IIPO IMMPOI'PAMY IMIATPUMKHU NAIIEHTIB «bE3OIIJIATHE TECTYBAHHSA
I'EHIB BRCA1/2 IJIAA HAIIEHTIB 3 PAKOM A€YHUKIB»

I[MPABUJIA TA YMOBU [NPOEKTY «BE3OIIVIATHE TECTYBAHHS I'EHIB BRCA1/2
JUIA TTAHIEHTIB 3 PAKOM SA€YHUKIB»

[Iporpama migrpumku mnamieHTiB «be3zoruratHe TtectyBanHs TeHiB BRCAL/2 mis
MAIIEHTIB 3 pakoM si€YHUKIB» (nmanmi — «IIporpamay) — mporpama MiATPUMKH TAIi€HTIB 3
OHKOJIOTTYHUM 3aXBOPIOBAHHSIM.

s IIporpama chnpsiMoBaHa Ha 3HMXKEHHS BapTOCTI J1IaOOpPaTOpPHOi J1arHOCTUKU
MaIli€HTIB 3 PaKOM TPYIHOI 3aJI03M Ta PAKOM S€YHHUKIB 3ayIsl MIABUIIEHHS €()EeKTUBHOCTI
JIKYBaHHS OHKOJIOTI.

3asnaueHa [Iporpama npoBoauTbes 3a miaTpuMku IlaptHepa (nmami — OpranizaTop
[Iporpamu) ToBapuctsa 3 oomexenoro BianosinanbHicTio «CI EC 11 JIAB».

1. 3ATAJIBHI ITIOJIOKEHHSA

1.1. Ilporpama i€ TUIbKHM Ha TepUTOpii YKpainu, kpim ABToHOMHOI PeciyOmiku Kpum
Ta (a00) OKYmOBaHMX, MPU(PPOHTOBUX PETIOHIB 1 THUX, JI€ BEAYThCS aKTHUBHI OOMOBI ii.
[Iporpama He jie 3a MexxamMu TEPUTOPIT YKpaiHU.

1.2. Vuacuukom Ilporpamu moke ctaTu KokHa (i3muHa ocola - mallieHT, Oyio
BCTAHOBJICHO HACTYITHHM JI1arHO3:

1.2.1. Jlynsg marieHTiB 3 BIEpIIE AIarHOCTOBAHUM MOIIMPEHUM HEMYIIMHO3HUM PaKOM
SIEYHUKIB, (hayutomeBux TpyO ab0 MEpBUHHHI MEPUTOHEATHHUHN PaK:

. l'icTomoriuHo MIATBEPKCHHUN HEMYIMHO3HUN (CEpO3HUM BHCOKOTO a0o0
HU3BKOTO CTYIEHS 3JI0SKICHOCTI, CBITJOKIITHHHUHN, €HIOMETPHUOIMHMI) emiTeialbHui pak
SIEYHUKIB, (hayuiomieBux TpyO ab0 MEpBUHHMI MEPUTOHEATHHUHN paK Ta

. [Tommupena cramis 3axBoproBanHs (Il ado IV craxii 3a kimacudikaiiero
MixuapoaHoi denepariii akyrepcrsa ta rinekoorii [FIGO]) Ta
. He Gutbiie poky 3 JaT BCTAHOBJICHHS J1arHO3Y PaK S€YHHKIB , (auIONIEBUX

TpyO a00 MepBUHHUI NEPUTOHEAITLHUIN paK

1.3. TIporpama He MOMIUPIOETHCS HA IHIITT MEWYHI TOCIYTH 3 TA00PAaTOPHOT 1IarHOCTHKH,
110 TPSIMO HE BKJIFOYEHI J10 jaHoi [Iporpamu.

1.4 MenuyHi Mocayru 3 J1a0opaTopHOI AIarHOCTHKY, 10 BKIFOYEHI 10 [Iporpamu
«BE3OINIATHE TECTYBAHHA TEHIB BRCAL/2 JIJISI HALIEHTIB 3 PAKOM
I'PYJIHOI 3AJIO3U»

Ne Ha3za wmemuunoi mociyru 3 saboparopHoi | JliarHo3 marieHTa
IarHOCTUKH
11 MO068 - MyAction BRCAI1/2 (NGS, mnosuwuii | Brieprie JIarHOCTOBAHMIA

CHEeKTp  MyTalliif, TICTOJIOTITYHUN  MaTepiall, | HOUIMPEHUH HEMYLMHO3HUMN
[llumina) \ N paK S€YHUKIB




2. YMOBHU TA IMTPABWUJIA YYACTI B IPOI'PAMI

2.1. Peectpytounce y Ilporpami, ¢izuyna ocoba MOTOKYETbCS AOTPUMYBATUCS BCIX
noJsioxkeHb 1ux IlpaBun ta YmoB [Iporpamu, pazom 3 yciMa MOXJIMBUMH HACTYITHUMHU 3MIHAMH,
aki Oynyte BHocutHCh Opranizatopom IIporpamu. Skmo ocoba HE MOTOKYETHCA 3 UMM
[TpaBwramu Ta YMoBaMu, Taka ocoda He Moxke OpaTtu ydacts y [Iporpami.

2.2. Yuacts y IIporpami € no6posineHoto Ta BE3KOILITOBHOILO.

[Iporpama He mepenbadae crulaTh OyIb-SIKMX IUIATEXKIB 3a peecTpamito Gpi3muHUX 0ci0 y
[Iporpami abo ygacts y [Iporpami.

2.3. TlamieHT TEpexoauTh 3a MOCHWIAHHSM Ha CJIEKTPOHHY (GOpMy 3asiBKH HA y4acTh
y IIporpami Ta 3000B's13aHuii:

- 03HaMOMUTHCH 3 yMOBaMH ydacTi y [Iporpami;

- HaJIaTH 3roJly Ha 00poOKy MepcoHaIbHUX JaHUX Ta yyacTh y [Iporpami;

- 3aMIOBHUTH €JIEKTPOHHY (popMy 3asiBKH Ha ydacTh y [Iporpami, 1o po3mimieHa Ha BeOcanTi
ToBapuctsa https://www.csdlab.ua/bezoplatne-testuvannya-heniv-brcal2-dlya-patsiyentiv-z-
rakom-yayechnykiv-v-csd-lab

- 3aBaHTaXXUTU (OTO/CKAHU MEIUYHOI JOKYMEHTAllli, sIKa MiITBEPIXKY€E AlarHO3 ydacHHUKa
Ta WOTO BIAMOBITHICTh IarHO3y, BU3HaueHoMY y 1. 1.2. miei [Iporpamu.

2.4. Tlicnst 3amOBHEHHS TMAIlIEHTOM BCIX JaHWX Ta 3aBAHTAKEHHS MEIUYHHX JIOKYMCHTIB
npaniBauk TOB «CI EC 11 JIAB» nepesipsie:

- IPaBUJIBHICTD 3aIlIOBHEHHS €JIEKTPOHHOI (POPMHU 3asIBKU;

- BIIMIOBIIHICTh KPUTEPISIM BKJIFOUECHHS MAarlieHTiB 10 [IporpaMu 3rigHO 3asiBKHM Ta HaJIaHO1
MEIUYHOT TOKYMEHTAITIT;

2.5. Tndopwmartis, o HagarOTHCA 0c00010 TIpH peectparlii y [Iporpami, a Takox y 3B’SI3KY 3
[Iporpamoro, MOBMHHI OyTH JTOCTOBIPHUMH Ta CTIIPABXKHIMH.

Henananns iHopMmairii Ta/abo HagaHHS HEIOCTOBIPHUX/ HECTIPABXKHIX TAHUX HE Ja€ MpaBa
yuacti y Ilporpami. PimieHHS 1010 HEIOCTOBIPHOCTI/HECTIPABKHOCTI JAHMX MPUHAMAETHCS
ToBapuctBoMm 3 obomexxeHor BimnmoBimanbHicTIO «CI EC JII JIAB» 3a HachmiakamMu TepeBipKu
€JEKTPOHHOT (JOPMU 3aIBKH Ta MEIUIHOT JOKYMEHTAIlii, 3alIOBHEHOT MAIlIEHTOM.

2.6. Sxmo HamaHa iH(opwmaris BianoBimae ymoBaMm ydacTi y Ilporpami, ToBapucTtBo 3
oomexxenor BignoBiganbHicTIO «CI EC I JIAb» iHbopMye maiieHTa ImIOA0 MOKIHUBOCTI
0€30IJIaATHOrO OTPUMAaHHSI MEIUYHHUX IOCIYT 3 J1a0OpaTOpHOI IIarHOCTHKHU, L0 BKIIOYEHI 0
[Iporpamu Ta 3a3HaueHi B 1. 1.4. miei [Iporpamu, a TakoX MOTOJKYE ATy, 4ac Ta apecy BI3UTY 10
JliarHocTHYHOTO TEHTpY abo BimaiieHHs ToBapuctBa s 3a00py Oi0JOTTYHOTO MaTepiany
(mapadinosi 610Kkn).

2.7. OxpiM HasBHOCTI Ta BiANOBiAHOCTI aiarHo3y m. 1.2. miei [Iporpamu 060B’S3KOBOIO
yMoBoto 17151 y4yacti B [Iporpami € minnucanus yuacaukoMm [Iporpamu [ndopmoBanoi 1o6poBiipHOT
3ro/y TMalli€eHTa Ha HaJlaHHS MEIWYHHX MOCIYT Ta 0OpoOKy MepcoHaNbHUX JaHUX (Jani - 3rona),
TEKCT SKOi B aKTyalbHId pemakuii JOCTYMHHM Juisi o3HalloMJieHHS Ha BeOcaifTi
https://www.csdlab.ua/sites/default/files/2023-08/zagalna-zgoda.pdf. 3rona HiAMUCYETHCS
KOXHUM YydacHukoM [Iporpamu y J[liarHocTuyHOMY 1eHTpi Ta/abo BigaineHHi ToBapucTtBa 3
oomexxernoro BianoBimansHicTIO «CI EC 1T JIABY.

2.8. Ilicms oTpuMaHHS 3aKIIOYEHHS NPO TMOTO/KEHHS BKIOueHHs 10 [Iporpamu
0€30IIaTHO OTPUMATH MEAWYHI TMOCIYTH 3 J1abopaTOpHOi MIarHOCTHKH, IO BKJIIOYEHI 0
[Iporpamu Ta 3a3HauveHi B 1. 1.4. MmoxkHa B JlabopaTopHux odicax Meauunoi nabopatopii CSD
LAB po3ramoBaHux B OOJIAaCHMX LIEHTPaxX, OKPIM THMYacoBO OKYIOBAHUX TEPHUTOPIH, 3a
nonepenHiM 3anrcoM depe3 Konrtakr-nientp (0800330075)

3.JIPUIIMHEHHSA YYACTI B ITPOI'PAMI


https://www.csdlab.ua/bezoplatne-testuvannya-heniv-brca12-dlya-patsiyentiv-z-rakom-yayechnykiv-v-csd-lab
https://www.csdlab.ua/bezoplatne-testuvannya-heniv-brca12-dlya-patsiyentiv-z-rakom-yayechnykiv-v-csd-lab
https://www.csdlab.ua/sites/default/files/2023-08/zagalna-zgoda.pdf

3.1. 3apeectpoBanmuii yqyacHuk [Iporpamu Moske 3a BIaCHUM Oa)KaHHSIM HPUITMHHUTH CBOIO
yudacth y IIporpami nuissxom HaganHs ToapucTBy 3 oOMexeHoro BiamoBinanbHicTIo «CI EC JII
JIAB» BiAIIOBIIHOT TMCHEMOBOT 3asIBH.

3.2. ToBapuctBo 3 oOMmexeHorw BignosimampHicTIO «CI EC I JIAB» wMoxe B
OJTHOCTOPOHHBOMY MOPSIKY MPUITMHUTH Y4acTh Oy/Ib-sKOT0 ydacHuKa y IIporpami 3 monepeanim
MOBIIOMJICHHSIM y BUTIAJIKY, SIKIIIO HA BIACHUHM PO3CY[ Ta MepeKoHaHHs ToBapUCTBOM BU3HAYEHO,
o yyacHuk [Iporpamu nopymus 0yab-sike noJioskeHHss YMoB 1a [Ipasui [Iporpamu.

3.3. YV Bumaaxky NpPUNUHEHHS Ta/ab0 THMYAcOBOTO MPHU3YMHHEHHS Ta/ab0 3yMUHEHHSM
[Iporpamu Opraunizaropom Ilporpamu.

4. OBMEXEHHS BIAITOBIJAJIBHOCTI

4.1. Opraunarop Ilporpamu Ta ¥oro aduriiioBaHi ocoOu, ToBapucTBO 3 0OMEKEHOIO
BinnosinaneHicTIO «CI EC JII JIAB» 3a XOaHUX yMOB HE HECYTh BIAMOBILIAIBHICTH TEPEN
yuacHukamu [Iporpamu 3a Oynb-sKi 30MTKH, BTpaTH, YIYIIEH1 MOXJIMBOCTI a00 BUTOIH, OyIb-sKi
1HIIT1 HETaTUBHI HACHIJIKH, SIK MPsIMI, TaK 1 HETIPSIMI, 110 BUHUKIIN Y 3B’ SI3KY 3:

- 3yMMUHEHHSM, TAMYACOBUM TPHU3yNMUHEHHS, TpunuHeHHsAM [Iporpamu, a Tak camo Oy/b-
akUMH 3MiHaMu y [Iporpami, ii mpaBuiax Ta ymMoBax;

- 3aTPUMKOIO JocTymy abo 300siMu/mepepuBamu y aoctyni o [Iporpamu ans Oyab-skoro
abo ycix ygacHukiB [Iporpamu;

- 300eM, AePEKTOM, MOMUIIKOIO MMPOTPAMHOTO 3a0e3nedeHHsT a00 TEXHIYHOT anaparypH, o
BIUIMBA€ HAa MOXJIMBICT BUKOpHUCcTaHHA [Iporpamu s Oyab-sikoro abo ycix YYacHHKIB
[Iporpamu;

- HEMOJKJIMBICTIO BITHOBUTH iH(OpMaIlito, 1m0 Oyna BTpadeHa abo MOTSHIIITHO BUKPUBIICHA
YH TIOIIKO/DKEHA B Pe3yNnbTaTi Oyab-sSKHX TEXHIYHUX HECIPABHOCTEH, 0OCTAaBUH 11032 PO3YMHUM
KOHTPOJIEM, HETIPABOMIPHUX il OyIb-SIKUX TPETiX 0Ci0;

- HENpaBOMIPHUMH IissMH Oyab-skux TpeTix CTOpiH, 30Kpema, aje He OOMEKYIUHCH:
maxpanceki aii, gpanbcudikarisi, TOIIO;

- Ji€0 oOCTaBWH, IO 3HAXOMWINCH 032 PO3YMHHMM KOHTpOJIEM, BKIIIOYHO, ajieé He
00MEXYIOUHCh: CTUXINHI JIMXa, FPOMAISTHChKI O€3MOPSIKHA, BOEHHI i1, TOIIO.

5. IEPCOHAJIBHI JAHI TA KOH®IIEHIIMHICTD

5.1. Vyacts y [Iporpami nependadae oOpoOKy nmepcoHaIbHUX AaHUX (I3UYHUX OCI0 —
yuacHUKIB [Iporpamu.
5.2. O06po0Oka mepcoHATBHUX JaHUX, 10 HAAIOTHCS (PI3MIHUMH 0CO0aMU — yYaCHUKAMH

[Iporpamu y 3B’s3Ky 3 yuacTio y [Iporpami 3ailicHioeTbes y BinnoBigHocTi no [lomituku mpo
00poOKky Ta 3axucTt nepcoHanbHux gaHux Ta [lomitukum KoudinenmiiiHocTi, ki JOCTYyNHI Ha
BeOcaiiTi https://www.csdlab.ua/.

6. IHLII NOJIOKEHHS

6.1. i [TpaBuna HabyBatoTh YMHHOCTI «16» sk0BTHA 2023 pOKy.

6.2. Opranizarop [Iporpamu 3anuiiae 3a co60¥0 MPaBoO B OJHOCTOPOHHBOMY MOPSIKY
6e3 Oyab-sIKOTO MOTNEpeIHbOr0 MOBIAOMIEHHS y4yacHUKIB [Iporpamu 3MiHIOBaTH INpaBWiia Ta
ymoBu [Iporpamu Ta/abo mpaBumia ydacti y IIporpami, 3miHioBatu oOcsr [Iporpamm, a Takox
3YNUHATH/TPU3YIUHATH/IpUNIUHATH 1o [lporpamu B minmomy abo B 4YacTHHI, BUKJIIOYHO Ha
BJIACHUH po3CyA Ta y Oy/ib-SIKUH MOMEHT.

6.3. Peectpyrounce y Ilporpami, yuacuuku Ilporpamu HagawoTh 3rojgy Ha OTPUMAaHHS
KoMyHiKalii monao [Iporpamu 3a KOHTaKTHUMH JETalsIMH Takoro y4yacHuka. KokeH ydacHHMK
[Iporpamu mae mpaBo B OyIb-sIKMH Yac BIAMOBUTHCS BiJ OTPHUMAaHHS TaKUX KOMYHIKaIlii,
MUCHMOBO TNMOB1IOMUBIIY TIpo 11e ToBapucTBo 3 oOMexeHoro BianosiganbHicTIo «CI EC 11 JIAB».

6.4. AxtyanbHa penakiis wuiei [Iporpamum posmimeHa Ha BeOcaifti ToBapucTBa


https://www.csdlab.ua/

https://www.csdlab.ua/.
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