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1 MPOBAEMOMENH XPHXH / ZKONOX

O Mpoadloplopdg YOVISIAKNAG TPOYVWOTIKKAG UTIOYPAPrG KAPKIVOU Tou paoTou Prosigna®
ivat évag in vitro S1ayvwoTIKOG TPOGSIOPIOHOG, TIOU XPNOIUOTIOLE! TO TIPOPIA YOVISIAKNAG
€KPPAONG KUTTAPWVY TTOU MavVIWVTAl O 10TOUG TPOOoRERANUEVOUG amd Kapkivo Tou
HOOTOU YIa TNV EKTIUNON TOU KIVOUVOU QMOUAKPUOHEVNG UTIOTPOTING OF [ia aoBevr).
O mpoodloplopds HeTPAEL TO TIPOGIN YovISIaKAG ékppacnc e TN xprion RNA amd 10to
OYKOU HAOTOU HOVIHOTIOINUEVO O QOPUOAN Kal eyKAEIOPEVO ot mapagpivn (FFPE). Ta
Oedopéva yovIdlakng ékppaonc otaduiCovtal padi ge KAVIKEC UETABANTEG, €T0L WOTE
va mapaxBei o umoTuUTIoG (AUVAIKOU TUTTOU A, ALAIKOU TUTIOU B, HER2-£UmOUTIONEVOC 1
Bacikol TUmouL) Kal pia Babuoloyia mou UTOOEIKVUEL TNV TTIBAVOTNTA ATOPAKPUOUEVNG
UMOTPOTTNG TNG Vooou. O mpoodloplopds Slegdyetal oTo Tuotnua avéiuvong nCounter®
Je TN xpnon otol éykou pactol FFPE, pe mponyouuevn Sidyvwon Sinbntikou
KAPKIVWUATOG TOU HAoToU.

O MpooblopIopHOE YoVIBIAKAG TTPOYVWOTIKAG LTTOYPAPNG KAPKiVou Tou HaoTtou Prosigna
evdeikvuTal og aoBeveic ONAUKOU YEVoUuG e KApKivo TOU HaoTou TTou €xouv UmoBANOei
0€ paoTekToun 1 Bepareia Slatripnong Tou oTtrOouc G CUVEUACHO LE TOTIOTTEPIOXIKNA
QVTILETWTTION CUPPWVN HE TO TTPOTUTIO GPOVTIOAG, WG

a.  MpoyvwaoTikdg SEKTNG yia TN eMBiwon AVEL AMOUAKPUOUEVNG UTTOTPOTIAG
ota 10 €t O& HETEPUNVOTIAUCIOKES YUVAIKEG HE KAPKIVO TOU HaoToU BETIKOU
oppovikou urodoxéa (HR+), apvntikwv Aeppadévwy, otadiou | n Il yia
Bepareia Hovo e EMKOVPIKT EVOOKPIVIKY Bepareia, Katd Tn cUVEUAOTIKN
XPHoN HE AAMOUG KAIVIKOUG/TTABONOYOQVATOUIKOUG TTAPAYOVTEC.

B. MNpoyvwotikdg Selktng yia TV emBiwon Aveu amopaKpUOUEVNG UTIOTPOTING
ota 10 TN O& HETEPUNVOTIAUOIOKES YUVAIKEG HE KAPKIVO TOU HaoToU BETIKOU
oppovikou urtodoyéa (HR+), BeTikiv Aeppadévwy (1-3 BeTikoi Aeppadéveg
N 4 kal dvw Oetikol Aeppadéveg), otadiou Il iy A yia Oepaneia povo pe
EMKOUPIKY eVOOKPWVIKY Bepareia, katd Tn cuvSUACTIKY XPron HE AANOUG
KAIVIKOUG/TIABONOYOQVATOHIKOUG TTAPAYOVTEG,

2 NEPINAHYHTOY ZYXTHMATOZ AOKIMAZIQN

To Z0otnua avéluong nCounter TAPEXEL AUECES, TONUTIAEYEVES LETPNOELS TNG YOVISIOKNG
€KPPAONG HEOW YNPIaKDV evOEiEewy TNG OXETIKNAG agBoviag Twv petaypagwv mRNA,
xpnotormowvtag ta akdhouba Pripata: 1) uBpidomoinon tou RNA ot @Bopilovteg
QVIXVEUTEC QVa@OPAC KAl QVIXVEUTEG OUAMNUNG, 2) KABapon Twv CUMIMAOKWY OTOXOU/
QVIXVEUTH e TN xprjon Twv Prep Plates (MAakidia) nCounter Prep nCounter mou mepiéxouv
Ta anarrtoUpeva avtidpaotipla yia TNV eneéepyaoia Kal TNV akivntornoinon Hetd v
uBpidomoinon otn Cartridge (Guotyya) nCounter oto Prep Station (XtaBudg) nCounter
kat 3) avéhuon tng Cartridge (Ouotya) nCounter oto digital analyzer (Un@lakdg avaiutrc
nCounter yla TV mapoxr amoteAéopatog TG SokipaciagT. TOoo oL avixveuTéC SUMNYNG
000 Kal Ol QVIXVEUTEG QVaPOPAS TIEPIEXOLV OVAdIKEG aMnhouxieg avixveutri DNA yia
Vv uBpidomoinon kal kabapon Tou otdxou. Ot AVIXVEUTEC CUNNYNG Kal avagopds
ouvduadovtal pe Ta BETIKA Kat apvnTIKE LAKA eENEyXOL WOTe va oxnuatioouv To CodeSet.
O Prosigna petpdel Tautdxpova ta enimeda ékppaonc 50 yovidiwy mou xpnotpomnoouval
yia Tov alyépiBpo tagivéunong evoyevoug urotumou?, 8 yoviSiwy KUTTAPIKAG OIKOVORIAg
TIOU XPNOIOTTOIOUVTAL YIA TNV KAVOVIKOTIOINGN TOU OAHATOG, 6 BETIKWV UNKWV EAEYXOU
Kall 8 apVNTIKWY LKWV EAEYXOU OF pia Kal pévo avTtidpaon upidomoinong e QVIXVEUTEG
VOUKAEIVIKWV 0&£wV, ot omoiot éxouv oxedlaoTel el81KA yla autd Ta yovidia. 2To Kit Prosigna
niep\appdvetateniongéva Asiypa Avapopdg, Tou ArmoTEAETal amod in vitro HETAYPAHEVOUG
otéxouG RNA yia kdBe éva amo ta 58 yovidla. To Agiypa Avapopdc eréyxetal e kAaBe
maptida Setypdtwv RNA acBevouc, wg mpog Ta XapakTnEIoTIKA o PodtSlalouy yia Ty
avAAuon Kal TNV KAVOVIKOTIOINoN Tou OAaTog and KABe yovidio.

O Mpoodioplopodg Prosigna Sie€ayetal oe RNA amopovwpévo anod 10td Kapkivou Tou
paotou FFPE. Evag maBohoyoavatopog e6eTalel éva MAAKISIO XPWOHEVO HE AIATOEUAIVN
Kkat lwoivn (H&E) kat mpoodiopilet (emonuaiver) Tnv mepLoxr Tou SiNBNTIKOU KAPKIVWHATOS
TOU HaoToU TTou eival Katd\nAn yia tn dokipaocia. O maBohoyoavatopog emong HETPAEL
10 epuPaddv em@aveiag Tou Bykou, To omoio kaBopilel Tov aplBpd TwWV UnN XPWOUEVWY
makiSiwv mou amartovvtal yia T dokipacia, kal TNV KuTtapofpideia Tou dykou, €10l
WOTE va BlaoPANCEL TNV TTAPOUGHal EMAPKOUG KAPKIVIKOU 10ToU yia T Sokipaoia. Evag
EKTTAOEUPEVOC TEXVONOYOG EKTENE UAKPOEKTOWN TNG TIEQIOXIG OTA N XPwopéva mhakidia,
avTioToIKa HE TN ONUACHEVN €M@Avela OyKou OTO XPwouévo pe H&E mAakidlo kat
amopovivel To RNA amé tov 10Td. 3TN CUVEXELD, TO amopovwiévo RNA umodMetal oe
Sokipacia oto 2voTtnua avahuong nCounter mapéxovtag amoTeAéopata amd T Sokipaoia,
oupnepapBavopévou Tou evdoyevoug uroTumou, TG Babpoioyiag Tou Seiktn Kivduvou
unotpor¢ (ROR) kat Tng katnyoplag kivduvou.



2.1 Apxég Tou Tuotipatog avaluong nCounter

To Suotnua avaiuong nCounter ypnotuorolel Celyn avixveutwv eSIKWOV yia Ta yovidia
(Ewova 1) mou upidomolouvtal ameubeiag pe To deiyua mRNA oto Sidhupa, €aleipovtag
TIG eVULIKEC QVTIOPATELC TTOU UMOPEL VA TIPOKAAEGOUV AMOKANICEIC 0TA AMOTENEGUATA. STO
TIPWTO Bripa Tou MPocdloplopoy, ot avixveutég DNA uBpidomololvtal ameubeiag oe pia
nieptoyr) 70-100 Cevywv Bacewv tou Seiypatog RNA oe Siahupa. O avixveutng avapopds
anoteAeital anmd pia alMnlouxia avixveutwv 35-50 Baogwy mou elival CUPTANPWHATIKNA
Tou oToxou MRNA Kal pia povadikry alnlouxia - okeletd DNA mou uBpidoroleital
pe €€ tpnuata tou RNA, onpaocpéva e pia amd TG TEOOEPIG XPWOTIKEG POoPIoHOU:
KoOkkvn (R), kitptvn (Y), umhe (B) ry mpdoivn (G). Ta turipata Bopiopol Snuioupyouy évav
«XPWHATIKO KwSIKO» pOoPIopoU € BEoEWV/TECOAPWY XPWHATWY TTOU €ival HOVASIKOG
yla kABe 0TOX0. Evag EEXWPIOTOC QVIXVEUTAG CUANNYNG amoTEAETal armd ia aMnAouxia
QVIXVELTWV 35-50 BAocewv mou gival CURMANPWHATIKK Tou oTtdxou MRNA kat Blotivn, n
omoia XPNOIWOTIOIEITAl YIa TNV AKIVNTOTOINON O éva emMKaNuppévo e otpemtalidivn
makidlo.

Eikova 1: YBpidomnoinon CodeSet cto mRNA

AvixveuTég CUAANYNC & avagopdg

Metatnv uppidomnoinon, dAa ta Bripata kaBapong Tou SelyHaTog Eival AUTOUATOTTOINHEVA
oto Y1aBud Prep nCounter. Mpwta, agaipoluvtal ol TEPICOIOl AVIXVEUTEG CUMNPNG
Kal avagopd¢ (Eikova 2) pe Sladoxika Bripata SUMNPNG HayvNTIKWY oealpidiwy mou
akohouBouvTtal amd SECHEVON TWV CUPTAOKWY QVIXVEUTWV-OTOXOU O€ TUXaieg BEOEIG OTNV
emeavela Tc Guotyyag nCounter péow evog Seopol otpentaidivne-potivng (Eova 3).
TéNOC, T OUMMAOKA  QVIXVEUTWV/OTOXOU  euBuypappiCovtal Kal  akivnTomolouvTal
(Ewkdva 4) otn Guotyya nCounter.

Eiéva 2: Apaipeon mEPICOIWV AVIXVEUTWV avapopdg
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Eikova 3: Aéapeuon uBPISOTTOINPEVWV AVIXVEUTWVY aVAQOPAG GTNV EMPAVELX TNG PUGLYYAS

Eikéva 4: EuBuypdppion Kat akivntomoinon uBpiSomoinHEVWVY aVIXVEUTWY avagopag

O PERLE N D

Otav ohokhnpwbei n ene€epyaoia tou Seiypatog, n Guotyya Tonobeteital otov Wnelokod
avahuty nCounter yia cuhoyr Sedopévwyv. Kabe pdplo - otdxog evilapépovtog
avayvwpiletal amd Tov «XpWHATIKO KWSIKO» TIoU TTapayetal and ta €€l Slatetaypéva
otiypata @BoPIGHOU TTOU LTTAPXOUV GTOV QVTIGTOIXO QVIXVEUTH avagopdg. Ot avixveuTég
avapopdg otnv em@dvela TN UOIYYag KATAUETPWVTAL Kal TIIVOKOYPa@oUvTal yia Kabe
HépLo - 0TdXO Kat umoBailovTal og emedepyacia pe Tov aAyépiBpo (Eikdva 5).
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Eikéva 5: Zul\oyn SeSopévwv
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2.2  ApxéG Tou alyopiOuou Prosigna yia Tov uTToAOYIGHO TwV
AMOTEAECUATWV

H Sokipaoia Baociletal otov alyopilBpo tagivopnong 50 yovidiwv He apxikd ovopa
PAMS50? kat die€dyetal oto Yuotnua avdiuong nCounter pe tn xprion RNA e€aypévou
ano Selypata I0TWY KAPKIVOU TOU HAOTOU, LOVILOTIOINEVA OE OPUOAN KAl EYKAEICHEVA
oe mapaeivn (FFPE). O ahydpiBuog xpnowporolel éva mpogi\ ékppaong 50 yovidiwv
Yl va avTIoTOIK{O€EL TOV KAPKIVO TOU JaoTou o€ pia amd TECOEPIG HOPLOKEG KATNYOPIEC
1| evdoyevelc umotumous: AulikoU Tumou A, AUAIKoU TUmou B, HER2-gumhoutiopévog 1y
BaoikoUu tumou?. Ta mpwtdtuma TPOPIA YovISIaKAG €Kppaong (M., KEVTIPOEISES) TwV
TECCAPWV EVOOYEVWV LTIOTUTIWV €XOLV UTTORANDEL OE €K Véou ekudBnon oto XUoTnua
avahuong nCounter pe T xprion SelypaTwy KapKivou Tou paotol FFPE culeypéva amd
TIOMEC KAIVIKEC TOTTOBEGIEC 0TN Bopela Apepikr). Metd t Sie€aywyr| Tou mpocdloplopoU
oe éva Selypa dokipaoiag acbevolg, évag LTTOAOYIOTIKOG alyopiBuog pe Baon To
OUOXETIOHS TOU Pearson CUYKPIVEL TO KAVOVIKOTTOINUEVO TTIPOPIA kppaong 50 yovidiwv
Tou Selypatog Tou acBevolq pe Ta TPWTOTUTIA TIPOPIA EKPPAONG TWV TECOAPWY
evOoyeVWV UMOTUTIWY TOU KaPK{vou Tou HacTov. 210 Sefypa Tou acBevolq ekxwpeital o
UMOTUTTOC HE TOV LPNASTEPO CUOXETIOMS TOL Pearson.

O alyopiBuog otn ouvéxela avagépel Tn Rabuoloyia Tou deiktn umotpommg (ROR) o
KAipaka 0-100°, mou cuoyetiCetal pe v mBavdTNTa AMOUAKPUOUEVNG UTTOTPOTTAG
ota O€Ka €T YA UETEMUNVOTIAUCIOKEG YUVAIKEG HE KOPKIVO TOU HaoToU OeTikou
OpHoVIKOU urodoxéa kal mpwipou otadiov®. H avapopd mapéxel emiong tv katnyopia
KivOUvVou (xapnhog, peoaiog 1 uPnhég). H BabBuoloyia ROR umohoyietal pe tn xprion
OUVTENECTWV Ao éva PovTéro Cox Tou TEPINAUBAVEL TO OUCKETIOUO Tou Pearson evég
UTooUVOAOU 46 yoviSiwy amd ta 50 yovidla pe KABe Kevtpoeldég evioyevoUg UMOTUTIOU,
pia BaBporoyia moAammAACIaopoU Kal To XovOplkd péyeBog dykou. Ot HETABANTEG TNG
Sokipao({ag moMamactadovtal pe Toug avTioTOOUG CUVTEAEDTEG amd TO HovTéNo Cox
yla va mapaxOel n Babuoloyia, Tou 6T CLVEXELD TTPOCAPOLETAl OTNV KAilaka 0-100 pe
3a0n ToUG CUVTENEDTEG TTOL TTAPAyoVTaL Ao TNV EKTTAIGEUTIKN OEIPA SEYHATWY KAPKIVOU
TOU paoToUu FFPE. AvagépovTal emmiong ol Katnyopieg KIvEUVOU He BAoN TIG TIES ATTOKOTTAG
yla T Badporoyia ROR mou €xouv KaBopIoTel O ia KAWVIKT HEAETN EMTIKUPWONG.

3 TNAPEXOMENA ANTIAPAXZTHPIA KAI EZONMAIZMOZ

3.1 Emokoénnon tou Kit Prosigna

To kit Prosigna mepihappdvel avTiOpaoTrpla Tov EMAPKOUV yia TNV eneéepyacia 2, 3,4, 1
10 Setypdtwy acBevoug avahoya He To TIPoidv TNG TapayyeAas. Ma mAnpogopieg OxeTIKA
e Tnv mapayyehia, Seite mapakatw. To kit Prosigna mepiéxel éva CodeSet, éva cwAnvaplo
SelynaTtog avagpopdg yia KABe o€t Tou TepPIEXEL 2-10 SOKIMAO(EC Kal avalOla OTOIXE(Q,
TWV OToiWwV 0 CUVEUACHOG €xel HOKIMAOTEL WG TPOC TNV anmddoon mplv amd T O1dBeon
ToUG.

Kwd1kd¢ kataldyou

Ap1Bp6G SoKipaciwv TwAnvapia Astypdtwv Ava@opdg

OTO KIT mou meptAapBdavovtat
PROSIGNA-002 2 2
PROSIGNA-003 3 2
PROSIGNA-004 4 2
PROSIGNA-010 10 2

Tuviotdtal yla Xprion o€ cuvduacpod pe 1o Kit ekxUMong RNA amé FFPE tng
Veracyte (550100). To kit ekxUAiong RNA givat S1a0éo1po pévo péow tng Veracyte.



3.2 T[epiexdpeva tou Kit Prosigna yia Kit Prosigna 2, 3,4, 1 10

TEOT

Ap1Bpo¢ te0T

Kourti Prosigna CodeSet

CodeSet avagopdc Prosigna 1x65uL

1x65uL

1x65uL 1x65uL

ProbeSet cUMNYNG Prosigna| 1 x 70 pL

1x70 L

1x70 L 1x70 L

Aefypa avagopdg RNA Prosigna | 1x 30 pL

1x30uL

1x30uL 1x30uL

AUTOKOMNTO YPAUUWTOU

Kwdika CodeSet !

1 1

Kwbikog Stapdpewong
Sokipaoiag

Kouti M\akiSiwv Prep Prosigna

Makidla Prepl 1 |

Kourti Prosigna Cartridge

nCounter Cartridges | 1 |

Kouti makétou Prosigna Prep

Yrodoxgc nCounter 2tabuou
Prep

AUTOKOMNTO KAAUHHA
nCounter Cartridge

nCounter Brikec akpwv 2

nCounter PuBuioTiké SiéAupa

uBpidoroinone 1x580uL

1x580uL

1x580uL 1x580uL

EYKOTIEC OTIG OEIPEC CWANVapiwV
HETAgL 12 gpeatiuwv

Eykorég ota kamdakia
OwANvapiwy HETagy 12 gpeatiwv

MNepiexopeva mepypa®ng

Prosigna CodeSet
CodeSet avagopdc Prosigna

ProbeSet cUMNYNG Prosigna

Aeiypa Avagopdg RNA Prosigna
AUTOKOMNTO YpappwTou kwdika CodeSet
Kwdikog Siapodpewong dokipaciag
MAakidia Prep Prosigna

M\akidla Prep

Prosigna Cartridges

nCounter Cartridge(s)

Makéto Prep Prosigna

nCounter PuBuiotiké Sidhupa uppidomoinong

Eykomég 0TIC Oe1pég cwAnvapiwv PeTedl 12 ppeatiwv
EyKoTiég 0Ta Kamakia ocwAnvapiwv HETAgL 12 @peatiuv

YupBouég nCounter Ytabuou Prep
AuTokOMNTO KAAUppa nCounter Cartridge
nCounter Oke¢ Gkpwv

pubuIoTIKS SidAupa, vOUKAEIKA o&éa e
XOWOTIKES pBOPIOLOU

pubuIoTIKS SidAupa, voukAgikd oééa
puUBLIOTIKG SidAupa, voUKAEIKA o&éa
QuTOKGAMNTO PUAO

K4pTa LUE QUTOKOMNTO

UEpIIapapayvnTIKG opaipisia, pUBHIOTIKG
SidAuua, dhata, ohyovoukAeotidia, opaipidia
moAuaTupeviou mmou miepiéxouy pBopilouoes
XPWOTIKEG OUOIEG

Selyua cartridge(s)

pubLIoTIKS SidAupa, dAata

TIAQOTIKEG AwPIBEG

7AQOTIKG KarTdkia

2 pdepia pe 90 uutes + 6 Siatpntripes nCounter
KOAMNTIKES peuBodveg

uToSoxXEC AKpwVY 6 PPEATIWY

4 TMPOEIAOMOIHZEIZ KAl MIPO®YAAZEIX

1. Tian Vitro SlayvwoTikr xprion.
2. O mpoodloplopdg  autdg  Tpoopiletal va  eKTEAElTal amd  XEIPIOTEG
EKTIQAIOEUPEVOUG  OE  TEXVIKEG  HOplakAG  Bloloyiag  upniov

TIOAUTIAOKOTNTAG, E BA0N TOUC TOTIKOUG KAVOVIOHOUG,

Babuov

3. Mnv avakateVeTe Ta EMUEPOUG OTOIKEID TwV KIT HETAEY SOPOPETIKWV

napti®wv Prosigna. H Aertoupyia e§aopahiletat Hovo yia TiG mapTideg Twv KIt
Prosigna mou mapéyovtal, Kabwe £X0UV KATAOKEVAOTE! e AVANOYEG IOIOTNTEC.
Ta avtiépacTripla TTOU EVATTOUEVOLV eV TIPETTEL VAL ETTAVAXPNOIHOTIOI0UVTAL

AVTILETWTTIOTE TUXOV QVTIOPACELG HE TIPOCAPUOYH TWV XPOVWV 1| Twv

Eival onpavtikd va dlatnpeital n akepadtnta ¢ aAuoidag Selypdtwy
uné eUAaEN (10téG oG RNA kat RNA mpog mpoadloplopd), €101 WOTE va
StaopahiCeTal 0Tt To avayvwploTKO Selypatog acBevolg cuoxeTiCetal pe To

H aduvapia eUAaENG Twv avTIdPACTNPIWY 0TI CUVONRKEG TTOU avapépovTal
OTNV ETIKETA UIMOPE( va EMNPEACEL apvNTIKA TNV amdSoon Tou TPOcOI0PIoHOU.
Dopdte MAvTa yavTia Katd 1o Xelplopd avtidpaotnpiwv kat Selyudtwy.

4.

otov Mpoadloptopd Prosigna.
5.

Beppuokpaciwv vPBptdormoinong.
6.

OWOTO ANMOTEAECHa SoKIpaoia,
7.
8.
9.

Amogelyete TN pohluvon PiBovoukiedong (RNase), n omoia pmopel va
EMTNPEACEL APVNTIKA TNV TIOIOTNTA TWV ATTOTEAEOUATWV.
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10. ‘ONa ta Blohoyika OelypaTa Kal UNKA TIPETIEL VA UQICTAVTAL TN HETAXE(PION TTOU
Ba gixav eav UTNPXE TO EVOEXOUEVO HETAS00NE LOAUCHATIKWY TIApayoOvVTwy
Kal TTREMEL VA amoppINmTovVTal HE TIG KATAMNAEG TTPOPUAAEEIC CUUPWVA HE
TOUG OHOOTIOVAIAKOUC, TIONTEIAKOUG KAl TOTTIKOUE KAVOVIOUOUG,

11. Mnv eKTEAE(TE TIOTE QVapPEOPNON HE TO OTOUA.

12. ATIOQEUYETE TNV EMAQT TwV AVTIOPACTNEIWY HE TA UATIA, TO S€PHa Kal TOUG
BAevvoydvoug UHEVEG.

13. XPNOILOTIOIETE TIC BENTIOTEG €£0YAOTNPIAKESG HOPIOKEG TIPOKTIKEG TTPOG
amo@uyr S1acTAUPOUHEVNG LOALVONG HETAEY TwV SetyudTwy SoKIpaoiag f e
OTOXOUG VOUKAEIVIKOU 0EE0C UPNANG CUYKEVTPWONG (OUVBETIKA 1} EVIOXUHEVA
e PCR), OOTE va pnv eMnpeaoTel apvnTIKA N TOIOTNTA TWV ATTOTEAEOUATWV.

14. Metd v eneepyacia, mOAD xapnAd enimeda alibiou tou vatpiou (<0,1%)
nieptéxovtal ota MAakidia Prep Prosigna kat otig Ouolyyec nCounter kat
OLVIOTATAL N XPEHON TAACTIKWV (OXI LETAMIKWV) UTToSOoXWV amoBARTwY yia
v andppry Touc. Mapdro mou eival efalpetiké ami@avo yla to Prosigna,
n ouvoowpeuon alidiou Tou vatpiou Oe PETANA Elval YWWOTO OTI AMOTEAE!
Kivouvo ékpnéne.

15. Mmopeite va PBpeite MPOOBETEC TANPOPOPIEC OXETIKA HE TNV amdppihn
OUYKEKPIUEVWY OpYyAvwv OTO Eyxelpidlo xpriong Tou JUCTAMATOS avAAUoNG
nCounter kal 0To Eyxelpidlo o¢pPiq yia 1o STabuo Prep kai tov Wneiakd avalutr).

16. Mmopeite va Ppeite MANPoPopieG OXeTIKA He Ta OeAtia OGedopévwv
aopaheiag VMKWV yia 1o CodeSet avagopdg, to ProbeSet cUMNYNG To
PuBuioTiko didhupa uBpidormoinong kat ta Makidia Prep otn Slevbuvon
Www.prosigna.com.

17. ONa 1a emPAary LAKA TIpémel va  amoppimtovial cUM@WvVa HE TIG
KATELBLVTIPIEC 0ONYIEC TOU 1ISPUHATOC 0aC yia TNV amoppwpn empBAapwv
AmoPBARTWV.

18. Av kamolo CodeSet Sev éxel xpnotpomolnBel, TPETel va amoppinTeTal.

19. Edv pia katnyopia peyéBoug dykou aoBevoug eloayxBel 0To Aoylopiko AaBog,
n Rabuoroyia ROR kat n ta&ivéunon Twv KivOUVwY UMOPEl va EMNEEACTE
apvnTIKé (mx. petatomopévn Babpoloyia ROR ry/kat eapalpévn tagivopunon).

20. Av n kataotaon Aeppadévwy piag acBevoug eloaxBel 0to Aoyiopikd Aabog,
Ta anotedéopata tng Sokipaciag TG aoBevoug pmopel va avagepBouv
AAB0C (1m.x. E0paAUEVN TAgIVOUNON KIVEUVWV).

21. Mnv xpnotpormoleite RNA avemapkoUg moldtntag r moodtntag oute defypata
OYKOU HE QVETIAPKEG epBadov em@aveiag oykou 1y kuttapoPpifeia otov
Mpoodiopiopd Prosigna. O Mpoodlopiopdg Prosigna pmopei va pnv pmopei va
SWOEL éyKUPO amoTéENECHA Kal Ba avapépel anotuyia mpocdIopIouoU.

FENIKA ZHTHMATA ZXETIKA ME TON
MPOZAIOPIZMO

1. O mpoobloplopog mpoopiletal yia xprion pHovo oe Selypata Kapkivou Tou
HaOTOU HOVIHOTIOINKEVA O POPUOAN Kal eyKAElOpéva o€ Tiapapivn (FFPE)
amd XEPOUPYIKY) EKTOUR. Agv TTPooPICETal yIa XPrion OE VWO, KATEPUYUEVO
1016 1] 10TO Kapkivou mou Oev TPOEPXETAL Ao TO HACTO.

2. TNa ™ Sie€aywyr) Tou mPOodIoPIoHOU, amalteital To XovEpIKO péyebog Tou
TIPWTOYEVOUG OYKOU Kal N Katdotaon Aeppadévwy piag acbevouc.

3. XPNOWWOTOIEITE  AMOOTEPWUEVA  QVOADOIMA  PUYXN  HIKPOTIITETAG
TIPOC  amo@UYH  HIKPOPIOKAG HOALVONG KAl HOAUVONG VOUKAEGONG Twv
avTidpaotnpiwy f Twv SelyUdTwy Katd TNy enegepyaoia.

4. Alatnpeite ta anopovwpéva Oeiypata RNA oe vypd mayo, otav dev ta

XElp{CeOTe ekelvn TN OTIYUN.

Amaitouvtal Babpovounuéva BepUOPETEA YIa Ta CUYKPOTHHATA BEPHAVONG,

6. Mnv XPNOILOTIOIEITE EMUEPOUG OTOIKEID TwV KIT TTou Ttapouatdlouy PAARN
KaTd TNV AeIER Touc.

7. Juviotatal N avantuén KAIVIKOV OTOIKEIWY ENEYXOU (TLY. yia TNV Katnyopia
KIvOUVWY) Kal n Xprion Toug amd Ta EPYAOTHPIA TTOU  XPNOIUOTOIOUV
Tov Mpoodioplopd Prosigna, €tol wote va SlaogaliCetal n akpifela
TWV AMOTEAECHATWY OTNV TTAPOS0 TOU XPOVOU WG THAHA TWV TUTIKWDV
£0YA0TNPLAKWY SIASIKACIOV TIOIOTIKOU EAEYXOU.

S

Ene€epyacia 1otou

1.

H aduvapia 0pOr¢ agaipeonc Tou  mEPIPBAMNOVIOC HN  KAPKIVIKOU/
(PUOIONOYIKOU 10TOU [E HAKPOEKTOWN KATA TNV £ME€EQYATia TOL I0TOV UTMOpPEL
va 08NYAOEl O UTIOEKTIUNON TOU KIVOUVOU AdYw avapopds OTov 1aTpd
XapnAotepnc Babuoroyiac ROR.

H aduvapia opBr¢ agaipeong avBpwmvou yevwuikol DNA katd tnv
amopdvwon tou RNA propei va 0dnyroel o€ uPnAOTEPO TTOCOOTO ATTOTUXIAG
AOYW  XOHNAOTEPOL  OAUATOC TIPOCSIOPIOHOY 1 O  UTIEPEKTIUNON TOU
KivOUVoU AOyw avapopdag oTov 1aTpo uPnAoTtepng Babuohoyiag ROR.

ONEC Ol N XPWOHEVEG TOUEG LOTOU TIPEMEL va ToroPeTolvTal O OeTIKA
(POPTIOHEVEC TINAKEG UIKPOOKOTHOU TTPOG Qmmo@uyr) amdomaong Katd tnv
ene&epyaoia Tou (0ToU.

Ma Sefypata mou amartouv MoAA mAakidia, oha ta miakidia mpémnel va
unoarovtal og eneepyacia Tautdxpova.

O1 TopEG 1oToU o€ MAakiSla evdéxeTal va uroRabuioToly, av @uiaxBouv yia
ShoTNHA PEYOAUTEPO amd 9 UAVES O a@UOATWHEVO TTEPIBAANOV.

Mpo¢ amoeuyry HoOALVONG, TIPETIEL va avTIKaBIoTATe To SlaAupa epyaciag
YAUKEPOANG 3% Ké&Be eBSouada 1y edv To SIAAUHA Yivel BOAS.



7. ANGETE Ta TEpLEXOHEVA TTAUONG TTPWTOU D-AILOVEVIOU PETA TNV eneéepyacia
4 oelpwv MaKISiwy Kal Ta MePIEXOUEVA Tou TPURAoU xpwong AlBavoing
(EtOH) kat Seutepou D-Alpovéviou Petd Ty emeéepyacia 8 oelpwv MAakISiwv
TIPOC amo@uyr} UTTORABUIONE TNG TTOIGTNTAG TOU 10TOU.

8. [lpoogxete OTAV KAVETE TO TEPyPAUPA TNG TEPLOXAG TOU OYKOU OTO
UN XPWOUEVO TAGKISIO Kal OTAV AQAIPETE PN KAPKIVIKO 10TO, WOTE va
Slao@aNoETe OTL 0 10TEG OYKOU elval dBIKTOC.

9. XelpiCeoTe Ta ayUNPA EPYOAEIQ E TIPOTOXT KATA TN HOKPOEKTOUN.

10. Xpnotdomoleite véa EuploTikry Aemida yia k&Be Selypa 10Tol mou umoBANeTal
oe eneepyaoia.

11. Ot véeg mapTideC Twv KIT amopovwong RNA mpémel va eAéyxovTal wg mpog TiG
TPOSIAYPAPES TWV KIT AMOPOVWOoNG, WOTE Ol VEEC TTAPTIOEC Twv KIT va glval
KATAMNAEC yia Sokipaoieg aoBevwy (yia Aerrtopépeleg, PA. evotnta 11.5).

5.2 Ae§aywyn tou ipocdlopiopot Prosigna

1. BePawbdeite 611 10 XovdpIKd péyeBOC Tou TPWTOYEVOUG dyKou TNG acOevoug
€xel eloayBel owoTd 0TO AOYIOHIKO.

2. BePawbeite 611 n katdotaon Aeppadévwv Tng acBevoug éxel el0axOei owotd
OTO AOYIOUIKO.

3. EmahnBelote o1t To ouykpdTa Béppavong pe Bepuaivopevo Kaméki mou
anattetal yla Ty uppidomnoinon minpol Tig mpodlaypaéc Kat Babuovopeital
TAKTIKA.

4. XpNOILOTIOIE(TE POVO TA AVOAWOIHA TIOU 0ag €XOUV TTAPAoyeDEel e TO KIT
Prosigna. Exouv oxedlaoTel €l8IKE WOTE va AelToupyoly He To 2Tabuo Prep
nCounter kat Tov Wnelakd avaiutr) nCounter.

5. Av 10 pubuloTkd Sldhupa  uRpidomoinong GUAACCOTaV  OE  XAUNAEG
Beppokpaocieg kal mapatneroete kabilnon, Bepudvete Ta cwAnvApIa OTOUG
37°C péxpt va SlahuBolv Ta dhata.

6. Mnv QVaKATEVETE 1| UETAPEPETE E TIMETA TA OTOIKE(D TOU TTPOGAIOPIOHOU
yla va avapixBovv, kabwe pmopel va mpokAnbei BAGRN ota avtidpaotrpla. H
avauién TEETEL va TTPAYLOTOTTOLETAL HE TITETA.

7. Mnv @uyokevipiete 10 CodeSet ava@opdc e TaxUTNTA HEYANUTEPN
and 3.000 x g ywa Sidotnua peyaAutepo amd 10 Seutepdienta. Mnv
XPNOILOTIOIEITE TNV EMAOYT «TTAALOU» yla TN QUYOKEVTPION. Mmopel va
TIPOKANBEl kaBiCnon tou CodeSet.

8. Alatnpeite Tic avTidpdAoelc uRpidomoinong oToug 65°C péxpL va glval ETOIHES
Yla HETAPOPA OTO XTaBud Prep. Av To ouyKpOTNUa B€puavong puBUIOTEL yia
katamtwon otoug 4°C 1) TormoBetnBouv deiypata otov Tayo oTo TENOG TNG
uBpidomoinong, umopel va mpokAnBel Slaotaupoupevn vBpidomoinon Kat
mmBavig uToRABHION TWV ATTOTEAEGUATWY TOU TIPOOSIOPICHOU.

9. H aduvapia TOMOBETNONG TwWV CEPWV CwANvapiwv otoug 65°C péoa
oe 15 Aemtd and TV mPooBrkn Tou ProbeSet cUMNYNG pmopel va
mpokaléoel Slaotaupoupevn uBpidomoinon kal mbavwg unmoR&duion Twv
QAMOTEAEOUATWY TOU TTPOCOIOPIOHOU.

10. H aduvapia ekkivnong tng enefepyaciaq oto >tabud Prep péoa ot
15 Aemtd and v agaipeon Twv Seypdtwy and toug 65°C, pmopel va
mpokaléoel Slaotaupoupevn uBpidomoinon kal mbavwg unmoR&duion Twv
QAMOTEAEOUATWY TOU TTPOCOIOPIOHOU.

11. BeBaiwBeite 6TI Ta MHOUATA TNG OEIPAG CWANVAPIWY Elval Gepaylouéva Tpv
Vv uBPISOTOINCN OTO CUYKPATNHA BEPHAVONG TIPOG ATTOPLYT EEATHIONG KAl
OAVAGS UTTORABUIONG TWVY ATTOTEAECUATWY TOU TTPOGSIOPICHOU.

6 TNMAHPO®OPIEXZ ZXETIKA ME THN EKMNAIAEYZH

O mPocSIopIoPOG AUTOG TTPOOPICETal VA EKTENEITAl QMO ETAYYENUATIEG  XEIPIOTEC,
EKTTAISEVUHEVOUC OF TEXVIKEG LOPLaKNG BloAoyiag uhniol BaBpou moAurmokdTnTag, pe Baon
TOUC TOTTIKOUG KAVOVIOHOUC. ETTIKOIVWVHAOTE e TNV Veracyte yia MANpogopies OXETIKA e TNV
ekmaideuon mou apopd 10IKA TV eKTEAEON Tou Mpoadloplopol Prosigna.

7  XEIPIZMOZ ANNOBAHTQN

Avatpé€te oTo Eyxelpidlo xpriong Tou XuoTripatog avaluong nCounter yia AeMTOUEPELES
OXETIKA pE TN Slaxelplon Twv amoPAiTwy and ta avtidpaoTripla Kal Ta dépyava mou
xpnotgonolouvtal og epappoyee IVD.

AvaTpEETe OTIC 0SNYIES XPrONG TOU EMAEYEVOU KIT ekxUAMONG RNA yia T Slayeipion twv
amoPAATWV Kal AETITOUEPELEG EIOIKA yia Ta avTidpacTripla ekxUAoNG RNA.

8  OYAAZH KAI XEIPIZMOZ (ANTIAPAXTHPIA)

H nuepopnvia AjENG yla dAa Ta GTOIKEIR TOU KIT TOU TPOCOIOPIOHOU AVAPEPETAl OTNV
ETIKETA YPAUHWTOU KwdIKOU TTou Tapéxetal pe To kouti CodeSet, kaBw¢ kat otnv
€CWTEPIKT) OHavVon Tou KouTIoU yia OAa Ta oTolxela Prosigna.

Ta otoixeia Tou koutioU Prosigna CodeSet (CodeSet avagopdc Prosigna,
ProbeSet cUMNYNG Prosigna kat Agiypa Avagopds RNA Prosigna) mpénel va
pLAdooovTal 0Toug -80°C Kal KETw.
O1 Ouolyyeg Cartridges (Ouotyyec) nCounter mpEnel va UAGCoOVTAL OTOUG I
KATW amo Toug -20°C.
Ta Prep plates (M\akidia Prep) nCounter mpémel va QUAGOCOVTAl OTOUG
4°C (2-8°Q).
Ta oTolkeia Tou Prep Pack (Makétou Prep) nCounter mpémel va uAdocovTal
o€ Beppokpaoia dwartiov 15°C-25°C.
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10.1

10.2

OPTANA MOY ANAITOYNTAITIA TO PROSIGNA

Yvotnua avahuong  nCounter  (Kwdikodg  katahdyou  NCT-SYST-DX)
(mephapPdvel kal Ta SVo TapakATwW Gpyava)
o Ytabuocg Prep nCounter 5s
(Kwdikdg katahdyou NCT-PREP-STATION-FLEX)
o Wnoakog avalutric nCounter 55
(Kwdikdg katahdyou NCT-DIGITAL-ANALYZER-FLEX)
Ma mpoOoBeTeC MANPOPOPIEC, avaTpélTte 0To Eyxelpidlo xpriong Tou JUoTAPATOq
avahuong nCounter.

ANTIAPAZTHPIA KAI EZONAIZMOZ NOY
ANAITOYNTAI AAAA AEN NMAPEXONTAI

YAIKa

1. Kt amopévwong RNA amd FFPE (BN Evétnta 11.5 yia Ti¢ amaitioelg Twv KIT

AMOPOVWONG, €4V SEV XPNOIUOTIOLETE TO TO KIT eKXUANIONG RNA amd FFPE tng

Veracyte mou mwAeftal péow tnG Veracyte)

Alpato&ulivn kat lwotvn (H&E)

OETIKA POPTIOUEVEG UANVEG TTANAKEG UIKOOOKOTTIOU

KaBapioTikog mapdyovtag D-Alpovéviou (I0TOAOYIKAG TToIOTNTAG)

100% ABavorn (Amoiutn), mowdtntag ACS r 10oduvapng (Oxt Katw

amnd 99,5%)

AUKEPOAN, TTOIOTNTAG HOPIAKAG Blohoylag

Nepo xwpic VOuKAEADN, ToldTNTAG HoPLaKnG Blohoyiac*

100% (oompomavorn*

9. Kwvikd owinvapto 50 mL

10. ZUPIOTIKEG AETTIOEG () AVOAWOIUA VUOTEPLQ)

11, AVOAWOIUEG NETTIOEC IKPOTOHOU

12. ZwAnvapla  MIKPo@UYOKEVTPIONG  Xwp(¢  PiBovoukhedon  avTiKOANTIKA
1,50 1,7 mL

13. PUyxn HiKpommétag xwpig PiBovoukAedon pe @paypd agpoAUpdTwy

*YNKA ToU anmaitobvTal aANa Sev TapéxovTal yla Ty ekxUNon RNA HE Tn xprion Tou KT ekxuMong RNA

ano FFPE g Veracyte.

vk wn

© N O

ESomAiopog

1. Mikpotopog

2. Ydatdloutpo (40°C)

3. Oepuavtrpag makidiwv (45°C)

4. YT0TW OTEYVWHATOC TTAAKAS HIKPOOKOTTOU

5. Mikpomméteg, 2 L, 20 pl, 200 pL kat 1000 pL

6. MWI-QUYOKEVTPWTAG HE POTOPa OEPAC owAnvapiwv 0,2 mL Kkal Tumikd

pOTOPa CWANVAPIWV HIKPOPUYOKEVTPWTA 1,5/2,0 mL

7. Tumikog emtpamédlog MIKPO-QUYOKEVTPWTAG HE pOTopa oTabeprc ywviag,
KATAMNAOG Yl CwANVApLa GuyokEvToIong 1,5 mL

8. OpBoywvia vdhva TPURANa XpWwong He KaAOppata (Katd mpooéyylon
EOWTEPIKEG SIAOTACELC 3,6 X 2,8 X 24" (91 X 71 X 60 mm)), N amaitovpevn
noootnTa gfvat 3

9. Itatw makibiwv (cuykpatel éwg déka uahiva mhakidla 3"x 1”(75 X 25 mm))

10. =npo CLYKPOTNHA B€ppavong, oTAoIo*

11. Emrpamédiog avadeuTrpag yia OwAnvAapla pKPOQUYOKEVTPIONG

12. AlaPaBpiopévog KUMVOPOC (mpoTelvopevo péyeboc: 100-250 mL)

13. Behdva ektopng pe mhaotiki AaBni 1 AaBida kahumtpidag (ywviddng, pn
miplovwn)

14. BaBpovounuéva BepuopeTpa (mou KaAurtouy To eUpog amd 55°C éwg 80°C)

15. OACHATOPWTOUETPO HIKpo-Oykou UV/Vis (BA. mpodiaypa@ég mapakdatw)

16. SuykpoTnua Bépuavong pe Bepuaivopevo kamakl (BA. mpodlaypagég
TIAPOKATW)

17. QUYOKEVTPWTAG HE TPOOOPHOYED  HIKPOTAGKAC (BN, TIpodIaypa@Eg
TIAPOKATW)

18. Aoyeio tumou Coplin

* ECOmMNIoPOG TTou amaiTeital yia tnv ekxVAon RNA pe To Kit ekxUAong RNA amd FFPE g Veracyte.

10.3 Mpodiaypagéc e§omAiouoU

Mivakag 1: QacpaToQwTOHETPO HIKPo-6ykou UV/Vis A poug @AcpaTo g yia ToGoTIKOToiNGn
VOUKAEIVIKWOV 0§€wv

XapaktnpIoTiKo oxediaong Mpodiaypagég

EUpog Oykou OeiypaTog 1-2 L

Mrikog Stadpoprg 1 mm

EUpoG prikoug KUPaTog 260-280 nm

0pBETNTA 1 GRANIA UrKOUG KUUATOG +1nm

Gaopatikr avéiuon 1 evpog {wvng Mikpdtepn and ry {on pe 4 nm
Akpifeia armoppdenong i Tuxaio wTopeTpkd | 0,003 (Sradpopry T mm)
GpANUa

Oplo avixvevong 5ng/uL RNA

Méylotn ouykévipwon > 1000 ng/pL RNA




Mivakag 2: DAcUATOPWTOHETPO PwTOS1080v MiIKpooykou UV/Vis yia mocotikomoinon
VOUKAEIVIKWV 0E€wvV

Av n Sladikaoia avaokdnong 10Tou Sel€el 0TI TO UMAOK OYKOU EXEL AVETTAPKT
em@Avela OYKOU 1] QVenapkr] KuttapoPpiBeia dykou, TOTE TPEMEL va
alohoynBel éva SlaQoPETIKO UIMAOK Ao Tov (810 OyKo. Av SV UTIAPXOLV ITTAOK
FFPE pe emapkr) KapKIVIKO 10TO, Oev TIPETIEL VA eKTEAEDTEL O PpoadIopIopdg
Prosigna. Exete umoyn OTt yia OyKoug pe eURadovV eM@aveiag LIKPOTEPO amd
20 mm?, eival mBavoTtepo va pnv mAnpouvtal ol anaitioelg 1065ou RNA.

Mivakag 5: ZuVICTWHEVES amaiTr ol MAaKISiwv pe Baon to eppadov emeaveiog Tov Gykou

XapaktnpIoTIKO axediaong Mpodiaypapég

EVpog Oykou Oeiypatog 1-2 uL

Mrikoc Siadbpoprc 0,5 mm

EUpog prikoug kipatog 260 kat 280 nm

Gaopatikr avéiuon Mikpdtepn ano 1 ion pe 8 nm
OpBdtnTa anoppoenong 3% (ota 1,05 Abs ota 260 nm)
Opto avixveuong 4 ng/uL RNA

Méylotn ouykévtpwon > 1000 ng/puL RNA

Mivakag 3: Suykpotnpa B€ppavong pe Beppaivopevo Kamdki yia uBpidonoinon mpocdioplopol

XapaktnpIoTIKO axediaong

Mpodiaypapéc

MetpnBév epPadov em@aveiag 6yKou aTo Xpwopévo pe HE ApPIBNOG UN XPWOHEVWVY
mAakidio (mm?) mAakiSiwv

4-19 6

20-99 3

> 100 1

>xedlaon ouykpOTANATOG
B¢puavong

Mpémel va gival Kat@AnAo yia 12 x 0,2 mL onUACUEVES OEIPEG
OWANVAPIWY KAVOVIKOU TIPOPIA TIOU TTAPEXOVTAL WG TUrHA TOU
Makétou Prep nCounter.

° Ta ouykpotripata Bépuavong mou éxouv OxeSIaoTEl yia
owhnvdpla xaunhou TPoeA (LP) kat ugniol mpo@ik
(HP) Sev eival oupRatd (emiong avagépovial wg «Taxeion
OLYKPOTAHATA YIa BEPHOKUKAWON)

Ta ouykpotipata Oéppavong mou €xouv oxedlaoTel yia
GMouG TUTTOUG  owAnvapiwv  (my. owAnvépa 0,1 mlL,
owhnvapla 1,5 mL) Sev eivar cupBata

Mpénetva mpoypappartiCetat yia Slatrypnon oe Bepuokpacia 65°C
Mpénel va dlatnpei Tn Beppokpacia amd +1°C éwg 65°C

>xedlaon Beppavopevou
Kamakiov

Eival amodextd ta kamakia 0Tabepou r LETABANTOU UPoUG
To kaméki mpémel va mpoypappatiCetat otoug 70°C

Mivakag 4: QuYOKEVTPWTNG HE POPEA HIKPOTTAGKWYV Yid TNV TEPIoTPo@r Twv MAakidiwv Prep

nCounter
Xapaktnpiotiko oxediaong | Mpodiaypagpéc
Tax0TnTa QUOYOKEVTPIONG Touhdxiotov 2000 X g

Potopeg

4 x 750 mL pOTOPEG TIEPIOTPEPOUEVOU KASOU LE POPEIC IKPOTIANAKWV
(r{ loodUvapo) yia UIKPOTAGKEG TUMTOU SBS 96 (ppeatiuwv

Tpdmol \erroupyiag

Tpdmol emtdyuvong/emPBpaduvong

11 XZYAAOIH KAI ENME=ZEPTAZIA AEIFTMATQN

11.1 Avaokomnon amatioewv Kat maboloyiag Selypdtwy 16Tov

1.

O Mpocdloplopds YOVISIOKAG TIPOYVWOTIKAG  UTTOYPAPRG KAPKiVOU Tou
HaoTov Prosigna mpénet va dieayetal oe Sefypa 10ToU e KapkKivo Tou pactou
OeTIKOU OPHOVIKOU UTTOSOXEA OVILOTIOINUEVO OE POPHONN KAl EYKAEIOHEVO
oe mapapivn (FFPE) ou éxel emmiéov kaBoploTel amd maboAoyoavaTouo wg
€vag amd Toug akdAouBouG TUTTOUG SINBNTIKOU KAPKIVIWUATOE TOU AOTOU:
a.  AinBntikd mopoyeVES Kapkivwpa
B. AinBNnTikO evdolofiakd kapkivwua
Y. AINBNTIKO KapKivwHa HE TTOPOYEVH Kal EVOOAOBIOKA XOPAKTNPIOTIKA
(«kapKiVWHA JIKTOU TUTTOU»)
6. Mn edikov turmou (NST) ry un kaBopildpevo aliwg (NOS)
‘Evag maboloyoavatopog mpénel va emAEEEl TO UImAoK dykou FFPE pe tn
HeYaAUTEPN €M@Aavela (wTIKoU AiNBNTIKOU KAPKIVWUATOS TOU HaoTtou yia
autr) T dokipacia.
H Sokipacia amaitel TopéG 1IGTOU O Un xpwouéva makidia yia enegepyacia
Kal avtioTolXo, Xpwopévo e H&E makidlo amd to umhok dykou FFPE.
JLVIOTATAL Ol TOMEG 10ToU yla TNV emegepyacia Tou MEOGdIopIoHoU va
KéBovTal mapake(peva oty Tour 10ToU yia TN xpwon ue H&E, €Tt WoTe va
StaogahiCeTal Ot n emPAavela TOL OYKOU OTO XPWOHEVo pe H&E miakidio eival
QVTIMTPOOWTEVTIKY Tou eUBadol emM@aveiag Tou OYKOU OTa UN XPWOHEVa
makidia.
‘Evag maBohoyoavatopog mEEMel va KUKAWOEL TNV TEPLOXT (WTIKOU SINBNTIKOU
KAPKIVOUATOG TOU Haotow oto mhakidlo H&E, e€aipwvtag Tov mepiBéAovta
HN KAPKIVIKO 10TO.
‘Evag maboloyoavatopog 1y eKMAOEUPEVOC TEXVIKOG TOU EQYAOTNPIOU TTPETTEL
VAl EKTIAOEL TNV KUTTapoRpiBeia kat To euBaddv emeaveiag Tou dyKou evidg
NG KUKAWUEVNG TTEPLOXNG TOU XpwOopévou pe H&E mhakidiou.
a. To TMooooTO KUTTaPOPPIBEIaG Tou GYKOU OTO XPWOpEVO pe H&E
mAakidlo mpénel va gival = 10%
B. H KuKAwUEVN TIEPIOK EMPAVEING OYKOU OTO XPWOWEVO We H&E
mAakidlo mpémel va gival = 4 mm?
*EXETE LUTTOYN OTL TO TTOOOOTO KUTTAPORPIOEIOG TOU BYKOU avaEpETal
0TO TOOOOTO TWV BIDCIUWY KAPKIVIKWV KUTTAPWY EVTOE TNG KUKAWHEVNG
TIEPIOXNG OYKOU.
> UVIOTATAL OUVONKO €UBaddV m@aveiag OyKou HeyaAUTeEPo and 100 mm?
w¢ mpoundéPeon yia tn Sokipacia. YTov mapakdTw Tivaka mapatifetal
0 apBudS Twv ouvioTwHEVWY TAAKISIwY HE Baon To peTPnBév euPaddv
EM@PAVEIQG OYKOU 0TO XpwOEVo e H&E mhakidlo.

2025-06 LB-0034-04

11.2 XuAloyn Kat @UAan detypdtwv

1.

Ol mapakdtw epyaoieg pmopolv va Ole€axBovv oUUPWVA HE TIG TUTTIKEG
Sl1adIKao{eC XElPIOPOU ToU €pyacTnp{ou: CUAOYH 10TOU Kal HOVIHOTIONoT
TOU O€ POPHOAN, XEIPIOWOG KAl UAAEN UIMAOK Oykou FFPE kal amooToAr 1oToU
FFPE névw oe makidio.

Ot Topég 1otoU FFPE mou €ival TtomoBetnpéveg o€ TAAKIOIO TTPEMEL val
PLAACOOVTAL GUPPWVA HE TIG TUTTIKEG SLABIKAOIEG XEIPIOHOU TOU £pyacTnpiou.
Av n puNa&n TpoopileTal yia peyaAUTePa Xpovikd dlaotripata (> 30 NuéPEQ),
Ta mAaKiSIa TTREMEL va pUAACCOVTAL O APUOATWHEVO TTEPIBANOV Kal va
unoBaMovtal o€ eme€epyacia evidg 9 unvay, 1ot WOTe va Slacpailetal n
TIOLGTNTA TWV ATTOTEAECUATWY Ao T Sokipacia.

11.3 Mapaockeun MAakiSiwv

1.

w

11.4
1.

Using a microtome, cut aMe évav pIKpOTOHO, KOWTE Hia TOHN TTAXOUG 4-5 um
yia xpwon H&E.

Me évav pikpotépo, KOYTe pia tour) méxoug 10 pm yia xprion otov
Mpoodlopiopd Prosigna.

TomoOEeTOTE TIC TOWEC O€ emimAeuon péoa og udatoAouTPo oToug 40°C.
TomoBetOTe TIC TOPEG TAVW O OETIKA QPOPTIOUEVEC UANIVEG TIAGKEC
UIKPOOKOTT{OU.

APAOTE TIG TAAKEG VA OTEYVWOOUV OTOV €PA.

Yrote ta mhakidia OAn tn vuxta otoug 45°C.

Eneepyacia mAakidiwv

Mapaokevdote éva Sidhupa epyaoiag YAUKEPOANG 3% avapyviovtag 1,5 mL
amoBEuaTog YAUKEPOANG HE 48,5 mL USATOG HOPIaKAG TTOIOTNTAG Kal XWPIG
VOUKAEAGN. MIMOPEITE VAl TIPOCAPUOCETE TNV KAUaka dmwe anarteitat. XUoTe To
Sdhupa péoa ot éva Soxeio Tumou Coplin yia Ty eneepyacia Twv mMakiSiwv.
Xvote mepimou 200-250 mL kaBapiotikou mapdyovta D-Aiovéviou oe SU0
TPuPRAia xpwong Slacpaiifovtag ot Ta Makidla oto otatw Makidiwy eival
TARPWG epBLBICHEVA.

Xvote mepimou 200-250 mL anoiutng AiBavolng (EtOH) oe éva Tpito TpuPAio
XPWwone.

TomoBETAOTE TN 1N XPWOREVN TOUr I0TOU OTO TAAKISIO O€ €va oTaTw MAAKISIWV.
ToroBetrioTe To otatd Makbiwv oto MEWTo TPUPAD Xpwong D-Aipovéviou
Kat avadeuote anohd To oTatw TAAKISIwY e KIVATELS eumpdg - Tiow yia 10-15
SeutepOAETTTA. APrIOTE TO OTATW UEOA OTO TIPWTO TPURAO Xpwong D-Apovéviou
YIQ GUVONKO XPOVO 2 AETTTV.

Metakivriote To otatd makiSiwv armé To mpwTto TPURAo Xpwong D-Aiovéviou
o1o OelTePO TPURAIO D-Alovéviou. AvadeVoTe amahd To oTtatw TAAKISIwY pe
KIVAOEIG EUTTPOG - Tiiow yia 10-15 deutepoherta. APrioTe To oTatw TMAaKISiwv
Héoa oTo SEUTEPO TPURAIO XpWong D-AILOVEVIOU YIA GUVOANKO XPOVO 2 NETTTGOV.
BeRawbeite o1l €xel amopakpuvOel OAN N mapagivn. AlAQOPETIKE, aprioTe TO
OTaTW 0TO GEVUTEPO TPURAIO XPWong D-AovéVIou yia T AETTTO akdua.
MetakivrioTe To otatw mMakiSiwv armé To GeUTEPO TPURAID xpwong D-Alovéviou
oto SidAupa MAUoNG EtOH. AvadeloTe amahd To oTatw TAAKISIWY HE KIVIOEIG
EUMPOC - oW yia 1015 SEUTEPONENTA KAl APAIPEDTE TO LETE Ao 2 AeTTA.
A@rioTe Ta TAAKISIA va OTEYWWOOWY OToV aépa yia 5-10 Aermtd i} péxpt va
OTEYWWOOULV TEAEIWE KAl O 10TOC VA QAIVETAL AEUKOG (QUTO WIMOPE! va SIapKETEL
TIEPIOOOTEPO AVANOYQ HE TO PEYEDOG TOU L0TOV).

[M\AIOIOTE TNV TIEPIOXT) TOU OYKOU OTNV TTOW TIAEUPA TWV N XPWOHEVWY
maKISiwv evBLYPAUUICOVTAG TO HE TO AVTIOTOIXO, XPWOUEVO pe H&E mhakibio kat
QVTIHETABETOVTAG TV TAQICIWHEVN TIEPLOXT).

. Epyalopevol pe éva makidlo KABe @opd, evudaTWOTE €K VEOU TOV I0TO OTO

TAQICIWHEVO N Xpwopévo TAakidlo epfBubiCovtag to makidlo oto didhupa
YAUKEPOANG 3%.

. AQaIpEéDTE TUXOV TIEQIOOEIN YAUKEPOAN amd To TAAKISIO PE éva HavTnAAKI

£0YQOTNPIAKIG XONTNG,

. Katd v eneepyacia moMbv mhakibiwy, 0 xpriotng Umopel va agricel ta

TIAGKIOIa va OTEYWWDOOLV OE €va OTATW OTEYVWHATOG, EVW) EVUSATWVEL EK VEOU T
AW makidla.

. AMOEVOTE TUXOV N KAPKIVIKO 10TO TTOU TEPIBEMEL TNV TAICIWHEVN KAPKIVIKT

TIEQIOXN E pIat EUPIOTIKA AeTTida iy VUOTEPL Kat amoppIiTe.

. Kpatwvtag 1o éva dxkpo tou Makidiou Kal aKOUPMWVTAG TO AMO GKPO OE

Hial OTEPEN EMPAVELD UTTO Ywvia 45 HOIPWV, CUNEETE TOV KAPKIVIKO 10TO TToU
UMTORGAATE O€ UOKPOEKTOI OTNV Aty Hag EuploTikic Aemmidag, O 10TdG Tpémel
VA «TUNYETA EVKOAA TTAVW OTNV EUPIOTIKA AeTTiOa KaBWG CUMEYETAL



15. EmavoldBete to mponyoUpevo Bripa yia kaBe makidlo amd To iSlo deiypa.
Inpeiwon: Mropeite va OUMEEETE TOMA [N xpwopéva makidla amd éva
Setyua FFPE otnv iS1a EuploTikr Aemida.

16. SUPETE AMad TIC TOREG Ll0TOU amd To (1o Selypa O éval ONUACHEVO CWANVAPIO
Uikpoguyokévtplong 1,5 mL.

17. Av xpnotpormoleital Behdva ektopnig i AaBida, kaBapiote tnv pe eppubior) tng oe
D-AloVEVIO Yia Aiya SEUTEPONETTTA KAl OTEYWWHA LETAEY TWV IOTIKWV SEYHATWV.

11.5 Amopodvwon tou RNA

H Veracyte ouviotd tn Xprion Tou Ttou KIt ekxUAiong RNA amé FFPE tng Veracyte,
TOU omoiou N Xprion €xel emMKUPwOEi £181KA pe To Prosigna.

Mrmopouv va xpnotgomoinBouv kal aha Kit amopdvwong RNA yia tnv mapaokeun
Selypdtwy yia to Prosigna, edv mapdyouv 1o RNA amd Topég l0Tou KapKivou Tou pactou
FFPE, TormoBetnpéve mavw o€ mAakiSlo mou mAnpovv Tic akdAoUBEeC TpodiaypapES:

Mivakag 6: Mpodiaypagig Tou Kit anopdvwong RNA

MeTpIkG¢ mapdayovtag Aokipacia | pétpnon Mpodiaypapn
Juykévtpwon RNA Orruikry mukvoTtnta ota 260 nm >12,5ng/uL
OMkdG Oykog RNA (L) ONKOG EKTTAUPEVOC OYKOG > 12l
Avaloyia OTTTIKAG TTUKVOTNTAG OTa
KaBapdtnta RNA 260 nm mpog orTikr) mukvotnta | 1,7-2,3
ota 280 nm (OD 260/280 nm)
Meéhuon DNA rovon bemarocan |19
. Katavopr peyéBoug = 900/,0 v orrouovywpa’vm\y/
Axkepaidtnta RNA AMOLOVWUEVWY THNUATWY RNA THNUATWY RNA TIDETIEN VOl EXOUV
urkog > 100 voukAeotidla

Mpoooxn: Edv xpnoiwpormolgitat pia evaAlaktikn Siadikacia amopovwong o€
ouvduacouod pe Tov MPoadilopiopud Prosigna, n CUYKEKPIUEVN PON| EPYOCIWV TIPETIEL VA
EMKUPWOEI MANPWG ATTO TO EPYACTIPLO TTPOTOU EPAPHUOCTEI 0TN GUVHON TTPAKTIKA.

Awadikacia amopovwong RNA:

- Edv xpnotporoleital to Kit ekxUAlong RNA ano FFPE tng Veracyte, akohouBnoTe Tig
odnyiec xpriong mou mapéxovtal and tn Veracyte.

- Eav xpnolpomoleital eVAMNAKTIKY péBod0¢ eKXUNONG, AKOAOUBOTE TO EMIKUPWHEVO
TIPWTOKOANO 1) TO TTPWTOKOMO TIOU TIOPEXETAL ATTO TOV KATAOKEVAOTH).

KaBe mapTtida kit ekxUMong RNA mou kataokeudletal tn Veracyte givat KATAAANAN
yta v mapaywyn detypdtwv RNA mou mAnpouv mpokaBopiopéveg mpodiaypagég
yla Sl0yvwoTIKoUG TPoodloplopols  yovidlakng ék@paong. MNapakaleiote
va avatpéfete oto @UANO peBOSou/oTIC 0dnyieg XPoNG TOou €MAEYpéVOL KIT
ekxUMong RNA yia Ti¢ KatdAAnAeg odnyieg amobrikeuong, ac@Aalelag Kat XelpIopou.

11.6 Msrpnon TNG CUYKEVTPWAONG Kal TNG molotntag RNA
METPAOTE TN OUYKEVTPWON Tou amopovwpévou RNA v {dia epyaoiun
nuépa (PUAGETE To 0TouG 42 €we +8°C) i KataPuEte To oTouc -70°C Kal KATW
UEXPL VA TO XPNOIUOTIOINOETE.

2. Metprotenv orrtikry mukvatnTa (OD) ota 260 kat 280 nm o€ 2 UL amopovwpéVoU
RNA xpnoIUomolivTag éva GacuatoQWIOHETPO TTOU TANPOL TIG KABOPIoPEVES
nipodlaypagég mou avagépovtal otny Evétnta 10.3 Mpodiaypagég EomAiopoU.
AMOQUYETE va AAPeTe péow métag Tov Oyko 2 pl amd Tov mubuéva tou
APXIKOL CWANVaP{oU, KABWG UMOPEL va EVATTOUEVOUY UANIVEG (VEG TTOU HTOPE! val
TIPOKAAEOOLV TIAPEURONEG OTNV EVOEIEN OTTTIKIC TTUKVOTNTAG,

3. Tia ™ pétpnon tou RNA, akohouBroTe TIC oOnyieg TOU KATAOKEUAOTH TOU
PAOHATOPWTOUETPOL.

4. Av kamolo Selypa Sev mAnpol ta HETPIKA  HeVEOn kaBapotntag N
ouykévtpwong RNA (Mivakag 6), pUYoKeVTp{oTe To cwAnvdplo Selypatog yia
1 AemTo 0N péyloTn Taxutnta (> 10.000 X g), TOMOBETAOTE TO CWANVAPIO OE
nidyo kat emavaraBete tn Sladikacia pétpnongc. Av to Sefypa cuveyiel va pnv
TIANPOI Ta HETPIKA pEeyEDN kaBapdtnTag i cuykévtpwong, To Ogiypa RNA dev

5. H e€aywyry RNA propei va emavaAngOel, eav Sev minpouvtal ol EAAXIOTES
TIPOSIAYPAPES CLYKEVTPWONG I KaBapoTnTag (Mivakag 6). Ot XProTEG Umopolv
va eMAEEOLV va amopovoouy poobeta makidla and 1o Glo cuykpdTNua
FFPE 1} va emié€ouv EexwploTtd ouykpdTnpa amd tov (dlo acBevr.

6. Av n ouykévtpwon RNA umepPaivel ta 250 ng/ul, mpémel va apalwBel
UE VEPO HOplakAG ToldTNTaG Tou Oev TIEPLEXEL PiBovoukAedon  Kal
Aeofuplovoukhedon woTe va emteuxBel ouykévipwon 200 ng/uL mpwv T
Sie€aywyry Tou MPoadloplopol kabBodikol URPEISIoHOU. XPNOILOTIOIOTE
10 anotéheopa TG avaloyiag OD 260/280 mou kataypdyate amd 1o pn
apalwpévo Selyua, yia va kabopioete edv 1o apaiwpévo Selypa mnpol tnv
ehayotn kaBapotnta RNA 1,7.

7. Katapugte 1o RNA otoug -70°C 1y oe xaunhotepn Beppokpacia, eav Sev
umopeite va oAokAnpwoete tov Mpoodloplopd Prosigna tnv {Gla epydoipn
nuépa.
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11.7 Awadikacia mpocdiopiopov

Aut n Sadikacia TPOCOIoPICHOU TIEPIYPAPEL TA BrKATA TIOU ATTAITOVVTAL Yid TN
Sie€aywyry Tou Mpoodloplopoy Prosigna e TN XPrion TOU 2UOTAHATOS avAAUONG
nCounter. Autd Ta BripaTa UmopoUV va GUVOPIOTOUV OTIC AKONOUBEG Katnyopieg oe SUO
SIABOKIKES NUEPEC:

Npwtn nuépa
PUBuion tou apxeiou «Run  Set Identification» (Tautonoinon ocelpdg
avahboewv) (RSID) otnv epappoyr) web
PUBuIon uBpidomoinong RNA pe 1o Prosigna CodeSet (pubpion 30 Aemtd,
uRpidoroinon 15-21 wpEeQ)

Aeurepn nuépa
PUBUION Kat Aertoupyia Tou 1abpou Prep (20 Aemtd pubuion, 2-3 wpeg avd
avéAuon, avaloya pe Tov apBo Twy SEYUATWY yla avaAuon)
PUBUION Kat odpwon TS Guotyyag otov Wnelakd avautr (5 Aemtd pubuion,
2,5-4,5 wpeg yla kaBe Guotyya, avahoya pe Tov aplBud Twv Selyddtwy yia
avaiuon)
AvAKTNoN ava@opdg (30 Aemta)

EmAoyn 8giypatog aoBevoig kat puBuion maptidag

8. KaBopiote ta deiypata acBevolg mou Ba amoTeAécouV TUAKA TS AVAAUONG.
Mrmopouv va cupnepAn@OoLy éwg 10 Sefyuata oe pia maptida
a. Ye k@Be Seiypa tng maptidag Ba ekxwpnOel pia povadikr Béon
oTn oglpd owhnvapiwv 12 @peativv mou Ba xpnotiuomoinBet
yia v uBpidoroinon, n omnoia kataxwpiletal wg TUAPA Tou
AVayVWPIOTIKOU OEPAG AVAAUCEWY OTO Opyavo (To AvayvwploTIKO
OEIPAG AQVOAUCEWY TTIPAYHATOTIOIETAl HEOW TOU AOYIOMIKOU TNG
€QaApUOYNC web). Exete umdyn ot ot B¢0e1g 1 Kal 2 gival KpaTNHEVES
yla 10 Agiypa Avagopds kat ot Béoelg 3-12 mpoopilovtal yia
Oetypata RNA oykou.

B. H mopakdtw ekova Oeixvel TNV mAdiviy 1) Kal endvw oYn 2) g
OE1pAC owAnvaplwy. Ol CEPEG CwANVaPIWV PEPOLY ACUUHETPN
orjpavon Hetadl Twv epeatiuv avtidpaong 1 kat 2 (A) kat 8 kat 9 (B)
woTte va Slatnpeital n oelpd Twv Setypdtwy Katd Ty eneepyaoia.
Ol oelpég owAnvapiwv  QEPOLV  €TTONG  EYKOTTEG  PETAEY TWV
ppeatiwv avtidpaong 6 kat 7 (C) yia tn SleukdAuvon NG KOG TNG
OE1PAG owAnvapiwy, edv gival amapaitnTn yla t oOVOECN TUTIKWV
TIDOOQPHOYEWY PUYOKEVTOWTT).

Eikéva 6: ATTEIKOVIOT GNUACHEVNG OEIPAG CWANVAPIWY

1)
A C B
2) J '
. [O00000000000
ug?;:‘:gg 1 2 3 4 5 6 7 8 9 1011 12

9. Ynoloyiote v moodtnTa RNA Kal vepou (6tav amatteital) mou mpémnelL va
npooTeDel oTnV avtidpaon vBpidomnoinong yia kabe deiyua tng mapTidag.

a. Houviotwpevn gicodog RNA eival 250 ng yia Tov mpoodlopiopo.
To amodektd evpog €06douv RNA yia tnv uPpidomoinon
elvat 125-500 ng.

B. Ymohoylote Tov Oyko (O€ HIKPOAiTpa) Tou Oefypatoc RNA mou
TIPEMEL va TpooTebel otnv avtidpaon uRpldomoinong dlalpwvtag
Vv emBupunT gloodo Selypatog (my. 250 ng) pe ™ petpnbeioa
OUYKEVTPWON.

Y. Av n umoloyi(ouevVn OUYKEVTPWON Tou Oelypatog eival PeTagy
12,5 ng/pL kat 25 ng/ul, mpooBéote péyioto dyko 10 L.

0. ywa Seiypata mou amartouv Aiydtepo amd 10 pl, umoloyiote Tov
OYKO TOU VEPOU TIOU ATTAITETAL VI TNV TTAPAYWYT] CUVOAKOU GYKOU
Oetypatog 10 pl.

Napadetypa: Na Osiypa pe petpnbeioa ouykévtpwon RNA 85 ng/

L, amarrouvtal 2,9 pl Seiypatog yia cuvohikr) péda 250 ng kat 7,1 pb

vePOU yla va AneOel dykog 10 pL mpv TNV mPocOnikn Twv LTIOAOITWY

avtidpaotnpiwv. Z& e€iowaon: 250 ng + 85 ng/uL = 2,9 pL



Katayxwpion kat eme§epyaoia dgiypatog

O xprnotg Ba dnuioupynoel éva povadikd avayvwploTIKO CEPAG avaAUOEWY Yia
K&Be maptida Seypdtwy cuoxeTiCovtag Ta avayvwploTika Sefypatog pe tn Béon tou
owhnvapiou otn CelPd cwhnvapiwv (B€celg 3-12) xpnolHomolWVTag TNV epappoyr) web
«Services» (Ymnpeoieg) Tou Tuotuatog avaiuong nCounter. Na odnyieg OxeTIKA e TN
XPrion TnG epappoync web «Services» (Yrnpeoieq) Tou Zuotripatog avahuong Counter, o
XPNOTNG Umopei va avatpéfel oo Eyxelpidio xprong.

1.

ol

11.

Av 10 RNA ATav KatePuypévo Tipiv Tn Xpron, EKTENEOTE Ta akdAouba Bripata
TIPOTOU OUVEXIOETE:

a.  Zemaywote Tehelwe Ta defypata RNA kat uAdagte ta o€ midyo.

B. Quyokevipiote T0 Owhnvdplo Selypatog mou EEMaywoate yia
1 Aemt6 01N péylotn taxutnta (> 10.000 X g) kal TomoBeTrioTe TO
€ava oe mayo.

EmAé€te 1o KatdMnho kit Sokidaclwv Prosigna pe Bdon tov aplBud
Twv Selypdtwy aoBevoug mou Ba efetactolv (2, 3, 4 1 10). Apaipéote
£va OwANVApLo yla kaBe éva amd Ta Mapakdtw avTidpactrpld Tou KIT
CodeSet amd tnv katayuén otoug -80°C yia va ta Eemaywoete. QuAGETe
Ta QVTIOPACTAPIA OTOV TIAYO, AV OEV TIPOKEITAL VA OUVEXIOETE AUEOWC OTA
endueva Briuata.

a. CodeSet Reporter (CodeSet
QUTOKOAANTO GTO MWHA)

3. Capture ProbeSet (ProbeSet cUMNYNG) Prosigna (Tkpt aUTOKOMNTO
OTO TTWUA)

Y. Reference Sample (Agiypa Avagopdq) Prosigna (Xwpig autokOMNTO
OTO TTWUA)

AQAIPECTE TO AUTOKOMNTO YpappwTou Kwdikou maptidag CodeSet kat évav
KwdIKd Slapdpewong dokipaciag and to kouti Tou CodeSet.
XpNoIpoToIOvVTaG éva mpoypappa meprjynong oto web, cuvdebeite otnv
epappoyry web tou Xuotipatog avéiuvong IVD nCounter kat emAEETE TO
Prosigna w¢ TUMO TIPOOBIOPIOHOU yia va EEKIVATETE TN SIAROPPWON TwV
PYNPIOKWY GOPHWY KATAXWEIoNG.

>NV KUpla oehida, emhé€te «Create New Run Set» (Anpioupyia véag oeipag
AVOANVOEWV).

To mpwto medio Tou amalteital yia Tov 0plopd piag avéiuong Prosigna eivat
70 «Run Set ID» (AvayvwploTikd OelpAc avalloewvy). EloaydyeTe éva povadikod
avayvwploTikd oto medio «Run Set ID» yia va mpoodioploete Tnv maptida
OelypATWV.

YapwoTe 1 mMnkTpohoynote tov Kwdikod diapdpewonc dokipaciag otnv
epappoyr) web. MONG Tov GapWOETe i TOV TANKTPONOYNOETE, UIMOPE(TE val
Tov anopplpeTe.

Y apWoTe f TANKTPOAOYAOTE Tov AplBud kit CodeSet otnv epapuoyr web.
2TN OUVEXELQ, EICAYAYETE TO HOVABIKO avayVwPIoTIKO SelypaTtog yia To Sefypa
mou Ba tormoBetnBel oTNV TPITN BEON/PPEATIO TN OEIPAS CWANVAPIWY OTO
avtioTolxo med{o avayvwploTikol Selypatod.

a. Eloaydayete ta avayvwplotikd deiypatog RNA  xpnolpomoivtag
€va 0apwTH YPAUHWTOU KwdIKOU 1 Xelpokivnta, elodyovtag ta
QAVAYVWPIOTIKA SEIYHATOG JE TO TTANKTPOAOYIO.

B. Aol elcaydyete kdBe avayvwploTkO SelyHaTOg, CUUMANPWOTE
Ta amartovpeva avantuooopeva media (xovdplko péyebog dykou
Kal Kataotaon Aep@adévwy) yia To Ogiyua, TPOTOU EI0AYAYETE
TANPOPOPIEC YIa TO ETTOUEVO SElyua.

i, XpnowomoloTte Tov aplOud Twv BETIKWVY Aep@adEVwY TTOU
npoadlopiotnkav katd v maboloyoavatopuikn a&lohdynon
NG aoBevolq, yia va eMAEEETE TNV KATAMNNAN Katnyopia
Katdotaong Aeppadévwy yia tn dokipaocta (undév, 1-3, >4).

ii. XpnowomolioTte T0 HETPNOEV XovOpIKO péyeBog Oykou 1
oTddI0 TToU TIPOOBIOPIOTNKE KATA TNV TTABOAOYOQVATOWIKN
a&loAdynon Tng acBevolg, yla va emAéEeTe TNV Katnyopia
peyéBoug Oykou yia tn dokipacia (€ 2 cmry > 2 cm).

C. Mrmopeite va elcaydyete oxONa OTO TPOAIPETIKO TeSio «Memo»
(Enueiwpa) yia kébe Seiypa.

Inpeiwon: Edv Sev xpeidlovtal kdmola @pedTia/OE0el pIag OElpAg
owhnvapiwy, aeriote ta vnmdlouma media kevd. Av amartovvtal mpdobeta
nedia yla meploodtEpa Selypata,  XPNOIMOTOOTE WA OlAQOPETIKN
Siapdpewon Sokipaciag mou urmopei va dexBei meploodtepa Selypata.

avaeopdg)  Prosigna  (Mpdaovo

. A@OU ONOKANPWOETE TNV eloaywyr| Selypdtwy, KaBopiote Toug XprOTEG TTou

Ba AapBdavouy ta €ng
a.  Evnuepwoelg KaTdoTaong yia TIG avaAUCEIG Tou X TaBuol Prep kal
ToU Wnotakou avahuTh.
B.  Edoroinon yia tn dlabecipdtnTa tng TENKAG avapopa.
AMoBNKeVOTE TNV OAOKANPWHEVN CEIPA AVOAUTEWV.
a. Puede imprimiry utilizar la hoja de célculo de la serie de ciclos para
la verificacion vy la trazabilidad de las muestras.

Awadikacia avtidpaong uppidomoinong

Inueiwon: >ta mopakdtw Pripata ekhappdavovial &éka (10) Selypata acbevoig
Kal 6Uo (2) Sefypata avagopds.

Inueiwon: Mnv umoPdMete To CodeSet avagopdg o mepidivnon pe Taxutnta
peyohUTEPN Twv 3.000 X g 1} yia SlAoTNHA HEYONUTEPO Twv 10 SEUTEPONETTWY
Kal pnv 1o «mIAAeTe yia mepidivnon. Me autév Tov TpOTIo 0 pUYOKEVTPWTAG Ba
TIPOOEYYIOEL TN HEYIOTN TayUTNTA Kal Urmopei va otpofiioel to CodeSet 6w amd
10 SléAupa.

2025-06 LB-0034-04

MpoypaupatioTe 10 oLYKPOTNHA Béppavong xpnotpomolwvtag oyko 30 L,
NV unohoyi{opevn BepHOKPAT(a TOU GUYKPOTHHATOC KAl TOU KATIAKIOU Kal
™ pUBUIoN Tou Xpdvou «forever» (yia mavta) (i lwoduvapn PUBHIoN xpdvou
Slatripnong). OpioTe T BeppOKPAsIa TOU CUYKPOTHHATOC BEPUAvVONG 0TOUC
65°C kal Tn Beppokpacia yia 1o Bepuavopevo kamdki otoug 70°C.

Inueiwon: a ta mapakdtw Bruata, eivat onpavtikéd va SlatnerioeTe Tn OElpd e
Vv omoia €xouv MPooTeBel Ta deiypata otn oelpd cwAnvapiwy, Slaceaiifovtag
Ot TaploLV HE TN OEIPA OTO AVAYVWPIOTIKO OEIPAG AVONUCEWV.

2.

3.

2 NUAVETE TNV TIAPEXOUEVN ONUACHEVN GEIPA CWANVAPIWV 12 @PEATIWV yia val
SlakpiveTe Tig BEoelg 1-6 amo TiG BEOELG 7-12 (BA. ElkOVa OEPAG CwANVapPiwv).
Edv elval amapaitnto, KOPTE TN OElpd CWANVapiwy OTn HEDN, €101 WOTE va
UTMOPEL VA TTPOCAPHOOTEl OE HUIVI-QUYOKEVTOWTH HE TTPOOQPHOYED OEIPAG
owAnvapiwv.

Metagépete péow mmétag 10 bl Selypatog avapopdg oTic B£0elC 1 kal 2 NG
ONUAcHEVNG OELPAG CWANVAPIWV.

METAPEPETE PEOW TIITETAG TOV UTTONOYIOUEVO GYKOU VEPOU TIOU amaITETal yia
Kd&Be Oelypa oTIC avTioTOIKEG BEDEIC TNG ONUACHEVNG OEPAS SwAnvapiwv.
MeTagépete péow mméTag Tov umoloylopévo dyko RNA mou amatteital yia
KGBe Selypa otnv KATAANAN B€on 0Tn onuacpévn Celpd CwAnvapiwy,
XPNOIOTTOIVTAG €V VEO PUYXOG TITETAG YIa KAOE Ogiypa.

MOAG TpooTeBel To Sefypa aoBevools 0T Geipa CwANVapiwy, CUVICTATAL Va
TOMOBETOETE TO CWANVAPIO OglyaTOC 0TO OTATW CwAnvapiwv Oelypatog,
AlATNPWVTAG TN CEPA HE TNV omoia MPooTéBnke To Oglypa oTn Oelpd
owhnvapiwv Me autdv Tov TPOTIO UIMOPE(TE va emainBeloeTe OTi Ta Oelypata
TIPOOTEDNKAV HE TNV TTPOTIBEpEVN OElPd, agoL TTpooTeBouv Oha Ta Otiypata
01N OElPd CWANVapPIwv.

MOAIG pooTeBouv Oha Ta Seiypata otn OElPd CwAnvapiwy, emalnBevoTe
Ot N oelpd detypdtwy SlatnpEnOnke otn oelpd cwAnvapiwy (Umopefte va
XPNOILOTIOINCETE TO PUANO £pYACIAC OEIPAG avaAUCEWY Yia TNV EMairiBeuon
NG OEIPAG SEYUATWVY).

a. Edv  ypealeta, eme€ePYaoTEITE  TO  QVAYVWPIOTIKO  GEIPAG
AVOAUCEWY XPNOILOTIOIVTAG TO AOYIOUIKO NG Epapuoyng Web,
€10l (WOTE VA QVTITPOOWTTEVEL TN OEIPd SEYUATWY OTNV TENKN
Sidtagn (yia odnyieg oxeTIkd pe TNV eMe€epyaoia evog UTTAPXOVTOG
QVAYVWPIOTIKOU  OEIPAC  avaAUoewy, avatpéte oto  Eyxelpidlo
XProng Tou Zuotruatog avdiuong nCounter).

A@oU emaAnBeloeTe TN Oelpd SelyUdTwyY, TOTOBETACTE TA UEUOVWUEVA
owhnvépla Setypatog RNA miow otov mdyo.

. AnuovpynoTe éva KUplo piypa mou va Teptéxel 130 ul PuBuiotikou

AlaNvpatog YRpidonoinong kat 65 pl CodeSet xpwoTikAg @Boplopov.
Inueiwon: Av 1o CodeSet xpwoTikAG POOPIOUOU ATAV GUAAYHEVO OTOV
ndyo, a@roTE TO va €l00pPOTAOEL O Beppokpacia dwuatiov yia 1 Aemtd
TPOToU TMPOoBETeTe TO PUBUIOTIKO Aldhupa YRpldomoinong.

. AvaSeUTE e PETAPOPA HE TIITETA KAl EAATTWOTE TNV TaxUTNTA TOu KUPIOU

HiypaTog yia Aiyo.
Tnueiwon: Mnv mpoobétete To ProbeSet cUMNPNG 0To KUPLO piypa KAl punv
(PUAACOETE TO OANOKANPWHEVO KUPIO piyHa oTov Tdyo.

. Metagépete pe mméta 15 pl KUpLou piypatog oe KABe éva amo ta 12 gpedtia.

XPNOIOTOIAOTE VEO PUYXOG TTITTETAG YIA KABE pPEATIO.

Inueiwon: AQol ONOKANPWOETE TO next (emOpevo) (riua, TEEMel va
TOMOBETAOETE TN OEIPd CWANVaPIiWV 0To CUYKPOTNHA Bpuavong otoug 65°C
péoa og 15 hemtd.

. MpooBéote 5 L ProbeSet GUMNYNG O€ KABE PPEATIO, XPNOILOTIOIOVTAG VEO

PUYXOG TIITETAG YIa KABE QPEATIO.

. MNwatioTe Ta pedTia TNG Oelpd SwAnvapiwy Kal avapi€te Ta avtidpaotripla

avamodoyupilovtag Tn oelpd CwANVapiwy TOAEG POPEC Kal TVAoVTAG HE TO
SAXTUNO YIa VA SIa0PANCETE TIAR PN avauLEn.

. Ehattwote yia Aiyo v taxutnta mepidivnong twy Setyudtwy otn oepd

OWANVAPIWV GE TIKOPUYOKEVTPWTH I HIKPOPUYOKEVTPWTH (0Ta < 3000 X g).
Inpeiwon: XpnOIWOTIONOTE €vav  TIIKOQUYOKEVIPWTH TIOU  UTopsl va
SexBel oelpd owhnvapiwv 12 @peatiwv 1), €av eival amapaitnto, évav
HUIKPOPUYOOKEVTPWTH TTOU HMOPE( va OexOel KOMUEVEG OEIPEC CWANVAPIWV.

. TomoBetoTe TN Oelpd cwAnvapiwv e cuykpdTnua Bépuavong 65°C pe

Beppaivopevo kamékl. Emwdaote Toug mpoadloplopols uBpIdomoinong oToug
65°C yia 15-21 wpeg. Ot uBPIOOTIOINTEIC TTPETEL VA TIAPAREVOLY 0ToUG 65°C,
UéxptL va elval €Tolpol yia enegepyacia oto 21abuo Prep.

Inueiwon: Aroppite Tuxdv CodeSet rou Sev EXETE XPNOILOTIO TEL

Ene€epyacia detypdtwv oto Z1abuoé Prep nCounter

Evtomiote 1o 21abué Prep mou ouoyetiCetal pe Tov Wnelako avaiuth.
Agpaipéote TIc Quotyyec nCounter amd ™ @uAagN otoug —20°C Kal aprioTe
TIG va e§loopporrioouy ot Beppokpacia dwpatiou yia 10-15 Aemtd 0T0 04KO
PUN\OU ahouIVioU.

Inueiwon: BePawbeite o1 xpnolpomoovuvtal efaptipata and v da
naptida Kit.

Otav n Guotyya mpoaoeyyioel Bepuokpacia SWHATIOU, APAPEDTE TNV Ard TO
0dKko @UANOU aloupviou TPV ToroBeTroeTe TN DUOIYYa OTNV TAATPOPHA
Tou 21aBuou Prep.

Agaipéate To Mhakidio(-a) Prep nCounter amd tn @UAaén otoug 4°C kat agrioTe
T0/10 Va e€loopporrioouv oe Beppokpaoia dwpatiou yia 10-15 Aemtd.
Inueiwon: MNa TI¢ avohUoELG TTOU eKTEAOLVTAL HE KIT Prosigna 2, 3 1) 4
SoKipaolwy, anarteital pévo éva Miakidio Prep.

Ouyokevtpiote Ta MAakidla Prep ota 2000 X g yla 2 Aemd, €101 WOTE va
OUMEeXOOUV LYpA GTOV TTUBREVA TWV PPEATIWV TPV POPTWOETE Ta MAakidia



Prep otnv mhat@odppa tou Ztabuou Prep.

Eviy ot Guolyyeg kat to Makidlo(-a) Prep mpooeyyilouv tn Beppokpacia
Swpatiou, MpoeTolpdoTe To XTabud Prep pe Ta avaAwotpa tou MNakétou Prep
nCounter.

Xpnotpomolwvtag To mepIBaMov epyaciag TG 08dvng aerig Tou STabuou
Prep nCounter, em\é€te 10 koupmi «Diagnostics» (AlayvwoTikr) yia Tov
TIPOCSIOPIoUO 0aC.

v 0Bdvn Tou KUploU pevoy, emAEETE TO Koupmi «Process Samples»
(Ene€epyaoia Setypdtwv) oto mepIBdAov epyaciag Tng 08ovng agnc.
MetakivnBeite oTn Mota Twv SIaBECIUWY avayvVwpIoTIKWV GEIPAC AVONIGEWY
(RSID) mou epgaviCetal otnv 08ovn, yia va emPePaivoete 1o RSID yia ta
Setypata mou umoBai\ovTal ekelvn TN oTiyur o€ emeepyacia.

. EmAé€te to RSID ayyiCovtag tnv 0Bovn kat emiéCte «Next» (Emdpevo) oto

niepBANoV epyaciag TG 00ovNG apnc.

. 210 mepIBANov epyaciag TN 086vNG agng, eMAANBeVOTE OTI Exel EMAeVe(

T0 KatédMnho RSID Slaotavpwvovtag kdBe owhnvdplo oty 0Bovn e TiG
TTANPOYOPIES SEyUATOC,

a.  Mropefte va XpnNOIUOTIOICETE TO GUANO €pyaciag TnNG OEPAg
AVONUOEWY Yld TNV IXVNAAOIMOTNTA Kal TNV €maAnfeuon Twv
OEYHATWV.

B Av éxel emheyel eopahpévo RSID, akouprmrote o koupr( «Back»
(Mponyoupevo) kat mMAéETe TO owaTo RSID.

Y. Av 10 RSID Atav owotd aMd umdpxouv OQANIATA KATAXWPIoNG
Sefypatog,  akouprmote  Tto  Koupni  «Back»  (Mponyoupevo)
Kal petaPeite oe évav otabud epyaciag LMOAOYIOTH yla va
ene€epyaoTeite o RSID péow tng epappoynig web.

Eikéva 8: EmaAri0guon Siata&ng matgoppag Ztadpou Prep petd tnv uppidomoinon

nCounter® Analysis System
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23. A@ou enmahnBeutel n dlatadn NG mMAatedpUac, emMAEETe «Start Processing»

(Evapén ene€epyaciac) oto mepiBarov epyaciag Tng 08dvng agrc.

Inpeiwon: AV avTIUETWITIOETE TPOBARHATA KATA TNV EKKivNON Tou STabuov
Prep, emotpéyte ta uPpldomnomnpéva Oelyuatd oag OTo  OuyKPdTNHa

Bépuavonc, ald pnv UTEPREITE TO PEYIOTO XPOVO TwV 21 WPWV.

24. MONG ohokAnpwBel n avaluon, akoAoUBAOTE TIG TTPOTPOTIEC OTO XTabud

Prep.

Eikova 7: Ene§epyacia 006vng avaluong ato Z1abuo Prep

nCounter® Analysis System
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25. MOMNG 0 2TaBuOC Prep 0OAOKANPWOEL TNV avAAUON, AQAIPECTE TTPOOEKTIKA TN

26.

@UOlyya amo To XTabud Prep kal oepayioTe Ta @PeATIA TNG PUCIYYAS HE TO
TIAPEXOHEVO QUTOKOMNTO KAAUpHA gpeatiwv Duolyyag.

Tnueiwon: Mnv aerivete Tn QUolyya XwpIic oepaylon oTto XTabuo Prep OAn
™ vuxTa.

Av Sev TpOKEITal va 6apwoeTe ta Sefypata tnv (Sla nuépa, UAAETE T OTOUG
4°C o€ éva adlapavég kouTi yia péyloto Sidotnua 1 eBoouadac.

Tapwon Ouatyyag otov Yneiakoé avaiutr nCounter

1.

Evtomiote Tov Wnolakd avaluth mou cuvdéetal pe 1o Xtabud Prep mou
Tipaypatonoinoe TNy enegepyacia Twv Selypdtwy. TomoBetrote TN Guotyya
otov Ynoelakod avalut nCounter yla odpwon.

a.  Avoi€te Tn Bupa Tou WnelakoL avaluth.

B.  TomoBetriote TN MUOLyya oL BENETE va TPOCOECETE OE pIal KeVH

umodoxn.

y.  Khelote Tn Bupa kat avatpé€te otnv 08vn agric.
To mepiBaMov epyaoiag 08évng agrc Tou Wnelakol avalutr éxel Slagopa
YPa®Ikd rTou BonBouv oTov EUKONO KABOPIOUS TNG KATAoTAONG TwV BECEWV:

12.

3TIG 0B6veg mou akoAouBouy, Ba oag (NtnBel va capwoete Ta emBupunTa
QVOYVWPIOTIKA  YPAUHWTOU KwOIKOU Twv avTidpaoTtnpiwy 0T avVOIKTA
niedia ry va emPBeBalboete TNV TOMOBETNON TWV ATTAITOUUEVWY AVOAWGCIHWY
otV MAateoppa. Apou Ole€ayete kaBe epyaoia, emhé€te «Next» (Emduevo)
oto mepIBAN oV epyaciag 0BOvNG aerc yla va HETAKIVNOETE 0TNV EMOpEVN
TIPOTPOTH.

Inueiwon: Ma TI¢ avalloelS TTou eKTeNoUvTal We Kit Prosigna 2, 3 1
4 Gokipaolwy, amarteital povo éva Makidlo Prep kal pia kevry ogpd
owhnvapiwv otn povada Béppavons. MNa avalloe(G HE KIT 2, 3 1) 4 SOKIACIWDVY,
TomnoBetrote To MAakiSlo Prep kat TNV Kevr) 0€lpd cwinvapiwv otn povada
B¢ppavong ot avTioToIXeG UMPOOTIVEG BETELG (MANCIECTEPA OTO XPHOTN)
oTNV MAATEOPA Tou 2Tabuou Prep.

. Agaipéote Ta Selypata and To cUYKpOTNHa B€ppavonge.

Inueiwon: EkkivioTe TNV avdAuon oto XTabuod Prep péoa o 15 Aemtd and
™ OTIyur| agaipeong Twv SelyPATwy armd To CUYKPOTNHA B€ppavonc.

. TonmoBetiote TN CeElPd CWANVAPIWY CE €vav TIIKOQUYOKEVTIPWTH 1 HIVI-

(PUYOKEVTPWTT KAl ENATTWOTE TaXUTNTA IEPISivNONG yia Alyo (0Ta < 3000 X g).

. AQQIPEDTE TIPOOEKTIKA T TTWUATA CWANVAPIWV amd T GEIPE CWANVAPIWV.
. Ol eYKOTTEG 0TN OEIPA CwANVapiwy Kal ol 0dnyoi 0To Tabuod Prep mpémet va

SlatneovV TN CwoTH GEIPA Kal TTPOCAVATOMOUO Twv SEYHATWV.

. TomoBeToTe TN OEPd CWANVAPIWV HE Ta PPEGTIA YE TN Oelpd 1-12 and ta

aplotepd mpog Ta Se€id oTNV MAaTeOPHa Tou 2Tabuou Prep nCounter. Av
eKTENE(TE avaAAUON HE KIT 2, 3 1| 4 Sokipaolwy, apkel va TomoBetnBel povo
TO TTPWTO MIOO TUAHA TNG OEIPAS cwAnvapiwv (epedtia 1-6) oTnV aploTePn
TAEUPA TNG BLIETagNG OLYKPATNONG CwANVapiov Selypatog oTnV MAATEOPUa,
kata nepintwon. Exete umdyn Ot eivat onuavTiko va xpnotUomorosTe Hovo
Ta epedTia 1-6. To OeUTEPO UIOO TUAHA TNG OEPAC owAnvapiwv (ppedtia
7-12) Sev XwpAEL 0TO aploTEPO HIod TURHA TNG SIETagng cuykpAatnong Adyw
TWV EYKOTIWV OTO OWANVAPIO.

. EmBeBaibote 611 N oeipd cwhnvapiwv edpdletal otabepd oto YTabud Prep

a.  Kevry Béon: Autry n urodoyr €ival Kevry Kal €TOIUN yla TomoBétnon

véag Quaolyyac.
B. TIAARENG pme Ouotyya: ONOKANPWHEVN 0pwan.
MHN AQAIPEITETIZ AKOANOYOEX OYXIITEL:

a. Aeukry Quotyya: Autry n umodoxr) mepiéxel pia GUolyya Tou éxel

KOTaxwpIoTel, ala Sev éxel GapwOel.

3. Cartucho azul parcial: esta ranura contiene un cartucho en proceso

de escaneo

3. O1OUoIyyeC TwV omoiwv N odpwon éxel OAOKANPwBEL Umopoly va agaipeBolv

anod tov Yneiakd avoluTr.

4. Av mpokertal yia tnv mpwtn Guotyya mou éxel TonoBetnBel otov Wnelakd
avoAuTr), akouprmoTe to koupm( «Main Menu» (KUpto pevol) yia va
ouvOebelte otov Wnolakd avahutr). Av o Wnelakog avaluTig oapwvel nén

Duolyyeg, ouvexioTe 0To Bripa 9 mapakdTw.

5. TomoBetote mpooekTikd TN DUolyya o€ pia kevry umodoyr (Seite tov
0dnyo katdotaong Béccwy mapandavw) otov Ynelakod avaiutry. H urmodoxn
Kat n Guolyya @épouv orjpavon, €tol wWote va Slaceal(eTal 0 owoTog
TPooavatoMopdG. O YpapHwTO KwdIKOG Ba ival OTPAPPEVOS TTPOG TA TTAVW.
6. XapNAWOTE TO KANUPUA TNG uTodoxnG Kal TéoTe Tn Guotyya amd To Gvotypa
OTO KATAKL TNG LTTOOOKNG, WOTE va dlacpahiceTe 6T n OUolyya edpdaletal

owoTd.

7. AkouurmioTe To koupri «Start Counting» (Evapén pETPNoNG) Kal TEPIUEVETE
T0 0apwTn va ekkivrioel T Sladikacia odpwong Otav o Ynelakdg avaluTrig
EKKIVAOEL TN odpwon TG Duolyyag, Ba akoUCETE pia Oelpd CUVTOHWY

PUBHIKWVY AXWV KAK.

8. EmPefaibote o1l pgaviCeTal pia UrmAe ypapury otn Béon Ouolyyag otnv
0Bovn (uéoa oe mévte Nemtd amd TNV ekkivnon TNG odpwong), n omoia

ONAWVeL OTL N odpwon éxel EEKIVAOEL

Kal KAEIOTE TO HETANIKO KATTAKL.

19. Av 10 Kamdaki dev Kheloel kahd, Ba oag {NtnBei va To KAEloeTe Katd TNV

emalnBeuon TN S1ATa&ng TN MAATQOPHAG.

Ma va mpooBéoete pia Guotyya o ¥Ynelakd avalutr) mou oapwvel RN
DUolyyeg, akoUTHOTE To «Pause» (Mavon) otnv 086évn «Counting Cartridges»
(METpnon QuUOLYYWVY) KAl TTEPIMEVETE HEXKPL O WNIaKOG aVaAUTAC VA SIOKOWEL

20.
21

22.

EmAé€te «Next» (Emdpevo) oto mepiBaiov epyaciag TG 08ovng aprc.
K\eioTe T BUpa Tou opydavou dtav oag (NTnBel kat eMAEETE «Next» (Emopevo)
yla va EeKIVATETE TNV emairBeuon S1atagng mMateopHac.

AV TIOPOUCIOOTEl OQAAUQ, akohouBrioTe TG odnyiec mou oxetiovtal pe
TO OUYKEKPIMEVO OQANUA Yia va cuvexioete pe v emahnBeuon Sidtaéng
TIAOTPOPHAG.
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TNV TPEXOUOQ CAPWON.
10. Avoi€te Tn Bupa Tou Ynelakol avaiuth.

11. TomoBetriote T OUOIyya ou BENETE va MPOOBETETE OE ia Kevr) urtodoxn

(&¢ite TOV 0ONYO KATAOTAONC BECEWV TIAPATTAVW).
12. Khelote Tn BUpa kal akoupnioTe To «Resume» (ZUVEXELQ).



13. ‘Otav ohokAnpwbel N odpwaon, To NoyIoUIKO Ba amooTeilel TNV avagopd OTIG
SleUBVVOEIC email TwV XPNOTWV TTOU €XOUV KABOPIOTEL TPONYOUUEVWC.

14, MOAG MaBete tnv eldomoinon péow email, apaipéote T capwpévn Ouotyya
Kal armoppiPTe TNV SUMPWVA HE TIC KATEUBLVTIPIEG 0ONYiEC TOU I6PUATOC 0AC.
Inueiwon: AnuoupyouvTal avagopEG Yl TIC QVAANJOEIG TIOU  €XOUV
ONoKANPWOED e emTuxia, KaBWE Kal yla TIC AVONJCEIG HE OPANLATA OXETIKA
e Tov MotoTikd éleyxo (QC) Twv Sedopévwv. Aev SnUIoUPYOUVTAL AVAPOPES
o€ mepimwon opalpatog mou Sev oxetiCetal pe Tov QC twv Sedopévwy. T
QUTAV TNV TIEPITTTWON, ETKOWVWVAOTE He TO TUApa E§umnpétnong Mehatwv
NG Veracyte yia BoriBela.

15. Méow Tou OUVOECHOU TIOU EMCUVATTETAL 0TO email, avoiETe TNV epappoyr
web kal mpoeite otn AMYn dAwv Twv avagopwv ¢ dokipaciag mou
oxetiCovtal pe to RSID mou umoBaeTal ekeivn T OTIYHr o€ emeCepyaoia.

16. Emerta and opdhuata: AKOAOUBNOTE TIC CUCTACELS TIOU avagépovtal 0T
avagopd SOKIHACIAC Yia OQANUATA HEUOVWHEVWY SEIYUATWY I} CUOTHAUATOC,
Tnueiwon: Or amotuxieq pepovwuévwy  Setypdtwy  Oev Bewpouvtal
OPANIATA ZUOTAKATOC,

12 ANTIMETQMNIZH NPOBAHMATQN KAI ANNOTYXIEX
AOKIMAZIAX

Mivakag 7: Kwdikoi opdipatoc yia EmavaAnyn tng Aokipaciag

Kwd1kog n g g n
SREETE Meptypaen amotuyiag ZUVICTWHEVN EVEPYELT

5 Anotuxia odpwong ErravahdfBete v avdluon tou Seiypatog pe 250 ng RNA
A KaBopiote &avd Tic mpodlaypagég tou Sefypatog kat
/ YYmA6 ona emavahdBete Tnv avaluon tng dokipaciag pe 125 ng RNA
- KaBopiote &avd Tic mpodlaypage; Tou Seiypatog kat
6 Xapn ofa emavohdBete Tnv avdiuon tng dokipaciag pe 500 ng RNA
- KaBopiote &avd Tic mpodlaypagéc tou Seiypatog kat
30 Xaunho onua emavahdBete v avdiuon tng dokipaciag pe 500 ng RNA
- KaBopiote &avd Tic mpodlaypagéc Tou Seiypatog kat
31 XapnA6 orpa RNA enavalaBete Ty avahuon tng Sokipaoiac pe 500 ng RNA

Artigg emavainyng Tov Mpoodlopiopou:

1. H avapopd tou mpoodloplopol avayvwpilel ta Sefypata amotuyiag kat Sev
QAVaQEPOVTAl ATTOTEAECHATA Ao TOV TTPOCSIOPIoHO. TA AMOTENECHATA TOU
TIPOCSIoPIoHoY avagépovtal dv Ta Oelypata £xouv avahubei pe emttuyia.

2. H avapopd tou mpoadloplopol mPoodlopilel ToV TUTTO TNG amoTuxiag Kal
TN OUVIOTWHEVN EVEPYEIQ OF TIEPITTTWON armotuxiag Tou mpoodiopiopou. H
ouykévtpwon RNA twv anotuyxnuévwy Setyudtwy pmopel va petpnBel Eava
Kal ta Sefypata pmopouv va uroAnBouv o véa avaluon (w¢ TUAKA VEag
napti®ag/RSID) avaloya e Tov TUMO TNG AMOTUXIAC Kal TNV TOCOTNTA TNG
uadac RNA mou amopiével yia tTn Ain amoTteAéopaTtog amnoé Tov TPpoaSlopIopo.

13 AMOTEAEZMATATOY NMPOZAIOPIZMOY

O MNpoodloplopdg Prosigna mepINapBAvel pia Oglpd LETPIKWY HEYEBWV TIOIOTIKOU EAEyXOU
mou epappolovtal autépata os KaBe deiypa katd t SIdpKela TG avaluong Autd Ta
UETPIKA HEYEDN EKTILOVV TNV ardO0oN ToU TTPOGOIOPIOHOU, £TCL WOTE VA SlAMOTwOE! edv
TO ATMTOTEAEOUATA EUTTIMTOLV OTIG AVAHEVOUEVEG TIEC. META TNV emtuxnuévn avéiuon
AUTWV TWV PETPIKWY PEYEBWV TOIOTIKOU eAéyxou, o Mpoadloplopdg Prosigna Sivel ta
akohouba amoteréopaTa:

OPHOVIKO UTTOSOXEQ €XOUV GYKOUG AUAIKOU TUTTOU. TO OXHa YOVIOIAKNAG €KPPACNG AUTWV
TWV UTOTUTMTWY HOIACEL WE TO QUAIKO EMMBNANIAKO OTOIKEIO TOU 10TOU TOU pacTtou’. AuTol
ol OyKol xapaktnpiCovtal amd UPnAiG ékppacng urodoxéa olotpoydvwy (ER), umodoxéa
nipoyeotepovne (PR) kat yovidia mou oxetiCovtal pe v evepyomoinon ER, omwg to LIV,
70 GATA3 Kal n KuKAivn D1, kaB¢ kat amod tnv €Kepacn TwvV AUAKWY KUTTAPOKEPATIVIOV
8 kat 18. Ot kapkivol Tou HaoTov aulikol TUToU A TTapoucialouv XapnAOTEPN Ekppaon
yovibiwv mou oxeTiCoval e TNV EVEPYOTTOINON TOU KUTTAPIKOU KUKAOU OE OUYKPION HE
TOUG KAPKIVOUE TOU HaoTOU AUAIKOU TUTIOU B, e amoTENECA KAAUTEPN TTPOYVWOT.

MponyoVUEVES PENETEC UTTOOEIKVUOLY OTI O umdtumog HER2-epmlouTiopévog (HER2-E)
owVIOTA KaTd TIPocéyylon To 20% Twv Kapkivwv Tou paotol’. Qotoco, ol HER2-
eUmMouTIoPéVoL dykol gival ouvrBwe ER-apvnTikof, yi' autd povo To 5% Tou eAeyuévou
mANOuopol acBeviv pe ER-Betikd amavtdral pe HER2-eUmAOUTIOUEVO KAPKIVO TOu
paotou. Avetdptnta and tnv kataotaon ER, ot HER2-eumhoutiopévol oykol givat HER2-
BeTikol 0NV MAELOPNPIA TWV TIEPTTTWOEWY HE UPNAR EKPPACN CUPPEONS KPOUOUATWY
ERBB2, oupmephapBavopévwy Twv ERBB2 kat GRB7. Ta yovidia mou oxetiCovtal pe Tnv
EVEPYOTTOINON TOU KUTTAPIKOU KUKAOUL €XOLV €TH{ONG LYNAT EKPPAON.

Anpootevpéva dedopéva UModEIKVUOLY OTI O UMTOTUTIOG BACIKOU TUTIOU CLUVIOTA KaTd
mpooéyylon To 20% Twv Kapkivwv Tou paotol’. QoTdoo, ot Gykol Bacikol TUTou eival
yeviké ER-apvnTikol, yi' autd povo 1% Twv aoBeviv de BETIKO 0pHOVIKO UMTOSOXEC EXOUV
Kapkivo Tou paotou Bactkol Tumou. O Bactkdg Tumog eivat oxedov mavta HER2-apvnTikdg
Kal EKPPACEL pia OEIPA BACIKWY BIOAOYIKWY OEIKTWY, CUUTEPINAUBAVOUEVWY TwV BACIKWOV
emONAIaKWY Kuttapokepativiv (CK) kai tou umodoxéa emMAOEPUIKOU AUENTIKOV TTapAyovTa
(EGFR). Ta yovidia mou oxetiCoval e TNV EVEPYOTTOINON TOU KUTTAPIKOU KUKAOU €XOUV
uPNAR ékppaon.

13.2 BaBpoloyia ROR

H BaBuoloyia ROR eival pia aképaia Tipr oty Khipaka 0-100 mou oxetiCetal pe v
mOavoTNTA AMOPAKPUOHEVNG UTTOTPOTTAG MO Hepovwpévng aoBevolg péoa oe 10 €tn yia
Tov MANBUOUO TN KaBopiopévng mpoTiBépevng xprionc. H Babuoloyia ROR umoloyietal pe
N oUYKPLON TOL TIPOPIA EKPPATNG 46 YoVIOiwV Ot éva AyvwoTo Selypd e Ta avapevopeva
TIPOPIN Y1 TOUC TECTEPIC EVOOVYEVEIG UTTOTUTIOUG, OTTWG TIEPIYPAPETAL TAPATTAVW, ETOL WOTE
Va UMTONOYIOTOUV TEOOEPIG OLAPOPETIKES TIUEG OUOXETIOUOU. 2T OUVEXELD, QUTEG Ol TIEC
OUOXETIoHOU cuvSualovTal pe pia Babpoloyia TOAAMACIAoHOU Kal TO XovOPIKO péyeBog
TOU GYKOU, (HOTe va umoloyloTel n Babpoloyia ROR.

13.3 MOavoTNTA ATOHAKPUGHEVNG UTTOTPOTTAG OTa 10 €Tn

Ot Babpohoyieg ROR yia 2 opdadeg mMANBUCHOU LETEUUNVOTIAUOIKWY YUVAIKWY LE KAPKVO
TOU HAOTOV BETIKOV OpHOVIKOU UTTOSOXEQ TTPWIHOL 0Tadiou cuykpiBnkav pe Ty emBiwon
AVEL QTTOPAKPUOUEVNG UTIOTPOTING ETIEITA QMO XEIPOUPYEID Kal aywyr] €EMIKOUPIKNG
evOoKpIVIKAG Bepameiag SIAPKeag 5 eTwy, kaBWG Kal amd PETEMETa mapatripnon 5 TV
(yla Aemtopépeleg, BA. Evotnta 16.4 KAwikry anodoaon). AUTéG ot SU0 LENETEG 0briynoav
O€ €va HOVTENO TToU OUOXETICeL T BaBporoyia ROR pe tnv mbavdtnta amopakpuopévng
UTTIOTPOTTAG OE QUTOV TOV ENEYUEVO TANBUOUO aoBevwy, oupmepNauBavVOpévou VoG
SlACTAKATOC EUMOTOOUVNG 95%.

13.4 Ta&wvépnon Kivéuvou

Mapéxetal emiong ta&ivounon kivduvou, €tol wote n Babuohoyia ROR va pmopei va
EPMUNVEVTE( E TN XProN TIWV amokomig mou oxeTiCovtal He TO KAVIKO amoTEAEOa O
eNeypEVOUG TANBUCHOUE AoBEVV.

Mivakag 9: Ta§ivopnon kivévvou pe Baon to eUpog ROR Kkat TNV Katdotaon Aeppadévwv

Katdaotaon Aepgpadévwv Eupog ROR Ta§ivéopnon Kivévvou
Mivakag 8: AmoteAéopata kat Tipég e68ou Npoadiopiopou Prosigna 0-40 XaUnhoG
A (A &¢ 41-60 Meoai
Anoté\ecpa Tipég e§660u PVITIKOL AZUPAOEVEG 100 YEO?\IIOQ
AUAIKOU TUMOU A ¥ o’c
O evboyeviig UTTATUTIOC ToU SefyaTog Kapkivou Tou AUAIKOU TUTTOL B Oetol Neppadévec 0-15 Xapnhog
HaoTou HER2-gum\ouTiopévog (1-3 hepoadéved) 16-40 Meoaiog
Baoikou tumou 41-100 Yynhdg
Mepovwpévn ektiunon g mBavotnTag amopaKPUOHEVNG OeTikol Aeppadéveg B}
. . 0-100% -
unoTpomnA¢ péoa oe 10 €tn ’ (= 4 heppadéveq) 0-100 YYnhog

Babuoloyia Kivduvou vriotporg (ROR)
Katnyopia kivdivou

Aképala Tipr) otnv KAipaka 0-100
Xapn\og, pecaiog, upnAog

13.1 Evdoyeveic unotumol

O evdoyevng UTOTUTTOC EVOG KAPKIVOU TOU HAOTOU éxel amodelxOel 0Tl oxeTiCeTal He TV
TIPOYVWON OTOV KAPKIVO TOU HaoTou mpwipou otadiou. Katd péco 6po, ot aobeveic pe
OYKO QUAIKOU TUTIOU A €xOUV ONUAVTIKA KOAUTEPQ amOTENéopaTa amd TIG aoOevelg pe
GyKoug aUAIkoU TUmou B, HER2-epmouTiopévoug i Bacikou Turmou.

O evdoyevric unoTuniog mpoadlop(leTal e TN CUYKEION TOU TTPOGIA YOVISIOKAG €KPPAoNG
50 yovibiwv o€ éva Gyvwoto Selypa HE TA QVAPEVOUEVA TIPOPIA €KPEAONG YA TOUG
TE00EPIC evOOyeVel uTToTUMoUG. O LTTOTUTIOG HE TO IO GHOIO TIPOPIA EKXWPE(TAl OTO
ayvwoto Seiypa.

OL 10 KOWO[ UTTGTUTTON KAPKIVOU TOU AGTOU Eival Ol AUAIKOL UTTGTUTTOL, O AUNIKOG TUTTOG A
(LumA) kat o AUNKOC TUTToG B (LUMB). MponyoUpeveS HENETEG UTTOSEIKVUOULV OTLO AUNIKOG
TUMTOG A OUVIOTA KATA TIPOGEYYION TO 30% WG 40% Kal 0 AUANIKOE TUTTOG B KaTd mpooéyyion
70 20% TWV KApKiVWwV ToL HaoTov5. Q0TO00, TOGOOTO Avw ToL 90% TwV AoBeVWwY e BETIKO
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13.5 MMoloTikog éAeyx0G

KaBe maptida twv otolikeiwv Tou mMpocdloplopol Prosigna eAéyxetal pe TN xprion
nipokaBoplopévwy mpodlaypagwy. Oha Ta oTolxeia o emimedo KIT €xouv (xvnAdTnon
napti®ag Kal Ta onpavTiké oTolxela Tou mepEXovTal O KABE KIT eAéyxovtal padi Kal
Kukho@opoLv w¢ Maptida kit Prosigna.

To kit Tou Mpoadloplopol Prosigna mepINapBAVel pia OEIpA ECWTEPIKWY UNKWVY EAEYXOU
TIOU ¥PNOlPoToloLvVTalL yia TNV a&lohdynon tng moldtNTag KABe OelpdG avahloEwWV
OUVONIKA Kall YIa KAOE pepovwuévo Oeiypa. AUTA Ta UNKA ENEyxoUL TapaTiBevTal Tapakatw.

Zelpd VAIKWV eAéyxou maptidag: Agiypa Avagopdg pe In vitro petaypappévo RNA

Eva ouvOetiko Aciypa Avagopds RNA miepdapBavetal wg UMNKO eAéyxou OTO KIT TOU
Mpoadlopiopoy Prosigna. To Aelypa Avagopdc amoTeheital amd in-vitro JETaYPAUHEVOUS
otoxous RNA amd tov alyoplBpo 50 kat 8 yovidla KUTTapIKrG olkovopiag. To Agiypa
Avapopdc unoBaretal Vo popég ot emefepyacia o k&Be avaluon MPOGSIOPICUOU
Prosigna o ouvduaoud pe pia oglpd 10 Setypdtwv RNA dyvwotou Oykou Tou HaoTtol o
uia oglpd cwhnvapiwv 12 avtidpdacewy. To orua amod 1o Agiypa Avagopdg avalleTal wg

9



TIPOC TMPOKABOPIopEVA KATWEAIA YA va eMTeUXOoUV Ol amapaitnTeg mPoUToBETElS yia
v avaiuon.

To orjua amo kaBe yovidlo and ta 50 yovidia Tou alyopiBuou tou Selypatog RNA kapkivou
TOU HaOTOU KAVOVIKOTIOIETAl WG TIPOC Ta avTioTolKa yovidia Tou Selypatog avapopac.

Telpd OeTIKWV LAIKWV eNéyXou: in vitro petaypappévol atdoxot RNA kat avtiotoryot
QAVIXVEUTEG CUAANYNG KAl AVaPOPAag

Xpnolpomolovvtal ouvBetikoi otéxol RNA w¢ Betikd LAKA eléyxou (PC) yia Ttov
Mpoadlopiopd Prosigna. Ot adnhouyieg Twv otdxwv PC mpoépyovtal amd tn BiBAoBrikn
akohouBiov DNA tng Kowormpalag efwtepikv LAKWV eNéyxou RNA (ERCC)E. Ot
otoxol RNA petaypagovtatl in-vitro and mhacpidia DNA. 310 KIT Tou pocdloplopo),
oupmephapBavovtal €€l otdxol RNA o€ oeglpd Tithomoinong 4 aveNifewv (TENKN
ouykévtpwon 128-0,125 fM otnv avtiépaon uPpidonoinong) oe cuvduacuod PE TOUG
QVTIOTOIKOUG QVIXVEUTEG CUMNNUNG Kal avapopdc. Ta PC mpootiBevtal oe kaBe Selypa RNA
Kapk{vou Tou HaoToU Kal og kaBe Agiypa Ava@opdc mou eAéyxeTal pe Tov Mpoodloplopd
Prosigna. Eva Ogiypa e€aipeital amod tny mepaitépw avaiuon, €av n évtaon oruatog ano
Ta PC bev minpol Ta mpokaBoplopéva KATWeALQ.

ZEIPA APVNTIKWV UAIKWV ENEYXOU: EEWYEVEIG AVIXVEUTEG XWPIG OTAXOUG

OtaMNAOUXIEC TV OTOXWV APVNTIKWY OTOIXEIWY EAEYXOU TTPOEPXOVTAL Ao TN BIBANOOKN
akohouBiv DNA ERCCE. Ot aviKVeuTég Tou €xouv OXeSIAOTEl WOTE va evtomiCouv auTég
TIG akohouBieg oTOXWV MEPINapBavovTal OTo KIT TPOCOIOPICHOU XwPIC TNV avTioTolxn
akohouBia otoxou. Ta apvnTika UAKA ehéyxou (NC) mpootiBevtal os k&Be Seiypa RNA
KQPK{VOU TOU HaoToU Kal o€ KABe Agiypa Ava@opdc mou eAéyxeTal pe Tov Mpoadloplopd
Prosigna wg pétpo moloTikou eNéyxou. To Sefypa e€alpeital amd Tnv mepaitépw avaruon,
edv n évtaon onpatog amé ta NC dev mnpol Ta mpokaBoplopéva KatheAa.

Telpd VAikWv eNéyxou akepatdtnTag RNA: lovidia KUTTapIKRG olkovopiag

310 KIT Prosigna mept\apBavovtal AViXVEUTEG CUMNYNG Kal ava@opdag Tou €XOouv
oxedlaoTel MHOTE va avixvelouv 8 yovidla KUTTapIKAG olkovopiag kat 50 yovidia
alyopBuou. Avallovtal Ta emimeda ékppaong Twv 8 yovidiwy KUTTAPIKAG OlKovouiag,
€101 WoTe va kaboploTel n moldtnTa tou e€aypévou RNA amd 1o Oeiypa 1otov FFPE
Kal elodyovtal otov Mpoodlopiopd Prosigna. To Oelypa e€alpsital and v mepatépw
avaluon, edv Ta eminmeda €kPPaong Twv YovISIwvV KUTTAPIKAG OIKOVOUIaG ival Katw amd
T TTPOKABOPIOUEVA KATWOAIA.

Ta yovidla KUTTAPIKKG OIKOVOUIAG XPNOILOTTOIOUVTAL ETTIONG YICL TNV KAVOVIKOTIOINON TUXOV
Siapopwv otnv moodTnta Abiktou RNA o€ éva Seiyua Tpv amod TNV KAvovIKOToinon Tou
Aglypatog Avagpopdg.

14 TMEPIOPIZMOITQN AIAAIKAZIQN

1. O Mpocdlopiopdg Prosigna éxel Bertiotomoindei 1ol WoTe va mPoodlopilel
Tov evdoyevr) UTOTUTIO VOGS OYKOU KAPKIVOU TOU HacToU Kal Tov KivOuvo
QAMOPAKPUOHEVNG UMTOTPOTTNG 0Ta 10 £TN yia pia aoBevr) we Babuoloyia ROR
Kal katnyopia kivduvou, pe Tn xprion kaBappévou RNA rou éxel e€axBel and
avOpWTIVO 10TO HAOTOU HOVIHOTIOINUEVO OE POPUOANN KAl EYKAEIOUEVO OE
mapa@ivn. AMOL TUTTO SEYUATWY 1| LOVILOTIOINTIKWY SV €xouv eAeyXDel Kal
Oev TPETTEL VA XPNOIHOTIOIOUVTAL.

2. H anodoon tou MNpoodloplopol Prosigna éxel emMKUpwOel te TN Xprion Twv
SladIKaolwy ov Tapéxovtal o autd Kal povo €vOeTo ouokevaoiag. Tuxdv
TPOTIOTIOINCEG O QUTEG TIG SladIkaoieq Pmopel va Tpomomoloowy v
anédoon tng Sokipaociag.

3. 'Exouv kaBiepwBei xapaktnplotiké anodoong tou Mpoodloplopol Prosigna
VIO LETEUUNVOTIAUGCIAKES YUVAIKEG UE KAPKIVO TOU HaGTOU BETIKOU OPUOVIKOU
unodoxéa mpwipou otadiou ou éhaBav eMKOUPIKY eVOOKPWVIKY Bepareia
yia 5 €. Aev éxel kablepwBel amodoon e AMNEG OEPATTEVTIKES QYWYEG 1 OE
AMOUC TTANBUCUOUC A0BEVV.

4. Av mpootebel RNA averapkoug molotnTag i moooTNTag 0Tov MPoodloplopo,
T0TE 0 MPoodloplopodg Prosigna pmopei va pny eivat os B¢on va SWoel £yKupo
amoTéNeOpa Kal Ba avagépel amotuyia Tou MPoadloPIoHOoU.

5. H epunveia twv amotedeopdtwy tou Mpoodloplopol Prosigna (evdoyevrg
unétunog, Babuoioyia ROR, katnyopia kivouvou) mpénel va a&lohoyeital oTo
TAQIOI0 ANV KAVIKWV/TTABONOYOOVATOIKWY  TIAPAYOVTWY, TOU  1ATPIKOU
L0TOPIKOU TOL AGBEVOUC Kal GAWY AIMOTENECUATWY EQYACTNPIOKWY EEETACEWV.

6. Hamodoon tou Mpoadloplopou Prosigna éxel kabiepwOel e RNA mrou mnpol
TIG TTPOBIAYPAPEC TTOU €XOUV OPIOTEL OXETIKA WE TNV TTapamavw dladikaoia. H
anodoon pe amopovwpévo RNA mou Sev minpol auTég TIc mpodiaypagég Gev
EXEL KOOIEPWOEL.

7. Ot yvwotég mapepBarouoe; ouoieg otov  Mpoadloplopd  Prosigna
TIEPMAPBAVOLY TO YeVWHIKO DNA Kall N KAPKIVIKOUG IOTOUG (TT.X. UCIONOYIKOG
10T6Q). AvaTpé€Te 0Ta «TevIKA {NTARATA OXETIKA HE TOV TIPOGSI0PIoHO» TTPOTOU
Eexvrioete TN Sladikaoia. Mptv amd tnv ektéleon tng Sladikaoiag, mpémet va
kaBoplotel pe oagrvela n mepoxry (wTikol SINBNTIKOU KAPKIVAOUATOS ard
évav maBoloyoavatopo. Emmiéoy, kaBe deiypa RNA mpémel va umoAnOei
oe ene€epyaoia pe AcofupiBovoukiedon (DNase). Mpotol ouvexioete pe
Sefypata aobeviyy, kdBe véa mapTida AgofupIBOVOUKNEGONC TIPETEL val
eheyxOel Kal va emaAnBeuTel oUMPWVA HE TIG TTAPEXOHEVES TIPOIAYPAPES,
ATaV XPNOIUOTIOLETAL KIT AMOHOVWONG SIAQOPETIKO ammd TO KIT ekXUNONG RNA
and FFPE tng Veracyte.
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15 ANAMENOMENEZ TIMEZ

O Mpoodloplopdg Prosigna avagépet pia Babpoloyia ROR (0-100), évav evdoyevi
unétumo (AUAkou TUTou A, AUNIKOU TUmou B, HER2-epmouTiopévo 1y Bacikol Tumou)
Kal pia katnyopia Kivduvou (xapnAn, peoaia ry upnin) yia kabe deiypa oykou. Me Bdaon
SUO KAIVIKEG HENETEC ETIKUPWONG TTOU TIEPIYPAPOVTAL TTAPAKATW, UETEUHNVOTIAUOIAKES
Yuvaikeg He kapkivo Tou paotol HR+, mpwipou otadiov mou éhaBav avaotpoloin 1
Tapodipaivn otig Sokipég ATAC kal ABCSG-8, TapouoiddeTal To 0pOog Kal N ouxvOTNTA Twv
Babuoroyiwv ROR (Eikova 10), n ouvexrc oxéon tng BabBuoioyiag ROR pe tnv mbavotnta
QAMOHUAKPUOHEVNG LTTOTPOTIAG KATA KataoTtaon Aeppadévwy (Eikdva 11) Kal n Katavour
Twv BaBporoyiwv ROR katd evdoyevr) undtumo (Eikova 9) mou avapévovtal. Me Baon
QUTEG TIG KAIVIKEG LENETEC EMIKUPWONG, N EMPBiwon AVEL AMOUAKPUCHEVNG UTIOTPOTTAG 0Ta
10 €t Katd katnyopia kivduvou avarnapiotatal otny Eikova 12 (acOeveic pe apvnTikoug
Aeppadéved) kat otnv Eikéva 13 (aoBeveig pe BeTIKOUG AepPadEveg (1-3 Neppadéveq)).

15.1 EOpog Babpoloyiag ROR katd unétumo
H Eikéva 9 Seiyvel éva Siaypappa maioiwv Babuoioyiag ROR katd tov evdoyevr) umdTuro.

Eikéva 9: Aiaypappa miatciwv BaBpoloyiag ROR katd evdoyevr undtuno

o - 1

T T T T

AUNKOGTOMOUA  AuhkoOTUMOU B Her2-epmlouTiopévog  Baaikol Tomiou

‘Ynétunog

15.2 Xuyvotnta Babpoloyiag ROR katd katdotaon
Aeppadévwv

To otdypappa otnv Eikdva 10 Snuioupynonke pe éva povtého Cox, mou mepapBave
BaBuohoyia ROR kal KATNyoplakég HETABANTEG yla TN SIEKPION Twv TPIWV OpAdwv
KATAoTAONG AEHPASEVWV.

Eikova 10: lotéypappa BaBuoloyiag ROR Kat opddwv Katdotacng Aepgadévwv

it y uf v ROR pe 514 4 \ 5¢
Kata opddeg Staotnuatwy 10 povadwv

250%

W ApvnTikoi Aepgadevec

Oetikol Nepgadeve (1-3)
200%
W Otikoi Aepgadéveg (4+)

15,0%

10,0%

Moc0ooT6 (uepovwpévn opdda Katdotacng
Aepgadévwv)

00%
5 15 25 35 45 55 65 75 85 95
ROR ifovtai ta onueia Twv opadwv)

Eikova 11: NMpoPAendpevog Kivouvog ota §€Ka TN EKTIMWHEVOG EVTOG TNG OMASAG KATAOTAONG
Aeppadévwv

8
— ApvnTikoi AepgadEvee

o | —— @euoihepgasdevec (1-3 Betkoi
] Nenpasevtd.

s -

5uvoC amoyGKpuGLiEVNG UToTpomTic oTa 10 €11

EKTIHOHEVOG ki




15.3 EmBiwon Avev amopakpuopEVNG UTTOTPOTTAG KATd
Katnyopia Kivéuvou

Ta mapakdtw dedopéva mpoépxovtal amd TN OuVSUAOTIKY AvAAUON TwV OOKIHWY

TransATAC kat ABCSG-8. Ta tnv ekxwpnon acBeviv oe opddeg kivdivou, cuykpiBnkav ot

Babuoroyiec ROR pe mpokabopiopéva katbehia Kivouvou yia acBevelg pe apvnTikoug 1y

BeTikoUG Aeppadévec. Ot Eikoveg 12 kat 13 deixvouv Ty emPBiwon Gveu amouakpuopéVng

unotporrgota 10 £Tn yia kabe opada katnyopiag KivaUvou Katd Katdotaon AepUpadévy.

Eikova 12: DRFS katd opdda Kivbuvou yia acBeveiq pe apvnTikoug Aep@adéveg

—— Xapnhéc kivduvog
— Meoaioc kivSuvoc
— Yynhéc kivsuvoc

07

M0GOGTS GVEU QMOHAKPUGHEVNG UTTOTPOMAGY

06
1
T
06

r T T T T 1
0 2 4 6 8 10

Xp6voc peta-napakohodBnong (¢tn)

MepiAnwn dedopévwy yia tnv Eikéva 12: DRFS katd opdda KivdUvou yia acbeveiq pe apvnTtikoug
Aeppadéveg

., . Nimero de a o q
Oupada Ap1Budg P EKTIpWEVO TTOCOOTO XWPIG
KIvSUvou acBevav (%) FkelEsa blkge QAMOUAKPUGHEV UTIOTPOTH OTa
de 10 afios
XapnAog 875 (49%) 31 96,2% [94,7% - 97,3%)
Meoaiog 551 (31%) 53 89,2% [86,1% - 91,7%)
YPnhdg 360 (20%) 73 77,7% [72,8% - 81,9%)
JUVOAIKG 1.786 (100%) 157

Eikova 13: DRFS katd opdda Kivduvou yia acBeveig pe 1-3 Betikoug Aeppadéveg

09

—— Xapnhéc kivBuvog
~ ~—— Meoaiog kivBuvoc L~
— YYnAc kivBuvoc

M0G0GTS GVEU AMOHAKPUGHEVNG UTTOTPOMIAG

T T T T 1
0 2 4 6 8 10

Xpévoc peta-apaxohouBnong (étm)

MepiAnyn Sedopévwy yia v Ewkéva 13: DRFS katd opdda kivdivou yia acBeveic pe 1-3
BeTIKoUG Aeppadéveg

o A A h EKTINWPEVO TOGOOTO XWPIG
50, | compalicy |AOHEESHBAT | ancpemguontimunasoam o
10 €tn [95% Cl]
Xapnhog 24 (4%) 2 91,7% [70,6% - 97,8%]
Meaoaiog 211 (36%) 18 90,4% [85,2% - 93,9%]
YPnAog 355 (60%) 87 71,8% [66,3% - 76,6%]
JUVOAIKG 590 (100%) 107

Mivakag 10: MNocootd DRFS ota 10 £t yia acBeveic pe 4 Kat dvw OeTikoUG Aeppadéveg

Opada Ap1Bpog Ap18uAGG CUPBAVTWY | EKTIMWHEVO TTOGOGTO XWPIG ATTOHAKPU-
Kiv8Uvou acBevwv ota 10 étn opévn unotporn ata 10 £tn [95% Cl]
YPnAog 103 39 57,4% [46,3% - 67,0%]
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16 XAPAKTHPIZTIKA ANOAOZHX

16.1 AvaluTtikA akpifela Kal avamapaywytpotnta

Ma va extiunBel n cuvolikr| akpiela kat avamapaywylpdTnTa ToL Prosigna, dieérxbnoav
OUO HENETEG amd TIG omoieg cLVSLAOTNKAV Ta AMOTEAECHATA. H TTpWTN HEAETN TV pia
HENETN akpiPelag oto Tuotnua avaiuong nCounter pe e€aypévo RNA amd kapkivo Tou
HaoToU Kal N SEUTEPN HENETN ATAV A HEAETN QVaTTAPAYWYILOTNTAG HE 10TO KapKivou
Tou paoTtou FFPE mou mepi\apave mpo-avaluTIkoUg TapayovTEG.

Axpipeia RNA
16.1.1 ZxeSiaon perétng

Mia TUPAR Kal TUXQLOTTOINHEVN CUYKPITIKY HEAETN Tplwv ToroBeoiwv Sie€rixon
pe tov Mpoodloplopd Prosigna oto Zuotnua avaiuong nCounter yia tnv
alohdynon NG avaAuTIknG akpiRelac. Mévte otabuiopéva Setypata RNA dykou
Tou paotol RNA mapdxBnkav amd apyelofetnuéva Seiypata FFPE yia éleyxo
oe kABe Tomobeoia. To MAveN SElYHATWY QVTITPOOWITEVE TTPWTOTUTIA TIPOPIA
YOVISIOKAG €KPpaong mou amavtiBnkav Katé Ttov €Aeyxo pouTivag Kal KEbe
opada katnyopiag Kivduvou.

KaBe tomoBeaia ohokArpwoe 18 €ykupeg avalloelS (9 avalloEelG avd XEIPIOTH,
K&Be avahuon mepi\apBave 10 Sokipaoieq) kal PETd pia avaiuon e€oikeiwong
ano kabe xepoth (Mivakag 11). KaBe Seiypa edéyxbnke ei¢ Simhouv katd
Sldpkela k&Bs avaluong 0To ovopaoTiko enimedo eloodou RNA 250 ng yia tov
TIPOCSI0PIoHO. KABE XEIPIOTAG OAOKANpwOE pia avdiuon o€ pia Sedopévn nuépa
OUHEWVA HE TO YeVIKA amodektd MPEOTUMO yia HeBOSOUG avaluong HAKPAG
Siapkeiag’. H ouvolikn mepiodog TN HeAéTNG padi pe Tnv e€oikeiwon Siripknoe
TIEPIO0OTEPO amd 4 eBOoUAdEC Oe kABe Tomobeaia.

Mivakag 11: Emokomnon pehétng akpipeiag RNA

MetaBAnTn peAétng Ap1Bpoi

ApBpog Setypdtwy RNA Gykou Tou paotol 5
ApBuodg mavopodtunwy Setypdtwy avd avéiuon (idia uotyya) 2
Ap1BpdG avalloewv/Tonobeoia 18
ApIBHOG avoNoEwv/npépa 1
ApIBUOG XelploTwv/TomoBeoia 2
Ap1Bpodg maptidwv avtidpaotnpiwv/tonobesia 3
Ap1BpOG ToToBEOIOV 3

SUVoAIKSG apiBuoS SetyudTwy mou eXéyxOnkav avd Tomobeoia (ektéc amd tnv 180

eéolkeiwon)=
SUVOAIKGG apiBudS Seryudtwy = 540

16.1.2 AvAAucon GUVICTWOWV AMOKAIONG

O Mivakag 12 Geixvel To anmoTEAECHA ard TNV AVAAUCN CUVICTWOWY ATTOKAIONG YIa
KGBe péNOC Tou TAVEN. Katw amd TNy EKTIWHEVN ATOKAION Eival TO TOCOOTO TNG
OULVONIKAG OTTOKAIONG (EVTOG TapeVOECEWY).

Mivakag 12: ZuvioTwoeg amoKAong Katd pélog mavel (otabpiopévo deiypa RNA)

¢ 5 SUVIOTWOO AmOKAoNG
Ms)’\oc' TAVEN Méoo n SuvoNkr| [ Zuvohiki
Katd Kivduvo, .
) ROR . . X X Evtoc Tne | amokhon SD
unoTuTNIo Maptida | TomoBeoia | Xeipotrg [ Avéhuon .
avaluong
Xapnhog 314 0,010 0,000 0,000 0,134 0,296 0,44 066
AUAIKOU TUTTIOU A ! (2%) (0%) (0%) (30%) (67%) (100%) |
Meoaiog 55 0,105 0,000 0,000 0,046 0426 0,576 076
Aulikov TUmou B (18%) (0%) (0%) (8%) (74%) (100%) !
Meoaiog, 554 0,059 0,000 0,000 0,046 0,194 0,299 055
Baoikov tUrou ! (20%) (0%) (0%) (15%) (65%) (100%) ’
YynAog 648 0,119 0,014 0,000 0,064 0,380 0,576 076
AuNikoU TOTou B ' (21%) (2%) (0%) (11%) (66%) (100%) |
Yg“;?? 262 | 0165 | 0000 0000 | 0000 | 0277 | 0482 | .
. ! (37%) (0%) (0%) (0%) (63%) (100%) '
EUMOUTIOUEVOC

Kat yia ta mévte péhn tou mAvel, n Guvolikry Tumikry amékhion (SD) rtav
HikpdTEEN amd 1 povada ROR o khipaka 0-100. Ta dAa ta péAn Tou Tavel, o
HEYANOG OYKOG TNG AmOKAIONG mpor|pBe amd v amokAon evidg TNG avaluong
(emavaAnipotnTa). H amokANon HeTagy TomoBeoiv fi HETAL XEPIOTWY ATav
undapivry. Evag éheyxog avahoyiag mOavotiTwy yia TN ONUAVTIKOTNTA TNG
TomoBeoiag katd pENOC AVEN EGel€e OTI ol SlaYopES TomoBETiag ATav oTaTIOTIKA
aoruavTeg (p > 0,05). NMa kabe maptida, ot Slapopég oTIC péoeg Pabuoloyiec ROR
eival pikpoTEPEG amd T povada ROR yia k&Be péENOG Tou TTaveN, cupBaAovtag oe
Tiepimou 20% Katd pHéco OPO 0T CUVONKK artOKAIoN.

16.1.3 Zup@wvia uTTOTUTIOU KAl Katnyopiag Kivduvou

Ma Oha Ta pHéAn Tou TAveN, umripxe oupewvia 100% HETASY TOU AMOTENECHATOG
TOU UTTOTUMOU Kal Tou £v&0YevoUG UTTOTUTTOU TOU WEAOUG Tou TidveA. Ma oha ta
Oetypata, urmpxe oupewvia 100% PeTady TNG HETPNBEICAC KAl QVAPEVOUEVNG
opadag kivduvou.



Avanapaywytpotnta iotol
16.1.4 Zxediaon peNétng

AlEENXON WA TUPAY, TUXQUOTTOINUEVN OCUYKPITIKY UEAETN TPIWV TOMOOECILY,
otnv omoia xpnotpomoliBnkav mavopoldTuna Ogiypata 10ToU Kapkivou Tou
paotoU amnd 1o idlo pmok FFPE, oto Suotnua avahuong nCounter ge tn xprion
Tou Mpoadloplopoy Prosigna. Xt HeAéTn eAéyxBnke pia oelpd 43 mpoopata
amoBOnkeupévwy OelypdTwy Kapkivou Tou paotol FFPE amo aobeveic pe kapkivo
TOU HAoTOV BETIKOU 0ppoVIKOU LTToSoKEa He eMmBeRaiwpévo SiNONTIKS TOPOYEVES
i/kat evdohoPlakd Kapkivwpa., Oha ta Selypata 10Tou ameotdAnoav otnv
KatdMnAn TomoBeoia yia emegepyaoia. Ta 43 Oelypata e€etdotnkav aveEdptnta
ano Tpelg mabBoAdyouc. MNa kabe deiyua 10tou maboloyikrc e€étaonc, Si€rxon wia
OQOKIHAOTIKR avaAuon mou MEPINGPave PakpoekTopr 1oToy, e§aywyr) RNA kal
Sokipaocia pe tov Mpoodloplopd Prosigna amd évav xelplotr oe kaBe tomobeoia
He TN xprion tng kabopiopévng dladikasiag mpoodioplopol. To amopovwUEVO
RNA amo kdBe Selypa 10ToL eNéyxOnke SU0 POPEC OE EeXWPIOTEG AQVANIOEIS TOU
mpoodloplopov. Katd tn Sle€aywyr] auTrg TNG HEAETNG, XPNOoIoToBnKkav TPELG
naptideg kit amopdvwon RNA (uia maptida ava tomobeoia) kat pia maptida
avtidpacTtnpiwv Tou KIT TPoodloplopol. XpnoldomoliBnke éva makidlo yia
v e€aywyr} RNA, 6tav 1o epadov emeaveiag Tou dykou Atav > 100 mm? kat 3
mak{Sia dtav N emM@avela Tou dykou ATav < 100 mm2, Ye EAAXIOTO AMAUTOVHEVO
euBadov emeaveiag ta 4 mm?,

16.1.5 MNepidnyn eAéyxwv

To mMocooTd MPnG AMOTEAECHATWY Yia Ta oapdva Tpia (43) Selypata 1otol mou
aloloyrBnkav oe kaBe pia amd Tig Tpeig Tonmobeoieg mapoucialetal otov Mivaka 13.

Mivakag 13: NMocootdé anoteAeopdtwy o€ KAOe TomoBeoia

TomoBecia M) 1,100 TIApE(XE Emtuyr)/Zuvolika
amoté\ecpa
1 95% 41/43
2 93% 40/43
3 100% 43/43

Yapavta Selypata  mapeixav  amotedéopata (XPeldoTnke  emavainyn g
amopdvwong RNA evog Selypatog oe pia tomobeoia), 1 Seiypa mapeixe
amoteréopata o€ 2 Tomobeoieg kal 2 Selypata TApeixav amoTeAéopata o€ pia
TonoBeoia. MocooTod ekatd Tolg ekatd (100%) Twv SEYHATWY TTOU ONOKARpWoaV
e emTuxia TV €€€taon 10ToU CUMPWVA HE TIC TTPOSIAYPAPES amopovwong RNA
napeixav emtuyr amoteléopata otov Mpoodloplopd Prosigna. To petpnBév
epBadov emeaveiag dykou yia 4/5 anotuxiec amopovwong RNA ftav < 15 mm?
TIoU (ooUTal HE AyOTEPO ammd 50 mm? ToU GUVONIKOU 10TOU avd €i0080 TTEPLOXNG
oToV éAeyXO.

Ta 43 detypata mephdupavav aoBeveic TOoo e apvnTIKOUG 600 Kal he BeTIKoUG
AepPadEveG. Ta QMOTENECHATA TOU €NEYXOU TIOU UTTOAOYIOTNKaV amd ta 43
Selypata avTimpoowmelouy éva HEYANO €UPOC (94 povadeq) Babuoloyiiv
ROR, Toug 4 evdoyeveig uMoTUTIOUG Kal OAEG TIC KATNyopieg KivdUvou, Katd Tnv
EQAPLOYN TWV TIHWY QITOKOTTNG APVNTIKWV 1 BeTiKWV Aeppadévwy oe dAa ta
Oetypata. Ta dvo Selypata pe anotedéopata oe pia tomobeoia e€aipédnkav amd
ONEC TIC OTATIOTIKEG avalvoelg, kabwg Sev urmpxav dlabéoipa dedopéva yia
OUYKPION UETAEY TwV TOTIOBEDIWV.

16.1.6 AvAAUGH GUVICTWOWV AOKAIGNG

Aev urip€av OTATIOTIKA ONUAVTIKES (o = 0,05) SlaQOoPEC HETAEL TWV KATNYOPLWY
KIvOUVOU KATA TN XPron TOU Un TTAPAUETPIKOU eAéyxou Kruskal-Wallis, yi' autd
TO HOVTENO CUVIOTWOWV amdKAONG EQPAPUOCTNKE TAUTOXPOVA OE ONEC TIG
Katnyopieg Kivouvou.

>tov Mivaka 14 mapouoiddovtal Ta amoTEAESHATA TNG AVAAUONG CUVIOTWOWY
AMOKAIONG KATA TN xprion Kal Twv 41 Selypdtwy 10To.

Mivakag 14: ZuvioTwoeg amokAiong (Mehétn avamapaywytpdtntag tlotol)

O Mivakag 15 cuvoiCel T GUVONIKT HETABANTOTNTA TNV OTTOIa XPNOIHOTTOONKE
10 dBpolopa e MetaBAntotntag Eneepyaciag lotou (o1 ouVICTWOEC ToToBEGiag
Kal evtdg Tou dmok AapBavovtat and tov Mivaka 14 autig NG HEAETNC), KaBwg
Kal n ouvolikr MetaBintotnta Eneepyaciac RNA amd tn pehétn akpifetag RNA
(Héool Opol amd Ta TEVTE EAeyUEVA HEAN Tou TAvel otov TMivaka 12). Ot mpo-
QAVOAUTIKOL TTapAyovTeG Tou oxetiCovTal pe Tnv emeéepyacia 10Twy eivat n Kupla
TNy TNG amOKAIONG yia TovV EAeyX0 (94% TNG GUVONIKAG ATTOKAIONG). H GUVONIKY
TuTTkn anmékhion (SD) mou epNapBAvEL OAEC TIC TINYES AmTOKALIONG 1loouTal HeE 2,9,
yeyovdg mou uTtoSelkvUEL &TL 0 Tpoadloplopdg Prosigna eivat éva aglémoto Pétpo
Slapopdc 6,75 petagy duo TiHwv ROR e epmotooivn 95%.

Mivakag 15: Zuvohikr) MetaBAntotnta (Emeepyaciag lotou kat RNA)

MetapAntétnTa MetapAntétnTa Suvohik i
Emegepyaoiag lotod Ene€epyaciac RNA MetaBAntoTnTa Zuvoh SD
782 047 8,29 29

TUVIOTWOEC AMOKAIONG
6 JuvoAikn SD
TomoBeoia EAETD Evamopévouca Juvolika Gl
pmAok
0,10 7,72 051 834 2,89

H ouvioTwoa TomoBeoiag PHETPAEL TN CUOTNUATIKY AMTOKAION yila TNV TomoBeoia,
n ouvioTWoa «EVTOC TOU WIMAOK» PETPAEL TNV Tuxaia amOKAON Tou SlaPEpEl
OLVAPTNOIaKA e TNV e€étaon/emeCepyacia Twv SelypATwy 10TOU 1 eVTOC TN
amokMong pmok FFPE kal n evamopévouca anodkAlon HETPAEL TN ouvOUACTIKY
peTaPANTOTNTA HETAEY Twv avoAUOEwV Kal Tn HETARANTOTNTA EVTOC TNG
avahuong otov lMpoadloplopd Prosigna. H ouviotwoa tomoBeciag eival Moy
UIKPr OE OX€oN HE TNV Tuxaia PETARANTOTNTA £VTOG TOU UMAOK, YEYOVOG TTOU
UMOSEIKVUEL OTL Ot SIAPOPEG HETAGU TWV TOMOBECIOV ITAV AUEANTEEC KATA HECO
PO (< 19% TNG OUVONKNAG AmOKAIONG). H evamopévouca amdkAlon ATav oUPewvn
HE TNV 1000VVapN HETARANTOTNTA TTOU ETPRONKE 0TN MEAETN akpiBelag RNA, Tou
€ixe Myotepa Selypata oG TTEPIOOOTEPEC TIAVOUOIOTUTTEG METPAOELG (ArOKAION
0,51 og ouykplon He TNV amokAion maptidag avtidpaotnpiwv Prosigna péong
TomoBeoiag 0,39 yia Tn HENETN akpiBelag RNA).
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16.1.7 Zup@wvia katnyopiag KivdUvou Kat Ta§ivouroewv UMoTUTTOU

H oupewvia peta&y tomobeotiv katd undtumno acBevolg kal katnyopia kivduvou
(xaunA&G, peoaiog, uPNAOG Kivduvog) mapoucidletal otov Mivaka 16, omou
£PappOoTNKav o€ OAa Ta Seiypata ol avTOTOIXEG TIEG ATOKOTIAG KIVEUVOU YIa TIC
Ta&IVOUNOEIG apvnTIKWY Kat BeTIKWY Aeppadévwy. Ta Silaotipata egmotoouvng
akpiBolg Turmou 95% mapouctdlovtal péoa O ayKUAEG kal O aplBuds Twv
Selyudtwy e anotedéopata kat otic Svo Tomobeoieg mapouoidletal péoa o€
napevBéoelq. H péon oupgwvia mapouotaletal otnv teheutaia othAn. MNa k&Be
oUyKpLon, N oupewvia urohoyiotnke oe VO Briuata. Mpwta, yia K&be Seiypa
L0TOU, UMTOAOYIOTNKE N avahoyia Twv TEOOAPWY SuvaTwy (EVYWV ATTOTEAEOUATWY
(8Vo otV Tomobecia 1 * Svo otnv Tomobeoia 2) Tou TaPOUGiace cupPwvia.
310 OeUTEPO BriHa, UTTONOYIOTNKAV Ol JECOL OPOL AUTWV TWV AVOAOYIWV Yia dAa
1a Sefypata 1oTou mou Tiapriyayav anmoteréopata kat otig Suo Tomobeoieg otn

Oedopévn olykplon.
Mivakag 16: Mivakag cupg@wviag umoTuTToU Kat Katnyopiag Kivduvou Katd katdotaon
Aeppadévav
Jupgwvia cuykpiong {evywv
. " TomoBecia 1 wg | TomoBeoia 1 w¢ | TomoBesia 2 wg | .- :
Tumog cUYKpIO Méon cupewvia
SRS nipog TonoBeaia | mpog TomoBeaia | mpog TomoBecia e
2 (n=40) 3(n=41) 3(n=40)
Ynotunog 96,3% 98,8% 95% 97%
[86,4%-99,5%) [91,0% - 100%]) [83,1% - 99,3%)]
Katnyopia kivdvou 87,5% 92,7% 90% 90%
Apvniko (732%-958%] | [80,19%-984%] | [764%- 97,2
NeppadEve
Katnyopia kivdivou 88,8% 92,7% 91,3% 91%
OeTikol Neppadéveg | [75,9% - 96,0%)] [80,1% - 98,4%) [79,2% - 97,4%)

Ma k&Be ovykplon, (LTTGTUTTOG KAl KATNyopieg KIVOUVOU apvNTIKWV Kal BETIKWV
AePPadEVWVY), N Héon cLUPWVIa PHETAEL TOMOBECIWY ATAV TOLAAXIOTOV 90%. Agv
umpxav Oglypata otav n katnyopia kivduvou Mage amd Xapnho oe uPnAd
Kivéuvo (1 avTIoTpoewe) LETAEL ] eVTOC TOTTOBECIOV. YTHEXAV ovo Suo Selyuata
(amé Ta 41) mou Sev €dwoav iSloug UTGTUTTOUG 0Ta 6 TTavopoldTUTTA SefypaTa:

1. Eva Seiypa eixe SimhdTuma amoteléopata AUAKOU TUTTou A o€ pia tomoBecia
Kal Simdtuna anotedéopata AuAiKoU TUou B og k&Be pia amd Tig alleg Vo
Tonofeoiec.

2. 'Eva Seiypa gixe Sumhotumna amotehéopata AUAKOU TUTTou A o€ pia TormoBeoia,
Sumdtuna amoteléopata HER2-epmouTiopévou TUmou o€ AN Tomobeoia
Kal éva AulikoU Turou A katl HER2-gumAoutiopévou TUmou otnv Tpitn
Tomnobeoia.

16.2 EvaioOnoia / Eicodog RNA
Nepiypagn peAétng e1066ou RNA

2T HENETN eAéyxBnkav 13 Selypata RNA kapkivou Tou paotol oe tpia enineda eloddou
RNA evtog Twv mpodiaypagwy Tou mpoadloplopou (500, 250 kat 125 ng) kat SUo mpoobeta
enineda £10660u RNA ekTOC Twv Tpodlaypagwv (625, 62,5 ng). K&be delypa ehéyxOnke pe
KaBe mapTtida Tou kIt (2 mapTideg ouVOAKA) O pia avahuon dokipaciac, mou mephauBave
OUMAOGTUTTEG ETPNOELG O€ KABE Mimedo evidg Twv mPodlaypapwy Kal pia pétpnon yia Kabe
eninedo ekTOC TWV TPOSIAYPAPWY. Y& KABE avaluon TeEPANAPONKay SIMAGTUTTIEC KEVEG
HETPAOELC (BNAadH, xwpig 0Tox0). Eva Selypa ehéyxBnke pévo pe pia maptida.

Anotehéopata PeNETNG 10660v RNA

Oha Ta petpnBévTa keva Sefypata (n = 46) Tav KATw amd To KATWEAL yia TO Orjpa Kal
mapeixav amotéheopa amotuxiag (mocootd amoteheopdtwy 0%). ONeG ol HETPAOELG
RNA 6ykou evtog Twv mpodlaypapwy Tou poodloplopol (n = 138) mapeixav mMTUXES
amoTéENEOHA (MTOCOOTO AMOTEAEOUATWY 100%). MocooTd ekatd ToIG ekatod (100%) Twv
Selypdtwy pe €i0odo avw Twv mpodiaypapwy (625 Ng) TIAPEIXE EMTUXEC ATTOTENEGHA.
Mooootd oyddvia Tpia Tolg ekatd (83%) Twv Selypdatwv (10/12) mou eAéyxOnkav e
€l0060 KATW amod TG mPodlaypagés (62,5 ng) mapeixe amotéheopa otny maptida 1 pe
100% otnv maptida 2.



H péon Babuoroyia ROR yia ta 13 Selypata kdAunte éva peydro evpog (20-82). H
Taéivopunon opddag Kivduvou (Xapnod/pecaio/uPniédg) ftav 100% CUUPWVOG LE OAA
1a enfmeda e10660u RNA yia ta 13 deiypata mou eléyxBnkav. O Mivakag 17 cuvoyilel
v anékhion ot Babuoloyia ROR w¢ ouvdptnon g ei06Sou RNA. H péon diapopd
Babuoroyiag ROR petady twv emmédwv e106dou RNA, n SD yia Ti¢ Slapopég Kal 1o
Sidotnua epmotoolvng 90% xpnotomolriBnkav yla TNy ektiunon tou edv ot Babuoloyieg
ROR mou mpoékupav amd SlapopeTikd emineda el06dou RNA RTav I008UVAHES HE EKEIVEG
TIoU TTPoékupav He To eminedo otoxo 250 ng. Ma va mAnpeftal To KpItrplo anodoxnc,
T0 OIGOTNUA EPTIOTOOUVNG ETTPETTE VA EUMEPIEXETAL TIARPWG oTo (-3,3 ROR). Xta dvo
enineda opiwv Tou €UPoUC TwV TIPOSIaYPAPWY Tou TPoadioplopol (125 kat 500 ng
RNA), ot BaBpohoyieg ROR ritav I008UVALEG [E EKEIVEG OTN CUYKEVTPWON EI0OS0L OTOXOU
250 ng yla k&Be pia amd i Gvo mapTideg Kit Tou eAéyxOnkav. Ma kaBe enimedo ektdg
Twv Podlaypagwy, ol Baduoroyieg ROR rtav 10oduvapeg yia T pia maptida, ala oxt
yia TV AN

Mivakag 17: MepiAnyn Sragopwv Babuoloyiag ROR. H pétpnon 1coutal pe Tov apibud twv
Setypdtwv mou mepihapPdavovrav otnv avaiuaon.

. Méon o ., .
Maptida Mata(ng) | Métpnon | Siapopa SD ) Katw op’|o Avw op’|o
KIT ROR Sagopag | epmotoclvng | epmoTocuvng
62,5-250 10 1,90 2,62 0,54 3,26
125-250 12 0,75 1,23 0,16 134
20535
500 - 250 12 0,04 0,78 -033 041
625 - 250 12 -0,13 0,86 -0,53 0,28
62,5-250 11 -0,36 3,96 -2,33 1,60
125-250 11 -0,50 3,07 -2,02 1,02
20536
500 - 250 11 -0,82 3,25 -243 0,79
625 - 250 11 -1,09 4,24 -3,19 1,01

16.3 'EAeyxog mapepBoiwv
MapaKeipueVog UGIONOYIKOG/UN KAPKIVIKOG IOTOG

H mapouocia MAPAKEipEVOU  QUOIONOYIKOU/HN  KAPKIVIKOU 10TOU  €ival ouvnBIopévn
OE UMAOK Kapkivou Ttou paotol FFPE kal pumopei va mpooOloploTel He TNV TaBoAoyIKr
e€étaon w¢ Slakpitr MEPoX amd TNV TEPIOXH Tou SINBNTIKOU KAPKIVWUATOS TOU
HaoToU. YUpwva pE TG podlaypagé Tne dladikaciag Tou Mpoodloplopol Prosigna
TIAPATIAVW, 1N APA{PEST TOU TIAPAKEIUEVOU PUGIONOYIKOU 10TOU YIVETAL HE UAKPOEKTOUN.
la Tov mPoadlopIopd Tou KIVOUVOU HOAUVONG TWVY AMOTEAEOUATWY amtd YUCIONOYIKO
1016, eNéyxOnkav 13 pmhok Gykou Kapkivou Tou paotol FFPE mou mepleixav maBohoyikd
emPBeBaiwpévo SiNBNTIKG MopPOoyevEG Kapkivwpa Kal mepimou 50-95% mepiBéAovta
(PUOIONOYIKO/ [N KAPKIVIKO 10T [E Kal XWPIC LOKPOEKTON TOU TIEQIRAANOVTOG I0TOU Kall
kaBopiotnke n dlagopd otn Babuoroyia ROR (GéAta ROR).

Kata péoo 6po, n Babuoroyia ROR Tou Seiypatog OyKou TIOU LUTIECTN HAKPOEKTOMN
rfitav Katd 8 mepimou povadeg ROR mavw amd tn Babpoloyia mou mapatnerBnke katd
™ SlIaTPENON TOU QUOIONOYIKOU/HN KAPKIVIKOU 1oToU. H Eikéva 14 Seixvel étt 6oo
au€avetal n moodTNTA PUOIOAOYIKOU 10TOU (TOC0OTO 10TOU TIou Sev €xel apalpeBel pe
HOKPOEKTOUN €WE 95%), UTTAPXEL ALEAVOUEVOG KivOUVOC N avagepdpevn Babuoloyia ROR
Val UTTO-EKTIMAEL 1 VAL EKTIUAEL e apvnTIKH amdkAion (Ewe -19 povéadeg ROR) Tov kivouvo
UTIOTPOTTAG piag aoBevoug.

Eikova 14: Emidpacn ¢puotohoyikoU/pn KapKivikol 1oTol ato Aéhta ROR

AéNta ROR Katd % (QUGIoAoyIKoU/un KApKIVIKOU 10ToU

5

AéNta ROR

T T T
50 60 70 80 90 100

9% QUOIOAOYIKOU/HN KAPKIVIKOD 10TOG
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NapepPoAég veKpwTIKOU, Alpoppaytkol Kat pn 8indnTikou mTopoyevou g KAapKIVIKOU
(DCIS) 1oTt0U

Ma tov mpoodloplopd Tou KIVEUVOU POAUVONG TWV ATTOTEAECUATWY ATTO VEKPWTIKS/
alpoppaylkd/pn 8NNtk mopoyevr) Kapkivikd (DCIS) 1016, ehéyxOnkav 11 prmhok
Kapkivou Tou paotov FFPE (3 DCIS, 5 VEKPWTIKA, 3 AlMOPPAYIKA) TTOU TTEPIEIXAV TTABOAOYIKA
emPeBaiwpévo SiNONTIKG KapKivwa Tou HaoTou Kat Tepimou 10-30% mapepRaAovta
10TOU HE Kal XWPIC HOKPOEKTOUH TOU MAPEUBANOVTOG IGTOU Kal kabopioTtnke n Slagopd
otn Rabuoloyia ROR (6éhta ROR). 2ta enimeda eAéyxou, n emdpaon TOU VEKPWTIKOU),
algoppaylkol Kai un &inntikou mopoyevoug kapkivikol (DCIS) 10Tol mou mepIAeBnke
otn dladikaocia fTtav apeAnTéa otnv avagepopevn Baduoloyia ROR (< 6 povadeg ROR).
MapatnerBnke cupgwvia 100% oTNV ekXWPENON TNG KATNYOPIag KIvOUVOUL HETAY Twv
EVTEKA VEKPWTIKWV, AIHOPEAYIKWY KAl pn SINBNTIKWY Topoyevwv Kapkivikwv (DCIS) 1oTwv
UE Kal XWPIG LOKPOEKTOUN.

AvBpwmivo yevwuiko DNA

H Sadikaoia tou Mpoodloplopov Prosigna meph\apBAavel TR agaipeon Tou avBpwivou
yevwpikol DNA (gDNA) péow agpopoiwong pe DNase. Ta va aglohoynBei o kivouvog
poAuVoNG Twv anoteAeopdtwy and 1o gDNA, ehéyxOnkav &éka (10) pmAok Oykou
Kapkivou Tou pactou FFPE mou mepleixav maBoloyoavatopikd emPBeBaiwpévo dindntikd
TIOPOYEVES KAPKIVWHA HE +/- apaipeon Tou avBpwivou yevwiikol DNA, mapaleinmovtag
10 Bripa AcofupiBovoukiedong (DNase) otn Siadikaoia. Xta deiypata mou eréyxBnkav,
Katd péoo 6po, n Babuoroyia ROR rtav xaunAdtepn Katd 4 éwg 5 HOVASEC OTIC OPAOES
XapnAou kat peoaiou kivduvou, otav o gDNA agaipébnke pe DNasel (BA. Mivaka 18).
Otav ta Sefypata xwpis enegepyacia DNase umoBAROnkav oTn ouvéxela oe emeepyaoia
ue DNase | (hetd v ene€epyaoia), ol Babuoroyiec ROR oupgwvoloav pe TG Tipég ROR
mou elxav mapatneEnBei apyika pe tnv emeéepyacia DNase | BAcEl Tou TTPWTOKOANOU.
Yrépyxel kivéuvog n avagepdpevn Paduoroyia ROR va unep-ekTIHAEL f va EKTIMGEL HE
BeTikry amokhion (€wg 7 povadec ROR) Tov kivduvo umotporri¢ Tng acBevolg mapousia Tou
gDNA. EmmpdoBeta, To umohoyi(opevo orjpa yia Ssiypata xwpic eme€epyaoia pe DNase |
rTav onuavtika (p < 0,05) xapnAoTePo amd ekeiva mou uToRANONKav o€ enefepyacia pe
DNase | Adyw Twv mapepfoliv otnv évelEn amoppd@nong mou XPNOLHomoINBNKE yia
NV moooTikomoinon TG moodtntag RNA mpv amd tn dokipaoia pe tov Mpoodloplopd
Prosigna.

Mivakag 18: Emidpaon tng enefepyaciag pe AsofupiBovoukiedon otn Babuoloyia ROR ot
Seiypata iotov

. n Awapopd ROR
ROR Asiypara BB R,OR pe DNase | - xwpic DNase |
7 FFPE mou pe DNase | - xwpic DNase | a p
Katnyopia ENévyOnKay (peTa tnv enefepyaocia)
W Méon EAay. Méy. Méon EAGy. Méy.
Xapnhog 3 -4,0 -6,0 -1,0 0,7 -1,0 3,0
Meoaiog 2 -4,5 -70 -2,0 10 0,0 2,0
YYnhog 5 04 -1,0 20 04 -1,0 1,0

16.4 KAwvikn amodoon

Alefnxbnoav U0  KAIVIKEG HENETEG EMKUPWONG TTPOKEIMEVOU va  EMKUPWOEL 0
MpooSlopIoHOE YOVISIAKAS TIPOYVWOTIKAG UTTOYPAPNS KAPKiVou Tou paoTou Prosigna.
O KUPIOG OTOXOG Kal Twv SUO HEAETWV ATAV N EMKUPWON TwWV ONUOCIEVUEVWY
TIAPATNPEACEWY OXETIKA HE TO 0TI N BaBuoAoyia Tou kivduvou unotporrig (ROR) mapéxel
TIPOOOETEC TTPOYVWOTIKEG TTANPOPOPIEG yia TNV €mMPBiwon AveEL AMOUAKPUOMEVNG
unoTpPomAG ota 10 €N Mépav TWV TUTTIKWV KAVIKWV PETABANTOV. Enfong, Seutepevwv
OTOXOC KAl TwV BU0 HENETWY ATV N EMKUPWON TIPONYOULEVWY TTAPATNEIOEWY OXETIKA
e To OTt ot aoBeveic AUAIKOU TUTToU A kall AUAIKOU TUTTOU B €x0uv OTATIOTIKA ONHAVTIKT
SIAPOPETIKA eMPBlwon AveL ATOPAKPUOKEVNE LTTOTPOTG 0Ta 10 €Tn. Kabw¢ ta kpttripla
€10080L Kal Ta AMOTEAEOHATA AUTWV Twv OUO HEAETWV ATV TTAPOHOLQ, Ol SUo BACEIG
Sedopévwy cLVOLACTNKAY KAl AVANUBNKAV HE TIPOOTTTIKA OPICHEVO OXTUa avAAUOoNG TTou
€ixe TOUG (510U OTOXOUG HE TIG HEHOVWHEVEG LENETEG,

JuvduaoTiky avdluon: Anuioupyia KAUMUAWV KivdOvou e
™ XPNON OUVSUACTIKWV amoteAeCHATwY Tou Mpocdiopiopou
Prosigna amé TransATAC kat ABCSG-8

Mapakatw Oivetal N meEPIANPN TWV  XAPAKTNPIOTIKWV aywyng Kal TwvV  KAVIKOV
XAPAKTNPIOTIKOV amd T ouvOUaoTIKr avaluon. Na TG HEHOVWHEVES TTANPOPOPIES

OXETIKA pE TN oxedlaon TNG HEAETNG Kal TNV avAAUoN, avaTpEETe OTIC aKOAOUBEC evOTNTEG
yla TG MeNéTeC 1 kat 2 avtioTolxa.



Avdluon

Mivakag 19: MepilnPn  XaPOKTNPIOTIKWY aywyhig Kat KAVIKOV XOpOKTNPIoTIKWV oTn
ouvSuaoTiki avaluon Twv MeAet@v 1 Kat 2

Apvntikoi Aeppadévec | 1-3 OeTikoi Aeppadéveg | = 4 Oetikoi Aeppadéveg
(n=1.786) (n=590) (n=103)
XapaktnpioTtikd Tipq
Trans ATAC | ABCSG8 | Trans ATAC | ABCSG8 | Trans ATAC | ABCSG8
(n=739) | (n=1.047) [ (n=208) (n=382) (n=54) (n=49)
Mepikn 377 528 102 184 31 25
A | avaoTpoloAn (51,0%) (50,4%) (49,0%) (48,2%) (57,4%) (51,0%)
)
e Movo 362 519 106 198 23 24
Tapogipaivn (49,0%) (49,6%) (51,0%) (51,8%) (42,6%) (49,0%)
G 169 210 39 54 3 7
(22,9%) (20,1%) (18,8%) (14,1%) (5,6%) (14,3%)
. 438 837 122 328 37 42
Kararatn G2/eX (59,3%) (79.9%) (587% | @50%) | (685%) | ©657%
63 132 0 47 0 14 0
(17,9%) (0%) (22,6%) (0%) (25,9%) (0%)
“lem 122 219 13 37 3 2
- (16,5%) (20,9%) (6,2%) (9,7%) (5,6%) (4,1%)
12¢m 420 568 83 193 15 18
| ) (56,8%) (54,3%) (39,9%) (50,5%) (27,8%) (36,7%)
MéyeBog oykou
23em 157 213 77 122 18 23
(21,2%) (20,3%) (37,0%) (31,9%) (33,3%) (46,9%)
S3cm 40 47 35 30 18 6
(5,4%) (4,5%) (16,8%) (7,9%) (33,3%) (12,2%)
AOVITTIKT] 649 984 186 367 47 46
. v ©78% | (040%) ©94% | ©61%) | 670%) | ©39%)
Kataotaon HER2
Qe 90 63 22 15 7 3
(12,2%) (6,0%) (10,6%) (3,9%) (13,0%) (6,1%)
Metaotao 79 9 50 64 31 10
, n (10,7%) (8,7%) (24,0%) (16,8%) (57,4%) (20,4%)
Ynotporég
Onoadhnote 17 121 59 73 34 10
n (15,8%) (11,6%) (28,4%) (19,1%) (63,0%) (20,4%)
Aulikou 529 725 127 248 31 31
Torou A (71,6%) (69,2%) (61,1%) (64,9%) (57,4%) (63,3%)
, AUNKOU 176 284 68 118 20 16
Evdoyeviic Tumou B (23,8%) (27,1%) (32,7%) (30,9%) (37%) (32,7%)
UTTOTUTTOC ~ B B P 0 o
NanoStrin 010
9 Baowo0TOnou | g9y (06%) (1,0%) (05%) (0%) (0%)
HER2- 27 32 1 14 3 2
EUTAOUTIOHEVOG (3,7%) (3,1%) (5.3%) (3,7%) (5,6%) (4,1%)

Kat ot 800 HENETEC eixav OKENOG aywynG We Tapodipaivn yia 5 €mn. Stnv TransATAC, To
OKENOG TNG GMNING HENETNG TTEpNGRBave 5 €Tn avaoTpoldAng, evy oTn Herétn ABCSG-8, to
Seltepo okéhog mep\apBave 2 €t tapodipaivng kat katdmy 3 €t avaotpolong Katd
N HovTENOTTOiNON Tou KIVOUVOU QMOPAKPUOUEVNG UMoTPOomiG (DR) ouvaptroet OAwv Twv
KAVIKWV JETARANTAOV Kat HETABANTWV aywyng, N aywyr} Sev cuvéBahe onuavTika (p = 0,66)
ot TPOYVWOoN Tou DR. Ot GMEC KUPIES OLAPOPES LETAEY QUTWY TwV SOKIUWY ITAV TO YEYOVOG
ot n Gokipry TransATAC miephapBave aoBeveic pe Oykoug Katataéng 3 kai Ot TO GUVONKO
TI0000TO UMOTPOTTAG ITav UPNAGTEPO OTN HEANETN TransATAC o€ Oxéon pe Tn pehétn ABCSG-8.

AnoteAéopata

H Eikdva 15 Seiyvel Tov KivBuvo amopakpuopévng umotporic ota 10 €t cuvapThoel
G Babporoyiag ROR pe (wveg epmotooivng 95% RAoEl EexwPIoTWY avANoywv TIPOG
Cox povTéAwv KivOUVwy yia kaBe opada acbeviv pe apvntikoug kal Betikoug (1-3)
Aeppadéveg.

Eikova 15: EKTIHWHEVOG KivBuvog amopakpuouévng umotpomig ota 10 étn pe Siaoctipata
gumoToouvng 95%

3
8

—— Apunukol Aepgadévec

& | | — ©emoieppadévec (1-3 Betikol Nepipadéved)

80
1

EKTIGHEVOG KIVBUVOC aTopaKpUGHEVNG UTTOTPOTHG 0Ta 10 €T
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H Ewéva 16 Seixvel ta dlaypdppata Kaplan-Meier kat cupBaviwy katd opdda kivdivou
yla aoBeveic pe apvnTikoug Aeppadéveg kal n Eikova 17 Seixvel ta ida Saypdupata
yla aoBeveig e 1-3 OeTikoUG Aeppadéves, Ye KABe elkOVa, TTAPEXOVTAL AETTTOUEPELES YA
TO péyeBog Belyudtwy, Tov aplBpd Twv CUPPBAVTWY Kal TO EKTILWHEVO TTOOOOTO XWPIG
QAMOUAKPUOHEVN LTTOTPOTT 0Ta 10 €Tn Katd opdda Kivduvou. >tnv opdda aobeviv
He BeTkOUC Neppadéveg, ummpxav oAU AiveG aoBeveic oTiC mMPokaBopIopéve opAdeg
XaHNAOU KIVOUVOU HE amOTENECHA TO SIA0TNHA EUMIOTOOUVNG OTNV KapmuAn Kaplan-
Meier kal KaTtéd OUVETELD N EKTIUNON TNG EMBiwong AVeu AmMOPAKPUCHEVNC UTTOTPOTTHG OTA
10 €tn (DRFS) va gival eupeia.

Eikova 16A: DRFS katd opdda KivéUvou yia acBeveic pe apvnTikoug Aep@adéveg
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Xpévoc peta-apaxohouBnong (étm)

MepiAnyn Sedopévwv yia tnv Eikéva 16A: DRFS katd opdada Kivduvou yia aocBeveic pe
aApVNTIKOUG Aeppadiveg

Opada Ap1Bpog Ap1Bpdg ocupfaviwv EKTIFNFEVO, T10000T0 Xm.p 5
Kivéuvou agBevaiv (%) ota 10 étn QTOHAKPUGHEVN UTTOTPOTT OTA
10 £tn [95% Cl]
Xapnhog 875 (49%) 31 96,2% [94,7% - 97,3%)
Intermedio 551 (31 %) 53 89,2 9% [86,1 % - 91,7 %]
Meoaiog 360 (20%) 73 77,7 % (72,8 % - 81,9 %]
Suvolikd 1.786 (100%) 157

Eikéva 16B: Tuppdavta katd opdda Kivduvou yia acBeveic pe apvntikoUG Aep@adéveg oe
mevtaeth Stactipata
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Eikova 17A: DRFS katd opada kivéUvou yia acBeveig pe 1-3 Oetikoug Aeppadéveg
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MepiAnyn dedopévwv yia tnv Eikéva 17A: DRFS katd opada kivdvvou yia acBeveic pe 1-3

MepiAnyn dedopévwy yia tnv Eikdva 18: Kapmudeg Kaplan-Meier yia to DRFS katd evéoyevi

BeTikoU¢ Aeppadéveg uUTGTUTIO Yia 000eVEiC pe apvnTIKOUG Aep@adéveg
. . . . EKTIpWHEVO TTOGOOTO XWPIG . . . . EKTIpWHEVO TTOGOOTO XWPIG
ol I ot g IRt S - el L s A

5 n 10 £tn [95% CI] n 10 £tn [95% CI]
A 0 0y Of - v ')

Xapnhog 24 (4%) 2 91,7% [70,6% - 97,8%] A'U)\IKOU 1254 62 946 93,1 - 95,8]
Meoaiog 211 (36%) 18 90,4% [85,2% - 93,9%) Tomov A

YYnhog 355 (60%) 87 71,8% [66,3% - 76,6%] AUNKOD 460 75 819777 - 85,3]
Suvoka 590 (100%) 107 tonou B

Suvolika 1.714 137

Ewéva 17B: ZupBdavta katd opdada kivduvou yla acBeveiq pe 1-3 BetikoU¢ Aeppadéveg ot
mevtaeth Stactipata
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>tnv Ewédva 17B, kabw¢ urpxav pévo 24 aobeve(c pe 2 oupBavia otnv opdda BeTIKOV
AeLPASEVWY XapUNAOU KIVOUVOU, QUTEC Ol A0BEVEIG GUVEUAOTNKAV HE TIC A0BEVEIC pecaiou
KivOUVOU yla TNV avaAuon OYIUNG UTTOTPOTTAG.

Kat ot 103 aoBeveic otn ouvduaoTikr Bdon dedopévwy He 4 i TEPIOOOTEPOUG BETIKOUG
Aeppadéveg TagivopouvTal we upniou Kivouvou. O Mivakag 20 Seixvel Ta mocootd DRFS
ota 10 €N yla QUTEC TIC aoBevels.

Mivakag 20: Nocootd DRFS ota 10 £tn yia acbeveig pe 4 kat dvw OeTikoUG Aeppadéveg

H Ewkova 19 Seiyvel nv iGla olykplon yia aoBeveic pe 1-3 Betikouc Aeppadéved. Kat yia
TIC VO OHAdEG, LTTHPXAV ONUAVTIKEG Sla@oPEG peTagl Tou DRFS twv aoBeviv AuNKoU
TUrou A kat AuNikov Turou B.

Ewova 19: KapmoAeg Kaplan-Meier yia DRFS katd evdoyevr) umotumo yia acBeveic pe 1-3
BeTIKoUG Aeppadéveg

M0G0 GVEU aTTOAKPUGHEVNG UTTOTPOTIHG

Xpbvoc peta-napakohouBnan (étm)

MNepinyn Sedopévwv yia v Eikéva 19: Kapmoleg Kaplan-Meier yia DRFS kata evoyevi
unétumo yia acBeveig pe 1-3 BeTikoUG Aeppadéveg

Opada Ap1Budg Ap18udG cuppaviwy Enluwusvo’ TIOGOTTOXDR'
Kivéuvou acBeviv ota 10 ¢ amouakpucievn urotporn ota
10 é1n [95% Cl]
YYnAog 103 39 57,4% [46,3% - 67,0%]

H m\elopneia Twv UTOKEIEVWY OTIG OUVOUAOTIKES MENETEG (96%) rTav elte AUAIKOU TUTTOU
A eite AuNikoU TUTou B. H Eikéva 18 Seiyvel Tn ouykplon tou DRFS katd AuAikod TUTo yia
0BeVEIG e apvNTIKOUG AEPPASEVEG.

Ewova 18: KapmuAeg Kaplan-Meier yia to DRFS katd evdoyevry umotumo yia acbeveiq pe
apVNTIKOUG Aeppadéveg

09
09

TM000GTS GVE QMOHAKPUGHEVNG UTIOTPOMIG
07

Xpévos pea-napaxohovBnong ()
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Opdda Ap1Budg Ap18udG cuppavTwy Emluwusvo’ TI0000TO XWPiG
Kivéuvou acBeviv ota 10 ¢ QTOHAKPUCHEVN UTTOTPOTT OTA
10 étn [95% ClI]

AUNKOD 375 41 87,6[83,5 - 908]

TUmou A

AUNKOD 186 52 68,3 [604 - 75,0]

Turou B

SuvoAikd 561 93

Yrpxav povo 98 aoBeveic pe kapkivo AUNKOU UTIOTUTIOU OTn OLVSLAOTIKY Baon
Sedopévwy He 4 kal Avw Betikoug Aeppadévec. O Mivakag 21 Seixvel ta mocootd DRFS ota
10 €Tn yla QUTEC TIC a0BeVE(C, ot omoieg miong Tapouctdlouy oAU UPNAGTEPO KivEuvo
tav éxouv Kapkivo AuhikoU Tumou B.

Mivakag 21: NMocootd DRFS ota 10 £tn yia acBeveig pe 4 Kat Avw BeTIKOUG Aeppadéveg Katd
AUMNIKO umtéTuTIO

Opdda Ap1Budg Ap18udG cuppavTwy EKTI].I(L)[,IEVO’ TI0000T0 XWPlG
Kivéuvou acBevav ota 10 ¢t amouakpucievn urrotporn ota
10 €tn [95% ClI]

AUNKOU 62 17 683 [53,6-79,3]

TUmou A

AUNKOD 36 20 380 [214-545]

Turou B

SuvoMikd 98 37

Avdluon OYiung UTTOTPOMNG

>ta ouvduaoTika dedopéva avahuoNnG Tou TIEPYPAPTNKAV TTPWTUTEPQ, Ta TTOOOOTA
oupRdvtwy oe K&Be opdda kivduvou dev gival otabepd oto didotnua 10 eTwy, dnwg
SlamoTtwvetal oTiC Eikdveg 16B kat 17B. Tia va katavonBel mepatépw n amopokpuopévn
unoTPOTH oTNV TEPIDS0 SPIUNG UTOTPOTAG, SIEEHXON I EK TWV UOTEPWY AVASPOUIKN
aAvVAAUON TWV OUVOLAOTIKWY HESOUEVWV TTOU TIEPLYPAPTNKAY TTAPATIAVW YO TO UTTOGUVOAO
aoBevwv mou Sev mapouciaoav AMOPAKPUOUEVN UTIOTPOTTH OTa TTEVTE TN (OUVONIKA
2.163 aoBevelc8). ATo auTéC TIG aoBeve(g, ot 1.605 eixav apvnTIKOUG Aeppadéveg kat 488
eixav BeTIKOUC AepPadEveg (1-3 BeTIKOUC AepPadEveq). Tia kaBe opdda Aeppadévwy, ol
TIHEC KATW armd Tov dEova X To €106 5 OTIC elkOveC 20 kat 21 deixvouv Tov apiBpud acbeviv
Katd opada KivEUVOU OTa TIEVTE £TN, TLX. ETMAECIEG YIa TNV AVANUON OYIUING UTTOTPOTTAG.

O Mivakag 22 Tapéxel Jia mepiinyn Twv XapaKTNPIOTIKWY aywynG Kal TwV KAWVIKGOV
XAPAKTNPIOTIKWV YA TIG A0OEVEIG Pe apvnTIKOUG AePPASEVEG Kal BETIKOUC AePPASEVES
(1-3 Aeppadéveq) otnv avaluon OPIUNG UTTOTPOTTAG.



Mivakag 22: Mepilnyn XOPOAKTNPIOTIKWY OyWYAS KAl KAMVIKWV XOPOKTNPIOTIKWV yid TV

avaluon OYIUNG UTTOTPOTIHG

Mivakag 25: MoAvpetaBAntéc avaloyieg kivduvou yia petafoAry Babuoloyiag ROR katd 10
Babuoug: ‘Oleg o1 acBeveic otnv umoopdda évavtl Twv acbevwv pe HER2 apvntikd otnv

O kUplog 01OXOG ATav va alohoynBel n duvatdtnta g Rabuoloyiac ROR va mapéxel
ONMAVTIKES, TTPOOBETEC TIPOYVWOTIKEG TTANPOPOPIEC yia To DRFS mépav Twv TUTTIKWV
KAVIKGOV JETABANTWY 0Ta €T 5 €wg 10. XuykpiBnKe éva HoVTENO UnOevOC TTou epApPBave
uovo tn Babuodoyia CTS pe éva evaNakTikd HovTéNo mou mephapPBave Ti¢ Babuoloyieg
CTS kat ROR pe tn xprion piag Sokipng avaloyiag mBavotritwy (LR). H Babuoloyia
ROR mpdoBece OTATIOTIKA ONUAVTIKEG TTANPOQOPIES yia To DRFS peTd ta 5 €t mépav
TWV TUTTIKWOV KANVIKOV LETABANTOV yia OAeg Ti¢ aoBeveic (p < 0,0001), kaBwg kat yia Tig
a0Beveig pe apvnTIKoUG Aeppadéved (p < 0,0001) kat TG aoBeveic pe OeTIKOUC AepPadEveS
(1-3 heppadeveq) (p < 0,0001).

O Mivakag 23 deiyxvel TNV MEPIANPIN TwV avaloyiwy KIvEUVWVY yia ia JeTaBoir 10 Babuwv
e Bdon pia povoueTaBANTr avaluon Kal Jia TOANUUETABANTH avaAuon mou iepNauBave
1600 ™ Rabuoloyia ROR doo kat tn Pabuoroyia CTS. Ot avaloyieg KivOuvwy yia
™ Babporoyia ROR €xouv OAeg onuavtikn Slagopd amd 1o 1 akdpa Kal METd tnv
nipooappoyn yia T Babuooyia CTS. Stov Mivaka 22 mapouotdlovtat miong ot Selkteg
C. Na kat 11¢ §Vo opddeg, o deiktng C eixe onuavtikn Slagopd anmd TNV TIUr amousiag
TTANPOYOPIWY Tou 0,5.

Mivakag 23: MepiAnyn Tou eEAéyxou OYIUNG UTOTPOTG

Avaloyia Kivéovou: Aeiktnc C pe 95%
Ap1Bude T (e e el e SlaoTipaTa ePmoToovvng
BeTIKWV N 10 BaBupoug
Aeppadévwv i i
HP MOVOHETQB)\HTH I'Iokupgaﬁknm AdlEC Kétw Aver
avaluon avaluon
0 1.605 1,38 [1,23-1,54] 1,29 [1,15-1,46] 70,1% 64,7% 75,5%
1-3 488 1,43 [1,25-1,63] 1,34 [1,16-1,53] 71,1% 64,0% 78,3%

H meloyneia Twv aoBevwv oTig SU0 eNETEC eixav HER2 apvntikd. O Mivakag 24 Seixvel
TNV Katavour| tTng katdotaong tou HER2 yia TI Yuvaikeg pe apvnTIKOUG AePPadEVeG Kal
e BeTikoUC Aeppadéveg (1-3 Aeppadéved). Kat yia Tic Suo opddec, mavw amd to 90% twv
YUVAIKWOV OTIG EAETEG efxav HER2 apvnTiko.

Mivakag 24: Katavopr tn¢ Katdotaong tov HER2 katd aptBpo Betikv Aeppadévwv

) ) Katdotaon HER2 )
‘Ynocuvolo acBevav = = Juvohikd
Apvntikn OeTIKi
AGCBEVEIG e pVNTIKOUG AeUPASEVES 1478 (92,1%) 127 (7,9%) 1.605
AcBeveic pe Sgrufoug Aeuwgésvec 457 (93,6%) 31 (6,4%) 488
He 1-3 BeTikoUG Aeppadeéveg

O Nivakag 25 Seixvel pia oUyKPLon ToU TTOAUHETABANTOU HOVTENOU TTOU EQAPUOCTNKE OE
ONeC TIC aoBeveic o pia Sedopévn opada Aep@adévwy Kal TO LOVTENO TIOU EQAPUOCTNKE
0€ ONEC TIC a0BOeVE(G e HER2 apvnTiko oTnv opdda. Aev UTIAPXOLY OTATIOTIKA ONHAVTIKES
Slapopéc.

2025-06 LB-0034-04

umoopada
Pyl e OcTiKoi Aeppadéveg _ .
TS0 Tu (n=1.605) =2 ()::(zgg)é s Ap1Bp6G OTIKWVY Aeppadévwv O)‘EE;;OZ OCGI]E G AcBeveic pe HER2 apvntiké [95% Cl]
ABCSG8 ransATAC ABCSG8 TransATAC ACBEVE(G pE apvnTIKOUG Aeppadéveg 1,29 [1,15-1,46] 1,35[1,19-1,54]
=944 ln=561) =31 n=177) AoBevelc e Betikole Aepgadeveg pe 13411,161,53] 129 [1,11-1,50]
MepikA avaoTpolohn 480 346 153 89 1-3 Beikole Aepgadéveg
Aywyr
Movo tapogigaivn 464 315 158 88 H olykpton Twv opadwy Kivdivou efetaletal mepartépw oTig Eikdveg 20 kat 21, mou
Ko . 158 16 % Selxvouv TIG KAUMUAEC CUUPBAVTWV YIA TTPWIKN KAl OPIUN AMOUAKPUCHEVN UTTOTPOTTH, TTOU
€xouv dnpovpynBel katd opdda KIVEUVOU Ot A0BEVE(C e apVNTIKOUC AEPPABEVEC Kal He
Katatagn MéTpla 752 394 265 105 BetikoUg Aeppadéveg (1-3 Aeppadéved), avtiotoiya. Ot KApmUAES CUPBAVTWY KAAUTTTOUV
Vv MePiodo MEWIUNG LTTOTPOTIAG (Ta TEWTA 5 £TN) Kal TNV TIEPIOSO OYIUING UTTOTPOTIG
Kakny 0 109 0 * (amé 5 €wg 10 €t petd ™ Siayvwon). AkpiBwe katw amd tov aova X o€ Kabe elkova,
<1lcm 204 116 35 1 TIAPOUCIACETal O APIBHOC TWV YUVAIKWV O€ KivOLVO Kal Ta oUVONKA oupBavTa. Ot mivakeg
— TieEPIANYNG KATW amo TG £kOVeG Selyvouv Ta SIA0TARATA EUMIOTOCVVNG YIA TO GUVOAIKO
) ) 1-2cm 526 376 165 74 nooootd DR ota 5 £tn i ota 10 £ yia T yuvaikee mou Sev elxav amopakpuopévn
MéyeBoc bykou 23cm 183 139 20 54 UMOTPOTTA KETA amd TNV OAOKAAPWON TNG 56TOUC aywyrc. Ma Ti¢ acBeveic pe Betikolg
Aeppadéveg (1-3 Aeppadéveq) mou avtimpoowrieovtal otnv Eikova 21, ot opdadeg
>3cm 31 30 21 28 XapNAoU Kal pecaiou KivEUVOU GuVSUACTNKAV AOYW TOU UIKPOU aplBuol aoBeviv otnv
ApvnTiKr 888 590 300 157 ouada xapnhos Kkvaovou.
Katdotaon HER2
OeTikr 56 71 1 20 O TANBUOHOE XaUNAOU KIVEUVOU EXEL XapNAR TTIBavOTNTa UMTOTPOTTHG AvApeoa ota 5 kat 10
£1n PETd amo 5eTr| evOOKPIVIKY) Bepareia, OTiw KATadEIKVUETAL ATTO TIG KAUTUAEG CUVOANIKWV
ATIOUAKPUOUEVN 41 40 28 29 . . , , . . ., .
Yrotponiéc OUHPBAVTWY Kal TIG OXETIKEG aVaNOY(eg KivOUvoL yia kaBe opada kivduvou. AvtiBeta, ol
Onotadrimote 71 78 37 37 mnBucpoi pecaiou kat UPNAOL KIVEUVOU EXOUV LOVILIO KIVEUVO OYILING AMTOUAKPUOHEVNG
UMTOTPOTTAG HETA amd SeTry evOokpvikr Ogpareia. H Slapopd oto amotéAeopa HeTAgy
AulikoU Triou A 674 488 218 112 TWV TANBUOHWV PECAiOL Kat UPNAOY KIVEUVOU UE QpVNTIKOUG AeHPadEVeS Snuioupyeital
Evsoyeviic AUNKOD TOToU B 245 150 87 54 1a 5 mpwta £t (Mooootd DR = 13,2% [9,6% — 16,7%] yia Tic aoBeveic upniou Kivbuvou
undTUTIoG Kat 4,7% [2,9% - 6,4%] yla Ti¢ aoBeveic peoaiov kivouvou) Kal mapapével éwg ta 10 €tn.
NanoString Baotkov Tomou 4 5 0 1 Q0o1600, Ta TTOCOOTA UTIOTPOTTAG YIA TIG OPAGEG HECAIOUL Kal UPNAOL KIvOUVOUL HETA ard
HER2- 5 18 . 0 Setry evdokpvikn Bepareia eivat mapodpola.
EUTMAOUTIONEVOC

Eikova 20A: KapmUAeg CUPBAVTWY QTTOUAKPUOHEVNG UTTOTPOTG Katd opdada Kivduvou and 0-5
£tn: AcBeveic pe apvnTikoUg Aeppadéveg

o
&

15

—— Xapunhég kivouvog
—— Meoaiog kivéuvoc
—— YYnAoc kivbuvog

MoG0GTO e amopaKPUGHEVN UTOTPOT
10
1

° T T T T
0 1 2 3 4 5

Xpovog peta-napakolouBnang (étn)

Risikogruppe: e kivduvo (%DR)

Yynhog kivduvoc: 360 352(1,1) 339(3,9) 319(7,7) 307(10,3) 287(13,2)
Meoaioc: 51 546 (0,4) 533(1,5) 515(3,5) 506 (4,1) 500 (4,7)
XapnAoc: 875 866 (0,5) 850(0,9) 842(1,0) 830(1,7) 818(2,1)

MNepiAnyn dedopévwy yia tnv Eikova 20A: KapmiAeg cupBaviwy amopakpuoHEVNG UTTOTPOTIG
Katd opada KivéUvou amd 0-5 £tn: AcBeveic pe apvnTikoUg Aeppadéveg

Mocootd DR katd opdda KivdUvou o€ S1aoTnpa oAoKA|PWoNG TNG aywyng £we 5 TV
[AlaoTtipata epmotoouvng 95%]

YPnAog Méeoaiog XapnAog

13,2% [9,6% - 16,7%] 4,7% [2,9% - 6,4%] 2,1% [1,1% - 3,1%]




Eikéva 20B: KapmUuleg GupBaviwy amopakpuoHEVNG UTTOTPOMG KATd opdda Kivéuvou amd 5-10
£tn: AcBeveic pe apvnTikoUg Aeppadéveg

o
&

—— Xapnhog kivBuvog
—— Meoaiog KivBuvoc
—— YynAS¢ kivbuvog

M0G0GTO |iE aMopIaKPUGHEVN UTTOTPOT
10
1

T T T T
5 6 7 8 9 10

Xpdvog peta-napakohoudnong (étn)

Ze kivduvo (%DR)

Risikogruppe:
YWnAog kivduvog: 287 268 (2,8) 256 (4,3) 235(7,4) 189(9,9) 144 (10,4)
Meégcaioc: 500 478(1,4) 460 (2,7) 440(3,1) 367 (5,2) 256 (6,4)
Xapnhoc: 818 799(0,2) 785(0,4) 748 (1,0) 653(1,7) 453(1,7)

MepiAnyn dedopévwy yia tnv Eikova 20A: KapmiAeg cupBavTwy amopakpUGHEVNG UTTOTPOTIHG
KaTd opdda Kivduvou amo 5-10 étn: AaBeveic pe apvnTikoug Aep@adéveg

MNMocootd DR katd opdda KivdUvou mévTe £Tn HETA TV OAOKA pWON TNG aywyR ¢ Xwpic amop.
vnotponi [AlacTtipata umotocuvng 95%]
Meoaiog
6,4% [4,1% - 8,7%]

YynAog
10,4% [6,6% - 14%]

XapnAog
1,7% [0,8% - 2,6%]

Eikéva 21A: KapmUAeg oUpBAVTWY QITOUAKPUCHEVNG UTTOTPOMG Katd opdada Kivduvou and 0-5
£tn: AoBeveig pe OetikoU¢ Aeppadévec (1-3 Aepgpadéveq)

o
&

—— Xapnhdg kivBuvog
—_ Meoaiog kivsuvoc

M0GO0TO JiE aMopaKEUGHEVR UTTOTPOTT
10

°© T T T T
0 1 2 3 4 5

Xpovog peta-napakolovBnong (€tn)

e kivduvo (%DR)

Risikogruppe
YynAog kivéuvoc: 355 349(0,8) 337(2,8) 313(83) 291(10,7) 272(13,8)
Meaaioc: 235 232(0,0) 230(04) 228(09) 224(1,7) 216(44)

MepiAnyn dedopévwy yia tnv Eikova 21A: KapmoAeg cupBaviwy amopakpuoHEVNG UTTOTPOTING
Katd opdda kivSuvou and 0-5 £tn: AcBeveiq pe BeTikoug Aeppadéveg (1-3 Aeppadévec)

Mocootd DR Katd opdda Kivéivou e Siaotnpa oAoKAPwoNG TNE aywyng £we 5 ETWV
[AwaoTipata epmotoovvng 95%]
XapnAég / Meoaiog
4,4% [1,7% - 7,0%]

YynAdg
13,8% [10,1% - 17,4%]

Eikéva 21B: KapmUAeq CUMBAVTWY AMMOMOKPUCHEVNG UTIOTPOTTHG KATA opdda Kivduvou amd
5-10 €étn: AcBeveic pe BeTikoUG Aeppadéve (1-3 Aeppadévec)

)
&

— Xapnéc kivbuvog
___ Meoaiog kivouvog

MoooOoTO pE AMOUAKPUCHEV UTIOTPOTTH
10

° T T T T
5 6 7 8 9 10
Xpovog peta-napakolouBnong (étn)

Ze kivduvo (%DR)

233(6,9) 214(11.3)
204019 195(2,4)

Risikogruppe:
Yynhog kivbuvog: 272
Meoaiog: 216

254(3,0)
211(0,0)

179(13,9)
158 (4,0)

130(16,6)
1M1(53)
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MepiAnyn dedopévwy yia tnv Eikova 21A: KapmoAeg cupBaviwy amopaKpUGHEVNG UTTOTPOTING
Katd opdda Kivduvou amo 5-10 étn: AcBeveic pe BetikoUg Aeppadéveg (1-3 Aep@adévec)

Mocootd DR katd opdda Kiv8Uvou mEVTE £Tn HETA TNV OAOKAI|PWON TN aywy XWPIc amop.
unotpomni [AlacTtipata eumotocuvng 95%]

YPnhog XapnAég / Meoaiog
16,6% [11,7% - 21,3%] 5,3% [2,0% - 8,4%)]

Tupnepdopata ouvSuacTIKAG avaluong

AmnodeixBnke 6Tl n Babuoloyia ROR mpocBETel onUAVTIKEG TTPOYVWOTIKES TANPOPOPIES
otV Tepiodo dPIUNG umoTpomi amd 5 éwg 10 étn petd T Sidyvwon kat mévw amd
TIG TUTTIKEG KAWVIKEG HETAPRANTEG OTN oLVOLAOTIKY avaAluon yla aoBeveic mou Oev eixav
QMOUAKPUCHEVN UTIOTPOTTH OTa TIEVTE €Tn. Me Tn Xpron Twv opddwv Kivduvou mou
oploTtnkav oTn ypapur ava@opdg yla KEBe KoopTn CUYKEKPIUEVOU TARBOUG Aeppadévwy,
Ol OUABES KIVEUVOU PAVNKE OTI TAEIVOOUV TO TIAFPEG GUVONO TWV A0OEVWV OE OPASES
HE ONHavTIKA SIaQOPETIKO KivOUVO YIUNG amopakpuopévng urotpomric. Ot avoAUoElq
opadag kivdUvou TOoo NG ouvexoug Babuoloyiac 6oo kal Tng Babuoioyiag ROR édeiav
TIAPOHOLEG TTPOYVWOTIKEG TANPOPOPIEG O SIEPOopeG LMOOUASEC. Aev SlamoTtwdnkav
OUOCIAOTIKEG SIOPOPES AVAPEDA OTA AMOTEAEOUATA amtd TIC aoBeVeic e HER2 apvnTikd oe
oUYKpLoN HE ONEG TIG aoBeve(c,

Kat otig dvo peréteg TransATAC kat ABCSG-8, To ROR amodeixOnke &t mpoobétel
ONUAVTIKEG TTOOYVWOTIKEG TTANPOPOPIES TIEPAV TWV TUTTIKWV KAIVIKWOV HETARANTWV Kal
HETARANTWY aywyng, TG00 GTav CUMEPINAUBAVETAl WG CLVEXNG HETPNON OO0 Kal dTav
oupnephapBaveTal otn xprion Ty mpokabopiopévwy opddwv kivduvou. Ot 6o
HENETEG €ixav SIAPOPETIKA TIPOWIA KIVEUVOU LE TNV éwvola OTL TO TOCOOTO CUHRAVTWY
fitav LPNAGTEPO OTN UENETN TransATAC o€ oxéon Ue Tn peAétn ABCSG-8: auto yivetat
oa@éc ouykpivovtag To DRFS (%) ota okéhn eréyxou ATAC (90,8%) kat ABCSGS8 (92,5%)
mou avagépovtal otn BiRAoypagia®'°. Autr n avaluon cuvduaoce ta Sedopéva amo Ti¢
OUO HENETEC XPNOILOTTOIOVTAS (06C BApUTNTEC Yia TN Snioupyia Twv POk KivdUvou
TIOU QVAPEVOVTaL Va £ival TTO YEVIKEUCIUA G AMNOUE MANBUCUOUC acBeviv O OXEoN HE
TQ AMTOTEAEOHATA ATTO PEUOVWEVES LENETEC,

MeNétn  1:  MMpoyvwon  KwvSUVOU  QMOUOKPUGHEVNG  UTIOTPOMNG  OF
HETEUHUNVOTIAUCIOKEG YUVAIKEG ME KAPKIVO TOU HMACTOU OE€TIKOU OPHOVIKOU
umodoy£a Kat TPWIHOU 0Tadiou pe apvnTIKoUG i} BeTIKoUG Aeppadéveg Tou éAapav
Arimidex f Tapo&ipaivn: pia peétn TransATAC

Txediaon perétng

H KAVIKA LEAETN EMIKUPWONG OXEQIAOTNKE €TOL WOTE Va EMKUPWVEL ATt N Babuoloyia
Kivouvou umotporri¢ (ROR) mapéxel mPOOOETEG MPOYVWOTIKEG TANPOPOP(EC yia TNV
emPiwon dAveu amopakpuopévng umotpormc (DRFS) mépav Twv TUTTIKWV  KAWVIKWOV
HETABANTWY XpnolpomolvTtag oha Ta Slabéoipa Seiypata acBeviv. Auth n HEAETN
xpnotpormoinoe RNA mou amopovwbnke amod 10T¢ kapkivou Tou paotou FFPE amod éva
UMOOUVOAO A0BEVWY TTOL OUHHETElKE 0T SokIpr ATACT 1. H Sokipr) ATAC cupmephappave
9.366 aoBeveic o€ Tpia okéNn (1:1:1) dmou ot aobeveic TuxalomoriBnkav va AapBavouv
evOokpWvikh Beparela yia 5 étn pe 1 mg avaotpoldin (EnA., arimidex) cuv €lKOVIKO
@apuako Tapofipaivng 20 Mg Tapogipaivng ouv EIKOVIKO @appako avaotpoldAng
ouvduaopo Tapodipaivng/arimidex. H opada cuvSUaOTIKAG aywyrc SIOKOTINKE PETE TV
QPXIKr avaAuon, emeldr) Oev amodeiXTNKE ATTOTEAECUATIKY OUTE QVEKTH OE OXEON HE TN
xopriynon povo tapofipaivne. Mpdoeata avagépOnke ATt UIa péon HeTa-mapakoiovbnon
10 €TWV TwV OKEAWV povoBepareiag Tng Sokiurg ATAC kavorolel Ti¢ amaitrjoelg FDA
VIO EVNHEPWHEVEG TTANPOPOPIEG ACPAAEIQG Kal amoTeAeopatikdTnTac’. MNa Ti¢ aobeveic
BeTikoU oppovikol umodoxéa, unmpée onuavtikn Beitiwon oto DFS (HR = 0,86), RFS
(HR = 0,79) kat DRFS (HR = 0,85) yia Ti¢ acBeveig mou éhaBav avaoTtpoldAn oe cUyKplon
He TV Tapoipaivn o autrv TV avdiuon. Ot amdAuTeg Sla@opéEg otny empBiwon Gveu
QAMOPAKPUCEVNG UTTOTPOTTAG HETAGY TNG AVAOTPOLOANG Kal TNG TAHOEIpaivng auérBnkav
otnv mapodo Tou xpdvo amd 2,7% oe 5 €t o€ 4,3% ota 10 €. To mpodypappa TransATAC
Eexivnoe 1o 2002 oupewva He To TPWTOKOMO TA/01 yia Tn dnuovpyia piag tpdmelag
lOTWV amd apxeloBeTnéva loTomaboloyika pmok FFPE amd aoBeveic ATAC avtiotolall.

YUVOANKAG MieBnkav 2.006 pmlok amo 4.160 yuvaikeg e KapKivo Tou HaoTou BeTikou
OpHoVIKoU LTTOSOXEQ, TTOU TuXaloTIOIBNKAV 0Ta OKEAN povoBepareiag Tng Sokiung ATAC
Ané autd ta prmok FFPE, ta 1.372 culéxBnkav amd acBeveic oto Hvwuévo Baoilelo kat
Tiepleixav emapkr SINBNTIKO dyko yla avéluon pe tn dokipacia Genomic Health® Oncotype
Dx®'2 H BaBpoloyia Recurrence Score® (RS) tng dokipaoiag Oncotype Dx kaBopiotnke
ano ta pmhok FFPE kat Ta amoteAéopata TG HEAETNG EMKUPWOoaV KAIVIKE To RS yia thv
ekTiunon NG emPBiwong AVEU ATTOUAKPUOUEVNG UMTOTPOTAG O UETEUUNVOTIAUCIAKES
a0Beveic pe Kapkivo Tou paotol HR+, mou éhafav avaotpoloAn 1y tapodipaivn. To
evamopévov RNA améd tn peNétn Oncotype Dx amoot@ABnke oto voookopeio Royal
Marsden Hospital oto Aovdivo, émou gUAAXTNKe oToug -70°C. Zuvolikd, 1.017 aoBeveiq
and TN perétn Oncotype Dx eixav evamopévov RNA > 500 ng kat eAéyyBnkav anod tnv
NanoString wg TUAKA TS KAVIKAG LEAETNG eMKUpwONG TN NanoString.

AUTA N LENETN XPNOILOTIONOE TOUG EVOOYEVE(C UTTGTUTIOUG TTOU TIAPHYAYE O TTPOGSIOPIOHOG
Kal ekTipnoe dvo ekdoxég TnG Babpoloyiag ROR xpnotpomowvtag pla mpokabopiopévn
oglplakn) mpoogyyton. Ot SUo SlapopeTikéS Babpoloyiec ROR, n K&Be pia ek Twv omoiwv
Kupaivetal 6to e0pog 0-100, uroAoy(oTNKaV HE TN XPron &iTe kat Twv 50 YoviSiwy Omwe éxel
&N SNUOGIEUTER giTe £VOG UTTOCLVONOU 46 YOVISIWV. 3 € KABE TIEPIMTWON, Ol CUVTEAECTEG
unohoyiotnka amé éva povtého Cox mou mepINapBAvel TO CUOXETIONO Pearson pe ta 50
11 46 yovidla TTou XpnothomolriBnkav yia Tov UTTOAOYIOHO KABE evOoyevVOUC UTTOTUTIOU, Hia
BabuoAoyia moMamiaciacpoU kat To péyeBog Tou dykou. OAeg ol avalloelg Sle€rxBnoav
oe Sedopéva peTa-apakorouBnong 10 eTv.
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To KUPIO KATOANKTIKG onpeio Atav n empBiwon Aveu AmOPOKPUOUEVNG UTIOTPOTIHG
(DRFS). AuTr N TAPAUETPOG OPIOTNKE WG TO SldotnUa amd TN Sidyvwon péxpl TNV
QAMOHAKPUOHEVN LUTTOTPOTT 1| TO BdvaTo Adyw Tou Kapkivou Tou paotol. To Seutepeliov
KATAANKTIKO onueio rftav n empBiwon aveuv umotpori (RFS). AuTr n MOPAUETPOG
oploTnke w¢ To SlEoTNHA amod T SlAyvwaon PEXPL TNV TIPWTN UTTOTPOTTH (TOTTIKK, TIEPLOXIKN
Il AMOPAKPUGUEVN) 1) TO BAVATO AOyw TOU KAPKIVOU TOU PAoToU.

Xpnotpomolwvtag dAa ta diabéoipa Setypata acBevwy, EQapudoTNKAV TOAVUETARANTA,
avahoyikd povtéda kivduvwy Cox (PH) yia tnv a&lohdynon Tou KUplou OTOxou o€
Sadoyikolg eréyxoug tnG Babuoroyiag ROR Pdoel 50 kat 46 yovidiwv. To poviého
OUHMEPNAUBAVE TIG TUTTIKEG KAIVIKEC CUMMETARANTEC (NAikia, Ta&ivounon oykou, péyebog
dyKou, Katdotaon Aeppadévwy, EMKOUPIKT Beparmeia). XTn CUVEXEIQ EQAPHOOTNKE éva
povtého Cox Kat xpnotpomotBnke pia Sokiury avahoyiag mBavotiTwy yla va eNeyxOei
edv 10 ROR mpooBétel OTaTIOTIKA ONUAVTIKEG (a0 = 0,05) TTPOOOETEC TTPOYVWOTIKES
TANPOYOpPieC Tépav  ekelvwv  Tou  mephapBavovtav  otn Rabuoioyia  Clinical
Treatment Score (CTS). H BaBuoloyia CTS eival évag BeAtiotonoinuévog cuvOUaouOs
KAVOTTABOAOYIKWY TTApaYOVTWY TTOU €XEL avamTuxBel amd Tov KAWVIKO €pELVNTH WG HETPO
TUMIKAG TaBoAoyiag'? Ot KUpLeC avaAUCELG emavaAi@OnKav yia SIa@oPETIKA LTTOCUVONA
aoBevv (ONa, apvntikol Aeppadéveg, Betikol Aeppadévec 11 HER2-apvntikd) Kal
KataAnkTikd onpeia (DRFS 1 RFS).

Ma k&Be pia amd Ti¢ aoBeveic pe apvnTIKoUG Kal BeTIKOUG Aepadéveg, xpnotpomolribnkav
povtéha Cox (ektog amd CTS) yia Ty mpoRAedn Tou kivduvou DR ota 10 T cuvaptioet
Tou ROR. Me Baon auTég Tic TPORAEWELG LOVTEAWY, OPIoTNKAVY TPEIC OHASES KIVEUVOU:

mBavotnta DR < 10% ota 10 €
mBavotnta DR 10 - 20% ota 10 €1n
mBavotnta DR > 20% ota 10 €

Xapnhog kivéuvog:
Meoaioc kivduvoc:
YPNnAo¢ kivduvoc:

Avdaluon

Mapayxbnkav dlaypdupata Kaplan-Meier yia k&Be opdda kivduvou. Mpaypatornoribnkav
€\eyxol avahoyiag mbavotrtwy (xpnoluomomBnkav yia tTn oUyKPLon TNG EQApUoyn¢ U0
OTATIOTIKWV HOVTEAWV) yia T Sokiur Oncotype Dx tng Genomic Health (RS, BaBpohoyia
UmoTPOTAG) Kal TN SOKIU avoooioToxnpeiag Kuplou epsuvntr (IHC4). Avta ta
amoTeENEéOATA OLYKPIONKAV U ekelva Tou AreOnkav yia To ROR €101 woTe va KaBoploTel
0 Rabudg otov omoio kabe ovotnua Babuoloyiag Mapéxel TPOOOETEC TMPOYVWOTIKES
mnpogopieg mépav tou CTS. Ta amoteréopata IHC4 dev Ba oulntnBolv mepaltépw,
Kabwg eival SUOKOAO va GUYKPIBOULV e TOUC AAOUCG TIPOGSIOPIoHOUC, ETTEION N SOKIUN
IHC4 mpaypatomorOnke pe ekmaidevon Bacel Twv SeSopévwy TG HENETNG TransATAC,

Mivakag 26: MepiAnyn SNHOYPAPIKWV CTOIXEIWV KAl KAIVIKWV XAPAKTNPIOTIKOV

AnoteAéopata

O éheyxog NG Kuplag avaluong €8eie o1t n Babuoloyia ROR mapéxel mpdobeteg
TIPOYVWOTIKEG TTANPOPOPIEC yla TNV emMBiwon Aveu aTOPAKPUOUEVNG UTTOTPOTTAG
TIEPQAV TWV TUTIIKWV KAVIKWY PeTaBANT@V (CTS). Oha ta avagepopeva dedopéva ROR
mou akohouBouv Baoifovtal ota 46 yovidia, kabBwe autr gival n Baon ya o ROR mou
avagépetal otov MNpoodioplopd Prosigna.

Mivakag 28: EAeyxo¢ KUptag avaiuong Badpoloyiag ROR

a a EvaAAaKTIKO N PR
Mn&&viké povtélo HovaEho ALR ¥ TR p
CTS CTS + ROR 34,21 P <0,0001

O1 Seutepeviouoeg avalucel €detéav oTt o ROR oyetiletal onuavTikd pe v emPiwon
AVEL ATTOUAKPUOHEVNG UTIOTPOTIHG Kal TTOOCOETEL SIAYVWOTIKEC TANPOPOPIEC TTEPAV TOU
CTS o€ TTOMEG KAIVIKA OXETIKEG UTTOOUAOEC,

Mivakag 29: EmavaAnyn eAéyxou KUplag avaAuong yla TpoKaBopIoHEVEG UTTOOHASEC

Opada KataAnktiko Ap. Ap. CTS+ROR o€ oUykpion pe CTS

UTTOKEIPEVWY onpeio aoBevwv | ouppdvtwv ALR o T p
Oha DRFS 1007 160 34,2 < 0,0001

RFS 1007 210 31,2 < 0,0001

, DRFS 888 131 28,9 < 0,0001

HER2-apvntiké

RFS 888 179 269 < 0,0001

ApvnTikoi DRFS 739 79 250 < 0,0001
Aeppadéveg RFS 739 117 21,5 < 0,0001
OeTivol heppadevec DRFS 268 81 9,3 0,0023
RFS 268 93 10,6 0,0011

HER2 apvntikd DRFS 649 62 246 < 0,0001
ffuv gzggv' . RFS 649 %8 208 <0,0001

H kUpla kat ot SeutePeVOUOEC AVANUCELC €8e1&av OTI To ROR oxeTI{OTAV OLVEXWG HE TO
DRFS 0g ONeC TIC aoBeveiC kat OAEC TIC UTTOOUABEC,

Eikéva 22: MpofAendpevog Kivéuvog amopakpUGHEVNG UTTOTPOTNG OTa SEKA £TN EKTIMWHEVOG
He TNV avdAuon tng Babpoloyiag ROR evtdg tng opddag katdotaon Aepgadévav

100
1

— Apvniol Aepgadéveg
—— 1-3 Bemol Aepgadéveg
—— >4 BeTkoi Aepigadiveg

80
1
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3
g
Tpéxouoa pehétn ApXIKI} pENETN amd TV | M cupmepiAnyn okeA@v g
XapaKTnpIoTIKO (n=1.007) omoia AjeOnke To RNA | evég mapdyovrag ATAC £ 8
Ap. agBeviv | % aoBeviv (n=1.231) (n=2.929) g
Katdotaon Aep@adévuv g g
ApvnTiKn 701 70% 71% 68% §
OeTiki| 268 27% 25% 25% 3
Ayvwotn 38 4% 4% 7% &
MéyeB0¢ Gykou é -
<lcm 138 14% g °1 . ; i : :
1 ,2 cm 523 52% 67% 70% I% ] 20 40 60 80 100
2-3cm 253 25% FoR
33% 30%
>3cm 93 9% . . . . P P .
- - Ot beutepeliovoeg avallioels €8elav 0Tt 0 AUNIKOG TUTTOG A Kal 0 AUNKOG TUTog B gixav
Ko PIE 5 %qums’n OVKOUZ7% e OTGTIOTIKCI onUQVTLKd 6lag?opew<d anom[%éouom evtéC K&Be umoopddag acbeviv
e o S Em o OPIOHEVNG HE BAON TNV KATAOTAON AEPPASEVWV.
Kakn 193 19% 16% 17% Eikova 23: KapmoAeg Kaplan-Meier yia to DRFS yia acBeveig pe apvntikoug Aep@adéveg Katd
HAkia gvdoyevn undtumo
Méon 644 etV | | 64,3 | 66,1 Apvntikoi Aeppasévec
Mivakag 27: MpdoBeTa KAIVIKA XApaKTNPIOTIKA - F-
XapaktnpioTiKe | Ap1Bp6G acbevwv | % acBeviv § . ‘:? .
Ynétunog g ° k— [ =
BaotkoU T0nou 9 1% H
HER2-gpm\ouTiopévog 41 4% g E Fs
AuNkoU TOrou A 692 69% H
AUAIKOU TUTTOUL B 265 26% § 34 -3
Aywyi g
AvaoTpooAn 513 51% 8 o4 b
Tapofigaivn 494 49% o] Hzaso7n
YMOTpomEg . .
OnoladAmote 210 21% S . ; ; T | ©
Metdotaon 160 16% ° 2 ¢ ¢ ¢ 0
Katdotaon HER2 Xpévoc peta-napakootBnong (ém)
ApvnTikn 888 88%
OeTIkr 119 12%



Ewova 24: KapmuAeg Kaplan-Meier yia 1o DRFS yia acBeveic pe Ogtikoug Aeppadéveg katd
gvdoyevn undtuno

OeTikoi Aepgadéveg

=
S | re

M0000T6 GUEV aTTopAKPUGHEVNG UTOTPOMMG

—— AUNKoU TUMIoU A, 1-3 heppadévec (132)
-~ AulikoU T0TIou A, >4 Aepgadéve (31)
—— AUNKoU Tmou B, 1-3 Neppadévec (69)
o -~~~ AuNikoO Torou B, > 4 \epgadévec (20) o

HR(1-3)=2,0(1,1-3,6]
HR(4)=34[1672]

T T T T
0 2 4 6 8 10

Xp6voc peta-napakohodBnong (tn)

OLEkdVEC 25 Kal 26 Selxvouv 0TI eVTOC KABE KaTNYopiag Aeppadévwy, o amdAUTOC KAIVIKOG
KivOUVOG Twv aoBevwV HE XapnNAO TTPORAETTOUEVO KivOUVO TV ONHAVTIKA SIAQOPETIKOG
ano ToV amOAUTO KAWVIKO KivOuvo Twv acBeviv pe uPnhod mpoRAendpevo kivduvo: yia
TIC a0BeVe(g e xapunAo mpoPAendpevo kivouvo mapatnperdnkav mocootd DR ota 10 €t
HikpdTEPQ amd 10%, evw yia TIC aoBeveic pe uPnAd mpoPAenduevo Kivuvo Ta mocooTtd
DR ota 10 étn fytav peyahutepa améd 30%.

Eikéva 25: DRFS katd opdda Kivduvou yia acBeveig pe apvnTikoug Aeppadéveg ektog amo CTS

09
09

038

08

07

—— Xapnhég (431)
— Megaiog (180)
—— Ygmoc (128)

06
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0 2 4 6 8 10

Xpovog peta-mapakohouBnong (étn)

MepiAnyn dedopévwy yia tnv Eikdva 25: DRFS katd opdda kivduvou yia acBeveic pe apvntikoug
Aepgpadéveg ektog amo CTS

MepiAnyn Sedopévwy yia v Ewdva 26: DRFS katd opdda kivdivou yia acBeveic pe 1-3
BeTIKoUG Aeppadéveg xwpic CTS

. . . EKTIHWHEVO TTOCOOTO XWPIG
abions | comotety | ontae, | amosauayen urorpomi o 10
£t [95% Cl]
XaunAGC 6 (3%) 0 100% [A/Y]
Meoaiog 74 (35%) 11 849 [76% - 93%]
YPnAog 134 (63%) 38 68% [59% - 77%]
SUVOAIKA 214 (100%) 49

Opésa ApiBp6e ApiBpéc EKrlpo'upzvo’ TI0G00TO x(u’pic
Kivéuvou acBevaiv (%) oupBaviwv TIOHAKPUCHEN UTTOTPOTT OTA
10 €tn [95% CI]
XapnAog 431 (58%) 17 96% [94%-98%]
Meoaiog 180 (24%) 22 86% [81%-92%]
YYnAog 128 (17%) 38 67% [59%-76%)]
Suvolikd 739(100%) 77

Eikova 26: DRFS katd opdda KivSuvou yia acBeveic pe 1-3 Betikoug Aepgpadéveg xwpic CTS
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Xpdvog peta-mapakohouBnong (¢tn)
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Tuykpion ROR pe RS

Ano ta 1.007 Seiypata pe Babpodoyieg ROR, unmpxav Slabéoiua anotehéopata amd
™ dokipr Oncotype Dx kat yia ta 1.007 Seiypata, ala anoteAéopata IHC vnmpyxav
Slabéoipa povo yia ta 940 Setypata. Ma va eival duvatr) n oUYKPIoN Kal TwV TPV
SQOKIHWY, T amOTEAéoUATA OE auTrV TNV evotnTta BaciCovtal ota 940 Seiypata mou gixav
AMOTENEOHATA Kal YA TIG TPEIG HeBOSOUG (woTdoo n Sokipr IHC4 Sev avagépetat e8w).
Mapouactalovial ol éEeyxol avaloyiag mOavoTrTwy yia TNy mTeooBrKn piag HeETaBANTAG Kat
yla va givat ol TPOOTIBEUEVES TANPOPOPIEC OTATIOTIKG ONUAVTIKEG (o = 0.05), N peTaBoln
TOU OTaTIOTIKOU oTolKElov T Babpou eheuBepiag ¥ mpémel va gival peyalitepn amo 3,84.
Ot mapakdtw eKOveG Selxvouv TIG TANPOPOPIES TTOU TIPOOTIBEVTAL, GTAV N TIPOYVWOTIKN
SoKidr mpootiBetal o AMN TPoYVWOoTIKY SoKiur ouv TNV CTS katd dladoxr. & kabe
TPOCONKN, Ot TPOOTIBEUEVES TTANPOPOPIEG LETPWVTAL TTd TN UETABOA OTO 2.

NpooOnkn ROR oto RS ouv 610 CTS: MPoyvwoTIKEG MANPOPOPIES

Eikova 27: MpoyvwoTikég mAnpogopieg yia DRFS mépav tou CTS o€ 0Aeg Tig aoBeveic (n = 940)
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Zepd mpooBRKNg otn petapolr
HOVTEAOU OTO OTATIOTIKO OToIXEi0 LRY2

ROR->RS RS->ROR
Awadoxn eENéyxwv HETA TN cupmepiAnyn Tou CTS oTo povtédo

WROR MRS

Eikéva 28: MpoyvwoTikég mMAnpogopieg yia DRFS mépav tou CTS o€ aoBeveic pe apvntikoig
Aeppadéveg (n = 683)
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- — N
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Zelpd mpooORKNng atn petaBoln
HOVTEAOU OTO OTATIOTIKG OTOoIXEio LRY2
«

o

ROR->RS

PP

RS->ROR
Tou CTS oto povtélo

X ENEYXWV HETG TN

WROR MRS




Eikéva 29: MpoyvwoTikég minpogopieg yia DRFS mépav tou CTS o€ aoBeveig pe Oetikoug

Telpd mpoaOniKng otn petaBoln
HOVTEAOU OTO OTATIOTIKG oTolXEi0 LRY2

ROR->RS RS->ROR
Aadoxn ENéyXwv PETd T oupmepiAnyn Touv CTS oo povtého

HROR MRS

Eikova 30: MpoyvwoTtikég minpo@opieg yia DRFS mépav tou CTS o acbeveig pe apvnTikoug
Aeppadéveg kat HER2-apvnTiko (n = 649)

30

25

20

Zepd mpooBrKNg otn peTaBolr
HOVTEAOU OTO OTATIOTIKO OToIXEi0 LRY2
&

ROR->RS
Awadoyr) eAéyxwv petd tn cupmepiAnyn tou CTS oTo povtédo

RS->ROR

MROR MRS

O1 Eikdveg 27 €w¢ 30 Oeixvouv TIC MANpo@opiec mou mpoaoTtiBevtal mépav tou CTS,
otav mpootifevial Sladoxikd ol U0 TIPOYVWOTIKEG SOKIUEC. Y& KABE TPOOBNKN, ol
TIPOOTIOEUEVEC TANPOPOPIEG HETPWVTAL ATTO TN HETAROAr OTO OTATIOTIKO OTOIXEIO X2 Ma
napadetypa, 6tav 1o ROR Atav n mewtn SOKIUM TOU TTPOOTEONKE UETA TN CUMTEPIANYN
Tou CTS (0ha ta Sedopéva aoBevwv), N HETAROA OTO OTATIOTIKO OTOIKEID X fTav 27,4. Mée
10 CTS kat To ROR 010 povTéNO, N MPooBrikn Tou RS emépepe HETABOAr OTO OTATIOTIKO
oTolIxEio ¥? Katd 2,5, ou Sev eival onuavtikn (n kpion Tiur yia m Sokipr X pe 1 Babud
ehevuBepiag eival 3,84), Snhadr otav o1o povtého mephapPavetal to CTS kat To ROR, 10
RS Sev mpoobétel onuavtikég minpo@opies. Qotdoo, edv To RS eival n mpwtn dokiun
mou mpooTiBetal, undpxouv akopa MANPoopieg oto ROR mou Gev mephapdavoval
o1o ouvduaopod CTS kat RS. Kat ot Suo Sokipéc mapouotalouy PoyvwoTk onuaoia,
otav npootiBevtal oto CTS oe aoBeveic pe OeTKoUC Aeppadéveg, alda kapia armd TG
Sokipég Sev mapouaialel onuacia wg deutepn mpooTiBépevn Sokiur, mMBava Aoyw Tou
HIKpSTEPOU HeyEBOUG SelyaTog. Ma TO UMTOOUVOAO AOBEVWV HE APVNTIKOUG AEPPAOEVES
kal HER2-apvnTikd, T0 RS Oev MPOOOETEl ONUAVTIKEC TTPOYVWOTIKEG TTANPOPOPIEC OTO
ouvduaopod CTS 4+ ROR. Amé v &N peptd, To ROR TpooBETEl ONUAVTIKEG TTOOYVWOTIKES
TMANPoYopieg oTo cuvduacud CTS + RS.

ROR og cuykpion pe RS: amotéAeopa opadwv Kivduvou

[a va OUYKPIVOUHE Tov TPOTO OlaxwpIopoU Twv aoBeviv oUPewva pe Tov KivOouvo
ot U0 SOKIPEG, ol opddeg KivdUvou oplotnkav BAcEl TNG eKTIUNONG Tou KIvEUVOU
QAMOHAKPUOEVNG UTTOTPOTAG 0Ta 10 €tn kABe SoKiurig otov mAnBuouod TransATAC. Ta
Va 0pIoTOUV Ol OUASEC KivEUvou, emiéxBnkav katweha Babuoloyiag kivduvou yia k&be
OOKIUN BACEL TwWV AMOTEAECHATWY TNG HEAETNG TransATAC pag, €101 WOTE va 0pIoTOVV
opAadeg kivdUVou Tou TrEPIEKOLV aoBeveic pe Tov Sio kivouvo. Na va emteuxBolv autég
Ol OLYKPIOIHEG OpAdEG KIVOUVOU, Ta ONEia amoKomig Tou XpnolomoriBnkav yia 1o
Oncotype DX rtav SI0QopETIKA amd eKeiva oL xpnotpomomrBnkav anéd v Genomic
Health. MNa kaBe dokiur, N opada xapunAou KivdUVOU 0pIOTNKE TTPOOTTTIKA WG A0OEVEIG
UE EKTILWHEVO KivOUVO UMOTPOTAG HIKPOTEPO amd 10%. lMa kaBe Sokiur, n oudda
peoaiou KivOUVOU 0pIoTNKE TIPOOTTITIKA WG AOBEVE(G HE EKTIUMHEVO KivOUVO LTTOTPOTIAG
petagy 10% kat 20%. Ma kabe dokiury, N opdda uPnAow KIvOUVOU OPICTNKE TTPOOTTTIKA WG
Q0BOEVEIC HE EKTIHDHEVO KivOUVO UTTOTPOTTAG HEYONUTEPO amd 20%. H mapakdtw elkova
ouvoyiel Ta peyédn Kal Ta amoTeAéoUaTa Twv opadwy KivdUvou Tou opioTnkav amd
K&Be Sokiun.

H Ewova 31 Seixvel To anmotéAeopa amod v ekxwpnon 26% AyoTepwy acBeviv oTnv
opada peoaiou kivduvou amd To Prosigna oe oxéon pe 1o Oncotype DX (180 acBeveig
€vavTl 243 aoBevwv). Emmpoobeta, To Prosigna ekXWPENOE TEPIOOOTEPEC A0BEVEIC OTNV
opada upniou kivduvou amd o Oncotype DX. QoTd00, ot OpASES XapunAoU Kat uPnAol
KivOUvou Tou oplotnkav amd kABe Sokiur €xouv TIAPOHOIA QTTOTEAECHATA, OTIWG
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unodelkvUETaL Ao TIG EMIKAAUTTOHEVEG KAUTTUAEG Kaplan-Meier. Autr) n mapatripnon
0drynoe Toug aveEdpTNTOUC EPELVNTEC TNG HEAETNG TransATAC va CUUTTEPAVOULV OTL TO
Prosigna ekxwpnoe Aydtepeg aoBeveic otnv opdda peoaiou kivduvou amé 1o Oncotype
DX RS, pe 1008Uvapo 1 eyahUTEPO SlaxwpPIopd HETAEY Twv OpAdwv XapnAou kat upnAol
KIvoUvou.

Eikéva 31: H BaBpoloyia ROR tou Prosigna mpoaSiopios ouctaoTiKd mEPIOCOTEPEG A0OEVEi

vPnAov Kiv8Uvou Kat AiyoTepeg aoBevei pecaiouv Kivduvou og cUyKpion pe tn Babpoloyia RS
Tou Oncotype DX yia acBgveic pe apvntikoug Aeppadéveg.

0,6
0,6

—— ROR, Xapun\dc (n=431)
—— ROR, Meoaiog (n=180) ROR,
—— YYnAdc (n=128)

=== RS, XapnAd¢ (n=434)
~=- RS, Meoaiog (n=243) RS,
=== YYnAc (n=62)
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Xp6vog peta-mapakohouBnong (étn)

Otav xpnolpomnolrOnke povo n abuoloyia ROR og aoBeveic e 1-3 BetikoUg Aeppadéveg, 6
a0BeVeic gixav TPARAEYN KIVOUVOUL AMOUAKPUOUEVNG UTIOTPOTG < 10%. Kapia amo autég
TiG aoBeveig Sev mapouaoiaoe cupRdvia Katé TV eEENEN TNG HEAETNG. MapatnperiBnke éva
oupRdv og AUTEC TIC aoBeveic 0Ta 7,9 £Tn Kat OAeC oL uridAoiTeC aoBeveic Sev mapouaiacav
DR touhayiotov ota 9,9 €tn peta--mapakolovBnong Autd onpaivel 6Tl ol aoBeveiq
He BeTikoUC Neppadéveg mou eixav MEORAeEPOEl w¢ Xxapnhou KvSUVoU NTav TIPAYHaTL
XapNAOU KivoUvou. Aev xpnotpomolBnkav ot éAeyxot AoyaplOpikov Babuidwv (log-rank)
yla T oUyKplon, kaBw¢ Sev ummpxe opdda xapnhou kivduvou yia to RS.

Eikova 32: ZUykpion tagivopnong opddwv kivduvou DRFS ata 10 étn Xxwpic T xprion tou CTS:
AoBeveig pe BeTikoug Aeppadéveg (1-3 Aeppadévec) (ROR évavt RS)
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Xpovog peta-mapakolovBnong (£tn)

Tupmepdopata KAVIKAG HEAETNG 1

H kVpla avéuon €6eiée 6T To ROR mpdoBeoe ONUAVTIKEG TTPOYVWOTIKES TTANPOPOPIES
TEPQAV EKEVWY TWV TUTTKWV KAVIKOV ouppetaBAntiv (CTS) oe ONeq Tic aobeveig
Kal 0g ONEG TIG TTPOKABOPIOUEVEG KAIVIKA OXETIKEG UToopddes. To ROR amodeiyxtnke
ot urodiaipel TG aoBeveic o 3 opddeg KIVEUVOU, TIOU €XOUV OTATIOTIKA ONUAVTIKA
SIAPOPETIKA aOTEAéOHATA OTIG aoBevelG pe apvnTikoUg Aeppadévec. Ot evdoyeveig
unétumot AUNKoU TUmou A kat AUAKoU TUmou B amodeixtnkav OTL €xouv OnuUavTiKa
SlapopeTikd DRFS kat RFS avefaptnta amod tnv Katdotaon Twv AeHeadévwy. e oUyKpLon
e Tov mpoyvwoTikd Seiktn RS (BaBpoloyia Recurrence Score 21-yovidiwv and Oncotype
Dx), T0 ROR mpooBeoe mpoyvwoTikéG TANPOPOPIEG TiEpav Tou RS 0g O TIG aoBeVeiq
Kal 08 KMVIKA OXETIKEG UTTOOUASEC, EmmAéoy, oTnv opdda apvnTikwv Aeppadévwy, To
ROR &imiaciace tov apiBuéd acBeviv mou ekxwpridnkav otnv opdda uPniou Kivoivou
Kal peiwoe onpavtikd tov apilBud twv acBevwy mou ekxwpridnkav otnv opdda pecaiou
KIvOUVOU, XWPIG va HEIWOEL TIC SIAPOPES OTA AMOTEAEOHATA METAEL TWV OUASWY XapunAou
Kat LPNAOU KIvEUVOU GUUYKEPITIKA HE TO RS.
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MeAétn 2: Mpoyvwon yla HETEUUNVOTTAUCIOKEG OOBEVEIG NE KAPKIVO TOU HaCTOU
OeTikoU oppovikoU umodoxéa mou AduBavav HOVO EMKOUPIKN CGUGTNMIKA
€vOOKpPIVIKA Bepaneia pe tn xprion Tou Mpoadlopiopov Prosigna: pehétn ABCSG-8

Txediaon peNétng

H opdda mAnBucpol TG peAétng mephapPdvel Selypata 10ToU KApKivou Tou HaoTou
FFPE mou eixav oulexBel avadpopikd kat apxelobetnbei otnv tpanela dykwv ABCSG
ano6 aocBevel mou oLpETElXAV 0T GOk ABCSG-8 Tnv mepiodo petagy 1996 kat 2004,
YUVONKA 3.901 UETEMUNVOTTAUCIKEG YUVAIKEC E KAPKIVO TOU paoTtol HR+, mpwipou
otadiou TuxalomotrBnkav mpwv amod tn Beparneia pe emkovpikr Tapofipaivn yia dvo €tn
Kal 0Tn ouvéxela pe Arimidex® (avaoTtpoCoAn) yia Tpia €tn ry pe emKkouplkr Tapodipaivn
yia 5 ém. H doury e Bepareiag mou xpnotpomotriBnke otn dokiur ameikovietat otnv
Eikova 33.

Eikéva 33: Zxnpatiko Sidypappa oxediaong tng peAétng yia  Sokipr ABCSG-8

Tapo&ipaivn
20mg
(2&m)

Tapo&ipaivn
20mg
(EX0)]

Kupia
XEIPOUPYIKR

enéppaon

Tapo&ipaivn —_—
20 mg
(2ém)

Tapo&ipaivn
20 mg
(3 ém)

IMI=-=030=D>X<m+-H

H opada mAnBucpou eMKUPWONE AVTIMTPOOWEVEL TO KAGOUA TNG a€loAOYROING Opadag
mMANBUOHOU TNG peENéTNG ABCSG-8 yia Tnv omoia rjtav duvatr| n GuAoyr SElyHATWY 10TOU
and TNV avadpopika apxeloBetnuévn tpdamela dykwv ABCSG kal yla tnv omoia rftav
Suvatr N AN cuvaiveong KAtomy evnUEPWONG 1y N aoBevr¢ ixe amoBiwoel. AcBeveic
IOV TANPOVCAV Ta KPITAPLA EMAOYAG Yia TNV apxikr Sokiun eEaipébnkav elte emeldry o
10166 Sev rTav Slabéoipog yia tov mpoodloplopd tng NanoString eite emeidry dev fTav
Suvatr n AN cuvaiveong anoé TV acBevry Kal yla kavévav aAo Aoyo. Oha ta Seiypata
JE TEUAXIO GYKOU Kal ouvaiveon acBevoug eENEyXONKaV WG TUAUA AUTAC TNG MEAETNG.

AU N UEMETN XPNOIWOTTOINCE TOUG €VOOYEVEIC UTMGTUTIOUG TIOU  TIAPHYAYE O
TIPOOSIOPIOHOC Kal EKTIUNTE TN Babpoloyia ROR xpnotomolbvTag éva mpokaboplopévo
oxédlo avéhuonc. H Babuoioyia ROR, mou kupaivetal peta&y 0-100, umoloyioTnke e TN
XPrion €vog umocuLVOoL 46 yovidiwv armd Ta 50 yovidia eNéyxou Tou eixav ONUOCIEUTE
mponNyoupévwe?. Ot CUVTEAEOTEG yla To ROR umohoyiotnkav and éva poviého Cox mou
TIEPAPBAVEL TO CUOKETIONO Tou Pearson pe Ta 46 yovidia mou xpnotpomoridnkav yia
Tov KaBoplopd KaBe evdoyevolg umotumou, uia Babuoloyla mOMATAACIACUOU Kal
T0 XoV&PIKO péyebog Tou dykou. ONeg ol avahloel SlegrxOnoav ota péylota duvatd
Sedopéva Peta-mapakorouBnong.

To KUPIO KATOANKTIKG onpeio Atav n empBiwon Aveu amopaKPUOUEVNG UTIOTPOTIHG
(DRFS). AuTr N TAPAUETPOG OPIOTNKE W TO BldoTnUa amd TN Sidyvwon péxpL TNV
QAMOPAKPUCHEVN LTTOTPOTT 1) TO BdvaTo Adyw Tou Kapkivou Tou pactol. To Seutepeliov
KATAANKTIKO onueio frav n empBiwon avev umotporn (RFS). AuTr n MOPAUETPOG
oplotnke w¢ o SldoTna amod T SlAyvwaon YEXPL TNV TIPWTN UTTOTPOTTH (TOTTIKK, TIEPLOXIKN
1| AMOPAKPUOUEVN) 1) TO BAvVATo AOyw TOU KAPKIVOU TOU PAoTOU.

Xpnotpomolwvtag dAa ta diabéoiua Setypata acBevwy, EQapudoTNKAV TOAVHETARANTY,
avahoyikd povtéda kivouvwy Cox (PH) yia tnv a&lohdynon Tou KUplou OTdxou o€
Sladoykoug eléyxoug TnG Babuoloyiag ROR. To HOVTENO CUUMEPINAUBAVE TIG TUTTIKEG
KAVIKEG OUPHETARANTEG (NAKia, Ta&ivounon oykou, Xovopikd péyeBog dykou, katdotaon
Aep@adEVwy, ETIIKOUPIKY Oeparmeia). 3Tn OCUVEXEID EPAPUOOTNKE éva povtého Cox
Kal xpnotomolBnke pia dokiur) avaioyiag mbavotritwy yia va eheyxBei eav 1o ROR
TIPOOBETEl OTATIOTIKA ONUAVTIKEG (o = 0,05) TPOCOETEC TTPOYVWOTIKESG TTANPOPOPIES
népav ekeivwv mou mepapdavoviav otn Babuoioyia Clinical Treatment Score (CTS).
H Babuoroyia CTS eival évag BeAtiotomoinuévog cuvOUAoUOS KAVOTTABOAOYIKWY
TIAPAYOVTWY TTOU €xel avamTuxOel w¢ PETPO TuTTKAG aBoloyiag'?. Ot KUpLeg avalloELG
enmavaAieonkav yia Sla@opeTikd umocUvola acBevwv (OAa, apvntikol Aep@adéveg,
Oetikol Aeppadéved ry pdvo HER2-apvnTikd) Kat KataAnkTikd onpeia (DRFS 1 RFS).

Avdluon

XpnolpomolnOnKe GElpLakr| TPOCEYYIoN, OTNV OTTola O KUPLOG EMOTNHOVIKOG OTOXOG TaV
va anodelxOel 0Tt 1o ROR mPOCHETEL ONUAVTIKEG TTPOYVWOTIKEG TTANPOPOPIES TIEPAV TWV
TUTTKQOV KAMVIKWV JETaBANTwy. O KUPLog 0Tdx0¢ MPdcBese pia emméoy amaftnon yia va
anodeifel OTL N KATNYOPIAKN TA&ivopNon KIvEUVWY O€ Wia amod TPEI OHASES (XapHNAOY
peoaiog/uPnNAoQ) MPOCHBETEL CNUAVTIKES TIPOYVWOTIKES TTANPOPOPIES TTEPAV TWV TUTTIKWV
KAVIKDOV PETaRANTWY. Ma tTnv Ikavoroinon autrig Tng amaitnong, émpere va anodelxbouv
o1 600 TaPaKATW UTIOBETEIS:

H ouvexnc BaBporoyia ROR mpooBétel mpoyvwoTikh agia mépav Twv TUTTKWOV
KAWIKWV HETABANTWY

Y€ IEPIMTWON amoPPIPNG TNG UNOEVIKNG UMTOBEONG AMOUG{ag TTPOYVWOTIKWY
TTANPOYOPIWY, Ol Katnyopieg kivduvou Pdacel tou ROR  rmpooBétouv
TIPOYVWOTIKN a&ia MEPaV TwV TUTTIKWY KAVIKWY HETABANTWY
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Xpnolpomolwvtag Oha ta dlabéoipa Sefypata aoBevwy, EpaproOoTNKaY MTOAUHETABANTA,
avaloyikd povtéda kivduvwv Cox (PH) yia tv afloddynon tou KUplou OTdxou Of
StadoykoUg eAéyxoug TG Babuoloyiag ROR kat Katomv mPokabopIoHEVES KATNYOPIES
Kivouvou Bdoel tou ROR. Ta povtéha oupmephapBavav TIG akOAoUBEeG KATnyopIakES,
TUTTIKEC KAWVIKEG CUHUETARANTEC (e MOAVES TIHEQ):

HAkia (> 65 1 < 65)

Katataén (G1 1 G2/GX)

XovOplko péyebog oykou (T1,T2/T3)

Kataotaon Aeppadévwy (NO, N+(1-3), N+(= 4))

Emkoupikr) Beparneia (udvo Tapoipaivn r Tapo&ipaivn = AvactpoldAn)

émou 1o NO SnAdvel TI¢ aoBeveic pe apvnTikoUg Aeppadéveg, To N+(1-3) dnAwvel
TG aoBevelc pe 1-3 Betikolg Aeppadéveg kal 10 N+(= 4) dnAwvel Ti¢ aobeveic
UE 4 1) TEPIOCOTEPOUG BETIKOUG Aeppadéves. To T1 umodelkvUEl OYKO < 2 ¢cm KaATd
TAGTOC, TO T2 UTTOOEIKVUEL OYKO HEYAANUTEPO ammd 2 cm aANA Oxl HEYANUTEPO amd
5 cm Katd mAGTOG Kal To T3 umodelkVUEL OYKO HEYAAUTEPO amd 5 cm katd MAATOG.
3TN HENETN ummpxav povo 14 Seiypata T3, yi' autd ouvvduaotnkav pe ta Sefypata
T2. Ot kavoroIinTika Slagopomoinuévol dykol (G1) cuykpiBnkav e To ouvOUACHO
uétpla Sagopormoinuévwy (G2) kat evdoloflakwv oykwv GX. Ot evdohoflakoi
oykol GX avTipeTwmiotnkav wg oykol G2 yla TNV avahuon, enedry ot dykol G2
eival n ouvvnBéotepn katataén otov MANBUoUO acBeviv Tou TPooPIldTav yia N
OUYKEKPIUEVN XPrion.

AUTEC Ol CUHPETARANTEG €l0AyovTal OTO HOVTEAO HE TN poper g Babuoloyiag
Clinical Treatment Score (CTS). Na va AneBel to CTS, epapudotnke 10 akdAoubo
HOVTENO:

A1) = A,0exp(Xz,7,)
J
Orou Ta z avTIMPOoWTEVOLV TIG KAVIKEG HETABANTEG Kal TIG HETARANTEG AywYNS
mou avagépBnkav mapanavw kat 1o CTS HE TN XPron Twv EKTILACEWY yla Ta Y TTou
AeBnkav mapanavw, dniadn, CTS = Zz/i/.
H unéBeon avahoyikwv KivOUVwy eAEYXBNKE WE TN xprion Twv urmohoinwv Schoenfeld.

Ot aoBeveic mou ouUMEPIANAPBNKAY OTN PEAETN €mKUPWONG eixav mapoduola
XAPAKTNPIOTIKA HE EKEVA OTNV apXIKr LEAéTN ACBSG-8.

Mivakag 30: MepiAnyn KAVIKWV XApAKTNPICTIKWY

M
Xapaxmot- ’ ZUPCZZZ\‘;"BG' cupnsplr)]\uuﬂa- Suvoikd
OTIKG Ty (n=1.478) VOMEVO (n=3.714)
(n=2.236)
Ap. % Ap. % Ap. %
. Movo tapodipaivn 741 50,1% 1108 49,3% 1.849 49,8%
Avovi Tapofieaivn — Avaotpolohn | 737 | 499% | 1128 | 502% | 1865 | 50,2%
ApvnTikr 14 0,9% 32 14% 46 1,2%
Kataotaon ER | Ostikry 1464 99,1% 2.199 98,3% 3.663 98,6%
Ayvwotn 0 0,0% 5 0,2% 5 0,1%
G1 271 18,3% 468 20,8% 739 19,9%
Katdraén G2 1.152 77,9% 1659 73,9% 2811 75,7%
GX 55 3,7% 109 4,9% 164 4,4%
i NO 1047 70,8% 1723 76,7% 2.770 74,6%
xiilfgffﬂv N+(1-3) 382 | 258% | 449 [ 200% | 831 [ 224%
N+(> 4)* 49 3,3% 64 2,8% 113 3,0%
) ApvnTiKn 260 17,6% 424 18,9% 684 18,4%
KOTF?ORTOW OeTikr 1218 | 824% | 1805 | 804% | 3023 | 814%
K Ayvwotn 0 0,0% 7 0,3% 7 0,2%
T1 1.037 70,2% 1745 77,7% 2.782 74,9%
>1ad1o dykou | T2 427 28,9% 472 21,0% 899 24,2%
T3 14 0,9% 19 0,8% 33 0,9%
HAkia Mvson 63 AY o
EUpog 41-79 41-80
* NepapBavetat pia aoBeving e > 9 BeTIKOUG AepPadEveg
Mivakag 31: MpdoBeta KAVIKA XAPAKTNPIOTIKA
XapaktnploTiko Tl Ap1Budg acbeviv % acBevwv
AuAKoU tumou A 1.004 67,9%
EvSoyevr¢ unoTunog AuhikoU turou B 418 28,3%
NanoString HER2-m\oUTIOpEVOG 48 3,2%
Baoikov tumou 8 0,5%
A Metaotaon 155 10,5%
YTIoTPOTEG -
Ornoladnnote 194 13,1%
ApvnTikn 1.397 94,5%
Kataotaon HER2 OeTikn 77 5,2%
Ayvwotn 4 0,3%
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AnoteAéopata

Amé toug 1.620 10ToUG Tou HTav SlaBéatpol yla éheyxo, ot 25 (1,5%) Sev mépaoav TV
TIPOKABoPIoHEVN TTABOAOYOAVATOUIKY avackdTNon emapkouc dykou, Ta 73 amd ta 1.595
Setypata aoBevwv (4,6%) pe BIOoIo SINBNTIKO 10TO Sev TéPacav TG TPOKABOPIOHEVES
mpodlaypagéc QC yia To e€aypévo RNA kat ta 44 amd ta 1.522 detypata RNA (2,9%) eixav
amotuyia we mpog Tig mpodlaypagé; QC Tou MPOadIoPIoHOU YIa TA AMOTEAECHATA TOU
Prosigna, agrivovtag cuvolikd 1.478 Slabéotpa Seiypata (91,2%) yia Tnv avaiuon.

Ané Tic 1478 aobBeveic mou rtav S1aBoieg yia avaluaon, ot 155 gixav HETAOTATELG Kal Ol
194 €ixav TOTIKA 1] AMTOPAKPUOHEVN LTTOTPOTTT 1 BAvaTo Adyw TOU KApPKivou Tou HaoTou.
H péon mepiodog peta-mapakorotBnong yia t Sokiur ritav 10 €tn.

O éheyxo¢ NG KUplag avaluong €8eie o1t n Babuoloyia ROR mapéxel OnNUAVTIKES
TIPOOBETEG TIPOYVWOTIKEG TANPOPOPIEC yia TV emBiwon Aveu QMOPOKPUOHEVNG
UTTOTPOTTAG TIEPAV TWV TUTTIKWVY KAVIKWV HETABANTWOV (CTS).

Mivakag 32: MepiAnyn Tou eAéyxou KUpLag avaiuong

Mndeviko EvaANOKTIKO 5 1 Kpiowin n""',] (atepl S
7 b ALR ¢’ £\evdepiag) TR p
[ [EREE (grados de libertad)
CTS CTS + ROR 53,49 3,84 (df=1) p < 0,0001
CTS CTS + Opada Kivduvou 34,12 599 (df =2) p < 0,0001

O1 Seutepeviouoec avaluoelg €deiéav 6Tt 1o ROR oxetiletal onpavTikd pe v empPiwon
AVEU QTTOLIKPUOUEVNC UTIOTPOTTAG KAl TTPOCBETEL SIayVWOTIKES TTANPOPOPIEC TTEPAV TOU

Ewéva 35: DRFS katd opdda kivdUvou yia acBeveic pe apvntikoug Aeppadéveg kat HER2-
apvnTIKo
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Xpovog peta-mapakohouBnong (étn)

MNepihnwn dedopévwy yia tnv Eikéva 35: DRFS katd opdda Kivduvou yia acBeveiq pe apvnTtikoug
Aeppadéveg kat HER2-apvntiko

CTS o€ TTOMEG KAIVIKA OXETIKEG UTTOOUAOEG. Opdsa ApiBuse ApiBuGC oURBAVTWY OTa EKTluwusvo’ T0000TS XWpiG
| . h AMOUOKPUGHEVN UTTOTPOTH OTA
Nivakag 33: EmavaAnwn eAéyxou KUPIAg avaAuong yia poKaBopIoHEVEC UTOOMASEC Kwvvou acBevav (%) 10ém 10 étn [95% CI]
= - 5 Xapnhog 474 (48%) 15 96,5% [94,3% - 97,9%]
) CTS+ROR o€ oUykpion CTS+(?pu50| Kivéuvou Meodioc 31132%) 57 90% [85.6% - 93,1%]
Opada Ap. Ap. pe CTS o€ ouykpion pe CTS -
ety || ety || e ALR ¢ ALR 2 YYnAoC 199 (20%) 27 84,7% [784% - 89,3%]
(Kpio. tyun=3,84) (Kpio. Tiun = 5,99) ZuvoAikd 984 (100%) 69
Oha 1478 155 53,49 34,12
HER2-GpVITIKO 1397 145 47,50 20,94 H Ewéva 36 Seiyvel Ta Slaypdpuata Kaplan-Meier katd opdda kivdUvou yla aoBeveic pe
NO 1047 36 2557 2336 1-3 BeTikoUC Aeppadéveg kal n Eikdva 37 Seiyvel ta idla Siaypdppata yia acOeveig pe 1-3
NO, HER2- BetikoUg Aeppadéveg katl HER2-apvnTiko. Ta amoTteAéopata e Kal xwpic TG aoBeveic pe
apvNTIKO o84 I 2169 2032 HER2-BeTiko eival mapdpola.
N+(1-3) 382 59 2599 1994 . o ) ) ) .
N+ (1-3), HERZ. Eikova 36: DRFS katd opdda kivSuvou yia acbeveic pe 1-3 Betikoug Aep@adéveg
L 367 56 22,75 18,75
apvNnTIKO

Eikova 34: DRFS katd opdda Kivéuvou yia acBeveiq pe apvnTikoug Aep@adéveg
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Xpovog peta-mapakohouBnong (étn)
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Xpoévog peta-mapakohovdnong (£tn)

MepiAnyn Sedopévwy yia v Ewéva 36: DRFS katd opdda kivdivou yia acBeveic pe 1-3
BeTikoU¢ Aeppadéveg

MNepiAnwn dedopévwy yia tnv Eikdva 34: DRFS katd opdda Kivduvou yia acBeveiq pe apvnTtikoug

Aeppadéveg
Opada Ap1Bpdg Ap18u6G ouppdaviwy ota EKTll.leCVO’ T1o000to xw? 5
Kivéuvou acBevav (%) 10 étn amopakpuoHEn urretporn ota
10 étn [95% Cl]
XapnAog 487 (47%) 15 96,6% [94,4% - 97,9%]
Meoaiog 335 (32%) 28 90,4% (86,3% - 93,3%]
YWnAog 225 (21%) 32 84,3% [78,4% - 88,6%)
SUVOAIKG 1.047 (100%) 75

2025-06 LB-0034-04

Opada Ap1Budg Ap18udg cuppaviwy ota EKTIprEVO' T10000TO0 XWPlG
Kivéuvou acBevaiv (%) 10 émn GHOHGKPUG,WW' urotpomm ota
10 €tn [95% Cl]
Xapnhog 15 (49%) 0 100% [78,2% - 100%]*
Meaaiog 143 (37%) 7 93,6% [86,9% - 97%)
YYnAog 224 (59%) 46 75,8% [68,9% - 81,4%]
Suvolika 382 (100%) 53

* AlAOTNUA EUTTIOTOOVUVNG EKTIHWHEVO He T péBodo Clopper-Pearson
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Eikéva 37: DRFS katd opada kivéuvou yia acBeveic pe 1-3 Oetikoug Aepgpadéveg kat HER2-

apvnTIkoO

09
0,

—— Xapnog kivuvog
— Meoaiog kivBuvoc
- —_ YYn)6c kivuvog N

07

Mo0c00Té AVEL ATIOHAKPUOHEVNG UTIOTPOTTHG

0,6

T T T T
0 2 4 6 8 10

Xpovog peta-napakolovBnong (€tn)

MNepidnyn dedopévwv yia 1o DRFS g Eikévag 37 katd opdda kivéuvou yia acBeveig pe 1-3
BeTikoU¢ Aeppadéveg kat HER2-apvntikd

EKTIHWHEVO TTOGOOTO XWPIG
QTTOHAKPUGHEVN UTTOTPOTTH OTa
10 £étn [95% Cl]

Opada
Kiv8Uvou

Ap1Bpog
acBevav (%)

Ap1Bpog cupBaviwy ota
10 émn

Mivakag 34: Katavopn acBevwv pe apvnTikoug Aeppadéveg katd eVpog 10 povadwv ROR

Eupog ROR Ap1Bp6¢ acbevv MocooT6 acBeviv Klvéuzlé):"[::::::dl DG

1-10 7 0,7% 0,0%
11-20 116 11,1% 1,8%
21-30 155 14,8% 2,5%
31-40 209 20,0% 51%
41-50 183 17,5% 7,5%
51-60 152 14,5% 12,1%
61-70 116 11,1% 15,0%
71-80 77 7,4% 12,3%
81-90 28 2,7% 26,1%
91-100 4 0,4% 33,3%

S UVOAIKA 1.047 100%

H Ewova 39 Seiyvel Tnv KapmuAn BAEcel povtéhou yia TiG aoBeveiq pe apvnTikoUg
ANeppadéves padi pe Ta ekTiHOpEVa TooooTd emBiwong ota 10 £tn yia Ti¢ 10 TEPIOKES,
&mou kABe TePLOKT amoTEAETal amd OAEG TIG aoBeve( eVTOC Tou eVPOoUE 10 povadwv ROR
(1-10, 11-20 kAT, K&tw amo tnv KapmuAn Sivetal éva IoTOYpappa Tou UTTOSEIKVUEL TV
KATaVOUr OUxvOTNTAG KATA TTEPLOXN.

Eikova 39: ZUyKplon eKTIPROEWV BACEL HOVTEAOU KOl EUTTEIPIKWV EKTIMHOEWV TOU KivEUvou

AMOPAKPUOPEVNG uTToTpomG ota 10 £tn yia acBevei¢ pe apvnuikoUg Aep@adéveg pe tnv
katavopr Baduoloyiwv ROR mov Sivetal mapakdtw

Q
3

—— Modellbasiert
------ 95 %-Vertrauensintervalle
o Empirisch

g ota 10 étn

80
1

15 (4%) 0
142 (39%) 7
210 (57%) 43
367 (100%) 50

100% [78,2% - 100%]*
93,6% [86,8% - 96,9%]
76,1% [69,0% - 81,8%]

Xapnhog
Meoaiog
YYnAde
Suvolikd

* AlAOTNHA EUTTIOTOOUVNG EKTILWHEVO He T péBodo Clopper-Pearson.
xéon petagy ROR kat mpoyvwaong Kivduvou

H Edva 38 Seixvel Tov kivduvo amopakpuopévng umotponrc ota 10 €Tn ouvapTroel
G Babporoyiag ROR pe Slaotrpata epmotoouvng 95% PBACEl EEXwPIOTWY avaNoywy
mpo¢ Cox HOVTENWV KIvEUVWY yia K&Be opdda acBeviv pe apvnTikoug kat Betikoug (1-3)
Aeppadéve, Ta Tic aoBeveic pe OeTikoUE (1-3) Aeppadéved, n umoBeon AVANOYIKWY KIVOUVWY
TapaBIAcTNKE KATA TNV EQAPHOYH 08 GAO TO €UPOC. H KaumuAn mou mapoucialetal 6w
yia Ti¢ aoBevelg pe Oetikoug (1-3) Aeppadéved xpnolporolel aobeveig pe Betikoug (1-3)
Aeppadéveg pe Babuohoyiec ROR oTo e0pog 0-80, yia To ommoio KavororOnke n unmoeon
QVOAOYIKWV KIVOUVWV.

Eikova 38: EKTIHWHEVOG KiVOUVOG amopaKpUopéVNG umrotpomi¢ ota 10 £€tn Katd Katnyopia
Aeppadévwy pe Slaotipata epmotoouvng 95%

°
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& —— @etoi Aepgadéveg (1-3)
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Babpoloyia ROR

Y& kABe uToopAda, AMOAUTOC KAIVIKOG KivOUVOC Twv acBeviv 1ou glxav ekxwpnBel otnv
Katnyopia xapnAoU kivUvou ATav OUCIAoTIKA SIAQOPETIKOG amd Tov AmOAUTO KAVIKO
KivOuvo Twv acBevwv mou gixav ekxwpenOel aTnv Katnyopia uPniov KIvEUVou.

O Nivakag 34 Seiyvel TV KATAVOUT TwV ACOEVOV e apVNTIKOUC AEUPASEVES KOTA TIEPLOKES
10 povadwv ROR. Eniong umodeikvietal o Kivéuvog amopakpuopévng UMoTpomiG ota
10 én.
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BaBpohoyia ROR

[1a TI¢ a0BeVeiG e apvnTIKOUG NEUPABEVEC, Ot EKTIUAOELG BACEL TOU LOVTENOU QVONOYIKWV
KIVOUVWY ATaV TTAPOUOIEG HE TIG EMTEIPIKEG EKTIMATELC 0 OO TO €Upog. O Mivakag 35
Seixvel TNV katavoury Twv aoBevwv pe 1-3 BetikoUg Aeppadéveg katd meploxég 10
povadwv ROR. Eriong umodelkvueTal o Kivéuvog amopakpuopéVNG UMoTporiG ota 10 €tn.

Mivakag 35: Katavour acBevwv pe 1-3 Betikoug Aep@adéveg katd 1o e0pog 10 povadwv ROR

Evpog ROR Ap1Bpog achevwv MocooT6 acbevwv Kivéu:fro Sl mfl )1 OGw

1-10 3 0,8% 0,0%
11-20 34 8,9% 3,6%
21-30 53 13,9% 4,1%
31-40 68 17,8% 8,5%
41-50 57 14,9% 16,7%
51-60 71 18,6% 17,8%
61-70 42 11,0% 28,9%
71-80 34 8,9% 39,5%
81-90 17 4,5% 33,0%
91-100 3 0,8% 33,3%

JUvoAiKG 382 100%

H Eikova 40 Ogixvel TNV KapmuAn BACEl HOVTEAOU (xPNOIUOTIOIOVTAG aoBevelG pe 1-3
BetikoUg Aeppadéveg kal Pabuoloyiec ROR < 80) yia Tic aoBeveiq pe 1-3 OeTikolg
Nep@adéves padi e Ta EUTEIPIKA EKTIMWHEVA TTOO0OTA emPBiwong ota 10 €t yia tig 10
TIEPIOKEG, OTTOU KABE Teploxr) amoTeAeiTal amd OAeC TiG aoBevelg evidg Tou evpoug 10
povadwv ROR (1-10, 11-20 kA1), K&tw amd v kaumuAn Sivetal éva 10ToYpappa mou
UMOSEIKVUEL TNV KATAVOUT OUXVOTNTAG KATE TTEPLOXN.
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Eikova 40: TOYKpIon eKTIUNOEWV BACEL HOVTEAOU KAl EUTTEIPIKWV EKTIUHOEWV TOU KIivEUvou
AMOMOKPUOHEVNG UMOTPOTG ota 10 £tn yia acBeveiq pe 1-3 BeTikoU¢ Aeppadéveg pe Tnv
katavouri BaBpoloyiwv ROR mou Sivetal mapakdtw.
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BaBpohoyia ROR

Téoo o Mivakag 35 6oo kat n Eikéva 40 Seixvouv tnv emmedomoinon Tou mapatneoUHEVOU
Kivbuvou ota 10 €tn otnv Kopuer Tou eupouc ROR mou odrynce otnv anotuyia g
unéBeong avahoyikwy Kiv&Uvwv. Qotdoo, TIPETEL va onPEWDEl Tt Ta peyédn Selypatog
oTI¢ SUO TIEPIOKEC Avw Tou 80 rTav UIKPA yia TIG acBeveiq pe 1-3 BeTiKoUC Aeppadéveg
(17 aoBeveic amo 81-90 kat pévo 3 and 91-100).

TUyKpIon evdoyevwv umoTunwv Aulikou Tumou A Kat AulikoU tomou B

H mAgloPn@ia Twv UTTOKEIMEVWY OTN HEAETN (96%) rTav eite AUAKOU TUTTOU A £ite AUNIKOU
TUmou B, mou Atav avapevopevo, kabwe autol ol eVOOYEVEIC UMTOTUTION KUPIAPXOUV OTIC
a0Beve(c BeTikoU oppovikoU urtodoxéa'.

O Nivakag 36 Seixvel Ta amoTeEAEOHATA TOU EAEYXOU avaloyiag mBavoTtrTwy, €101 WOTE va
katadeiel tnv mpdoBetn mpoyvwoTikn a&ia yia to DRFS, kabwe n Siakpion AvAiKoU TUTou
A/AUNKOU TUTTOL B TipooBEtel mnpogopieg mépav tou CTS. O mivakag Oeixvel emiong tnv
avaloyia kivduvou Twv aoBeviv AUNKOU TUTIOU A TIPOG TIG aoBeveic Aulikou Turou B.
Kai otig Tpel opadeg mapatnerBnke onuavtika xapnAdTePOG KivOUVOC AMOPAKPUOHEVNG
UTTIOTPOTTAC YIa TIG aoBeveic ALNIKOU TUTTOU A.

Nivakag 36: EAeyxo¢ avaloyiag mOavoTRTwy yia TV mpoyvwoTikn agia touv DRFS Twv AUMK®WV
umoTUTIWV

Mepidnyn dedopévwy yia tnv Eikdva 41: Kapmuleg Kaplan-Meier yia to DRFS katd evéoyevi
UTIOTUTIO Yia 000EVEIG pE apvNTIKOUG Aeppadéveg

e A A A EKTIHWMEVO TOGOOTO XWPIG
ch\)lgzsgu ::elgcgf’ BRI Téig:“”wv ot AMOHAKPUGHEV UTIOTPOTTH GTa
10 ¢t [95% Cl]
AuNko0 725 2 95,19 [93,4% - 96,3%]
Torou A
AUNKOU
. 284 32 87,2% [83,2% - 90,3%]

Turou B

Suvohikd 1.009 64

Eikova 42: Kapmuheg Kaplan-Meier yia DRFS katd evdoyevi unmotumo yla acBeveic pe
1-3 BeTIKOUG Aep@adéveg
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MepiAnyn Sedopévwv yia v Eikéva 42: KapmoAeg Kaplan-Meier yia DRFS kata evoyevi
umdtumo yia acBeveic pe 1-3 BeTikoUg Aeppadéveg

e p A 3 EKTIHWOMEVO TOGOOTO XWPiG
Juse, | s | potuic oot | e o v
n 10 £t [95% CI]
AUNKOD 248 17 91,3% [87,2% - 94,206]
TUrou A
AUNiKoU
. 118 28 72,5% [64,2% - 79,1%)
Turou B
Suvohika 366 45

hgochdos aale\ep\;(bv cuuég\;rwv ALR%? LT p AVG)\OI}(;C'!"'EI‘;S;;OW&II;-U"\K
‘Oha 1422 135 2442 < 0,0001 042[0,30-0,59]
NO 1.009 74 9,68 0,0019 0471[0,30-0,75]
N+(1-3) 366 51 14,94 0,0001 0,33[0,19-0,58]

O Mivakag 37 Seixvel évav mivaka Twv mooooTwv RFS ota 10 €t KaTtd AUAKO UTTGTUTIO Yia
TIG OUAOES APVNTIKWY AEUPASEVWVY Kal 1-3 BETIKWV AePadEVwY.

Mivakag 37: NMocootd RFS ota éka £Tn Katd opada Aep@adévwy Kat auvAiké umétumo

H Ewova 41 Seixvel pia ovykpion Tou DRFS katd AuAKS UMGTUTIO Yia aoBeveic pe
apvnTIkoUg Aeppadéveg kat n Eikova 42 Seixvel Tnv dla olykplon yia aoBeveic pe 1-3
BeTikoUG Aeppadévec. Kat yia Tig SUo opdde, umripxav ONUAVTIKES SIapopES UETAEL Tou
DRFS twv aoBeviv AulikoU TUmou A kat AuhikoU TUrou B.

Ewova 41: Kapmuleg Kaplan-Meier yia to DRFS katd egvdoyevr) umdtumo yia aoBeveic pe
apvnTIKoUG Aeppadéveg
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Katdaotaon AUAIKOG Ap1Buog Aeleuoc EK‘l’ll.lwl,liVO' TI0000TO XWPle
Ny | wremnee | cetarmes) OUPBAVTWY OTA | ATTOMAKPUGHEVN UTIOTPOTTH OTa
10 £ 10 £tn [95% CI]
AUAKOD 725 (72) 44 93,0% [91,1% - 94,5%)
NO Tomou A
AUAKOD 284 (28) 44 82,29% [77,6% - 85,9%]
TUrou B
AUAKO0 248 (68) 21 89,1% [84,7% - 92,4%]
TUTTOL A
N+(1-3) e
UKoY 11832 30 71,6% [62,2% - 77,4%]
TUMOU B

la kABe MANBUCUO a0BevWV UE apvNTIKOUG AeUPASEVES Kal 1-3 BETIKOUG AeUPASEVEG,
n Slaopd petagy acBeviv AuNkoU TUTTOU A Katl ALAIKOU TUTOU B ATav onpavTikn.

Jupnepdopata KAVIKRAG HeNETNG 2

To ROR amodeixBnke 0Tt MPOCOETEL GNUAVTIKEG TIPOYVWOTIKEC TTANPOPOPIEC TTEPAV TWV
TUTTKQOV KAVIKDOV LETABANTWY Kal LETABANTWV AYwYE, TOOO OTAV GUUTEPINAUBAVETAL WG
OUVEXNC METPNON GO0 Kal OTavV OUPIEPINAUBAVETAL OTN XEHON TPLWV TTPOKABOPIOUEVWY
opadwv kivouvou. H opdda xapnAou kivduvou eixe DRFS ota 10 €tn moAU mévw amd
90% émwg avapevétav. H opdda upniou kivduvou eixe DRFS ota 10 étn 80% mou rjtav
UPNAOTEPO ATTO TO AVAUEVOHEVO — QVAKEVOTAV VA Eival pavepd KATw ammd 80%. Ot TIHES
QTTOKOTIAG TTOU XPNOIUOTTOIBNKAV yia ToV 0pIopd TwV opadwv Kivduvou Baciotnkav
otnv opéda mMAnBucpoL TransATAC, TTou eival UPNAGTEPOL KIVEUVOU amd TV TpExouoa
opéda MANBUoUOY, pE amOTEAECHA N «OpAda UYNAOL KIVEUVOU» va €XEl OUVOAKA
XAHNAOTEPO KivOLVO Ao ToV avapevopevo. To ROR (Cuvexég kat Baoet opddag Kivouvou)
TIAPOUGIACE TTAPOUOLES TIPOYVWOTIKES TTANPOPOPIEC OE SIAPOPES UTTOOUASEC. TO IOVTENO
OLVEXOUC KIVOUVOU TAIPIACEL TIOND HE TA EUTTEIPIKA TTOOOOTA UTTOTPOTTHG OE TTANOUOHOUG
aoBevwv pe apvnTikoUg Kat 1-3 BeTikoug Aeppadéves. H mielopngia Twv acBeviv (96%)
OTN HENETN €lXe GYKOUG QUAIKOU LTTOTUTTOU (AUAIKOU TUTIOU A 1y AUNIKOU TUTTOU B). Z€ OAeG
TIG OpGSEC katdoTaong Aeppadévwy, n Sldkpton AuAikou Turou A /AuAikou Turou B
TIPOOOEDE TIPOYVWOTIKEG TANPOPOPIEC OXETIKA HE TO DRFS.
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MNepiAnyn cuVSUACTIKWY KAIVIKWV MENETWV

Ta amotedéopata €ival YEVIKEUOIA yia Katavepnpévn xpron, kabwg ta Selypata
ameotéAnoav Kal avaAuBnkav os SIAQOPETIKA €pyaoTApla OTIC OUO KAIVIKEG HENETEG
emKUpwong To ROR amodeixOnke 0Tt TPOOOETEL ONUAVTIKES TIPOYVWOTIKES TTANPOPOPIES
yla 1o DRFS ota 10 £Tn mépav Twv TUTTIKWY KAIVIKWV JETABANTWY Kal LETARANTWOV aywyngS,
1600 OTaV CUUTTEPINAUPBAVETAL WG OLVEXAG HETPNON GO0 Kal OTav CUUTTEPINAUPBAVETAL OTN
XPA0oN TPIWV TTPOKABOPIoUEVWY OPAdWY KivOUvVouL. EMmpooBeTa, O pia EK TwV LOTEPWV
avahuon, T ROR mpooBece onpavTIKES TTANPOPOPIES yia To DRFS petd ta 5 €tn mépav
TWV TUTTKWV KAMIVIKWV JETABANTWY yia OAeG TIG aoBeveis. To ROR (cuvexég kat Baoet opadag
KIvOUVOU) TIaPOUGIaoE TTAPOHOLES TIPOYVWOTIKES TTANPOPOPIES O OIAPOPES LTIOOUADEG.
Emiong mpaypatonolriBnkav mePIOPIoHEVEG QVOAUCELG e TN XPrion Tou RFS. Ot KA&oEIG
ROR pmopeoav emiong va opicouv TPeIG opadeg Kivduvou pe dlakpito RFS. Kat yia tig o
OHASEG, UTTAPXAV ONUAVTIKEG SlaPOoPEG HETagL Tou DRFS Twv umoopdadwv AuAiKoU TUToU
A kat AUNIKOU TUTTou B, avedptnTa amod TNy Kataotaon Aeppadévwv.
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18 XYMBOAA KAl OPIZMOI
‘ - Kataokevuaotrig
m - E€ouotobotnpuévog avtimpdowrnog otnv Eupwmnaikry Kovotnta

- In vitro S1ayVWOTIKI) 1ATEIK) CUOKEUN

@ - JupPouAeuteite Tig Odnyieg xpriong

c € - SApa CE
- Kwdikdg / ApBuog maptidag
- ApIBudG KaTahdYoU 1 avapopag

; - Nepiéxel EMapkr) mMoodTNTA yla <n> SOKIUAGIEG
/ﬂ/ - Ebpoc Beppiokpaciag oe GuvOrkeg UAAENG
J/ - K&tw 6p1o Beppokpaciag oe ouVOrKeS pUAAENC

/ﬂf - Avw éplo Beppuokpaciag oe CUVBRKES PUAAENG

g - Avéhwon éwg
- AuTtr) N TAeUPA TTPOC Ta TTAVW

Room Temp. = Oeppokpacia dwpatiov
HYB = YBpidomoinon

Anomnoinon evBUVNG CUPPWVA PE TOUG KAVOVIGHOUG
la in vitro S1ayvwoTIKA Xprion.
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19 NAHPOO®OPIEZ EMIKOINQNIAZ

‘ MAnpoeopieg emkovwviag ot HMA.:
Veracyte, Inc.

6000 Shoreline Court

Suite 300

South San Francisco CA 94080

USA

TnAéQwVo : +1-650-243-6335
www.veracyte.com

[EC| REP]

E¢ouolodotnuévog avtimpoowrnog otnyv E.E.:
Veracyte Global, BV.

Fascinatio Boulevard 216

3065WB Rotterdam

NETHERLANDS

MAnpo@opiec SieBvoug emkovwviag:

Email yia texvikr) umootripién: DxSupport@Veracyte.com

Email yia mAnpo@opieg OXETIKEC pie TO TPOTdV: info@prosigna.com
loToTomoG: www.prosigna.com
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