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[MpoBAeTTOpEVN XPHON

To therascreen EGFR Plasma RGQ PCR Kit ivail pia in vitro diayvwaTikr dokiyaaia yia Tnv
avixveuon Twv eMeiyewyv oTo €§Ovio 19 kal Twv avTiIkataoTdoewyv oTta e€ovia 20 kai 21
(T790M ka1 L858R avTioToixa) ato yovidio Tou utrodoyéa emdeppikoU augnTikoU TrapdyovTa
(Epidermal Growth Factor Receptor, EGFR), TTou emtpérmrel Tnv moI0TIKA afioAdynon mng
KaTdoTaoNG PMETAAAAENG. Ta atroTeAéopaTa TTpoopiovTal yia TNV UTTOOTAPIEN Tou KAIVIKOU
10TPOoU aTnVv avayvwpion Twv acBevwyv pe NSCLC 1rou evdéxeTal va wpeAnBolv atrd T
Beparreia pe IRESSA® (ye@ITviuTn), o€ TTEQIMTWOEIG OTToU dev gival duvarr] n agloAdynan
O¢giyparog 1070U.

To therascreen EGFR Plasma RGQ PCR Kit Ba Tmpémel va xpnoidoTroigital atmo
EKTTAIOEUPEVO TTPOCWTTIKO O€ ETTAYYEAUATIKO £pyaoTnpiakd TepIBaAlov, e deiypata DNA
TTou €xouv eEaxBei amd TTAGOUQ TTPOEPYXOPEVO OTTO Qiya AoBevWV JE N MIKPOKUTTOPIKO

Kapkivo Tou Trveupova (Non-Small Cell Lung Cancer, NSCLC).

To therascreen EGFR Plasma RGQ PCR Kit mrpoopicetai yia in vitro diayvwaoTIKr xpAon.
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2.Uvoyn Kai €TTeCynon

To therascreen EGFR Plasma RGQ PCR Kit gival éva €1oipo yia xprion TTpoiov yia tnv
avixveuon petaAAdgewv aTo yovidio EGFR, To otToio oxeTieTal e TOV KAPKIVO, UE TN XPrion
aAuoidwTng avtidpaong ToAupepdong (Polymerase Chain Reaction, PCR) oe 6pyava
Rotor-Gene Q MDx 5plex HRM.

O ouvduaopog Twv Texvoloyiwv Scorpions® kai ARMS emitpémel ato therascreen EGFR
Plasma RGQ PCR Kit va avixvelel Tig TTapakaTw PHeETaAAGEEIG Tou yovidiou EGFR évavTi evog
uttod&Bpou yovidiwpaTtikou DNA dypiou TUTTOU.

® EMciyeig o1o €§6vio 19
e T790M
e [ 858R

O1 péBodoi TTou xpnaipoTrololvTal gival eEAIPETIKA ETTIAEKTIKEG Kal, avAAOya PE TN OUVOAIKA
moootnTa Tou DNA Tou UTTApXEl, MTTOPOUV va QVvIXVEUCOUV éva XOUNAG TT0000TO
METAAAaENG o€ uTTORaBpOo yovidiwpatikod DNA dypiou TUTTOU. H €TTIAEKTIKOTNTA KOl Ta 6pIa
avixveuong eival avwTtepa amd GAAEG TexVOAoyieg, OTTwWG N aAAnAoUXIon TEPUATIOUOU
ETTIUAKUVONG PE XPWOTIKEG.
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Apxn NG diadikaaiag

To therascreen EGFR Plasma RGQ PCR Kit xpnoipotrolei duo texvoloyieg —ARMS kai

Scorpions— yia Tnv avixveuon peTaAAagewy Kata Tn didpkela Tng peBodou real-time PCR.

ARMS

H eidIki yia aAnASuop@a i METOAAEEIG evioxuon ETTITUYXAVETAI UE XPrON TNG TeEXVOAQyiag
ARMS (Amplification Refractory Mutation System, ZUoTnua avixveuong HETOAGEEWY AVOEKTIKWV
otnv evioxuon). H Tag DNA moAupepdon (Taq) eival ammoteAeopatikiy otn OIGKPION HETALU
OWOTAG Kal E0QOAPEVNG avTIoToiXIoNG 0To 3' Akpo evOg ekKIVNT PCR. EIBIKEG PETOAAQYHEVES
aAnAouxieg uioTavTal ETTIAEKTIKN EVioXUGN, OKOUN Kal € SEiyUaTA GTA OTTOIa N TTAEIOWN®ia TWV
aAMnAouxiwv dev TTapouciddel PeTAANaEN. OTtav UTTAPXEN TTAPNG AvTIOTOIXION TOU EKKIVATH, N
aTTod00N TNG €vioxXuong gival TTAPNG. & TTEPITITWON £0QOAPEVNG avTioToixiong Tng 3' Bdong,
TTPAYUOTOTTOIEITAI OVO £Vioxuan UTTORAOpOU XaunAouU €TTITTESOU.

Scorpions

H avixveuon evioxuong TrpaydaTtoTroEiTal PE Tn XPAon Tng Texvohoyiag Scorpions.
H texvoAoyia Scorpions cguviotatal o€ SIAEITOUPYIKA POPIA TTOU TTEPIEXOUV £VAV EKKIVNTH
PCR opolotroAikd ouvdedepévo e Evav avixveuTh. To @BopIoUo@OpO GTOV AVIXVEUTH AUTOV
OAANAETTIOPG e Evav TTAPEPTTODIOTH, TTOU TTEPIAANPBAVETAI ETTIONG OTOV AVIXVEUTH, O OTT0I0G
pelwvel Tov @Bopiopd. Katd tn didpkeia piag avtidpaong PCR, dtav o avixVveuTrg deopeUeTal
OTO OPTTAIKOVIO, TO QBOPIoCHOPOPO Kal O TTaPEUTTOdIOTAG OlaxwpifovTal. Autd €Xel WG

aTroTEAEGHA TNV AUgnan Tou @BoPITUOU GTO CWANVApPIO avTidpaong.
Mopon KIT
To therascreen EGFR Plasma RGQ PCR Kit repihapBavel T€ooepig Tpoadiopiopoug:

o ’‘Evav mpocdiopioud paptupa (Ctrl)
® Tpeig Tpoadlopiopuolg HETAANAENG
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OAa 1o peiypota avridpaong treplAapfdvouv avTidpacTAPIA yid ThV avixveuon OTOXwV
emonuacpévwy gy FAM™ ) koBwg kal évav  TTPOCdIOPICHO  €0WTEPIKOU  UAPTUPO
emonuaopévo pe HEX™. O 1mpoodioplopdg eOwTEPIKOU PHAPTUPO aviXVeUEl TNV TTapouaia
QVAOTOAEWV TTOU EVOEXETAI VO 0ONYHOOUV 0€ WEUBWG apvnTIKA atmmoTeAéguaTa. H evioxuon
FAM uptropei va utrepioxuoel TG evioxuong eowTepikou pdptupa. Q¢ ek ToUTOU, O
TTPOCBIOPICUOS £0WTEPIKOU PAPTUPA XENCIUOTTOIEITAl yia va UTTodEifel atrAd OTI TUXOV
atroucia evioxuong FAM atroteAei aAnBwg apvnTiKG atmoTEAeopa Kal Oyl atroTuxia Tng
avtiopaong PCR.

Mpoodiopiopoi
Mpoodiopioudg pdpTupa

O mpocdiopioudg pdpTupa, TTou eival emmonuacuévog ye FAM, xpnoigoTroigital yia tnv
agloAdynon Tou oAikoUu DNA og éva deiypa. O TTpoodIopiopdg auTog evIOXUEl HI TTEPIOXH
Tou e€oviou 2 Tou yovidiou EGFR. O ekKIvNTAG KAl O QVIXVEUTHG £XOUV OXEDIAOTEI PE TETOIO

TPOTTO, WATE VA OTTOPEUYOVTAl Ol YVWOToi TToAupop@iopoi Tou EGFR.
Mpoodiopiouoi peTGAAaENS
Kd&Be TTpoodiopioudg HETAANAENG TTEPIEXEI VAV QVIXVEUTH Scorpions emmionuacpévo pe FAM

kal évav ekkivnti ARMS yia 1n Oidkpion petagu tou DNA dypiou TOTTOU Kal €VOG

ouykekpIpévou petaAaypévou DNA.
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MdapTupEg
‘OAeg o1 eKTEAETEIG TTEIPAUATWY TTPETTEI VA TTEPIAAUBAVOUV TOUG TTAPAKATW PAPTUPEG:
OETIKOG pdpTUPAG

KdBe ektéAean rpETrel va TTepIEXEl BeTIKO papTupa oTa cwAnvapia 1-4. To therascreen EGFR
Plasma RGQ PCR Kit Trepiéxel évav BeTikd pdptupa EGFR (Positive Control, PC) yia xprion wg
MATPOG OTNV avTidpaon BeTikoU pdpTupa. Ta atroteAéopata BeTikoU pdpTupa Ba aglohoynBouy,
yia va dlao@oNioTel OTI n ammddo0n Tou KIT PPICKETAI £VTOG TWV KABOPIGHEVWY KPITNPIWV
aTrodoXNAG.

ApvNTIKOG HAPTUPAG

KdabBe ekTéNean TrpéTrel va TTepIEXEl apvnTIKO papTupa Xwpig uATpa (No-Template Control,
NTC) ota cwAnvdpia 9-12. O NTC atroteAcital atmo vepd xwpig voukAedaon (H20) yia xprion
WG «UATpO» OTNV  avtidpaon pAPTUPa  Xwpic uATpa. O pdpTupag Ywpig uATPa
Xpnolgotroigital yia Tnv agloAdynon eavig emmPOAUVONG Katd Tnv TTPOETOINACIA TG
eKTEAEONG KaI yIa TNV afIoAGynan TG amdédoong TNG avTidpaong ECWTEPIKOU HAPTUPQ.

AloAbynan avtidpaong ecwTePIKOU PapTUPA

KdaBe peiypa avtidpaong mepléxel Evav ECWTEPIKO HAPTUPA ETTITTAEOV 0TV QVTIOPACN-0TOXO.
H pn emituxng ékBaon utrodeikvuel €iTe TNV UTTAPEN aVOOTOAEWY, TTOU EVOEXETAI VA 0ONYATEI
o€ WeUdWG apvnTIKA atroTeAéopaTa, €iTe TNV UTTOPEN OPAAPATOG OTNV TTPOETOINATIA TNG
avaAuong aTrod Tov XEIPIOTR YIa TO CUYKEKPIPEVO CWANVAPIO.

> TTEPITITWON TTOU N N €TMITUXAG avAAUCT TOU ECWTEPIKOU HAPTUPO OPEIAETAI OE OVATTOAN)
™G PCR, n apaiwaon Tou deiyuaTog YTTOPEi va hEIwaEl TN dpdon Twv avaaToAéwy. QoTéoo,
TIPETTEl VO ONMEIWOET OTI OTNV TTEPITTITWON auTh apaiwveTal kal To DNA-oT1éx06. H evioxuon
FAM pTtropei va utrepioyUoel TNG evioXUOoNG TOU ECWTEPIKOU PAPTUPQ, UE ATTOTEAECHA N TIUN
eowTepikoU paptupa (IC) CT (HEX) 1Tou TrpokUTITEl va BpioKeTal EVOEXOUEVWG EKTOG TOU
kaBopiopévou eupoug. Ta atroteAéopara FAM mrapapévouv £ykupa yia autd ta deiypara.

8 0Odnyieg xprong Tou therascreen EGFR Plasma RGQ PCR Kit  06/2022



YAIKG TTOU TTapEXOVTOI

MepiexOueva Tou KIT

therascreen EGFR Plasma RGQ PCR Kit (24)

Ap. kaTaAdyou 870311

Ap1Bpo6g avTIdpaoewv 24

Kokkivo Control Reaction Mix (Meiypa Ctrl 2 x 600 pl
avTidpaaong papTupa)

MwpB T790M Reaction Mix (Meiypa T790M 600 pl
avTidpaong T790M)

MopTtokaAi Deletions Reaction Mix Del 600 pl
(Meiypa avtidpaong eAeipewv)

Pog L858R Reaction Mix (Meiypa L858R 600 pl
avTidpaong L858R)

Me EGFR Positive Control (Q¢Tikdg PC 300 pl
udapTtupag EGFR)

Mpdoivo Tng pévrag Taq DNA Polymerase (Tag DNA Taq 2 x 80 pl
TToAUPEPBON)

Neukd Nuclease-Free Water for No NTC 1x1,9ml

Template Control (Nepd xwpig
VOUKAEGON yia papTupa Xwpig

pATPQ)

Neuko Nuclease-Free Water for Dilution Dil 1x1,9ml
(Nepd xwpig voukAedon yia
apaiwaon)

0dnyieg xpnong (Eyxelpidio) Tou therascreen EGFR Plasma 1

RGQ PCR Kit
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YAIKA TTOU atTairouvTal aAAG dev TTapEXOVTal

Katd Tov XEIPIOPO XNMUIKWVY OUCIWV, QOPATE TTAvTa KATAAANAN TTPOCTATEUTIKA TTOdIA
€pyaoTnpiou, yavTia yiag Xprong Kal TTpoaTateuTIKA YUaAId. [a TTeEpIcaOTEPEG TTANPOYPOPIEG,
avaTpeLTe oTa OXETIKA OeATia dedopévwy acalciog (Safety Data Sheet, SDS), Ta otroia

S1aTiBevTal atrd Tov TTPOPNBEUTH TOU TTPOIGVTOG.

e Kit ekxUAiong DNA (BA. «Aladikaaia» oTn oeAida 16)

® EISIKEG TITTETEG™ (PUBMICOUEVEG) YIa TTpoETOINATTa SEIYUATWY

® EIdIKEG TITTETEG™ (PUBMICOMEVEG) VIO TNV TTPOETOINACIA TOU KUpIou peiypatog PCR

® FEIdIKEG TITTETEG™ (pUBUICOMEVEG) Yia TN dloxETeuan Tou TrpoTUTTou DNA

® PuUyxn mITTETAG Xwpig deogupiBovoukAedan, piBovoukAedon kal DNA, pe @iAtpa (yia Tnv
atro@uyr dlaoTaupoUpevng HOAUVONG, CUVICTATAI N XPAON PUYXWV TTITTETOG E QPaYHO
0EPOAUPATWV)

® YdaréAouTpo 1) TTapOoIa CUCKEUN IE BUVOTOTNTA BIATAPNONG CWANVapPiwV
Quyokévtpiong Twv 50 ml oTtoug 60 °C.

® OgpuavTikd UTTAOK i} TTapduola cuokeun Pe duvaTdTnTa £TTWaCNG oToug 56 °CT

® OpuppaTIOPEVOGS TTAYOG

® EmTpatrédia puYOKEVTPOG™ uE POTOPA YIa GWANvApia avTtidpaong 2 ml

® Avadeutrpag TUTTOU vortex

® Opyavo Rotor-Gene Q MDx 5plex HRM*t pe kavdAia @Bopiopou yia Cycling Green kai
Cycling Yellow (avixveuon FAM kai HEX avtioToixa)

® /oyiopiké Rotor-Gene Q, ékdoon 2.3.5 | yeTayevéoTepn

Strip Tubes and Caps, 0.1 ml, yia xprjon pe 72-Well Rotor (ap. kat. 981103 1 981106)
ZWANVAPIO PIKPOPUYOKEVTPOU Xwpi¢ deofupifovoukAedan, piBovoukAedaon kai DNA,
yIQ TNV TTPOETOIPACIO KUPIWY PEIYUATWY

® |oading Block 72 x 0.1 ml Tubes, yovada aAoupiviou yia XEIpokivnTn TTPOETOIPATIA
avTidpaong pe povokavain mméTa (QIAGEN, ap. kat. 9018901)

* BeBaiwBeite 611 Ta Opyava Exouv eAeyxDei kal BabBuovoundei cUPPWVA PE TIG CUOTACEIG TOU KOTAGKEUADTH.

T e oplopéveg XWPEG, UTTOPET va xpnoipoTroinBei To dpyavo Rotor-Gene Q 5plex HRM pe nuepopnvia mapaywyng
Maiou 2011 fj yeTayevéoTepn, kaTd TepiTTTwon. H nuepopnvia rapaywyng PTropei va TpoodiopioTei atrd Tov
apiBud oeipdg oTo THow PEPOG Tou opydvou. O apiBuGg OEIpAg avaypAPETal O€ HOPPT) K JPEEAOA», OTTOU TO «UU»
UTTOdEIKVUEI TOV PAVA TTAPAywynRg O€ Yn@ia, To «e» UTTODEIKVUEI Ta dUO TEAEUTAIO Yn@ia TOU £TOUG TTAPAYWYNG Kal
TO «0OO» UTTOBEIKVUEI TO HOVadIKO avayvwpIoTIKO Tou opydvou.
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[1pOEIBOTTOINCEIC KOl TTPOPUAALEEIC

[Na in vitro dlayvwoTIK xprion
Mo eTTayyeAPaTikr xprion
MANnpoopicg aoPaAciag

Katd 1OV XEIPIOPO XNMIKWY OUCIWV, QOPATE TTAVTA KOTAAANAN TTPOOTOTEUTIKH TTOdIA
gpyaoTnpiou, yavTia yiag Xpriong Kai TrpooTateuTIKA YUaAId. [a TTeEpIcaOTEPES TTANPOPOPIEG,
avaTpECTe aTa OXETIKG deATia dedopévwy aopaAeiag (Safety Data Sheets, SDS). AiatiBevtai
oto OI0dikTUO O€  €UxpPNnOoTn Kal  oupteopévn  popery PDF, otnv 1oTooeAida
www.qgiagen.com/safety, 6TTou ptropeite va BpeiTe, va EUQAVIOETE Kal VO EKTUTTWOETE TA

SDS yia 6Aa Ta kit Tng QIAGEN kaBwg Kal yia Ta uaTaTiKa Toug.
"evIKEC TTPOQUAALEIC
O xpnotng pétrel va Aapdavel TTAvToTe UTTOWnN TOU Ta €EAG:

® XpnalyoTrolgite pUyxn TTTETAG XWPig deogupiBovoukAedon, piBovoukAedon kal DNA, pe
QiATPa, Kal BeBaiwBeite 6T o1 MITTETEG £X0OUV BaBuovounbei cUu@wva PE TIG 0dnyieg Tou
KOTOOKEUAOTH).

® ATmoBnkeUeTe Kal eEAyeTE Ta BETIKA UAIKG (SOKipia kal BETIKOUG HAPTUPEG) EeXxwpIoTA
atrd 6Aa Ta uttéAoITTa avTIOPACTHPIO KAl TIPOCHETETE TO OTO PEIYUa avTidpaong o€
EeEXWPIOTO XWPO.

o OAa ta cuoTaTikd TTpETTEl va atroyUxovTal TTARpwG o€ Bepuokpaacia dwpariou
(15-25 °C) mrpiv amré v évapén Tou TTPoadiopiouoU.

® Agou atmroyuxBouv, Ta cuaTaTIKA TTPETTEI Va avauelXBouv Je avaoTpogr] KGBe

owAnvapiou 10 QOPEG KAl va QUYOKEVTPICTOUV Yia GUVTOMO XPOVIKO OIdoTna.
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https://www.qiagen.com/safety

Inueiwon: Atraiteital 1IB1aiTEpn TTPOCOXHA YIO TV ATTOQUYRA TG HOAUVONG TWV avTIOPAoEWV
PCR pe ouvBeTIKO UAIKO HAPTUPA. ZUVIOTATAI N XPAON EEXWPIOTWY, EIBIKWYV TTITTETWY YIO TNV
TTPOETOINACIO TWV HEIYUATWY avTidpaong kal Tnv TpooBrkn Tou TrpoTutiou DNA.
H trposToipacia kai n S1oxETeuan TwWV PEIYUATWY avTidpaong Ba TTPETTEI va TTPAYUATOTTOIEITAI
0€ LEXWPIOTO XWPO OTTO EKEIVOV TTOU XPNOIPOTIOINONKE YIa TNV TTPO0ONKN TNG UNATPAS. Mnv
avoiyete Ta owAnvdpia Rotor-Gene Q petd Tnv oAokArpwaon Tng ektéAeong PCR. Mg autov
TOV TPOTTO, Ba aTTOPEUXBET TUXOV EpyaaTnPIaKr JOAUVON aTTé TTPOIGVTA TTOU TTPOKUTITOUV
peTd Tnv ekTéAeon PCR.

Inueiwon: Ta avTidpacTApia €XOUV eYKPIBET yio PN auTtopaTtotroiNuévn TrpogTolpaaia. Edv
XPNOIUOTTOINCETE  auTopaTtoTToiNuévn péBodO, evdEXeTal va pelwbei o apiBudg mlavwv
avTIdPACEWYV, KOBWG O€ AUTA Ta GPyava ATTAITEITAI TTARPWAON KVEKPWV OYKWV» UE avTIOPACTAPIA.

Znpeiwon: OAa ta avnidpaoTtipia Tou therascreen EGFR Plasma RGQ PCR Kit éxouv
TTapaokeuaoTei €I0IKA yia xprion e TIG dokipaaieg TTou avagépovTtal. OAa Ta avTidpacTrpia
Tou TrapéxovTtal oto therascreen EGFR Plasma RGQ PCR Kit mpoopicovtal yia xprion
ATTOKAEIOTIKA PE Ta GAAa avTIOpaaTrpia TTou TTapéxovTal oo idlo therascreen EGFR Plasma
RGQ PCR Kit.

Ta avmidpacTApia Tou KIT Ogv TTPETTEI va avTikaBioTavTal, WwaoTe va diatnendei n BEATIOTH
€mmidoon.

Znueiwon: Xpnoipotroleite povo tnv Tag DNA tmroAupepdon (Taq) TTou TTOPEXETAI PE TO KIT.
Mnv Tnv avTikaBioTdTe ye Taqg DNA 1ToAupepdaon GAAwV KIT id1ou 1] SIaQOPETIKOU TUTTOU A JE
Taq DNA 1roAupepdan GAAou TTpounBeuTH.

Znupeiwon: Ta avndpaotipia yia 10 therascreen EGFR Plasma RGQ PCR Kit éxouv
apaiwbei oe BEATIOTO Babud. Agv OuVIOTATAI TTEPAITEPW APAIWON TWV AVTIOPACTNPIWY,
KaBWG KATI TETOIO PTTOPE] va 00Nyroel o€ Yeiwan TG atmédoong. Aev ouvioTATAl N XpAoN
oykwv avtidpaong katw amd 25 pl, kabwg oTnv TTEPITITWON auth aufdveral o Kivduvog

WEUBWG OPVNTIKWY OTTOTEAETUATWV.
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ATT00AKEUON KAl XEIPIOPOC AvTIOPAOTNPIWV

To therascreen EGFR Plasma RGQ PCR Kit arootéAAeTal o€ Enpd Tayo. Edv otroiodnroTe
ouaoTaTiko Tou therascreen EGFR Plasma RGQ PCR Kit dev gival KaTeWuypévo KaTa TNV
TTapaAafn, N EEWTEPIKr CUOKEUATIa EXEl AVOIEEI KOTA TN METAPOPA ) OTO KIBWTIO ATTOOTOANG
oev TepIAapfdvovTal To OeATio Ouokeuaaoiag, o1 0dnyieg xpriong f Ta avmidpacTrpia,
ETTIKOIVWVAOTE PE KATTOIO OTTO TO TUAMATA TEXVIKAG UTTOOTAPIENG i PE TOUG TOTTIKOUG

avTimpoowTroug TNG QIAGEN (emmioke@Teite TNV 1I0TO0EAIDa www.giagen.com).

To therascreen EGFR Plasma RGQ PCR Kit 6a pétrel va amofnkeleTal auéowg PETA TNV
TrapaAapr otoug —30 €éwg —15 °C og kaTaywUKTn OTaBEPNG BEPPOKPATIag, 0€ OKOTEIVO XWPO.
To therascreen EGFR Plasma RGQ PCR Kit rapapével o1aBepd péxpr TNV avaypa@opevn
nuepounvia Angng, epoéoov amobnkeleTal UTTO TIG KABOPIOPEVEG OUVOAKES aTTOBNKEUONG.

MeTd 1O Gvolyua, Ta avTIdPaoTAPIa PTTOPOUV Va aTroBnKEUTOUV GTNV ApXIKr) TOUG CUCKEUACTIa O€
Beppokpaoia =30 £wg —15 °C yia 12 Prveg ) HEXP!I TNV avaypagopEevn NUEPONvia Angng, 0troio
eméNBel TTpwTo. H emmavelAnuuévn améywuln kai katdwuén Ba trpémel va armoelyetal. Mnv

uTTEPRAIVETE TO PEYIOTO OPIO OKTW KUKAWV KOATAWUENG-aTTOWUENG.

Haméwuén Twv avridpactnpiwv TIPETTEI  va  TIPAYUOTOTIOEITAI O  Bepuokpaacia
TEPIBAAAOVTOG Yia TOUAGXIOTOV 1 wpa Kal PEXP! 4,5 wpeg To PéyioTo. OTav Ta avridpacTrpia
gival £€ToIua TTPOG XPrON, MTTOPEITE va TTPOETOINACETE TIG avTidpdoelg PCR, evw Ba mpéTel
va QOopTWOETE apéowg oTo Rotor-Gene Q MDx 5plex HRM ta cwAnvapia Rotor-Gene Q 1rou
TTEPIEXOUV Ta KUpIa peiypaTa Kal To deiyga DNA. O ouvoAikdg xpdvog atrd Tnv évapén tng
mposToipaciag PCR €wg Tnv évapén Tng ekTéAeang dev Ba trpéTTel va utrepPaivel:

® TIG 6 WpPEG, O€ TTEPITITWON aTTOBRKEUONG O€ BepPokpaaia TTEPIBAAAOVTOG
Znueiwon: O xpovog autdg epiAapBavel Tnv TTpoeToiyacia PCR kal Tnv amobrikeuon.
® TG 18 Wpeg, o€ TepiTTITwaon amobrikeuong oe Yyuyeio (2—8 °C)

Inueiwon: O xpovog autdg TepiAapBavel Tnv TTpoeToiyacia PCR kal Tnv ammobrikeuon.
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Znueiwon: Ta Scorpions (0TTwg OAa Ta emonuacpéva Pe @OOPICUO popIa) OTa
avTIdpaoTApIa WeiyuaTog avridpaong eivalr gwToeuaiodnta. ATaiTeiTal n TPOCTACia TOU
papTUPO Kal TwV avTidpacTnpiwy TOu MEIYPATOG avTidpaong ammod To Qwg, WOTE Va

aTTOQEUXBET TUXOV PWTOAEUKAVON.

Ta avndpacTpia oTo therascreen EGFR Plasma RGQ PCR Kit £xouv apaiwBei og BEATIOTO BaBud
Kal OeV ATTAITEITOI TTEPAITEPW KABAPIOHOG 1) ETTECEPYQTIa TTPIV ATTO TN XPri0N TOUG 0TV avaAuon,
oupewva ye Tig Odnyieg xprong tou therascreen EGFR Plasma RGQ PCR Kit (Eyxeipidio).

E@iotdtal n Tmpoooxn OTIC nuepounvieg AAENG Kkal TIC OUVOAKES aTToBrkeuong TTou
QVaYPAPOVTAl OTO KOUTIA KOI TIG ETIKETEG OAWV TWV OUOCTOTIKWY. Mn XPnoIPOTTIOIEITE TO
TTEPIEXOMEVO TNG CUCKEUATIag €AV £xel TTAPEABEI N nuepounvia ANENG r dev €xouv AneBei Ta

OWwOoTA PETPA ATTOBRKEUONG.
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dUAagn Kai XeIPIoUOS DOKIPIWY

Znueiwon: OAa Ta deiypata TTPETTEN VA AVTIMETWTTICOVTAI WG £V OUVAUEI HOAUCHATIKO UAIKO.
To uAkd Oceiypatog Trpémel va eival yovidiwpatikd DNA  avBpwivng mpoéAeuong

eKXUANIOUEVO aTro TTAGopa. H peTa@opd Twv SOKIUiWV TTPETTEI VA TTPAYUATOTTOIEITAI CUUPWVA

ME TNV TUTTIK) peBodoAoyia Tng TTaBoAoyoavaTopiag, yia Tn dIao@AAIon TNG TTOIGTNTAG TOUG.
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Alodikaoia

ExkyxUAion DNA

Ta xapakTnploTika emdOcewv autol Tou KIT TTpoodiopiotnkav e xpron DNA TTou
ekxUANioTnke pe 10 QIAamp® Circulating Nucleic Acid Kit (ap. kat. 55114). Orav
xpnoiyotroigite To QlAamp Circulating Nucleic Acid Kit, ekteAéaTte Tnv ekxUAion Tou DNA

oUp@WVa e TIG 0dnyieg Tou eyXelpIdiou, TTPOTEXOVTOG TA EEAG:

® O apyIkdg 6ykog TTAAopaTog gival 2 ml.

® [lpiv ammd Tnv ekxUAIon Tou DNA 1Tpétrel va yivel Quyokévtpion 2 ml TTAAOPATOG O€
TaxutnTa 3.000 G.a.A. yia 2 AeTITA KAl va JETAPEPDE TO UTTEPKEIUEVO UYPO OE KaBapod
owAnvaplo.
O o6ykog TG TTpwTeivaong K mTpérel va gival 250 pl.

® H didomraon pe mpwreivaon K mpétel va rpaypartotroindei yia 1 wpa otoug 60 °C.

® H ékAouaon Tou kaBapou yovidiwpaTikou DNA TTpéTel va TrpaypartoTroigital o 55 pl
Buffer AVE (Trapéxetal oto QIAamp Circulating Nucleic Acid Kit).

® AtoBnkeuoTe To KaBapd yovidiwpatikd DNA otoug —30 £wg —15 °C.

Znueiwon: ATré 6Aoug Toug TTpoadiopiopoug aTto therascreen EGFR Plasma RGQ PCR Kit,

dnuioupyouvtail TpoidvTa PCR pikpoU urkoug. Qatéoo, 1o therascreen EGFR Plasma RGQ

PCR Kit dev eival atroteAeopatikd 6tav 1o DNA gival IBIaiTEpa KATAKEPUATIOPEVO.
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[MpwTdKoANO: Avixveuon petaAlacewyv EGFR

2nNUavTIKEG UTTOBEIEEIG TTPIV aTTO TNV évapén

Na va rapayxBolv cwaoTd atroTeAéaUaTA, SIACQAAICTE OTI DIEVEPYEITAI N TTEPIYPAPOUEVN
dladikaoia avapeiens og kaBe aTddio avdapeigng Tng diadikaaiog pUBUIoNG Tou TTPOCdIoPITHOU.
> ¢ KGB¢e ekTéEAEON PTTOPOUV Va agiohoynBouv €wg kai 16 deiypara.

Mpiv EekivrioeTe TN diadikacia, diaBdaTe TNV evoTnNTa «EVIKEG TTPOPUAGEEIGH, OTN
oehida 11.

AQIEpLIOTE XPOVO YIa va EoikelwBeiTe pe To 6pyavo Rotor-Gene Q MDx 5plex HRM
TIPIV TIPOXWPNOETE OTNV EQAPUOYNA TOU TTPWTOKOAAOU. AvaTpEETE OTO €yXEIPIBIO XPAOTN
TOU OpYyAvou.

Mn oTpopiAiCeTe Tnv Taq DNA troAupepdon (Taq) i OTTOI00NATTOTE PEIYUA TTOU TTEPIEXEI
Taq DNA 1roAupepdan, KaBwg uttdpxel KivOuvog adpavoTroinong Tou evCUouU.
AvoppoenaTe TNV Tag TOTTOBETWVTAG TO PUYXOG TNG TTIITTETAG OKPIBWG KATW aTTé TNV
ETTIPAVEIQ TOU UYPOU, WAOTE Va aTTOPEUXOEi N ETTIKAAUWN TOU pUYXOUG UE TTEpicoEia evqUouU.
[Na kaBe deiypa DNA, ol TTpoadiopIouoi HapTUpa Kol HETAAAQENG TTPETTEN va avaAUovTal
oTtnv idia ektéAean PCR, waoTe va atmo@euyxBoUv diakupavaelg HeTagl TTpoaOIopITHWY.
[a TNV atroTeAeopaTIKr XpARon Twy avridpaaTtnpiwv ato therascreen EGFR RGQ PCR
Kit, opadotroigite Ta deiypata DNA o€ apTideg 600 yiveTal TTEPICCOTEPO YIa TN
Onuioupyia OAOKANPWHEVWY EKTEAETEWYV TTPOCDIOPICUWY. EAv Ta Seiyparta utroAnBolv
o€ €€étaon YegovwpEva N o€ PIKPOTEPOUG apIBUoUG, XPNOIKOTTOIoUVTal TTEPICOOTEPA
QvTIOPACTAPIA KAl JEIWVETAI O GUVOAIKOG OpIBUOG Twv OEIYUATWY TTOU ITTOPOUV va
egeTaoTouv U éva therascreen EGFR RGQ PCR Kit.

ATTOpaiTNTEG EVEPYEIEG TTPIV OTTO TNV £vapEn

® [lpiv atmd KABe Xprion, OAa Ta avTIdPACTAPIA TTPETTEI VA OTTOWUXOVTAl EVTEAWG Yid

TouAdioTov 1 Wpa Kal Péxpl 4,5 wpeg ae Bepuokpaaia dwpatiou (15-25 °C), va
avauelyvuovTal pe avaoTpo@n 10 QopEg Kal va QUYOKEVTPICOVTAI VIO GUVTOUO XPOVIKO

SIA0TNHA, WOTE TO TTEPIEXOUEVO VA GUYKEVTPWOEI oTOV TTUBUEVA TOU CWANVapiou.
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® BeBaiwbeite 011 N Taq Bpioketal og Beppokpacia dwpariou (15-25 °C) mpiv atmd KGBe
xpnon. ®uyokevTpioTe yia GUVTOUO XPOVIKO SIAaTNUA TO CWANVAPIO, WAOTE TO £VCUUO va
OUYKEVTPWOEI oTOV TTUBPEVA TOU CWANVApPIoU.

® Avapei§te 6Aa Ta deiypara avaoTpéovTag 10 QopEG Kal QUYOKEVTPIOTE YIO GUVTOUO

XPOVIKO SIGCTNHA, WOTE TO TTEPIEXOMEVO VO CUYKEVTPWOET GTOV TTUBUEVA TOU GWANVapiou.

Aladikaoia

1. AtropU¢Te TTAPWG OAa Ta peiypata avtidpaong, To VEPO Xwpig VoukAedon yia pdptupa
xwpic uATpa (No Template Control, NTC) kai Tov BeTikd pdpTtupa (Positive Control, PC)
EGFR o¢ Beppokpaaia dwpartiou (15-25 °C) yia Touhdyiotov 1 wpa (Mivakag 1). Otav
Ta AvTIOPACTHPIO €XOUV aTTOYUXOEl, avapeifTe Ta avaaTpéPovTag KABe cwANnvapIo
10 QOpEG yIa TNV OTTOQUYI) TOTTIKWYV OUYKEVTPWOEWV OAATWY Kal, OTN OUVEXEIQ,
EKTEAEOTE PUYOKEVTPIOT YIO GUVTOUO XPOVIKO SIACTNUA, WOTE TO TTEPIEXOPEVO VA

OUYKeVTPWOEI oTOV TTUBUEVA TWV CWANVapPIWV.
Mivakag 1. Xpoévol améwugng, xpovol mpoeroipaciag PCR kal Beppokpacieg amrobikeuong

EAdyxioTog Xpévog MéyioTog Xpovog Oeppokpacia MéyioTog Xpovog

améyugng amoyuing aTroBnKEUONG HETA TNV mpoeToipaciag PCR kai
mwpogToipacia PCR atroBnkeuong

1 wpa 4,5 wpeg O¢gpuokpaaia 6 wpeg

mepiBdAlovTog (15-25 °C)
1 wpa 4,5 wpeg 2-8°C 18 wpeg

Znueiwon: H mpocTtoipacia PCR tpétrel va Tpayuarotroleital o€ Beppokpaacia
TePIBAAOVTOS. O 6pog «aTTOBRKEUGN» AVAPEPETAI OTOV XPOVO PETAEU TNG
oAokArpwaong Tng TrpoeToipaciag PCR kail Tng évapéng tng ektéAeong PCR oTo
Rotor-Gene Q MDx 5plex HRM.

Znupeiwon: Apnote TNV Taqg DNA TroAupepdon (owAnvapio Taq) va @Tdoel o€
Beppokpaaia epIBaAAovToG (15-25 °C) ouyxpdvwg pe Ta GAAa avTidpacThpia
(BA. «ATroBnkeuon Kai XeIPIoPOG avTidpacTtnpiwvy, oehida 13). PuyokevTpioTe yia
OUVTOMO XPOVIKO JIACTNHA TO CWANVAPIO, WOTE TO €VCUHO VO CUYKEVTPWOET oTOV

TUBuéva Tou cwAnvapiou.
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2. ExteAéoTe Ta akdAouba Brpara:

2a. Emonudvete T€00epa oWANVAPIO PIKPOPUYOKEVTPOU (BEV TTaPEXOVTAI) Yia KABE
éva o116 TO AVTIOTOIXO PEIYpATA avTidpaong, OTTwg gaivetal oTov lNivaka 2.

2b. TMopackeudoTe ETTAPKEIG TTOOOTNTEG KUPIWV PEYUATWY (Uelypa avTidpaong apTupa i
METAAaENG [owAnvdpio CTRL, T790M, eMAsiyelg, L858R] kai Tag DNA TToAupepdon
[Taq]) yia Ta &eiyparta DNA, pia avtidpaon BeTikoU pdpTtupa (cwAnvapio PC) EGFR kai
Mia avTidpaon pe vepd Xwpig VOUKAEAaN yia pdpTupa Xwpig uitpa (cwAnvapio NTC)
oUpQWVa PE Toug GYKOUG TTou avagépovTal oTov Mivaka 2.

Znueiwon: ZUPTrePIAGBETE avTIOPACTAPIA YIa Eva ETTITTAEOV ey, WOTE VA UTTAPXEI

ETTOPKAG TTOGOTNTA TTITTAEOV UAIKOU yIa TV TTpogToiyaagia Tng PCR.

Ta KUpia peiypata TepiEXouv OAa T CUCTATIKA TTOU atraitouvTal yia Tnv PCR ekT166

atré 10 Oeiyua.

Mivakag 2. Napaokeun KUPIWV PEIYUATWV

Mpoaodiopiouodg ZwAnvapio peiypatog  Oykog peiypatog ‘Oykog Taqg DNA mroAupepdong
avTidpaong avTidpaong (owAnvdpio Taq)

MépTupag CTRL 19,50 pl x (n + 1) 0,50 pl x (n+ 1)

T790M T790M 19,50 pl x (n + 1) 0,50 pl x (n + 1)

EMeipeig Del 19,50 pl x (n + 1) 0,50 pl x (n+ 1)

L858R L858R 19,50 pl x (n + 1) 0,50 pl x (n + 1)

Katd tnv Trapackeur| Tou KUPIOU PEYPATOG, TTAPACKEUAOTE OPKETH TTOOOTNTA yia £va TTITTAEOV deiypa, WOTE vVa
UTTAPXEI ETTAPKNAG TToadTNTA TTITTAE0V UAIKOU yIa TV TipogToipacia Tng PCR.

Znueiwon: Kard tnv TapacKeur) Tou KUPIOU PEIYUOTOG, TTPOCTIBETAI apXIKA O
ATTAITOUPEVOG OYKOG TOU PEIVUATOG avTiOpaong JapTupa f HETAAAQENG OTO OXETIKO
owAnvaplo Kal, oTn ouvéxela, TTpooTibeTal n Taqg DNA 1ToAupepdon.

3. TommoBetAOTE TOV KATAAANAO apIBud cwAnvapiwy yia PCR og ogipég Twv 4 (kEBe oeipd
€xel 4 cwANVAPIa) 0TO UTTAOK POPTWAONG, CUNQWVA Pe Tn didtagn oTtov Mivaka 3. Mnv
TOTTOBETEITE TTWHATA OTA CWANVAPIA.

Znueiwon: AQProTe Ta TTWHPATA OTOV TTAQOTIKO TTEPIEKTN PEXPI VO T XPEIQOTEITE.

4. MwpaTioTe TO CWANVAPIO yIa TO KUPIO PEVUA, avaoTpEWTE 10 QOpPEG Yia va
OVOUEIEETE TO KUPIO PEIYHA KOI, OTN CUVEXEIQ, PUYOKEVTPIOTE YIa OUVTOUO XPOVIKO
OIdOTNUO WATE TO PEIYPA va CUYKEVTPWOEI aTov TTUBUEVa Tou cwAnvapiou. MpooBéoTe
apéowg 20 pl kUplou peiypatog oTo KaBe katdAAnAo owAnvapio Tng oeipdg yia PCR.
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5. MNpocbéate apéowg 5 pl vepou xwpig voukAedon (H20) oTig ogipég cwAnvapiwy yia PCR
Tou PapTupa Xwpig uATPa (cwAnvdpia PCR ap. 9—12) kal TrwatioTe Ta cwAnvapia.

6. MpooBéaTe 5 pl kGBe deiypaTtog oTa cwAnvapia deiypaTtog (cwAnvapia PCR 5-8, 13-16
Kal 17—72) kal TTwUaTIoTE Ta.

7. MNpoaoBéoTe 5 pl BeTikou pdpTupa (Positive Control, PC) EGFR ota cwAnvapia BeTikou
papTUupa (GwAnvapia PCR ap. 1-4). KaBe deciypa DNA trpétrel va uttoAnGei o¢
doKIyaaoia Ye ToV TTPo0dIopIoUd HAPTUPA Kal GAOUG TOUG TTPOadIopIouoUg HETAAAOENG.

H didragn apartifetar atov Mivaka 3.

Mivakag 3. Aidragn mpoodiopIopwy HapTUPA Kal HETAAAAENG

MdpTupeg Ap1Bu6g Seiyparog
Mpoodio PC NTC 1 2 3 4 5 6 7
[0V ]S
Ctrl 1 9 17 25 88 41 49 57 65
T790M 2 10 18 26 34 42 50 58 66
EMeipeig 3 11 19 27 35 43 51 59 67
L858R 4 12 20 28 36 44 52 60 68

Ap1Bpog deiypartog

Mpocdio 8 9 10 1 12 13 14 15 16
[0 VIJS
Ctrl 5) 13 21 29 37 45 58 61 69
T790M 6 14 22 30 38 46 54 62 70
EMeigeig 7 15 23 31 39 47 55 63 71
L858R 8 16 24 32 40 48 56 64 72

8. Mg évav avegitnAo papkadopo, ETTICNUAVETE T KATTAKIA TWV TTPWTWY CWANVapiwy oTn
XOUNAGTEPN apIBUNTIKA B€0n o€ KABe wAnvapio yia PCR oTn oeipd Twy 4
(1m.X. B€oeIg 1, 5, 9 K.ATT.) yIa va UTTOBEIKVUETAI O TIPOCAVATOAITHOG YIa TN @OPTWON
Twv owAnvapiwv oto 72-Well Rotor Tou opydvou Rotor-Gene Q MDx 5plex HRM.

9. AvaoTpéWTe TO TTWHOTIONEVO cWANVApIa 4 @opég yia va avauixBei To deiypa kai

TO PeiyMa avTidpaong.
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10.

1.

12.

13.

TommoBetioTe 6Aa Ta cwAnvdpia yia PCR o€ og1pég Twv 4 OTIG avTioToIXEG BETEIC OTO
72-Well Rotor kai Befaiwdeite p€aw oTITIKOU €AEyxoU OTI OAQ Ta GWANVAPIA TTEPIEXOUV
TOV i810 OYKO UAIKOU.

Znueiwon: BeBaiwbeite 0TI 01 0€IpEG CWANVApPIWVY eV €X0UV AvaaTPAPEi KATA TN
UETAPOPA TOUG GTOV PATOPA.

Edv o potopag dev gival TTARPNG, TOTTOBETACTE AEIO CWANVAPIA PE TTWHA OTIG KEVEG
Béoeic.

TomroBeTAoTE apéowg Tov pdTopa aTo dpyavo Rotor-Gene Q MDx 5plex HRM.
BeBaiwBeite 611 0 dakTUAIOG ac@aAiong (TrapeAkdpevo Tou Rotor-Gene Q MDx) givai
TOTTOBETNUEVOG OTO ETTAVW PEPOG TOU POTOPA YId TNV ACPAAION TwV CWANVAPIWV KaTd
TN SIdpKeIa TNG EKTEAEONG.

Avatpé€te aTn pUBUIon Tou opydvou Rotor-Gene Q MDx 5plex HRM

(BA. «MpwTtokoAAo: PuBuion Rotor-Gene Q EGFR», ogAida 22), yia va dnpioupyroeTe
TO TTPOQIA BEPUOKPATIag Kal va EEKIVAOETE TNV EKTEAEDN.
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MpwTtdkoAo: PuBuion Rotor-Gene Q EGFR

O1 TapdapeTpol KUKAoTToinong trapartiBevral atov Mivaka 4.

MNivakag 4. MapdpeTpol KukAoTroinong

KukAol Ogppokpaoia Xpoévog AQqyn dedopévwv
1 95 °C 15 Aetrta Kapia
40 95 °C 30 deutepoAeTITa Kapia

60 °C 60 deutepdAeTTTO Green kai Yellow

1. Kavte dITTAS KAIK OTO €IKOVidIo Tou Aoyiopikou oeipdg Rotor-Gene Q, ékdoaon 2.3, atnv
ETMPAVEIQ EPYATIAG TOU POPNTOU UTTOAOYICTH TTOU €ival oUvOEDEUEVOGS [E TO OPYaVO
Rotor-Gene Q MDx 5plex HRM. ETIAéETe TNV KapTéAa «Advanced» (MNa

TTpoXwpnuévoug) ato TTAaialo diaAdyou «New Run» (Néa ektéAean) TTou ep@avileTal.
2. Na va dnuioupynoete éva véo TTpoTUTTO, £TMAEETE Empty Run (Kevn ekTéAean) kai, oTn

guvéxela, kavTe KAIKk ato New (Néa).

Epgavicetal To rapdBupo «New Run Wizard» (Odnyog véag ekTEAEONG).

3. Z1ov TUTTO pOTOPQ, £TTIAEETE «72-Well Rotor» (Potopag 72 Bubiopdtwy). BeBaiwBeite
0TI 0 BOKTUAIOG aoPANIoNG €ival TOTTOBETNUEVOG CWOTA Kal eTTIAEETE TO TTAdiolo Locking
Ring Attached (AakTUAI0G ao@daAiong TotroBeTnuévog). KavTe kKAIK oTo Next (ETTougvo)
(Eikéva 1).
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New Run Wizard rzl

Welcome to the Advanced Run Wizard!

Rotor Type
1=
o
[Rotor-Disc 100
2=

Eikéva 1. To mAaioio diaAdyou «New Run Wizard» (O3nyog véag ekTéAeong).

4. EicaydyeTe 10 6voua Tou XelploTh oTo redio Operator (XeipioThg). MpoobéaTe, av
BéAeTe, onueiwaoelg kal opioTe TNV TIUA a1o TTedio Reaction Volume (Oykog
avTidpaong) oTo 25. BeBaiwBeite 671 o1 TIpEG oTO TTEdio Sample Layout (AidTragn

deiypdTwy) givair 1, 2, 3.... Kavte kAik ato Next (ETropevo) (Eikova 2).

New Run Wizard g|
This screen displays miscellaneous options for the run. Complete the fields, ::I" hm‘;i“"“{‘ .
clicking Next when you are ready to move to the next page. d"ept:iznarderi"';n;eﬁ
2 on an item, hover
1 e ] ] your mouse over the
item for help. You

can also click on a
combo box to display
help about its
|available settings.

Notes :

Reaction '

Sample Layout : |1.2.3m ﬂl

2w

Skpwizard | <cBack | New> | 5

Eik6va 2. Elcaywyn ovopaTog XEIPIOTH KOl OyKwV avtidpaong.
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5. Kavte kAIk oTo Edit Profile (Emegepyaoia mpogil) oto TAaiolo diaAdyou «New Run
Wizard» (Odnyog véag avaiuang) (Eikdva 3) Kal opioTe TIG TTAPANETPOUG TNG EKTEAEGNG

oUPQWVa PE TIG 0dNYieg TWV TTAPAKATW PBNPATWV.

New Run Wizard X
Temperature Profile : Click this button to
edit the profile
shown in the box
above.
1 Edit Profie .. |
Channel Setup :
Name | Sowce | Detector | Gain Create New...
Green  470nm  510nm 5
Yelow  530nm  555rm 5 L’
Orange  585nm  610nm 5 Edit Gain...
Red  62%nm 680nm 5
Cimson E80nm 710hp 7 Remove
HAM  460nm  510nm 7 e Dilads
(Gain Optimisation...
SkpWizad | <cBack |  New» |

Eikéva 3. Eme§epyaoia Tou TTpo@iA.

6. Kavte KAk oto koupTri Insert after (Eicaywyn petd atmo) kai emAéETe New Hold at

Temperature (Néa Beppokpaacia diatpnong) (Eikéva 4).

8 Edit Profile X

@ . @ H @
Poewe Open SaveAs  Help
The run vl Lake complete. The graph beloy erks the run o be pesdormed

Click on & cycle below o modly &

New HRM Step
Copry of Current Step

Eik6va 4. Eilcaywyn evog apxikoU BANATOG ETWACNG.
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. PuBpioTe Tnv Tiyn Tou mrediou Hold Temperature (Oeppokpaacia diatrpnong) oToug
95 °C kai TNV Tipn Tou Trediou Hold Time (Xpdvog diatipnong) o€ 15 mins 0 secs
(15 Aetr1d 0 deutepoOAeTTa). KavTe KAIK aT0 Insert After (Eicaywyn petd ammo) kai, oTn
ouvéxela, emAEETe New Cycling (N€a kukAotroinon) (Eikéva 5).

18 Edit Profile X
@, 8 W @
New Open Saveds | Help
The run will take approximately 16 mirute(s) to complete. The graph below represents the run to be performed :
I 2

Click on a cycle below to modify it :
Hold

| New Cycling
Insert before,.| e e

———— New Hold at Temperature
HNew HRM Step

Copy of Current Step

Remove

Hold Temperature :
Hold Time :

95 |°C

1 - i‘m‘r\si‘se:ﬁ

Eikéva 5. Apxiké BrApa emwaong otoug 95 °C.

8. AMGAETe Tov apiBuo eTTavaAyewy KUKAou o€ 40. ETIAEETE TO TTpWTO Bripa Kai pubuioTe
oToug 95 °C yia 30 deutepdAettta (BA. Eikdva 6).

M Edit Profile [x)
n;; " Ogen su:‘Aa n:

AT ——
AL AR

==

1_ ‘ Remove

'ms'mﬁ Iowﬂ&'tclpu;;o;::mdwnimlwtnvﬁb B 2
==/ \ g ||
1 I™ Long Range S0AC for 20 secs o

oK

Eikéva 6. Bipa kukAotroinong otoug 95 °C.
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9. Emonpudvete To deUTEPO Bripa kal pubpioTe oToug 60 °C yia 60 deutepoAeTTTa. KavTe
KAIK oto Not Acquiring (Aev yiveTal Afjyn) yia va evepyoTroifoeTe TN Afwn dedouévwy
o€ auTod 10 BApa. (Eikéva 7).

M Ldit Profile X

g, 8 H e
Mew " Cpen Sweds  Mep

A AR

Cick on & cycle bekow 0 moddy
kg It ates
I beicre
Remare
This cyclesepests 40 | temels)
Cick on ore of o dd and e o this cycle

Eikéva 7. BApa kukAotroinong otoug 60 °C.

10. EmAECTE Green kai Yellow ato n Aiota Available Channels (AiaBéoipa kavaAia) kai
UoTEPA KAVTE KAIK OTO > yIa VO Ta HETOPEPETE 0TN AioTa Acquiring Channels (KavaAia

AMuwng). Kavte kAik o1o OK (Eikéva 8).
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Same as Previous : | (New Acquisition) -
Acquasition Configuration :
Available Channels : Acquiring Channels :
Name | > || Name |
Crimson J een 1
HRM < Yetow
1]
Red «

To acquire from a channel, select &t from the kst in the left and click >. Tomm.nglloma
channel, select & in the right-hand list and click <. To remove al acquistions, click <<

Dye Chart >> @ DontAcquce |  Hep |

Dye Channel Selection Chart

470nm [510nm  |FAM, SYBR Green 1, Fluotescein, EvaGreen, Alexa Fluor 488"
Yelow |530nm |556nm  |JOEY, VICY, HEX, TET Y, CAL Fluor Gokl 540, Yakima Yellow

5850m |610nm  |ROXY, CAL Fluor Red 6107, Cy3'5", Texas Red ", Alexa Fluor 568

6250m |660nm | Cy5Y, Quasar 670, Alexa Fluor 6337

630nm | 710hp | Quasar705 ", Alexa Fluor 630

460nm |510nm  |SYTO 97, EvaGreen®

Eikéva 8. Aqyn oto Brpa kukAotroinong Twv 60 °C.

11. ETMonUAveTe TO TPITO BrMa Kal EKTEAEDTE dlaypa@r] KAVOVTAG KAIK OTO KOUMTTI -. KAavTe
kAik ato OK (Eikéva 9).

Eikéva 9. Aiaypa@n Tou BAMATOG ETTEKTAONG.
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12. Z10 €mmépevo TAaialo diahdyou, kavTe KAk oTo Gain Optimisation (BeATioToTroinon
amroAaBnc) (Eikéva 10).

New Run Wizard gl
Temperature Profile : This box displays

FaggEsy
sl
gaeidy

Edt Profe . | walitle seliro

Channel Setup :

Name | Source | Detector | Gan | Create New... |
Green  470nm  S510nm 5

Yelow 5%nm S50 5 _ e |
Oange  585em  610mm 5 Edit Gan..
Red 625w 650nm 5 Beacs|
Crimson  680nm  710hp 7 Remove |
HRM  460nm  510nm 7

Reset Defauls
1—-| Gain Oplimisation... I
Skip Wizaed | << Back | Nest >> |

Eikéva 10. BeATioTotroinon amoAapng.

13. Kavte KAk aTo Optimise Acquiring (BeATioTotroinan Afwng). Epgavifovtai ol
pubuioeig kavaAioU yia KaBe kavaAl. KavTe KAk oo OK yia atrodoxf auTwyv Twv
TTPOETTIAEYHEVWYV TINWV Kal yia Ta dUo kavaAia. (Eikéva 11).

Auto-Gain Optimisation Setup X
Optimisation
A 8 o
dilfferent gain levels unil # finds one at which the fluorescence levels e
acceptable. The range looking for depends on the
chemestry you are performng
sumnnaol_jm
Optimise At [[Dptinwse Acqurn 1

W Auto-Gain Optimisation Channel Settings
Channel Settings
Charrel: Green TubePoston: [I

Taget SampleRange: B —{Flpo[10 =R
Acceptable Gan Range: I'ITj o [m_j

2 o] o | we |

m .

il [
HTE

| Mawsl | O | hew |

Eikéva 11. Autéparn BeATioTotroinon amoAaBnig yia To kavdaAl Green.

28 0Odnyieg xprong Tou therascreen EGFR Plasma RGQ PCR Kit  06/2022



14. Emonpavete 1o TAaiolo Perform Optimisation before 1st Acquisition (EktéAeon
BeAmigToTroinong TpIv atoé TNV 1n AAWN) Kal, oTn oUVEXEID, KAVTE KAIK OTO KOUTTI
Close (KAeiouo) yia va emoTpéyete aTtov 0dnyo (Eikova 12).

Auto-Gain Optimisation Setup FX

Ophmisabion
AuloG. RS hoi sample at
different gan levels unil i finds one at which the flucrescence levels are
able. The range looking for depends on the
chemesty you e performing.
Sdmmw[—jbgm.
Optimise Al Optimise Acquing

1= wsation Before Tat Acquisiion

I Pesform Optimisation At 60 Degrees At Begnning Of Run

Channel Settings :

[ =] Ak
Name | Tube Position | Min R Max R Min Gan | Max Gan Edi..
Green 1 SF1 10F1 10 10

Yelow 1 51 100 10 __Benove_|

Remove Al
< I >

Eikéva 12. EmAoyn kavaAiwv Green kai Yellow.

15. Kavre KAk ato Next (ETrépevo) yia va atroBnkeloete TO TTPOTUTTO 0€ KATAAANAN B£0n
emAéyovtag «Save Template» (AToBrikeuon TTPOTUTTOU).
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AvaAuon dedopévwv atloAdynong HETAAAGEEWY

Metd Tnv ohokAfpwon NG eKTEAEONG, avaAUoTe Ta SedOPEVA CUUPWVA PE TNV TTAPAKATW
dladikaaia.

MpoeToiyaoia TNG avaAuong AoyIoIKOU

1. Avoigte To KOTAAANAO apxeio Pe TN xprion Tou AoyiopikoU Tng oeipdg Rotor-Gene Q,
¢€kdoon 2.3.5 ) petayeveaTePn.

2. Edv ta deiypaTta dev £X0UV OVOUOOTE] TIPIV ATTO TNV eKTEAEDN, KAVTE KAIK oTO Edit
Samples (Emegepyaoia deryuatwy).

3. Eiocayayete Ta ovépara dsiypdtwy atn otiAn Name (Ovopa).
Inueiwon: ApnoTe Kevd Ta ovopaTa Tuxov Adeiwv BuBIoUATWY.

4. Kavte KAk 1o Analysis (AvaAuon). £1n oghida Tng avaAuong, kavte KAIK to Cycling

A Yellow yia va eAéygeTe To kavaAl HEX.

5. BeBaiwbeite o1 €ival emonuacpévo 1o Dynamic Tube (Auvapiké cwAnvapio). Kavre

KAIKk a1o Slope Correct (Ai6pBwan kAiong) kai oTo Linear scale (Ipauuikr) KAipaka).

6. Kavte KAk oto Take Off Adj (Mpocapuoyr onueiou pETPNONG) Kal TTANKTPOAOYOTE
15.01 ka1 20.01 61TwG Qaiveral otnv Eikéva 13.

|t 3.
|I§z£ D’ynam\cTub’ I‘\@ Slope Correctl “% Ignore First | 52 Take Off Adj, |
Take Off Point Adjustment @

Adjust the cycle to be used as take off point.
If take off point was calculated |15 m
before cycle
Then use the following cyele as Igg o
take aff point
1] I Do Mot Adjust I Cancel I

Eikéva 13. PuBpioeig kavovikotroinong avdAuong EGFR. 1 = «Dynamic Tube» (Auvapikd cwAnvdpio),
2 = «Slope Correct» (Ai6pBwan kAiong), 3 = «Take Off Adj» (Mpooappoyr anueiou Pétpnong), 4 = Tapdbupo
S1aAdyou «Take Off Adj» (Mpooappoyr onueiou PETPNONG) PE TIHEG TTOPAUETPWV.
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10.

. PuBuioTe Tnv TipR katw@Aiou oto 0.02 kai eA&yETe TIg TINEG HEX Cr.

. ZTn oehida Tng avaAuong, kavte KAIK o1o Cycling A, Green yia va TTPOBAAETE TO KAVAAI

FAM. PuBuioTe TG TTapapéTpoug 6TTwG @aivetal otnyv Eikéva 13 mapatrdvw.

To duvapiké cwAnvdpio Ba TTPETTEN va gival ETTICNKACUEVO.

. Kévte kAik 010 Slope Correct (Ai6pBwaon kAiong) kai ato Linear scale (Mpauuikn

KAipaka).

PuBpioTe TV Tiun katw@Aiou o1o 0,075 kai eAéyETe TIg TINEG FAM Cr.

AvaAuon popTUpwy eKTEAEONG

MeTd TNV 0AoKApwaon TNG EKTEAEONG, avaAloTe Ta dedopéva wg EEAG.

ApvnTIKOG HdpTUPAG: [Na va d1Iac@aAioTei 0TI dev €xel onuelwBEi eTTIUOAUVON UATPAG,
o papTtupag NTC dev Trpétrel va dwael TiuA Ct o1o TTpdaoivo kavaAl (FAM) pikpoTepn
Tou 40. INa va dloc@aAiceTe OTI N EKTEAETN TTPOETOINACTNKE OCWOTA, 0 pdpTupag NTC
TTPETTEI va epgavidel Tiun evioxuong amo 29,85 éwg 35,84 aTo kiTpivo kavaAl (HEX)
(e0WTEPIKOG PAPTUPAG).

Edv uvgioTtatal BeTiKr evioxuon oto TTpAcIvo KavaAl Kai/r) evioxuon €KTOG Tou EUPOUG
29,85 ¢wg 35,84 oTo KiTpIvo KavdAl, n ekTéEAeon gival Akupn.

OeTIKOG papTupag: MNa kKABe peiypa avtidpaong, o BeTIkdG papTupag (Positive Control, PC)
EGFR trpétrel va divel Tipr) Ct evtdg Tou e0poug TTou TrapaTtiBetar aTov Mivaka 5,
OUUTTEPIAOUBAVOPEVWY TWV aKPaiwV TIHWV. Mia eKTEAEON PE TIM BETIKOU PAPTUPQ EKTOG
auToU ToU €UPOUG UTTOBEIKVUEI TTPORANMA TTPOETOILOTIOG TOU TTPOCSIOPICHOU KAl N EKTEAECN
Ba TTPETTEl va XOpOKTNPIOTE QveTTITUXNG. Edv 0 BeTIkdG pdpTupag epgavidel Tiuf Cr evidg
€Upoug (FAM) aAAG n mipr Cr evog ecwTepikou pdptupa (HEX) ival ekTdg Tou eUpoug
29,85 £wg 35,84, ouvexioTe TNV avaAuon.

Inueiwon: Ta dedopéva Twv delyudTwy dev Ba TTPETTEN va XpNoIPoTTolouvTal €AV O
apvNTIKOG A 0 BeTIKOG papTupag Oev gival ETTITUXAG.
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Mivakag 5. ATrodekT6 €0pog Cr yia HAPTUPES EKTEAEONG

MdpTupag avrtidpaong Npocdiopiopog KavdAi EUpog Cr
OeTIKOG PApPTUPOG MépTtupag Green (FAM) 28,13-34,59
T790M Green (FAM) 30,22-34,98
EAAeipeig Green (FAM) 28,90-34,90
L858R Green (FAM) 29,97-34,81
MdpTupag xwpig uATPa Kai Ta Téooepa peiypara Green (FAM) >40,00
avTidpaong
Kai Ta Téooepa peiypata Yellow (HEX) 29,85-35,84
avTidpaong
Eivaun Emtuxég
Tur FAM Cr apvnTikol péptupa Efvae n T FAM G < 40; OXI Ev(gr 20?:530;« NAI—P{ anorsl\scr;{a
29,85 éwc apvnTKoL
35,84; udptupa

Tyxii FAM C; Betikob péprupa

vac
) FAM Cr
Tou owAnvapiou
épTUpa evids Tov
£0poug 28,13
£wG34,59;

Etvatn
T790M FAM C; tou
gwVapiou eviég Tou e6pou
30,22 € 34,98;

EMeipewy FAM Cr
ou swAnvapiou
£VT0G TV EUPOUG

8,90 g 34,90;

OXI OoxXI OXI
ANOTYXIA ANOTYXIA ANOTYXIA Al
EKTEAEZHZ EKTEAEZHZ EKTEAEZHZ
oxI
Emutuxég Eivaun Tl
anotélscp.a L858R FAM C; Tou
Mpoxwprioe oty avdhuon Sewyudroy a €N whvapiou eveég
Betikol Tou £6pOUG 29,97
pépTupa £ 34,81;

Eik6va 14. Pon epyaciwv avaAuong HapTUpwV eKTEAEONG.

Yo tnv TTpoUTtéBeon o1l Kal ol U0 PAPTUPEG eKTEAEONG eivanl €ykupol, n TiuR CT kdbe
TIPOCdIOPICHOU PAPTUPA OEiYHATOG TTPETTEI VA KUMAiveTal EVTOG Tou eUpoug 23,70 £wg 31,10

oto pdoivo (FAM) kavdAi (Mivakag 6).
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Mivakag 6. EUpog amodekTwyv TiIHWV Cr oTo FAM yia avtidpaon pdptupa Seiyparog

Meiypa avtidpaong KavaAi EUpog amodekTwV Tipwv Cr

MépTtupag Green (FAM) 23,70-31,10

> € TIEPITITWON TTOU N TIUA TOU BeiyuaTog BPioKeTal EKTOS AUTOU TOU EUPOUG TIUWY, AKOAOUBROTE
TIG TTOPAKATW OBNYIEG.

e Ty mpoodiopiouol paptupa deiyparog Cr < 23,70: Ta deiypata ye Tiyr) ydptupa
Ct < 23,70 Ba TTpOKOAECOUV UTTEPKOPETHO TwV TTPOCIOPICHO PETAAAAENG KOl TTPETTEI
va apaiwBouv. MNa Tnv avixveuon OAwv Twv JETAAAGEEWY O€ XapnAo eTTiTredo, gival
aTrapaitnTn N apaiwon Twv UTTEPROAIKA CUUTTUKVWHEVWYV SEIYUATWY, WOTE Ol TIUEG TOUG
Va KUPaivovTal EVTOG TOU TTAPATTAVW EUPOUG TIHWY, AauBavopévou utrown OTi N
apaiwaon katd 1o AUIcuU Ba TTpokaAéael augnon TnG TINAG Ct katd 1 povada.

e Tiuf mpoodiopiouol paptupa deiyparog Cr > 31,10: To Seiypa dev TTEPIEXEI ETTAPKA
moooTnTa DNA, woTe va gival duvartr n ekTEAean TNG avaAuang.

Y16 TNV TPoUlTroBean OTI Kal oI U0 JAPTUPEG EKTEAEONG Eival £yKUPOI KAl O TTPOGSIOPITUOG
MapTUpa gival evTdg Tou €UpOoUg TTou avagépeTal aTov NMivaka 6, n Tiur Ct kaBe petdANagng
deiypaTtog TPETTEl va gival evTOg Tou €UPOUG TTou avagépeTal aTov lMivaka 7 oTo TTpAcivo
(FAM) kava@AIl. Ze TTePITITWAON TTOU N TIFA Tou deiypaTog BpiokeTal eKTOG auToU TOU €UPOUG
TINWYV, OKOAOUBNOTE TIG TTAPAKATW 0dNYiEG.

Mivakag 7. ATTOdeKTEG TIPEG BEIyUATWY avTidpaong peTdAAagng

AvTidpaon Meiypa avridpaong KavdAi EUpog Cr

Avridpaon petdAAagng T790M Green (FAM) 0,00-40,00
EMAgiyeig Green (FAM) 0,00-40,00
L858R Green (FAM) 0,00-40,00
Kai o1 1peIg peTarAdagelg Yellow (HEX) 29,85-35,84
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Znpeiwon: Edv kamolo deiypa dev dwoel Tiu Cr (dnAadry Ct > 40), autd evdéxetal va
OQEIAETOI OTNV TTAPOUCIa avAOTOAEQ, € OQPAAUA OTNV TTPOETOINATIA TOU TTPOCIOPIGHOU A
oTnv atrouaia evioxuoiyou EGFR DNA.

® Ty Cr eowtepikoU pdpTupa 29,85-35,84: Aev uttdpyel evioxuoiuo EGFR DNA.

® Tiun Cr e0wTEPIKOU PAPTUPA EKTOG TOU £UpOUG TIHwYV 29,85—-35,84: AuTd utTopei va
UTTOdEIKVUEI TNV UTTAPEN OQAAPATOG OTNV TTPOETOINACIA TOU TTPOCBIOPIoHOU 1) TNV
TTapouadia avacToAéa. MTTOPEITE va PEIOETE TN OPACN TOU AVOCGTOAEQ APAIWVOVTAG TO
dciypa. QoTtdéoo, oTnVv TTEPITTTWoN auTr) 6a apaiwdei kai To DNA.
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Eivaun T

glpoug 23,70
£wG 31,10;

Tupég HEX Cr

YRapxouV TIHEG

“SZ::;;Z‘E‘:&‘CV etéMagng HEX NA Mn éykupo Seiypa
Selynaros Cr<29,85;

Eivat ke
T FAM Cr
HETEANENG EVTOG
Tou EVPOUG
00,00 £wg

40,00;

Twég FAM Cr
HeTaMAEEWY
Selyparog

NAI

ZwAnvapo BeTko yia
evioxuon FAM

+ oxXi

'Yrooyiote Tig Tipég ACy yia KaBe
METAAAagN.
ACr = Cr peTdMatng - Cr péprupa

v

- ) Tupéc HEX Cr
Zuykpivete TV T ACr UE TO TPOGBLOPLOUAY
kaBoplopévo eUpog Tuwv ACy peToAGEEwy

Y10 TOV TIPOCSLOPIOHS Seiyparog

Eivatn tun
HEX Cr petéMagng
E0WTEPLKOV pdpTUpA
EVTOG ToU EUPOUG
29,85-35,84;

T AC; evi6G ToU
kaBoplopévou elpoug
OV ACr yia Tov
T

AvixvelBnke petdMagn
EGFR yia Tov tpooLoplopd
petdAAagng

Dev avixvelBnke
peTtdMagn

Eikéva 15. Aidypappa pofg Epyaciwv avdAuong HeTdAAagng.
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Apaiwon Sl < apaiwon
Eivain
Tuu FAM Cr T FAM Cr
wdptupa npoabloptopod oxi N
. : >
Seiyuaros HépTupa evedg Tou

FAM C; < 23,70

Eivaun tpd
FAM C; > 31,10;

Evbéxetal o Seiypa
Va PNV TEEPLEXEL
gvioxVowpo DNA 1y
va TEPLEXEL
avaotoléa

Mn €ykupog
TPOCSLOPLOPGG
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Tigyl FAM Cr rpoadiopiopwv HETAAAGEEWY deiypaTog

O1mipég FAM kai yia Ta Tpia peiypara avTtidpaong HETAAAAENG TTPETTEI VA EAEYXOVTaAI O€ OXEON

ME TIG TINEG TTOU TTapaTiBevTal aTov [Mivaka 8.

YTroAoyioTe Tnv opiakn TiA atmokoTg ACT yia KGO deiypa HeTAANAENG TTou ep@avidel BETIKN
evioxuon OTTwg UTTOSEIKVUETAl TTAPAKATW, OIA0@AAIlovTag OTI Ol TIHEG METAAAAENG Kal

péapTupa Ct TTpoépxovTal aTTd To id10 deiypa.
ACt = Ct petdAaéng — Ct pdptupa
>uykpivete TNV TIPAR ACT yia 1o Sgiypa hE TO €UPOG OPIAKWY TIMWV aTTOKOTTAG ACT yia Tov

ouykekpipévo Trpoadiopiopd (Mivakag 8), diacg@aAifovtag 6T epapudleTal TO CWOTO 6pIo

QATTOKOTIAG Yia K&Be TTpoadIopIGuO.

Mivakag 8. EUpog op1akwV TIHWV a1roKoTrNg ACt Tou TrpoodiopiopoU HETAAAASNG

MNpoodiopiopdg peTdAAagng EUpog oplakwV TINWV atroKoTrg ACT
T790M —10,00 = éwg < 7,40
EMAeiyeig —10,00 = éwg < 8,00
L858R —10,00 = ¢éwg < 8,90

To avwTaTo 6PI0 TOU £UPOUG OPIAKWYV TIHWYV aTToKOTI G ACT gival TO onugio TTavw atod To
oTT0i0 €va BETIKO oua Ba YtTopolae evOEXOUEVWG VO OQEIAETaI OTO arjua uttoRdBpou atrd
évav ekkivntr) ARMS ato DNA dypiou TUtT0U. EdV n Tiufy ACt Tou deiypaTog gival upnAdTepn
OTT6 TO OVWTATO ONMEIO TOU EUPOUG OPIAKWY TIHWY aTTOKOTIAG ACT, TOTE XAPAKTNPIZETAI WG
«Mutation not detected» (Aev avixveuBnke peTAAAAEN) A deiyua EKTOG TWV OPIWV avixveuong
Tou KIT. E&v n Tipn Tou deiypaTog gival eVvIOg Twv OPIaKWY TIHWY attoKoTAG ACT, TO deiyua
Bewpeital BeTIKO yia JETAAAAEN TTOU avIXVEUETAI E TOV CUYKEKPIUEVO TTPoadiopicud. Edv n
TIMF Tou SeiypaTog gival KATw atrd To XaUNAGTEPO OPIO TOU EUPOUG OPIAKWY TIUWY OTTOKOTTAG

ACT, autd Ba PTTopoUae eVOEXOUEVWG VO OQEIAETAI € TTAQOUATIKA EUPAUOTA PBOopITUOU.
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Znueiwon: lMNa Seiypata mou dev gugaviCouv Ty peTdAAagng FAM Cr, ataiteital
a&loAdynon Tng TIHAG ecwTepIkoU papTupa (HEX) Cr Trpokeipévou va TTpoadiopioTei eGv dev
avixveuetal yeTdAAagn r edv o TTpoadlopIoudg gival pun £€ykupog. Eav n iy HEX Ct BpiokeTal
peTagu 29,85 kai 35,84, 1o1e dev avixvelueTal JeTAAAaEN. Edv n opiakn Tipn atrokotig HEX
ACr gival ekTOG auToU Tou eUpoug, To Oeiypa gival un £yKupo.

Juvoyifovtag, oe KABe avtidpaon METAANAENG yia KABe Oeiypa, Ba armrodidetal o
XOPAKTNPIOPOG «avIXveUBnKe PETAANOEN», «Bev avixveluBnke PETAAAAEN» 1 «un €yKupo»

XPNOILOTTOIWVTAG T TTAPAKATW KPITHPIA.

® AvixveuBnke perdAAagn: OcTiké yia evioxuon FAM kai n 1ipA ACT gival eviég Tou
€UPOUG OPIOKWYV TIHWYV aTToKOoTIN G ACT. Edv avixveuBouv TTOAATTAEG PETAAAGEEIG,

UTTOPOUV va ava@epBoUV OAEG.

® Acev aviXvelBnke peTdAAaén:

O H Betikn mip FAM yia Tnv gvioxuon kai n opiakr] Tir atrokoThg ACT gival dvw Tou
€UPOUG OPIOKWYV TIHWY aTTOKOTIAG ACT Kai n TipA HEX (e0wTepIKOG pdpTupag) sivai
€VTOG TOU €Upoug 29,85-35,84.

O ApvnTiko yia gevioxuan FAM kai n miufp HEX (ecwTtepikdg papTUpag) gival eviog Tou
eupoug 29,85-35,84.

® Mn éykupn: ApvnTiko yia gevioxuon FAM kai n evioxuon HEX givar ektog

TTpodIaypPaPnG.

O H umroAoyigpévn Tipr ACT gival KATw Tou €0pPOUG OPIAKWYV TIHWYV ATTOKOTTAG ACT Kal
n Ty HEX (ecwTepikdg papTUpag) gival evidg Tou avapevouevou eupoug. Mia Tiun
ACT xaunAdTepn atmoé —10,00 utrodeikviel 6Tl iCWG UTTAPYXOUV TTAOCHATIKG EUPAUATA
@Bopiopou.
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OdNyOC AVTINETWTTIONS TTPORANUATWY

AuTtdg 0 0dnyodg avTIETWTTIONG TTPORANUATWY pTTopel va cag Bonbrioel otnv etmiAucn

evoeXOUEVWY TTPORANUATWY. T TTEPICOOTEPES TTANPOPOPIES, avaTPEETE Kal OTn OeAida

Frequently Asked Questions (Zuyvég epwTioeig) Tou Kévipou Texvikng YTrooTtrpiEng g

eTaipeiag pag: www.qiagen.com/FAQ/FAQList.aspx. O1 €MOTAPOVEG TWV TUNUATWY

Texvikng utrootpiEng NG QIAGEN e¢ival mdvrote TpoBupol va amaviioouv o€ Tuxov

EPWTNOEIG OXETIKA HE TIG TTANPOQPOPIEC KAl TA TTPWTOKOAAO TTOU TTEPIEXOVTAl OTO TTAPOV

EYXEIPIBIO 1) TIG TEXVOAOYIEG TTPOETOINOTIOG BEIYUATWY KOl TTPOCBIOPIGHOU (YIa TTANPOPOPIES

ETIKOIVWVIAG, OEITE TO OTIIOBOPUAAO 1 ETTIOKEPTEITE TOV IOTOTOTTO Www.giagen.com).

MapaTnproeIg Kal TTPOTACEIG

Agv avixvevueTal oRpa Je Tov BeTikS pdpTupa (Positive Control, PC) EGFR oT1o kavdAi

@Bopiopou Cycling Green

a) To emAeypévo KavaAl
@BopIcuOU yia avaAuon
oedopévwy PCR dev
OUUUOPPUWVETAI JE TO
TTPWTOKOAAO.

b) Eog@aAuévog
TTPOYPANMATIONOG TOU
TTPO®iA Bepuokpaciog oTo
o6pyavo Rotor Gene Q MDx
5plex HRM

c) Eoo@ahuévn diapdpowon
g PCR

38

MNa avédAuon dedopévwy, ETTIAECTE TO KOVAAI
@Bopiopou Cycling Green yia Tnv avaAuon PCR Tou
EGFR ka1 1o kavaA @Bopiopou Cycling Yellow yia Tnv
PCR gowTepikou papTtupa.

ZUYKPIVETE TO TTPOPIA BEpUOKPOTIag e TO
TTPWTOKOAAO Kal av gival ECQAAPEVO, ETTAVAAGPBETE TNV
EKTEAEDT.

EAéyETe Ta BApaTa epyaciag oag pe xprion Tou TTAGvou
OIOXETEUONG UE TIITTETA Kal, €AV XPEIALETal,
emmavaAdaBete Tnv PCR.
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Maparnproeig Kal TTPOTACEIG

d) O1 ouvBrkeg atmobrikeuong

e)

yia éva 1] TTEPICOOTEPA ATTO
TA CUOTATIKA TOU KIT BEV
OUMUHOPPUVOVTAI HE TIG
odnyieg TTOU
mepIAapBdavovTal otV
evoTnTa «ATT0BAKEUCN KAl
XEIPIOPOG avTIOPACTNPIWVY
(oghida 13)

H nuepopunvia Angng Tou
therascreen EGFR Plasma
RGQ PCR Kit éxel Trap€ABel

EAéyETe TIG OUVONKEG ATTOBAKEUONG Kal TNV
nuepopnvia ARENG (avarpEETe aTnV ETIKETA TOU KIT) TWV
avTIdpacTNPIWY Kal XpNOIUOTTOINOTE KAIVOUPIO KIT, EQV
XPEIOOTEI.

EAéyETe TIG oUVONKEG aTTOBAKEUONG KAl TNV
nuepounvia ANENG (avaTpéfTe TNV ETIKETA TOU KIT) TWV
avTIdpacTNPIWY Kal XPNOIUOTTOINOTE KAIVOUPIO KIT, EQV
XPEIAOTEI.

ZAMATA JE TOUG OPVNTIKOUG HAPTUPES OTO KaVAAI @Bopiopou kai oTto Cycling Green
NG avadAuong PCR

a)

Mpoékuwe poAuvon katd
TNV TpoeToiyacia Tng PCR

EmavaAdBere Tnv PCR ue véa avmidpaaTrpia o€
BuyaTpikoUug KAWVOUG.

Edv eival e@ikTo, KAgioTe T cwAnvapia PCR apéowg
MET& TNV TTPo0BrKN Tou SeiypaTtog TTou Ba uTToRANOEi
o€ dokipaaoia.

BeBaiwbeite 611 0 XWpPOG epyaaiag kai Ta Opyava
QTTOAUMAIVOVTOI O€ TAKTA XPOVIKA SIaCTHUATA.

MoAAatAn diooTavpwon KatTw@Aiou | ATigR Ct KATW TOU €UPOUG OPINKWYV TIHWV
ATTOKOTIAG

a)

Eo@aApévn avdpueign katd
TN PUBUION TTPOCdIoPICHUOU

EmavaAdBere Tnv PCR edv emTnpeacTei paptupag n
eTTavaAdBeTe TN dOKIYATIa OTO OEiYUA TTOU ATTETUXE.

AkoAouBnoTE TIG 00NYiEg XPONG, TTPOCEXOVTAG
1I81aiTEPA TA 0TABIA AVAMEIENG.
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"EAeyx0C TTOI0TNTAG

Z0pewva pe To maoTotroinuévo pe ISO Zuotnua Alayeipiong Moidtntag g QIAGEN, kdBe
TrapTida Tou therascreen EGFR Plasma RGQ PCR Kit eAéyxeTal wg Tpog TIG TTPOKABOPIoUEVEG
TTPOdIAYPAPES YIa TN BIACPANION TNG OPOIOYEVOUG TTOIOTNTOG TWV TTPOIOVTWV.

[MNepiopiopoi

Ta atroTeAéopaTa TTou €EAyovTal aTTO TO TTPOIOV TTPETTEI VA EPUNVEUOVTAI OTO TTAQITIO OAWY
TWV OXETIKWV KAIVIKWV KAl EpYOCTNPIAKWY EUPNUATWY Kal BEV TTPETTEI va XPNOIKMOTTOIoUVTal

HEMOVWEVA YIa BlayVWOTIKOUG OKOTTOUG.

To Tmpoidv TrpoopileTal yia XPAON OTTOKALIOTIKA OTTO TTPOOWTTIKO €I0IKA KATAPTIOWEVO Kal
ekTTaIdEUPEVO € in vitro SiayvwoTikEG Sladikaaieg kal aTo épyavo Rotor-Gene Q MDx 5plex HRM.

211G avAAUTIKEG PEAETEG ETTIKUPWONG CUPTTEPIARPONKE avBpwTTivo DNA 110U £X€1I EKXUNIOTET

atré deiyparta TTAAOPATOG.

To TIpoidv TTpoopileTal yia XpPrAon OTTOKAEIOTIKA OTov KukAotroinTtr real-time PCR
Rotor-Gene Q MDx 5plex HRM.

H auoTtnpr cupudpewaon pe To eyxeipidio Tou therascreen EGFR Plasma RGQ PCR Kit ivai
aTrapaitnTn yio TNV €iTEUEN BEATIOTWVY ATTOTEAEOUATWY. AEV CUVIOTATAI N OPAIWON TWV
avTIdPACTNEIWY UE TPOTTO TTOU dev TTPORAETTETAI OTTO TO TTAPOV £yXEIPIDIO, KABWG evOEXETAI
va TTPOKANBEi uTTORABUION TWV ETTIOOCEWV.
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E@iotdtal n 1pocoxr OTIC nuepopnvieg AAENG Kal TIGC OUvOnKeg aTTOBriKEUONG TTOU
avaypd@ovTtal OTa KOUTIA KAl TIG €TIKETEG OAWV TwV CUCTATIKWY. Mn XpnoIdoTToIEiTE TO
TTEPIEXOPEVO TNG CUCKEUATiag eav £xel TTAPEABEI N nuepounvia ARgng r dev €xouv AneBei Ta
OwaoTA PETPO OTTOBAKEUTNG.

O1 ekkivnTéG TOu peiypatog avtidpaong eMeiyewv EGFR €xouv oxedlooTei wWoTe va
oToxeuouv TTOAAATTAEG eAAeipelg e€oviou 19, KAAUTITOVTOG T VOUKAEOTIBIO 55174772 £wg
55174795 (GRCh38 chr7), dnA. elpog 23 bp.

MapdéAo 1Tou o TTPoCdIoPIoUOG eAAcipewy eEoviou 19 €xel eTTIKUPWOET aVaAUTIKA Kal €XEl
atrodelyBei 0TI aviyvelel CUYKEKPIPEVES EAAEiWeIG aTo €§OvIo 19 (BA. MNivaka 13 Tou TTapévTog
eyxeipidiou), eivar duvard va evioxubouv emmTTAéoV PETOANGEEIG (CupTTEpIAapBavopévwy,
eVOEIKTIKA, €mITTAéoV eAAgipewv gfoviou 19, TTpoaBnkwv efoviou 19 kal TNG PETAAAAENG
L747P) amd 10 peiypa avtiopaong eAAEiPewV.

Edv uttdpyouyv, ol ev Adyw emiTAéov PETAAAGEEIC Ba odnyAoouv oe atroTéAeoua «Deletions
Detected» (AvixvelBbnkav eAAEiYeIQ) yia Eva GUYKeKPIPEVO Oeiypa aoBevoug.

EmimAéov, gival duvatd va avixveuBei n petaAAagn L858Q atrd 1o peiypa avridpaong L858R.

JUVETTWG, €av Ot éva Otiypya aoBevoug, utrdpyel yeTdAAagn L858Q, utropei va mTpokUyel
amrotéAeopa «L858R Mutation Detected» (Avixveubnke petaAAagn L858R).
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XapakTnpIoTIKA attddooNg

AvaAuTIKR evuaiocBbnaoia — 6plo TugAou (Limit of Blank, LOB)

MNa v agloAdynon g ammédoong Tou therascreen EGFR Plasma RGQ PCR Kit atrouaia prtpag
Kal yia va S10o@alioTel 0Tl éva TUPAS deiypa iy éva deiypa ue DNA dypiou TUTTOU dev TTaPAYEl
QaVAAUTIKO ONUa TTOU EVOEXETAI VA UTTODEIKVUEI XOUNAT GUYKEVTPWON PETAAAAENG, agioAoyrBnke
10 EGFR DNA dypiou TUtToU a1mé 59 diag@opeTikd deiyuata TTAdouaTog aoBevwv pe NSCLC. Ta
KpITAPIa aTTOB0XNAG TNG HEAETNG (TOUAGXIOTOV 95% Twv SelyuaTWY Ayplou TUTTOU TTPETTEI VO £XOUV
oplakr) TP atrokoT g ACT dvw Tou avTioTOIXOU 0pioU) IKAVOTTOINBNKAav.

Opio avixveuong (Limit of Detection, LOD)

To LOD ¢ival to gAdyioto 1000016 peTaAAaypévou DNA trou ptropei va avixveuBei oe
utréBaBpo DNA dypiou TUTTOU OTaV TO OUVOAIKG eviaoxUoiyo DNA (evtdg Tou eUpoug
€1I0aywyng) £8Ive CwWaTOUG TTPOCBIOPICHOUG HETAAAGEEWY OE TTOO0OTO 95% Yia KaBe deiyua
BeTIKO yia peTdAAagn (C95). To eUpog epyaciag elocayopevou DNA yia Tov Tpoadiopioud
opiCeTal e Baan Tnv Tiun Ct ydpTupa, pe TTpokabopiopévo eupog atd 23,70 €wg 31,10.

To LOD mrpoadiopioTnke ota xaunAd etimeda eicayopevou DNA (Cr pdpTupa Trepitrou
30,10) pe Tn xprion DNA 1mpogpyopevou ato 1016 FFPE yia To therascreen EGFR RGQ PCR
Kit. To LOD mpoadiopioTnke Pe TN xprion KAIVIkwv dokiyiwv FFPE kal KUTTapIkAG OgIpdg
FFPE oTa xapnAd emimeda eicayduevou DNA yia TIg ouykekpipéveg petaAAageic EGFR.

O1 mipég LOD trou kaBopioTnkav pe Tn xpron 1otolu FFPE emaAnBeuTnkav yia 1o therascreen
EGFR Plasma RQG PCR Kit ue DNA 1rpogpxOpevo atrod TexvnTd deiyparta TTAGouaTog BeTIKG
ylo HETAAAQEN.

O1 TeAikég TIpEG LOD trou TrapartiBevral oTtov Mivaka 9 Tng emopevng oeAidag utrodeikviouy
TO TTO000TO PETAAAAENG TTOU €dwoe pia TTBaveTNTa CWOTWV TTPoadiopiIopwy 95% yia

KaBepia atrd TIG HETAOAAGEEIG.
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Mivakag 9. Opia LOD yia kaBévav amré Toug Tpoodiopiopols petdAAagng Tou EGFR

E€6vio MetdAAagn COSMIC ID* Tipf LOD (%)

20 T790M 6240 17,5*

13551 4,24*

12419 16,871

6218 9,837

6254 10,2*

-
©

EMAeigeig 12678 10,401

12384 7,541

6220 2,7*

12382 1,45*

12387 4,911

21 L858R 6224 5,94*
* Tipég LOD emraAnBeupéveg o€ TTAGoPa oTo TTAQioI0 TNG HEAETNG emiReRaiwong LOD Tou therascreen EGFR Plasma

RGQ PCR Kit.
T O1 peTaAGEeig autég dev emPBeBaitibnkav oe TTAGONA.
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AvoAuTIKN eualoBnaia -— Oplakég TINES aTTOKOTING ACT Kal EUPOG
OPIOKWYV TIHWV aTTOKOTTAG ACT

Katd Tov KaBopIoud Twv OpIaKWY TIHWY ATTOKOTING TwV TTPOCGOIOPIoUWY, UIOBETABNKE Hia
TTpooéyyion he BAcn Tov KivOuvo yia Ta TTOOOOTA WEeUdWS BETIKWVY OTTOTEAEOUATWY Kal Ol
EKTINWMEVEG TIEG LOB xpnoipoTroinBnkav wg £va atrod Ta OToIXEia avATITUENG OPIOKWYV TINWV

OTTOKOTTAG.

O1 avTioToIxeg oplakég TIHEG atrokoTg ACT yia KdBe TTpoodiopiopd HETAAAAENG OTO
therascreen EGFR Plasma RGQ PCR Kit rapatiBevrai otov lMivaka 10.

Mivakag 10. EUpog oplakwV TIHWV a1rokoTrng ACt Tou therascreen EGFR Plasma RGQ PCR Kit

Mpoodiopiopdg HETAAAASNG EUpog oplaKwV TINWV aTToKoTrG ACT
T790M —10,00 = éwg < 7,40
‘EMeyn —10,00 = éwg < 8,00
L858R —10,00 = éwg < 8,90

EtTavaAniudTnTa Kal avatrapaywyiuotnta

H emavaAnyiyétnTa Kal n avatrapaywyigotnta agilodoynnkav péow ng eEtaong evog
emmTédou  PETAAAOENG TTOU  avTioTolxouoe oTo TpImmAdoio Tou LOD, og umopabpo
yovidiwpatikou DNA dypiou T0TTOU, 0€ 3 KEVTPA BOKIPACIAG, HYE TN XPAON TTOAAATTAWY
TTAPTIOWV KIT, XEIPIOTWV KAl EKTEAECEWV Kal O€ OIAPOPETIKEG NUEPES, ME 2 BuyaTpikoUg
KAWvoug vyia kaBe Oceiypa. Kair otoug 3 mrpoadiopiopols petdAAagng, Ta  deiypata
peTaAAaypévou DNA BpéBnkav BeTIKAG yia peTdAAagn og ToooaTd 100%. Ta deiyparta dypiou
TUTTOU RTAV aPVNTIKA yIa HETAAAAEN o€ OAOUG TOUG TTPOCGBIOPICHOUG O€ OAD TA KEVTPA.
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Emidpaon Tou eicayépevou DNA oTig TipéG Cr

To erritredo eicayopevou DNA opiletal wg n ouvoAikr TToodTnTa evioXUoiyou EGFR DNA o¢ éva
Oeiypa, n otroia kaBopidetal atrod Tig TIHEG Ct TG avTidpaong Tou pdpTupa. MNa va katadeixOei ot
n amroédoon Tou therascreen EGFR Plasma RGQ PCR Kit eival otaBepri o€ 0AOKANpo 10 €Upog
Tiywv Cr avridpaong pdptupa (23,70-31,10), e€etdaTtnkav kai o1 3 TTPocdIopIcHOi HETAAAAENG
EGFR évavTi piag ogipdg apailnoewy €51 onpeiwv o€ avaloyia 1 mpog 3 (DNA 1Tou ekXUNIOTNKE
aTtod KUTTOPIKEG oelpég FFPE). H mipR-o1ox0og Cr yia Tnv apaiwon éva, yia KaBe JeTdAAagn, frav
mrepitrou 24,70. H teAiki apaiwon £dwoe Cr trepitrou 32—33, TToU ATAV EKTOG TOU EUPOUG TIMWV
Cr yia Tnv avTidpaon pgapTupa. ZUVONIKA, O OPIAKEG TIMEG OTTOKOTIHG ACT TToU PETPrONKaV O€
BI0POPETIKA £TTITTEd EloayWYNG OAIkoU DNA rjtav oTaBepég o€ OAOKANPO TO EUPOG EPYATIiag TOU
therascreen EGFR Plasma RGQ PCR Kit.

MapeuBarropeveg ouaieg
Evdoyeveig TapepBalAdpeveS ouaieg

O1 duvnTik& TTapeUPAAAOPEVEG OUTieG TTPOOTEOBNKAV €EWYEVWG O TeXvNTA OeiyuaTa
TTAdopaTog BeTIKA yia peTAAAAEN, 3 @opég To LOD. Ta deiypata uttoBARBnKkav, oTn CUuvéxEla,
o€ dokipacoia pe 1o therascreen EGFR Plasma RGQ PCR Kit. Ta deiypara 1Tou Trepigixav Tig
duvnTika TTapePBarAOPEVEG ouaieg ouykpiBnkav e TexvnTd deiypara TTAGoUaTOG BETIKA YIa
MeTAANaEN, 3 @opég 1o LOD, Ta omoia Oegv Treplgixav Kapio eEwyevwg TrpoaTebeioa
TapePBarAopevn oucia. KaBe tapepBailduevn oucia utroBAnBnke oe dokipacia pe

4 BuyaTpikoUg KAWVOUG.

Mia diagopd otnv TiuA ACT > 2 @opég TNV TUTTIK atrokAion (Standard Deviation, SD) (TTou
A@BnKe atd Tn PeAET akpifelag) HeTagu TG «doKipyaoiag» Kal Tou «udptupa» (dnAadn Tou
OciypaTog xwpig mapeuBarlduevn ouaia) Bewpndnke €voeiEn mOavhg TTOPEPPOAAG. ZTIG
TTEPITITWOEIG QUTEG, TTAPEXETAI N TTApaTnenBeica diagopd aTtnv Tiur ACT.
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O1 ouykevTpwoelg dokipyaaiag TTou TTapatiOevral otov [Mivaka 11 emAExOnkav Bdoel TNG
KaBodrynong TTou TTapéXeTal atmd Tnv kateuBuvtripia odnyia EP07-A2 tou CLSI kai gival
QAVTITTPOOWTTEUTIKEG TWV PEYIOTWV OUYKEVTPWOEWYV TTOU AVAMEVETAI VO TTapatnenbolv o€

€va KAIVIKO deiyua.

Znueiwon: AuTEG oI evDoyeveiG ougdieg TTPOOTEBNKAV €Cwyevwg Oe TeXVNTA OeiypaTa
TAGopATog BeTIKA yia PeTAAAagn Ta otroia TepieAduBavav TAdopa atrd uyieig dOTEG.
Etopévwg, autég ol evdoyeveig eviaelg Ba uttTApxav AdN O AYVWOTEG CUYKEVTPWOEIG OTA
deiyparta TpIv a1rd TNV TTPOoOnKN. H TEAIKH) OuykEvTpwaon KABe duvnTIKG TTapeUPAAAOuEVNG
evdoyevoug ouaiag TTou doKINAoTNKE Ba rTav katd Tadoa meavoTnTa HeYaAUTEPN ATTO TNV

OOKINAOUEVN TUYKEVTPWOT.

Mivakag 11. AuvnTika TTapeuBarlAOpeveg evBoyeveig ouaieg

AuvnTikd TapeuBarAopeveg ouaigg (Interfering ZuykévTpwaon Sokipaagiag

Substance, IS)

Mn oueuypévn xoAepuBpivn 15 mg/dI

Aigooaipivn (avBpwivn) 0,2 g/dl

TpiyAukepidia 3 g/dl
Mpoodiopiocuég T790M

O1 okOAouBeg evOOYEVEIG EVWOEIG OTIG TUYKEVTPWOEIG TTOU TrapaTtiBevral otov Mivaka 11
atrodeixbnke Ot €xouv emidpaon > 2 gopég TNV SD (0,40 ACt) oTtnv atmdédoon TOU
Tpocdiopiopol T790M:

® TpiyAukepidia, diagopd 1,37 ACt
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Mpoodiopiodg eAAeigewv

O1 akOAoUBEG €VOOYEVEIG EVWOEIG OTIG OUYKEVTPWOEIG TTou TrapartiBevral otov lMivaka 11
atrodeixbnke Ot €xouv emidpacn > 2 gopég TNV SD (0,71 ACt) oTtnv amédoon Tou
TTPOCBIOPIGHOU EAAEIPEWV:

® Aigooaipivn, diagopd 0,80 ACT

Mpoodiopiouég L858R

O1 akOAoUBEG €VOOYEVEIG EVWOEIG OTIG OUYKEVTPWOEIG TTou TrapartiBevral otov lMivaka 11
atrodeixbnke Ot €xouv emidpaon > 2 gopég TNV SD (0,56 ACt) oTnv amédoon Tou
TTpoodiopicuou L858R:

® XoAepuBpivn, diapopd 1,13 ACT
® TpiyAukepidia, diagopd 1,53 ACt

E€wyeveig TapepParAdpeveS ouoieg

O1 duvnTik& TTapePPAAAOPEVEG OUTieG TTPOOTEOBNKAV €EWYEVWG O TeXvNTA OeiyuaTa
TTAdopaTog BeTIKA yia peTAAAAEN, 3 @opég To LOD. Ta deiypata uttoBARBnKav, oTn CUvéXEla,
oe dokipacia pe 1o therascreen EGFR Plasma RGQ PCR Kit. Ta deiypara TTou Trepieixav Tig
duvnTikd TTapePParAOpEVES ouaieg ouykpiBnkav e TexvnTd Oeiypara TTAGoUaTOG BETIKA YIa
MeTAANaEN, 3 @opég 1o LOD, Ta omoia Oegv Trepigixav Kapia eEwyevwg TrpoaTebeioa
TapePBarAopevn oucia. KaBe tapepPallduevn oucia utroBAnBnke oe dokipacia pe
4 BuyaTpikoUg KAWVOUG.

Mia dia@opd > 2 @opég TNV TUTTIKA atrokAion (TTou AfeBnKe atrd Tn JEAETN akpiBelag) HeTagy
NG TIPNG ACT TnNG «dokipaaiag» kal NG TIWAG ACT Tou «PdpTupa» (dnAadr Tou deiypaTog
Xwpig TTapepBarlopevn ouaia) BewpnBnke Evoeign TOAVAG TTAPEUPBOAAG. ZTIG TTEPITITWOEIG
QUTEG, TTOPEXETAI N TTapaTtnenBeica dia@opd aTnv Tiur ACT.
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O1 ouykevTpwoelg dokiyaoiag Trou TrapatiBevral otov Mivaka 12 £xouv emIAexOei Bdoel TNG
KaBodrynong mou TrapéxeTal amd Tnv KateubuvtApia odnyia EP07-A2 tou CLSI kai

uTTEPPaivouv Tn BEPATTEUTIKA GUYKEVTPWON O€ OAEG TIG TTEPITITWOEIG.

Mivakag 12. AuvnTikd TTapeuBalAOpeVEG EvBoOyEeveig ouaieg

AuvnTikd TapepBarAopevn oucia (Interfering Tuykévrpwon Sokipaaiag (ug/ml)
Substance, IS)
Y3poRpwuIkr oITaAOTTPANN 0,75
Huiudpikr udpoxAwpIKr TTAPOEETiVN 1,14
YOpoxAwpikA oepTpalivn 0,67
Y3poxAwpikr pAouogeTivn 3,87
AkeTapIVOQaivn 200,7
K2 EDTA 3.600
Mpoodiopiocuég T790M

O1 akOAoUBEG €EwYEVEIG EVWITEIG OTIC TUYKEVTPWOEIG TTou TrapartiBevralr atov Mivaka 12
atrodeixbnke o1l €xouv emidpaan > 2 gopég Tnv SD (0,40 ACt) otnv amddoon Tou
Tpocdlopicuou T790M:

® YJpoBpwHIKr) oIraAoTTpdun, diagopd 0,52 ACT

® YOopoxAwpikA aepTpalivn, diagopd 0,47 ACT

® YdpoxAwpik @AouoteTivn, diagopd 0,48 ACT

Mpoodiopioudg eAAsiyewv

O1 akOAoUBEG €EWYEVEIG EVWITEIG OTIC TUYKEVTPWOEIG TTou TrapartiBevral atov MMivaka 12
atrodeixbnke 6Tl €xouv emidpacn > 2 gopégTnv SD (0,71 ACt) oTtnv amdédoon Tou

TTPOCOIOPICHOU EAAEIPEWV:

® ®Mlouogerivn, diagopad 0,73 ACt
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Mpoodiopiouég L858R

O1 akOAoUBEG €EWYEVEIC EVWOEIG OTIG CUYKEVTPWOEIG TTou TrapartiBevral atov lMivaka 12
atrodeixbnke Ot €xouv emidpacn > 2 gopég TNV SD (0,56 ACt) oTnv amédoon Tou
TTpoodiopicuou L858R:

Y&poBpwuikh airahotrpdpun, diagopd 0,72 ACt
Huiudpikr udpoxAwpikn Tapogertivn, diagopd 0,92 ACt
YSpoxAwpikA aepTpalivn, diagopd 0,82 ACT
YdpoxAwpikA @AouoteTivn, diagopd 0,98 ACt
AkeTapivogaivn, diagopd 0,81 ACT

K2 EDTA, diagopd 0,57 ACt
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KAIvIKr} attédoon

H kAivikr) dokiur) NCT01203917 Atav pia avolkTr) peAétn @dong IV, evog okéAoug, yia Tnv
a&loAdynon NG aTTOTEAECHUATIKOTNTAG KAl TNG GOPAAEIAG/AVEKTIKOTNTAG TNG YEQITIVIUTING WG
BepaTtreiog TPWTNG Ypauung oe Kaukdoloug aoBeveig pe NSCLC otadiou IIIA/B/IV, BeTiké o€
peTdAAagn Tou EGFR.

H emAe€ipotnTa Twv aoBevwv yia eyypaer) otnv KAivikr) dokiur) NCT01203917 kaBopioTnke
a1o TNV TTapouaia peTaldéewy euaioBnTotroinong Tou EGFR. H kardoTtaon YeTdAAagng Tou
EGFR otoug aagbeveig pe NSCLC aliohoynbnke pe tn Xprion Ttou TTPocdIopIcUoU KAIVIKAG
ookiung (Clinical Trial Assay, CTA), ue DNA atré avtioToixa deiypata ioToU Kai TTAdopaTog. H
MEAETN TTEpIEAGUBavE évav TTPOKOBOPIOPEVO OTOXO dlEpelivnong PIODEIKTWV HPE OKOTTO va
eCokpIBwOei €dv pTTopoUvV va XpnaolgotroinBouv  deiypata  TTAGOUATOG  yia  avaAuon
METAAAGEEWY T€ TTEPITTTWON TToU dev UTTdpyouv diabéoiya deiyuata 10ToU. Ta atmmoTeAéouaTa
KaTEDEIEAV UWNAG TTO00CTA oup@wviag HPETAU Twv avTioTolXwVv OelyUdTwy I0ToU Kal

TAGOPOTOG, TNG TAENG Tou 94,3%, pe €18IKOTNTA TTpoadiopiopou 99,8% kai euaigbnaia 65,7%.

Mpaypartotromdnke avadpopikr) doKIuagia doKIYiwv TTAAGOUATOS atrd aoBeveic UTTOYRPIOUG
yia oupueToxn otnv KAIvikr) dokiuy NCT01203917, ue mn xprion Tou therascreen EGFR
Plasma RGQ PCR Kit. Aie€Ax0n pia ouykpITIKA HEAETN yia TNV agloAdynaon TNG CUPPWVIaG
Tou therascreen EGFR Plasma RGQ PCR Kit pe Tn CTA 10U XpnoIYOTToINdnKe yia Tnv
emAoyr) aoBevwv yia TV KAIVIKr) dokiur) NCT01203917. AiamoTwOnke icoduvaypia yetagu
NG CTA ka1 Tou therascreen EGFR Plasma RGQ PCR Kit.
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2 TOIXEIQ ETTIKOIVWVIOG

MNa TeXVIKA UTTOOTAPIEN Kal TTEPICOOTEPEG TTANPOPOPIES, ETTIOKEPDOEITE TO KEVTPO TEXVIKAG
UTTOOTAPIENG OTNV I0TOooEAIda www.qiagen.com/Support, kaAéoTte oto 00800-22-44-6000
r atmreuBuvBeite o€ kATToI0 AT Ta THAUOTA TEXVIKAG UTTooTAPIENG TNG QIAGEN 1) Toug Katd
TOTTOUG  QVTITTIPOOWTTOUG  (B€iTe TO OmMOBOQUANO 1| emmoKePOEiTE TNV 10TOCEAIDQ

www.giagen.com).
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2 UlPBoAa

Ta TmapakdTw cUPBoAa evoEXeTal va epgavifovtal oTiG odnyieg XpHiong i oTn cucKeuacoia

Kal TNV ETTIOAUOVON:

Z0upoAo Opiouég oupfoéAou
Mepigxel avTidpacTApIa TTOU emapKoUV  yia
<N> <N> avTmidpaoeig
2 Huepopnvia Aigng
IVD In vitro S10yVWOTIKO 1ATPOTEXVOAOYIKO TTPOIOV

Ap1Buog katadyou

LOT Ap1BudGS TTapTidag

ApIBUSG UAIKOU (BnA. emorigavan oToixeiou)
ZuoTaTIKG

Mepiexduevo

Ap1Buo6g

GTIN AigBvrig Kwdikdg Movadwy Eutropiag

H évdeiEn R agopd Tnv avabswpnon Twv odnylwv
XPNong Kai n gival o apiBuég avabewpnong

Mepiopiouodg Bepuokpaaiag

LR

KaTtaokeuaoTng
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ZuppoAo

Opiou6g cupfBoAou

54

BH
A

>upBouAeuBeite TIG 0dNyieg Xpriong

MpogidoTtroinon/rpoooxn
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Mapaptnua A: AeTTTOUEPEIEC ETAAAOAENG

O mivakag 13 deixvel Toug apiBuoug COSMIC ID T1rou Trpoépxovtal amd Tov KaTdAoyo

Catalogue of Somatic Mutations in Cancer (www.sanger.ac.uk/genetics/CGP/cosmic).

Mivakag 13. KatdAoyog peraAAagewv kot COSMIC ID

MetdAAagn E¢ovio AAAayn Bdong COSMIC ID
T790M 20 2369C>T 6240
L858R 21 2573T>G 6224
2235_2249del15 6223
2235_2252>AAT (0UPTTAOKO) 13551
2236_2253del18 12728
2237_2251del15 12678
2237_2254del18 12367
2237_2255>T (oUPTTAOKO) 12384
2236_2250del15 6225
2238_2255del18 6220
2238_2248>GC (0UNTTAOKO) 12422
EM\eipeig 19 2238_2252>GCA (oUpTTAOKO) 12419
2239 _2247del9 6218
2239_2253del15 6254
2239_2256del18 6255
2239_2248TTAAGAGAAG>C 12382
(oUpTTAOKO)
2239_2258>CA (oUUTTAOKO) 12387
2240_2251del12 6210
2240_2257del18 12370
2240_2254del15 12369
2239_2251>C (oUPTTAOKO) 12383

0dnyieg xpriong Tou therascreen EGFR Plasma RGQ PCR Kit  06/2022 55


http://www.sanger.ac.uk/genetics/CGP/cosmic

[MAnpo@opicc TTapayyeAiag

Mpoiév Mepiexopeva Ap. kar.

therascreen EGFR Plasma RGQ PCR Kit — yia Tnv avixveuon
HeTaAAGEewv oTo yovidio EGFR

therascreen EGFR Plasma MNa 24 avrnidpdoeig: 1 mpoadiopioudg 870311
RGQ PCR Kit (24) pépTupa, 7 Tpoadiopicuoi

METEAANOENG, BeTIKOG pdpTUpaAG,

Taq DNA tToAupepdon

Rotor-Gene Q MDx ka1 TrapeAKOpeva

Rotor-Gene Q MDx 5plex HRM KukAotrointrg real-time PCR kai 9002033
System avaAuTtig Melt ugnAig avdAuong e

5 kavdAia (TTpdaivo, KiTpIvo,

TTOPTOKAAI, KOKKIVO, UTTOPVTO) GUV

KavaAl HRM, @opntdg uttoAoyIoTAG,

AOYIOUIKO, TTapEAKOUEVA, €yyUnon

1 éToug oTa €€aPTAMOTA KOl TNV

epyaaoia, dev TrepIAapBaveTal

EYKATAOTOON KAl KATAPTION

Rotor-Gene Q MDx 5plex HRM KukAotrointng real-time PCR kai 9002032
Platform avaAuTtrig Melt ugnAiRg avdAuong pe

5 kavdaAhia (TTpaaivo, KiTpIvo,

TTOPTOKAAI, KOKKIVO, ITTOPVTO) KAl

KavaAl HRM, @opntdg uttoAoyIoTAg,

AOYIOUIKO, TTapEAKOPEVA, yyUnon

1 éToug OTa €€aPTAUOTA KOl TNV

gpyaacia, eykatdoTaon Kal KatdpTion
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Loading Block 72 x 0.1 ml Tepdyio aAoupiviou yia xeipokivntn 9018901

Tubes TTpOETOINACIa avTIOPAONG YE

povokd&vaAn TITTETa o€ cwAnvapia

72 % 0,1 ml
Strip Tubes and Caps, 0.1 ml 250 ocIpég TwV 4 cwAnvapiwy Kal 981103
(250) TTWHPATWY yia 1000 avTidpdoeig

Mpoiov Mepiexopeva Ap. Kar.

Strip Tubes and Caps, 0.1 ml 10 x 250 Tavieg 4 cwAnvapiwv Kai 981106
(2500) TTwHaTWY yia 10.000 avTidpdoeig

ZYETIKA TTPOIOVTA

QlAamp Circulating Nucleic MNa 50 mapaokeuég: ZTAAeg QlAamp 55114
Acid Kit Mini, emektdoeig cwAnvapiwyv (20 ml),

QIAGEN Proteinase K, ®opéag RNA,

pubuioTIKA diaAuuata, VacConnectors

kai Collection Tubes (1,5 ml ka1 2 ml)

Mo evnuepwpéveg TTANpoYopieg adsiag xprnong kal yia dnAWOEIS atrotroinong eubuvng
OXETIKA HPE OUYKEKPIYEVA TTPOIOVTA, avaTPECTE OTO avTioTolxo eyxelpidio kit QIAGEN n
eyxelpidio xprnotn. Ta eyxeipidia Twv KIT QIAGEN kai Ta eyxeipidia xpnoTn civar diabéaiua
otn dietBuvon www.giagen.com 1 UTTOPEITE va Ta {NTACETE OTTO TO TUAPA TEXVIKWV

Ymnpeoiwv Tng QIAGEN 1 Tov diavopéa Tng TTEPIOXAS 0aG.
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loTopIkO avabBswpnong eyypagou

Avalswpnon

Meprypaen

58

R4, Oktwppiog 2019

R5, loUviog 2020

R6, louviog 2022

AAAayr| vOUIUOU KATOOKEUOOTH (E§U@QUAAO)

Mpooappoyn TG ovopaaciag opydvou atmd Rotor-Gene Q
MDx o¢ Rotor-Gene Q MDx 5plex HRM woTe va guvadel
ME TV OVOopacoia OTnV ETIKETO TOU opydvou

A16pBwaon 0dnyIwv aTToBAKEUaNG avTIOPACTNPIWVY aTTd
90 nuépeg oe 12 priveg i Péxpl TNV nuepopnvia Afgng
Evnuépwon mng evotnTag «Mepliopiouoi» pe TTANpoQopieg
OXETIKA Pe ToV TTPoadloplopd eANeipewyv ggoviou 19 Kai
ToVv TTpoadiopioud L858R

AvaBewpnon lMivaka 9 yia Tnv avTikatdoTaon Tou dITTAou
L858R eoviou 21 pe TG eAAeipeig e€oviou 19

Aoaipeon cupBoArou EC + REP atrd 10 eEwW@UAAO Kail Tnv
evotnTa «ZUPBOAO»

Evnuépwon Twv TTapatrouTTwy oTnv €KO0on AoyIoHIKOU
RGQ am6 2.3 o€ 2.3.5 | petayeveéaTepn

Evnuépwon tou lMivaka 8 kai 10 yia TNV epappoyr) Tou
VEOU €UPOUG OPIAKWV TINWV aTToKOTTAG ACT Kal
TTPOCAPHOYI OAWV TWV OXETIKWVY TTEPIYPAPWV AVTIOTOIXA
o€ OAo TO eyxeIpidlo

Evnuépwon 6Awv Twv KeQaAaiwy TTPWTOKOAAOU WOTE Va
TePIAaPBAvovTal TTANPOQOPIES YIa TN OTTOUBAIOTNTA TNG
AvAMEIENG OTIG EVOTNTEG UE TITAO «ZNMAVTIKEG UTTOOEIEEIG
TPIV atrd TNV €vapgn» Kal ETTIOAPAVON TwV AETTTOUEPEIWV
avaueigng o€ OAa Ta oTadIa

[Mpoobrikn otadiou avapeigng otnv evotTnTa «MPwWTOKOAAO:
Avixveuon petaAagewv EGFR»

Evnuépwon Tng evotNTOG «AVTIMETWTTION TTPOBANMATWV»
Kal TTPooBrkn AUong yia TNV TTOAAATTAR dilaoTalpwaon
KaTw@Aiou

Evnuépwon mivaka otnv evotnTa MNapepBariopeveg
ouaieg yia avaBewpnaon TNG CUYKEVTPWONG SoKIPJaaiag yia
pn ouleuypévn xoAepuBpivn amd 150 oe 15 mg/dbl
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Z0opBaON TEPIOPIOPEVNG GBEING XPAONG YIa To therascreen” EGFR Plasma RGQ PCR Kit

H xprion autou Tou TIPOI6VTOG CUVETTAYETAI TNV ATTOB0XN €K PEPOUG TOU QYOPATTH I} TOU XPFOTN TOU TTPOIOVTOG TWV TTAPAKATW OpwV:

1. To TTpOoi6V PTTOpPEi Va XPNOIMOTIOINBET ATTOKAEIOTIKA Kal HOVO OTTWG opideTal oTa TTPWTOKOAAG TToU TTapéxovTal padi U To TTPOidV Kal OTTwG opifeTal oTo
EYXEIPIDIO aUTS Kal HOVO Pe Ta OUCTATIKG OToIXEIQ TTOU TrepiAapBavovTal oTo oeT. H QIAGEN dev Trapéxel adeia xpriong UTré oTroladATIoTe TIVEUUATIKN 1IB10KTNOia TG
yIa TN XPrAoN 1 EVOWPATWON TWV TTAPEXOUEVWY TUCTATIKWY aUTOU TOU OET OE OTTOIAdNTIOTE OTOIXEIR TToU Bev TTepIAaUBAvovTal O€ auTd TO OET, TTApP& HOVOV OTTWG
TIEPIYPAPETAI OTA TTPWTOKOAAX TTOU TrapéxovTal Jadi Pe TO TTPOIdV, OTO TTAPOV EYXEIPIDIO KAl OTA CUPTTANPWUATIKG TTPWTOKOAAA TTou diaTiBevTal oTov 1I0TOTOTIO
www.giagen.com. Opiopéva atméd auTd Ta eTITTAEOV TIPWTOKOAAT £xouv TrapacxeBei atmod xpnoTeg Tng QIAGEN yia xproteg Tng QIAGEN. AuTd Ta TIpwTOKOAAX dev
£xouv eAeyxBei BiEgodikd iy BeATioToTroNBei atmd Tnv QIAGEN. H QIAGEN dev rapéxel eyyunoeig yia autd kai dev Trapéxel kapia dlac@dAion 611 dev TrapaBiadouv
SIKaIWHATA TPITWV.

2. ExTdg amdé Tig deieg ou avagépovral pntd, N QIAGEN dev eyyudtal 6TI auTto To O€T fi/kal N xpron(eig) Tou Sev TTapaBiafouy SIKAIDPATA TPITWY.

3. AUTO TO OET KaI TA CUCTATIKA TOU TTOAPaXwWPOUVTal JE GBEI yia pia HOVO Xpron Kai dev ETNITPETIETAI N ETTAVAXPNOCIKOTIOINGN, N ETTAVETEEEPYQTia, N
QVOAKATAOKEUN 1) N HETATTWANGH TOUG.

4. H QIAGEN amotroigitai e151ka kaBe GAANG Gdelag Xpriong, PNTAG fi OIWTNPAG, EKTOG ATTO EKEIVEG TIOU avagépovTal pnTa.

5. O ayopadTrig Kal 0 XPAOTNG TOU OET CUHPWVOUV va unv TTpoBoUv Kal va Jnv emmTpéyouv oe GAAo TIPOoWTTO va TTPORET O€ EVEPYEIEG Ol OTTOiEG Ba PTTOpoUTav
va TIPOKAAETOUV ) va BIEUKOAUVOUV TUXOV EVEPYEIEG TTOU aTrayopedovTal cUpwva e Ta TpoavagepBivia. H QIAGEN Siatnpei 1o Sikaiwpa va emRAAE! TIg
ATIAYOPEUOEIG TG TTAPOUCAG ZUMPWVIaG GOEING TIEPIOPITUEVNG XPIONG OE OTTOIOSATIOTE SIKACTHPIO KAl TIPETTEI VA ATTOJNMIIVETAI YIa OAEG TIG EPEUVNTIKEG Kall
BIKAOTIKEG SATTAVES TNG, CUPTTEPIAGHBAVOUEVWY TWV BIKNYOPIKWY apoIBwy, 0TO TTAGICIO OTTOINCBATIOTE EVEPYEIAS YIa TNV £TMROA TG TTapoUcag ZUPQwViag Gdelag
TIEPIOPITPEVNG XPAONG 1} OTTOIOUBATIOTE EK TWV SIKAIWHATWY TIVEUHATIKAG TNG IBI0KTNCIAg OXETIKG HE TO OET /KAl TO CUOTATIKG TOU.

Ma Toug evnuepwpévoug dpoug Tng ddelag, BA. www.giagen.com.

Eptropikd orjpara: QIAGEN®, Sample to Insight®, QIAamp®, therascreen®, Rotor-Gene®, Scorpions® (QIAGEN Group), FAM™, HEX™ (Thermo Fisher Scientific
Inc.), IRESSA® (AstraZeneca Group). O1 KaTaxwpITHEVEG OVOHATIES, TO EUTTOPIKG OPATA K.ATT. TTOU XPNOIPOTIOI0UVTAl OTO TIAPOV £yypago Sev Ba TTPETTEl va
BewpPOUVTal PN TTPOOTATEUOHEVA ATTO TOV VOO, OKOHA KAl AV aUTO SEV UTTOBEIKVUETAI PNTWG.

lovviog-2022 HB-1898-007 1127512EL © 2022 QIAGEN, pe Tnv emi@UAagn TTavTog SIKAIWUATOG.
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