ITPO ITPOI'PAMY HIATPUMKU ITAIIEHTIB « BE3OIIJIATHE TECTYBAHHS
I'EHIB CUCTEMMH HRR 3A METOJAHUKOIO LIQUID BIOPSY JJIA ITAINIEHTIB 3
METACTATUYHUM KACTPAIINHO-PE3UCTEHTHAM PAKOM
MNEPEJMIXYPOBOI 3AJ1031 (MKPPII3)»

ITPABUJIA TA YMOBU ITPOEKTY «bE3OINVIATHE TECTYBAHHA I'EHIB
CHUCTEMMU HRR 3A METO/IMKOIO LIQUID BIOPSY UL ITAIIIECHTIB 3
METACTATUYHUM KACTPAIIMHO-PE3UCTEHTHNM PAKOM
[IEPEIMIXYPOBOI 3AJIO3U (MKPPII3)»

[Mporpama migrpumku mnamieHtiB  «BE3OIIVIATHE TECTYBAHHS TI'EHIB
CUCTEMU HRR 3A METOJUMKOIO LIQUID BIOPSY JUJIA ITAHIEHTIB 3
METACTATUYHHM KACTPALIIHO-PESUCTEHTHUM PAKOM IEPEJIMIXYPOBOI
3AJIO31U (MKPPII3)» (mami — «lIporpama») — mporpama MiATPUMKH TMaIli€HTIB 3
OHKOJIOTTYHHM 3aXBOPIOBAHHSIM.

[ls Ilporpama cmnpsiMOBaHAa Ha 3HWKCHHS BapTOCTI JIAOOPATOPHOI JIarHOCTHUKHU
MAIiEHTIB 3 PaKoOM MEPeaMiXypoBOi 3aJ03W 3aJJsl IiJIBHINCHHS SPEKTUBHOCTI JIKyBaHHS
OHKOJIOTTi.

3aznauyena I[Iporpama mpoBomuThest 3a miaTpuMkH [laptHepa (mami — Opranizatop
[Iporpamu) ToBapuctpa 3 oOmexenoro BinnosigansHicTio «CI EC 1 JIAB».

1. 3AT'AJIBHI ITIOJIOKEHHS

1.1. Ilporpama i€ TiAbKU Ha TepUTOPii YKpainu, KpiMm ABTOHOMHOI PecryOmiku Kpum
Ta (a00) OKyNmOBaHUX, MPU(PPOHTOBUX PETIOHIB 1 THUX, JI€ BEAYThCA aKTUBHI OOMOBI ii.
ITporpama He i€ 3a MexaMu TepUTOPii YKpaiHu.

1.2. Yyacuukom IIporpamu moxke ctatu KokHa (hi3udHa 0coda - Mali€eHT, SKii Oyio
BCTaHOBJIEHO HACTYITHUI iarHo3:

- BCTAHOBJEHHMH J1arHO3: METACTaTUYHMM KacTpaliiHO-pE3UCTEHTHUHN  pak
nepeamixypoBoi 3ano3u (MKPPII3), mo miaTBepakeHO0 METUYHOIO JOKYMEHTAIIETO;

- HasBHA MOXJIMBICTh HAJIaTH MaTepiall IJisi TECTYBaHHS — IUIa3My KpOBI, B Tepioj
IporpecyBaHHs 3aXBOPIOBaHHS (10 MOYATKY JIIKYBaHHs HACTYITHOIO JIIHIEIO Tepartii);

- JOKYMEHTAJIbHO MiITBEPI’KEHA [TPOTpecis 3aXBOPIOBAHHS IT1]] Yac MPUIMaHHS HOBUX
ropmoHaneHuX mnpenapatiB (HI'TI) - aOiparepon, eH3amyTamil, JapoiiyTamif,
ananyTtamia, Ha cragii MKPPII3 abo meracTaTHYHOrOo TOPMOH-YYTJIMBOTO paKy
nepeaMixyposoi 3aio3u (MI'YPII3)

ABO

- micas ximiorepamii (mouerakcen) Ha ctaaii MKPPII3 (3 HasBHMM B aHamHe3i
HiATBEPKEHHSIM Mporpecii 3aXxBoproBaHHs i yac npuiimanus HI'TI).

3 MOMEHTY 3aBepIIEHHs Kypcy XimioTeparlii HIOBUHHO MPONTH He MeHIIe 14 HiB.

[TinTBepKeHHS PaKTy MpOrpecyBaHHs 3aXBOPIOBAHHS BKIIIOYAE !

- JOKyMEHTAIbHE MIATBEP/KEHHS 301IBIICHHS PIBHS MpOCTaT-CrenudiaHoro
autureny (IICA) mix wac mikyBanHs HITI wna cragii MIYPII3 /mMKPPII3
(tpm mocnigoBHUX BuMiptoBaHHA piBHA [ICA 3 iHTepBajoM HE MEHIIE THXKHS,
B pe3yJbTaTi yoro ABivi BU3Ha4YeHo miaBuiieHHs Ha 50% Bin BuxinHoro piHsa [ICA Ta
piBenb [ICA ckitamae 6ipie 2 HI/MiT);

- JIOKyMEHTaJIbHE MiATBEPPKEHHS PaaioforiuHOl Imporpecii mij yac JiKyBaHHS
HI'TI na cramii MKPPII3, mo Bignosigae kputepisim RECIST v1.1. nis M’ sikux TKaHUH



ta PCWG3 (Prostate Cancer Working Group 3) /u1st KICTKOBOi TKaHUHH (32 BACHOBKOM
JiKaps-pagionora).

@akT mporpecii naieHT MoXxe MiATBepAUTH OJHUM 3, 800 000Ma METOJaMH.

[Iporpama He MOMUPIOETHCS HA 1HIIT MEIWYHI MOCIYTH 3 TJaOOPATOPHOI 11arHOCTHKH,
10 TIPSIMO He BKJIIOYeHi /10 naHoi [Iporpamm.

1.3. MenuuHi mocimyrd 3 J1abopaTopHOi MIarHOCTHUKM, IO BKIO4eHi 1o [Iporpamm
«BE3OIIVIATHE TECTYBAHHSA I'EHIB CUCTEMU HRR 3A METO/IMKOIO LIQUID
BIOPSY JIUIS ITAIIIEHTIB 3 METACTATUYHUM KACTPALIMHO-PE3UCTEHTHUM
PAKOM IIEPEJIMIXYPOBOI 3AJI03U (MKPPII3)»

Ne Haspa wmeawunoi mociyrm 3 JsabopatopHoi | JliarHo3 mamieHTa
JIIarHOCTUKHA
1. M372 (MyAction HRR Liquid (NGS-manens | MeracTatuanmii

uupkymowdoi  OesxmituHHol myxinuHHOI JIHK | kacTpaniiiHo-pe3ncTeHTHHIMA
(ctDNA), myrarii y 32 reHax [uisi paky SI€YHHKA, | paK MepeaMiXypoBOi 3aJI03H
MpOCTaTH, TPYOHOI Ta MiAUUIYHKOBOI 3aj03H,
nepudepruna kpos, lllumina))

2. YMOBMU TA TIPABUJIA YYACTI B ITIPOTI'PAMI

2.1. Peectpytounck y IlIporpami, ¢izuuHa o0coba MOTOIKYeThCS NOTPUMYBATHUCS BCIX
nosioskeHb 1ux Ipasmi ta YMoB Ilporpamu, pazom 3 yciMa MOXJIMBUMH HACTYIIHUMU 3MIHAMH,
gkl OyayTb BHocuTHCh OpranizaropoM IIporpamu. SIkmo ocoba He MOTOIKYETbCS 3 UMM
[IpaBunamu Ta YMoBaMmu, Taka oco0a He MOXke OpaTu ydacts y [Iporpami.

2.2. Yyacts y [Iporpami € no6posinsroto Ta BESKOILLITOBHOIO.

[Iporpama He nepenbavae cruiaté OyAb-IKMX IUIATEXIB 3a peecTpamito (i3UUHUX Oci0 y
[Tporpami a6o y4acts y IIporpami.

2.3. TlamieHT mepexoauTh 3a IMOCHUJIAHHSM Ha €JIEeKTPOHHY (opMy 3asBKH Ha ydacTb
y IIporpami Ta 3000B's13aHUI:

- 03HailoMuTHCh 3 yMOBaMH yuacTi y [Iporpawmi;

- HaJlaTH 3roly Ha 0OpoOKy MepCcOHANbHUX JIaHUX Ta yyacTh y [Iporpami;

- 3aIIOBHUTH €JIEKTPOHHY (hopMy 3asiBKM Ha yuyacTb y [Iporpami, 1o po3miiieHa Ha BeOcaiTi
Tosapuctea  https://www.csdlab.ua/bezoplatne-testuvannya-heniv-systemy-hrr-za-metodykoyu-
liquid-biopsy-dlya-patsiyentiv-z

- 3aBaHTAXUTH (POTO/CKAaHM MEAMYHOI JOKYMEHTAIlli, sIKa MiATBEP/AXKY€E AlarHO3 ydacHHUKa
Ta MOro BIAMOBIAHICTH JlarHO3y, BU3HaUeHOMY Yy 1. 1.2. miei [Iporpamu.

2.4. Tlicnst 3amoOBHEHHS TAIIEHTOM BCIX JJAHWX Ta 3aBaHTAXCHHS MEIMYHUX JIOKYMCHTIB
npaniBHuk TOB «CI EC I JIAB» nepeBipsie:

- IPaBWJIbHICTD 3aIlIOBHEHHS €JIEKTPOHHOI (DOPMHU 3asBKU;

- BIJMOBIIHICTh KPUTEPisIM BKIFOYESHHSI MAIlieHTiB 70 [Iporpamu 3riqHo 3asBKH Ta HAAaHOT
MEIUYIHOI IOKYMEHTAIII1;

2.5. Indopmartis, mo HanawThCs 0co0o0r0 Npu peectpartii y [Iporpami, a Takox y 3B’s3KYy 3
[Iporpamoro, MOBUHHI OyTH JOCTOBIPHUMH Ta CIPABKHIMHU.

Henananns ingopmariii Ta/abo HagaHHS HETOCTOBIPHUX/ HECTIPABKHIX JaHUX HE JIa€ MpaBa
yuacti y Ilporpami. PimeHHsS 1070 HEIOCTOBIPHOCTI/HECTIPABKHOCTI JaHUX MPUHAMAETHCA
ToBapuctBoMm 3 oOmexenoro BignosiganeHicTIo «CI EC JII JIAB» 3a Hacmigkamu mnepeBipKu
€JIEKTPOHHOI (POPMU 3asIBKH Ta MEIUYHOI TOKYMEHTAIIl1, HaIaHUX TAI[IEHTOM.



https://www.csdlab.ua/bezoplatne-testuvannya-heniv-systemy-hrr-za-metodykoyu-liquid-biopsy-dlya-patsiyentiv-z
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2.6. Slkmo Hamana iHdopmalis BiamoBizae ymoBaM ydacti y Ilporpami, ToBapucto 3
oomexxenorw BinmosinanbHicTiIO «CI EC I JIAB» indopMmye mnamieHTa I0A0 MOXKIUBOCTI
0€30IUTaTHOTO OTPUMAHHSI MEAMYHHUX IOCIYr 3 Ja0OpaTOpHOI TIarHOCTUKH, IO BKJIOYEHI 0
[Tporpamu ta 3a3Ha4eHi B 1. 1.3. i€l [Iporpamu, a Takox MOTOIKYE ATy, 9ac Ta aApeCy BI3UTY 10
HiarHocTuHOrO MEHTPY abo BigmineHHs TomapuctBa Ta/abo IlaptHepa ToBapuctBa Ist
0e3KOMTOBHOTO 3a0opy OiosoriuHoro marepiany (mwiasma Kposi). Jli3HaTHUCH —mepelik
nabopatopuux odiciB CSD LAB Ta/a6o ITaptHepiB ToBapucTBa, B AKuX y4acHHUK [Iporpamu mosxe
31aTH O10J0T1YHUI MaTepial MOXHA 3BEPHYBIINCH HA Tapsuy JiHII0 KOHTAKT IEeHTPY MeauuHoi
na6opatopii CSD LAB 3a nomepom 0 800 33 00 75.

2.7. OxpimM HasBHOCTI Ta BigmoBimHocTi miarHo3y 1. 1.2. miei [Iporpamu 060B’SI3KOBOIO
yMOBOIO Ji1s1 yuacTi B [Iporpami € mianucans yaacaukom [Iporpamu [ndhopmoBanoi 1o6poBitbHOT
3roJIv TMalli€HTa HA HaJaHHS MEAMYHHUX MOCIYT Ta 00OpOOKY MEepCOHAIBHUX AAHUX JJIs1 OTPUMAHHS
0e30IU1aTHOTO JOCTIKeHHs B pamkax [Ipoexty «be3ormiarHe TectyBanHs reHiB cucteMu HRR 3a
meroaukoro LIQUID BIOPSY mnst mamieHTiB 3 METacTaTHYHHM KacTpaliiHO-PE3UCTEHTHUM
pakom mepeamixypoBoi 3ano3u (MKPPII3) (mami - 3ronma), TEKCT AKOi B aKTyalbHil pemakiii
JNOCTYNHUN  jans  o3HalomJeHHs  Ha  BeOcaiti  ToBapucTBa 32 MOCHJIAHHSIM:
https://www.csdlab.ua/sites/default/files/2024-01/zgoda-z-klientom_proekt_hrr-testuvannya-
pacientiv-z-rakom-peredmikhurovoi-zalozi-vid-10.01.2024.pdf 3roga miAIHCYETbCA KOKHUAM
yuacHuKOM IIporpamu y JliarHoCTHYHOMY LIEHTpi Ta/abo BijjaijeHHi ToBapucTBa 3 OOMEKEHOIO
BignosigaabHicTIO «CI EC 11 JIAB».

2.8. Be3omnaTHo OTpUMaTH MEIMYHI TOCITYTH 3 JJAOOPAaTOPHOI TIarHOCTHUKH, 10 BKIIOYEHI
1o IIporpamu ta 3a3Haueni B m. 1.3. wiei [Iporpamu MoxkHa BukitouHo y JlabopaTtopHux odicax
Mennynoi nadoparopii CSD LAB.

3.JIPUITMUHEHHSA YYACTI B ITPOI'PAMI

3.1. 3apeectpoBanuii yuacHuk [Iporpamu Moske 3a BIaCHUM Oa)KaHHSM HNPUITUHHUTU CBOIO
yuacth y IIporpami nuisixom HaganHs ToBapucTBY 3 oomexeHoro BignosiganbHicTio «CI EC I
JIAB» BiAMOBIAHOI MUCHEMOBOI 3asIBU.

3.2. TosapuctBo 3 oOMmexenoto BimnosimansHicTIO «CI EC JII JIAbB» wmoxe B
OJIHOCTOPOHHBOMY MOPSJIKY NMPUIMHUTH y4acThb Oyib-KOro yyacHuKa y IIporpami 3 monepeanim
MOBIAOMJIEHHSIM Y BUIIQJIKY, SIKILO HAa BIACHUI po3Cy/l Ta nepekoHaHHs ToBapHCTBOM BU3HAYEHO,
mo yyacHuk IIporpamu nopymms Oy/ib-sike mosioxkeHHst YMoB Ta [Ipasui Iporpamu.

3.3. V Bunaaxky NpUNMHEHHS Ta/ab0 TUMYAacOBOrO MPU3YNHHEHHSI Ta/ab0 3yNUHEHHSIM
[Tporpamu Opranizatopom [Iporpamu.

4. OBMEXEHHS BIAITIOBIAAJIBHOCTI

4.1. Opranizarop Ilporpamu Ta #oro adiniiioBani ocoOu, ToBapucTBO 3 OOMEXKEHOIO
BignoBiganeHicTIO «CI EC /I JIAB» 3a XogHMX yMOB HE HECYTh BiJIIOBIAANBHICTH MEpe.
yuacHukamu [Iporpamu 3a Oynb-gki 30MTKH, BTpaTH, YIYIIEHI MOKIMBOCTI 200 BUT0/IU, OYyIb-5K1
1HIII HETaTUBHI HACHIJIKH, SIK PSAMI, TaK 1 HETIPsIMI, 110 BUHUKIIU Y 3B SI3KY 3:

- 3yNUHEHHSM, THMYAaCOBUM TPHU3YNWHEHHS, TpUIIMHEHHAM [Iporpamu, a Tak camo Oyb-
skuMHU 3MiHamu y [Iporpawmi, ii mpaBuiax Ta ymoBax;

- 3aTPUMKOIO JOCTYITy abo 300smMu/mepepuBamMu y aoctyni o [Iporpamu mist Oyas-sKkoro
abo ycix yuacHukiB I[Iporpamu;

- 300€eM, 1e(heKTOM, TOMIUIKOIO TPOTPAMHOTO 3a0e3MedYeHHs a00 TeXHIYHOT anapaTrypH, o
BIUIMBA€ HAa MOXJIMBICTH BHKoOpHcTaHHs [Iporpamm mms Oyab-skoro abo ycix y4YacHHKIB
IIporpamu;

- HEMOXJIMBICTIO BIITHOBUTH iH(opMmariito, o Oyia BTpauyeHa abo NOTEHI[IHO BUKPUBIICHA
YU TIOMIKO/KEHA B PE3yJIbTaTl Oyb-IKUX TEXHIYHUX HECIPAaBHOCTEH, OOCTaBHH 11033 PO3YMHHUM
KOHTPOJIEM, HEITPAaBOMIPHUX il OyAb-sIKUX TPETiX 0ci0;
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- HEMPaBOMIPHUMH [isMH Oyab-skux TpeTix CTopiH, 30Kpema, ajie He OOMEKYIOUHCH:
nraxpaicebki aii, hampcudikaiis, TOIIO;

- Ji€ro OOCTaBMH, IO 3HAXOJWJIMCh 1032 PO3YMHUM KOHTPOJIEM, BKJIIOYHO, aje He
00OMEXYIOUHCh: CTUXIIHI JMXa, TPOMAaJTHCHKI 0e3MOpsaKH, BOEHHI Aii, TOIIO.

5. MIEPCOHAJIbHI JIAHI TA KOH®IJIEHIIMHICTD

5.1. VYyacts y [Iporpami nepenbayae oOpoOKy NmepcOHAIBHUX AaHUX (Pi3UUHUX 0Ci0 —
yuacHHKIB [Iporpamu.
5.2. O06poOka nepcoHaIbHUX JaHUX, 110 HATAIOTHCS (HI3UIHUMH 0CO0aMU — YYaCHUKaMH

[Tporpamu y 3B’s3Ky 3 ydacTio y [Iporpami 3miiicHIOETbCS y BignmoBigHOCTI 10 [lomituku mpo
00poOKy Ta 3axuCT INepcoHalbHMX aaHux Ta [lomitukun KoHbineHIIHHOCTI, SKi JAOCTYIHI Ha
BeOcaiiTi https://www.csdlab.ua/.

6. THLIII MOJIOKEHHSA

6.1. L1i [TpaBuna HaOyBaroTh YUHHOCTI «15» ciuns 2024 poky.

6.2. Opranizarop [Iporpamu 3anmirae 3a co000 MPaBo B OJHOCTOPOHHBOMY TOPSIIKY
0e3 OyIb-SIKOTO MOMEPEeIHhOr0 TOBIIOMJICHHS ydYacHHKIB [IporpamMu 3MiHIOBaTH IpaBHia Ta
ymoBu [Iporpamu ta/abo mpasmna yyacti y Ilporpami, 3mintoBati obcsar [Iporpamu, a Takox
3YNUHIATH/TIPU3YTUHATH/TIPUNIUHATA 1it0 I[Iporpamu B misioMmy ab0 B 4YacTHHI, BUKIIOYHO Ha
BJIACHUM po3Cy[l Ta y OyAb-sIKUI MOMEHT.

6.3. Peectpytounce y Ilporpami, yuacHuku [IporpamMu HamarTh 3roJy Ha OTPUMAaHHS
KoMyHikamiii mono [Iporpamu 3a KOHTAKTHHMH JETAJIIMH TAaKOro y4yacHHWKa. KokeH y4acHUK
[Iporpamu Mae mpaBo B OyIb-SKHMH Yac BiIIMOBUTHCS BiJ OTpPHUMaHHS TaKUX KOMYHIKaIIiH,
MUCHMOBO IMOB1TIOMHBIIH TIpo 1ie ToBapucTBO 3 oOMexenoro BiamosigansHicTIo «CI EC 11 JIABY.

6.4. AxtyanpHa penakuis wmiei Ilporpamm po3smimeHa Ha BeOcaiiti ToBapucTtBa
https://www.csdlab.ua/.
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