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Odnyiec xprnong — MikpoouaoToixia BluePrint FFPE

Ewcaywyn

To BluePrint eivat pla Sokipooia HoplakAG UTTOTUTINGONG YLOL TNV TOELVOUNON TOU KOPKIVOU TOU LOOTOU OE TPELG
SL0KPLTOUC UTTOTUTIOUG: AUALKOG TUTOG, HER2 TUMOG Kal Bacikdg TUMOG, pe BAoh TO payHaTiko BLoAoyikod mpodil
YOVLOLOKNG €kdppaong tou Oykou. H poploakn umotumnon PBeAtwwvel tn Sladikaoia emiAoyng BepameuTIiKng
OVTLUETWTILONG, SLOTL OYKOL LLE TIOVOUOLOTUTIN PBACEL TWV LOTOMOB0AOYOAVATOUIKWY XAPAKTNPLOTIKWY TOUG
gudavion Unopel otnv mpaypatikotnTa va Kataknyouv o oAl Stadopetikn KAWIKN €kBaon. 123

To npodiA 80 yovidiwv tou BluePrint dnuiloupyndnke pe Baon 200 Selypoto aoBevwy Pe apXOUEVO KAPKIVo TOU
HOOTOU Kol TECOEPLG ave€dpTnTeG KOOPTEG emikUpwong (n=748). M To BluePrint diakpivel petaél Twv TPLWV
€vB0OYEVWVY UTTOTUTIWV KOPKIVOU TOou paotol: aultkol Tumou, HER2 tUmou kat Bacikol tumou. OL tpelg evdoyeveig
uTtokatnyopleg mpoaodlopilovral pe peyautepn akpiBeLa pe Tn Xprion cuvoAwyv YoVISLOKNG €kppaong, Ta omola
ouykpivovtal pe tnv tumkr aflohdynon péow avoooiotoxnueiag (IHC)/dpBopilovoag uBpldomoinong in situ
(FISH). (24

H Sokwaocia BluePrint avaAlel tnv ékdpacn 80 8wy yovidiwv oe delypa otol péow tng avaiuong RNA
OMOOVWHEVOU amo Seiypata Oykou oe €LOIKEG YUAALVEG QVTIKELUEVODOPEC TMAGKEG LIKPOOUOTOLXLWV. Me tn
xpnon eldkol aAyoplBpou, to BluePrint kaBopilel tov Sgiktn cuoxETong Tou mpodiA 80 yovidiwv pe kabBéva ano
Ta Tpla KEVIPOELSN SLAKPLTAC LOPLAK G UTIOTUTINGNG: AUALKOG TUTtog, HER2 TUMOG Kol Baolkog TUMOG.

MpoBAenduevn xprion

To BluePrint FFPE elval pla TIOLOTIKN, KN QUTOMATOMOLNUEVN in-vitro Slayvwotikr Sokipaocia, n omola
Slevepyeital oto Epyaotrplo Ynnpeowwy Awdyvwong tng Agendia, pe xprion tou mpodiA yovidlakng ekdppacng
onwg Aappavetal ano Selypata LoToU KapKivou ToU LooToU oTtafepomnotnpeva e ¢popUaAivn Kol EVOWHATWHEVA
oe napadivn (FFPE) yia tov kaBoplopo tou poplakol UmoTUToU.

H Sokipaoia Slevepyeital o yuvaikeg acBeveic pe kKapkivo Tou paotol otadiou I, otadiou Il i otadiou lll.

Mpoopi{opuevog xpriotng

H mkpoouotolyia BluePrint FFPE StatiBetal KATOMWYV QITAHOTOC OTOV MAPOXO UYELOVOULKNG TepiBaAdng tng
000evoUg e Kapkivo Tou paotou. NapayyeAdovtag tn Sokipaoia pikpoouotolyiag BluePrint FFPE o mapoxoc
UYELOVOULKAG TepiBaAPng InTtd avtopdtwe amod tnv Agendia tnv ektéleon tng Sokipaciog ml Tou OXETIKOU
Selyuartog oto Epyaotrplo Ynnpeowwv Aldyvwong tng Agendia.

Apxn bLevépyetac tne eé€taons

H avaAuon Baclletal oe 0pLOPEVEG N auToUOToMOoLNUEVEG Sladikaoieg: amouovwon tou RNA amd Touég LloTou
Kapkivou tou Lotol FFPE, avtiotpodn petaypadn RNA yia tn ouvBeon cDNA, evioxuon kot orjpovon tou cDNA,
uBpLdomoincn Tou eVIoXUUEVOU Kal eTiionpacpévou cDNA otn SlayvwaoTikh LiKkpoouaoTtolyila, TAUoN Kal capwaon
™G SLayvVWoTIKAG UikpoouoTtolxiag kot ARYPn OSedopévwy (e€aywyr] XAPAKTNPLOTIKWY), UTOAOYLOUOG Kot
KaBopLopog Tou poplakol umoturou (BluePrint).
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H avaluon BluePrint €xel oxedlaotel yla tov KaBoplopd tng Spaotnpldtntag e8LIkWY Yovidiwv o delypata Lotou.
To amotéAeopa tng Sokluaoiag cuviotatal oe MPodiA €kPpacng, 1 «YEVETIKO amoTUTwWHAY, Tou Selypartog.
Yrohoyiletal n ouoxEtion tou mMpodid yovidlakng ékdpaocng wg mpo¢ ta umnodeiypata (ta péoo enimeda
€kdppaonc mRNA oe dykoug awAwkoU, BaoikoU kat HER2 tumou) (Seiktng BluePrint) kot kaBopiletal 0 HopLAKOC
UTIOTUTIOGC TOU Selypatog (ATol Baotkog TUmog, aUALKOS TUTog, HER2 Ttumog).

NMpoeibonoinoeis Kot TPoQUAEELS

H tautonoinon tng acBevol O0To EVIUMO ALTAUATOC TPETEL VAL OVTLOTOLKEL OKPLBWE LE TV TawTomolnon Tou
Selyuarog oto ovotnua LIMS, to omoio dnuloupyel Evav ECWTEPLKO OVOYVWPLOTIKO KWOLKO TTou Ba pEmeL va
avtlotolyel emakplBwc oto delypa mou urtoBAAAETAL O EpyaaTnplakr enefepyaaia.

JUUMANPWOTE GTO EVTUTIO ALTAMOTOC TIG OmapaitnTeg MAnpodopieg

To Seiypa mou erAéyetal yia tn Sokwuaoia BluePrint Ba mpémel va avTamoKkpiveETOL ot XOPAKTNPLOTIKA TOU
mAnBuopoU ylo Tov omolo mpoopiletal n xprion, Atol, Hetafl GAAWV, O Yuvailkeg HE KopKivo Tou paotol,
TIPWLHOU oTadlou Kol LUE EAGYLOTO TTOCOOTO KAPKIVIKWY KUTTAPWY 30%.

Ta anoteAéopata tou BluePrint evéeikvuvtal yla xprion amnd otpol¢ 0 CUVSUAOHO HE TUTILKOUG KALVLKOUC Kot
Tta®oAoyoavaTopLKoUG TapayovTes. XToXo¢ tng Sokipaoiag dev eival va kabopioel tnv €kBoon tng vooou, ouTe

va UTtoSNAWOEL i} VOL CUVOYAYEL TNV QVTOITOKPLON ULOG LEUOVWHEVNG 0.0Bevouc oe evdexouevn Beparela.

Awadikaoia a) Emidoyn aoGevwv

EruA&€Lpec elval aoBeveic mou €xouv SloyvwoTel Pe Kapkivo tou paotou otadiou |, otadiou Il ) atadiou lIl.

8) A\nyYn, kataypa@n Kot arootoAn Setyuatwvy.
OLpolmoBéoel yia Tn ANPn, ToV XELPLOUO KAl TNV TIPOETOLUACIO TOU SElyaTOC MOpEXOVTOL OTOV TEAATH LECW
Twv 0dnywwv Xprong: M-ROWO067. ITo KIT epLEXovTaL Ta akoAouda:

= 10 avTikeluevodpOpeC MAAKEC LLKPOOKOTTOU

= 2 KOAGBLO XWPNTLKOTNTOC TEVTE AVTLKELLEVOPOPWY TTAOKWY

= MKpN Kal PLeYAAn TTAQOTIK COKOUAQ [LE KOU UTTWLLO TTOU OlVOLYOKAELVEL e peppouap
= 0bnyileg AnPnc delypartoc

= ‘Evtumno artipotog Sokipoaoiag

= (DUA\O ETIKETWV HE ETIKETEC LE YPOLLULKO KWELKA

= EEOMALOUOG Lo TNV ATTOGTOAN

H kotaxwplon tou Selypatog £eKvd PE TNV KOLWOTIOLNGN QmO TOV TAPOXO UYELOVOWLKNC TtepiBaAdng mou
uTtoBAAAEL TV mapayyeAia. H ev AOyw kolwvomoinon (£VTUTo attrpatog SOKLUOoLaC) Umopel va tpaypatomnoln6st
Héow Sladlktuakng MUANG yla Toug TeAATeg 1 GAAo Siaulo emikowwviag. H Agendia katayxwpel OAeg TIC
mAnpodopieg oxetikd pe ta delypata kat Tig acbeveic. To Seiypa amooTEAAETAL QMO TOV QLTOUVTO TTIAPOXO
UyElovouLknG TepiBaAPne ameuBeiag oto Epyaotrplo Yrnnpeowv Alwdyvwong tng Agendia oe Beppokpacia
dwpaTtiou, pe xprion Tou €€OMALOUOU PETAPOPAC TTOU TTAPEXETAL OTIO TOV TOXUUETOPOPEQ.
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v) AvaAuon Sewyuatwy otnv Agendia

MNna ta dslypata otov FFPE xpnolpomoloUvtol ol TapEXOUEVEG ATO TOV TEAATN YUAALVEG OVTIKELLEVOPOPEC
TIAQKEG € TOUEG LoToU FFPE i Snuioupyolvtal avilkelevodOpeg MAGKEG QO TOV TTAPEXOUEVO A0 TOV TTEAATN
KUBo oykou FFPE pe tn xprion ocupBoatikol pikpotopou. To oAtkd RNA e€dyetal amo Tig TOUEG LoToU HE TN XPNnon
amAoU Kt amopovwong Slabéoipou oto eumoplo. AkolouBel kabaplopdg, evioxuon Kol €TMLOHHOVON TOU
Selypatog RNA pe xpwotikn ¢pBoplopol kuavivng CTP/dUTP.

To beiypa RNA/cDNA uBpldomoleital os €lSikd oxedlaopévn SlayvwoTik Hikpoouotolxia (8mAn, Agilent
Technologies).

‘Evag oapwtng pikpoouoTtolxlwy Agilent xpnolpomoleital yla T oapwaon Tng SLoyVWOoTIKN G LIKPOOUCTOLXLOG WOTE
va SnuoupynBel éva apyeio odpwong (TIFF). To ev Adyw apxeio mpoopiletal yia avaAuon HE Xprion tou
AoylopikoU e€aywyng xapaktnplotikwy (Feature Extraction Software) tng Agilent. To Aoylopiko Agilent Feature
Extraction Software avaAUeL to apyeio cdpwong (TIFF) kaBopilovtac TIG OXETIKEC evtaoel; pBoplopol Twv
ETUUEPOUG XOPOAKTNPLOTIKWY Ot aviutapaBoArnl pe to apxelo dtayvwotikoU oxedSlaocpol mAakidiwv (chip)
MLKPOOUOCTOLXLWY TIOU XPNOLUOTIOLEITAL WG UTIOSELYHA TIPOKELLEVOU VA TIPOOSLOPLOTOUV TA XOPAKTNPLOTIKA
€AEyXOU, TO XOAPOKTNPLOTLKA KOVOVLKOTIOINONG KoL TAL XOPAKTNPLOTIKA TwV yoviSlwv-avtamokpltwy. Ol eVIACELG
$O0pLOUOU TWV XAPAKTNPLOTIKWY CUVLOTOUV T HovAda HETPNONG VLo TNV £KHPOOH CUYKEKPLUEVWY YOVISLWV.

6) AvaAuon kat avagopd dedouévwv

H avaAuon twv dedopévwy Slevepyeital pe tn xprion €6ikol adyoplBuou tou BluePrint mou umoAoyilel Toug
Seikteg BluePrint kol kaBopilel Tov poplakd UTOTUTIO ToU Seiypatog (Baotkog TUmog, auAwkog tumog rp HER2
TuTog).

MpayuOTOmoLoUVTAL EKTETOUEVOL TIOLOTIKOL EAgy)OL (> 25) mpokelpévou va dLaodalloTel To CwoTd AnMoTEAECUO
™¢ avaiuonc. Ot molotikol EAeyyol avadépovtal oe oUVOUOOUO LE TO ONMOTEAECHO KOl EYKPIVOVTOL ECWTEPLKA
amnod tov AteuBuvtn Tou Epyaotnpiou.

€) Avagopa

O napoxog uyslovoulkng meplBaAdng mou umoBaAAeL tnv mapayyeAio AappBavel pla avapopd acBevolg KaBwc
Kal pla mepiAnn amoteAsopdtwy yia kaBOes mapayyeABeioa Sokipacia pikpoouatolyiag BluePrint FFPE. 3e 0,tt
odopd To MPOoWTILKA Sedopéva Twv a.oBevwy, avatpe€te otoug Opoug eneepyaciog Sedopévwy ¢ eTalpeiag
yag mmou napouctalovral otnv NoAttikn Aropprtou tng Agendia.

Mepoptouoi tn¢ diadikaoioc

To BluePrint €xeL eykplOei yLa xprion AmOKAELOTIKA LE LOTO OYyKOoU arod yuvaikeg a.oBeveic pe kapkivo Tou
uaotoU. H afloAdynon aAAwv TUTwy SelypaTwy pnopel va kataAnéel oe AavOaopuéva r kaBoAlou
amnoteAéopata. H aflomiotia twv anoteAeopdtwy e€aptatal oo Thv KATtaAAnAdTnTa TwV SLadSIKaoLWY
oUAAOYNG Kal LeTadopas Tw SEYUATWV.

To BluePrint €xeL eykplOei £161KA yLo. OYKou ¢ 8tNBNTIKOU MOPOoYEVOUG KOPKIVWHATOC 1 AoBLakol KapkKwuatog. H
Sokipaoia dev €xel aflohoynBel o dAAouG TUTIOUC SelyUATWV (TT.X. AepudadEVEC).

AVOUEVOUEVEG TIUEC

3 amo 6



7)) AGENDIA

H dokipacia BluePrint FFPE taglvopel Selypota 1oTOU KapKivou TOU HAOTOU Of TPELG SLOKPLTOUC UTIOTUTIOUC:
OWUALKOG TUTOG, HER2 TUMoG Kat Baotkog TUmog. O undtumog e tnv uPnAdtepn Tun deiktn kabopilel Tov poplakd
UTTOTUTIO TOU OYKOU.

AUAIKOG TUTTOC
Ot auALkoU TUTIOU KOpKivol Tou pacTol Yapoaktnpilovtal amo yoviSlakr €Kdpaon TwV QUAKWY EMONALOKWY
KUTTAPWYV, Ta omoia enmevéUouv Toug OPOUG KoL TOUG AdEVEC TOU HaoToU.

HER2 turnog

Ol HER2 tUmou kapkivol Tou paotol xapaktnpilovral ano evioyuon r unepékdppacn tou yovidiou HER2.

2tnv nepintwon twv HER2 tmou Kapkivwy mpokettatl cuvnBwg yla HER2-BeTikoUg Oykoug OMwe avixveLoVTaL e
ueBodoug IHC ) FISH (HER2/neu Betikol). Eva amotéAecpa HER2 tUmou kapkivou otn Sokipoocia BluePrint
onuaivel 0TL 0 paALVOTUTIOC TOU OYKOU TIpOocopoLalel o€ peyaho Babud otov evdoyevr) untdtumno tou HER2 timou
KapKivou.

Baoikog tumog

Ot Baotkoy TUTIOU KaPKivoL Tou paotol xapoktnpilovtot armd yoviSlokn Ekbpoon Twv Baokwv/HuosmOnAtakwy
KUTTApwWV TipogAeuong. OL Bactkol TUTIOU Kapkivol ival cuvABwg TpumAd apvntikol yia ta yovidia ER, PR kat
HER2 pe eldko mpodiA yovidlakng £kdppaonc.

‘Eval amotéleopo BaotkoU tumou Kapkivou otn Sokipaoia BluePrint onuaivel ot o ¢pawvoTtumog Tou OyKou
T(POCOUOLALEL o€ PeYAAo Babuod atov evdoyev UTTOTUTIO TOU Bacikol TUTOU KaPKivou.

XapaKTNpLOTIKA AMTOTEAECUATIKOTNTOS

ITO XOPOKTNPLOTIKA amoteAeopatikotnTtag mou StepeuvnOnkav ywa to BluePrint mepllappavovtal ta €€n¢:
OKpiBeLa LETPNONG, OVATIAPAYWYLLOTNTO, OPLO avixveuong Kot akpiBeta.

H texvikn eykupotnta tou BluePrint kaBopiletal Katomiv mMoAAAMAWY LEUOVWUEVWY TIELPAUATWY ETILKUPWONG KOl
oAokAnpwuévne Slepyaotnplakng MeAETNG ouykplong. ® BACEL TNG QMOTEAECUOTIKOTNTAG OvVAAUGNG TOU
BluePrint, n akpiBela ta§vopnong evog delypotog wg avAkou tumou, Bacikou tumou | HER2 tumou eival 98,6%,
LE TO TTO00OTO EMavaANPLUOTNTAG TNG LETPNONG VA aveépXETaL 0To 99,0%. H avamapaywyLllotnta LETprOnKe o€
TT0000TO 98,3%.

To XOPAKTNPLOTIKA ATTOTEAECUATIKOTNTAC Baoi{ovTal OTLG LEAETEG KOL TIC EpYACieg TTou mapatiBevral akoAoVBwC.

Mapayyedia tnc Sokuaoioc

To atopo emikowvwviag tng Agendia Ba oag mapadwoel éva Kit detypatoAndiag. Me T xprion Tou KIT TonoBetrote
To Selypo OYKOU OTIC QVTIKELUEVODOPEG MAAKEG CUMdWVA UE TIG 0dnyleg, N Mapaockeudote evav kKUBo FFPE.
YroBaAete tnv mapayyehia cog LEow TNG SLASIKTUOKAG TIUANG LG | CUUMANPWVOVTAG TO £VIUTIO QLT UATOC
Sdokipaoiag mou Ba Bpeite oto kit SeypatoAnPiag. Meplocodtepeg MAnpodopieg elval SLabBEaipeg oTic 0dnyleg
XProng Tou KIT.

MNa  mepawtépw  umootpln 1 mAnpodopiec  emwkowwvnote  pall pog  otn  SlevBuvon
Customerservice@agendia.com f; 6to tThA£dwvo +31 (0)20
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Zvotaon:

Onolodnnote coPapd cupuPav oXeTIKA He Tn Sokipaoia BluePrint FFPE mpémel va avadEPETaL OTOV KATAOKEVOOTH
KOl otnv opuodla apxn Tou Kpatoug péAoug. O kataokeuaothng Ba avadépel To cofapd MEPLOTOTIKO OTNV
oppodLa apxn tou Kpdtoug Méloug oto omoio Stapevel o xpriotng/ooBesvic.
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(CLIA) Motomouwntika Stamiotevong: Agendia, Inc.:
05D1089250
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