, and EATRIS seeks to engage the global
community to improve its access to cutting edge knowledge, have top benchmarking platforms and to
stimulate dialogue. Moreover, European institutions participating in EATRIS have the opportunity to share
their experience and expertise with countries less experienced in the field. Such know-how sharing will be
actively stimulated, and it is envisaged to establish exchange programmes with other, non-EU countries.
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8. ERIC requirements

8.1 Necesssity

For the EU to become more competitive in the global arena, the functioning of the ERA relies on continuing
innovation in technology and infrastructure, and the provision of unfettered access to such cutting edge
facilities for the best researchers in Europe. EATRIS aims to fulfil exactly such a defragmenting and matching
role. Via EATRIS, researchers are no longer limited to the translational infrastructure of their own
institutions, or at the mercy of the slow and unpredictable process of ad hoc access to other institutions.
Levelling out the playing field will increase speed, reduce uncertainty, and serve to improve both the
quantity and quality of collaborative translational research projects in the ERA.

Moreover, the structural collaboration necessitated by participation in EATRIS serves to improve overall
quality norms and foster better harmonisation of processes and common standards, allowing overall quality
to improve and engender deeper integration of activities across the ERA.

8.2 Strengthening and structuring of the ERA

EATRIS has two primary objectives: firstly, EATRIS provides sufficient capacity of top quality expertise and
infrastructure to serve a substantial part of European biomedical translational research demand; and
secondly to foster a culture of co-operation between research infrastructures and scientific communities.
These two objectives serve to improve the ERA significantly by virtue of the fact that no comparable
initiative exists, and current third party access to such infrastructure is limited to ad hoc access to single
institutions or small networks lacking critical mass and comprehensiveness of their offering. These ad hoc
interactions are characterised by slow transaction speed, uncertain outcomes, lack of capacity and opaque
access criteria. EATRIS is designed to remove all such stumbling blocks, organising effective collaboration
and efficient access by top researchers to top infrastructure and expertise.

Besides the powerful multiplier effect of improved matching of services to actual need, the structural
interaction of such top institutes will foster better best practice dissemination, and speed up innovation
through cross-fertilisation, thereby accelerating the implementation and adoption of technological and
process innovation across the ERA.

8.3 Effective Access

It is one of EATRIS’ primary objectives to provide fast, efficient, transparent and equitable access to
infrastructure. Users will be selected only on the basis of scientific merit, unmet medical need and
translational potential. Furthermore, it is a strategic priority of EATRIS to support researchers in seeking
funding for their projects, in order to prevent financial constraints from hindering excellent science.

Calls to submit proposals for access to EATRIS are communicated across the EU, and users encounter the
same application process regardless of nationality, location and background. The selection of users is
mandated to a board of (majority) independent international experts in the relevant field, working on the
principles of fairness, transparency and impartiality. EATRIS also has in place a transparent, fair and efficient
appeals process for applicants that have reason to believe that their submission was not handled properly.

8.4 Mobility

EATRIS is a truly international distributed infrastructure, and has a truly open access policy that encourages
transnational access. Therefore it can be expected that mobility of knowledge and results will be very high.
Furthermore, the focus on outreach, best practice dissemination and continuous innovation in all the
product groups will further contribute to the mobility of knowledge.

Given that the infrastructure are advanced facilities and often require highly specialised, trained personnel
to operate them, there is limited scope for physical mobility within EATRIS in the form of exchange.
However, the active learning and education policy built around translational science will create a vibrant and
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mobile community of translational experts, both existing and in training, that will spend time at various
facilities and learn from their translational experts.

8.5 Dissemination

EATRIS has a very proactive policy towards dissemination, and where intellectual property arrangements
allow, will actively distribute research results through publication in peer-reviewed journals and on the
EATRIS website, participation in conferences and workshops, and the filtering through of knowledge gains
into education curricula.

Furthermore, being translational in character and capable of handling both intellectual property-protected
and open innovation projects, EATRIS has an active business development unit that disseminates the results
of projects by partnering with the private sector and philanthropic organisations capable of bringing projects
to a successful market entry. This is a key added value of EATRIS, and thus a great deal of effort will be spent
to ensure that the contractual, intellectual property and regulatory elements of each project are optimal for
future co-development, while development partners will be recruited at an early stage in the process to
ensure optimal success chances of each project.
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