ITPO ITPOI'PAMY IIIATPUMKMU ITAHIEHTIB «bE3OIIVIATHE 'TEHETUYHE
IMPOPIJIIOBAHHA JJIA TAIIEHTIB 3 XPOHIYHOIO JIM®OILIUTAPHOIO
JEUKEMIEIO/JIIM®OMOIO 3 MAJIUX JIMPOIIATIB»

I[TPABHNJIA TA YMOBH ITPOCKTY «bE3OIUVIATHE 'EHETUYHE ITPO®IJIIOBAHHS LA
MALIIEHTIB 3 XPOHIYHOIO JIIM®OLIMTAPHOIO JIEMKEMIECIO/JIIMO®OMOIO 3 MAJINX
JIIMOOLUTIB»

[Tporpama niarpumku namieHTiB «BE3OITJIATHE TEHETUYHE TTPO®IJIFOBAHHA AJIA
[MALIIEHTIB 3 XPOHIYHOIO JIIM®OLIMTAPHOIO JIEUKEMIECIO/JIIM®OMOIO 3 MAJINX
JIIM®OLUTIB»

(mani — «IIporpamay) — mporpama miATPUMKH MAIIEHTIB 3 OHKOTE€MAaTOJIOTTYHUMH
3aXBOPIOBAHHSAMH.

s [Tporpama cripssMoBaHa Ha 3HMKEHHSI BAPTOCTI JTaOOPATOPHOI JIIarHOCTUKH TAIIIEHTIB 13
J1arHO30M BIIEpILIE BCTAHOBIIEHOI a00 peruauByodoi/pedpakrepHoi GopMHu XpOHIYHOT
niMdouuTapHoi nerkemii/miMpomu 3 MaTuX JTIMOOIUTIB 3aJ1s M ABUIICHHS ¢()EKTUBHOCTI
JIKyBaHHSI OHKOT'€MaTOJIOTIYHUX 3aXBOPIOBAHb.

3a3nauena [Iporpama npoBoauThces 3a niaTpumku [lapraepa TOB «Actpa3eneka Ykpaina» (nai —
Opranizatop I[Iporpamu) Ta ToBapucTsa 3 oomexenoro BianoBiganpHicTIO «CI EC I JIAB» (mam —
Jlabopatopis, Meanuna naboparopist CSD LAB, TOB «CI EC JII JIAb», ToBapucTtBo) .

1.3ATAJIBHI TIOJIOKEHHSA

1.1. IIporpama aie TiNbKK HA TepUTOPii YKpaiHu, KpIM THMYAcOBO OKyIoBaHUX Pociiicbkoro
®enepariietro Teputopiit Ykpainu, npupoHTOBUX PETIOHIB 1 THX, /1€ BEAYThCS aKTUBHI O0IOBI Aii.
[Iporpama He mie 3a MexaMu TEpUTOPIT YKpaiHHU.

1.2. Yaacaukom [Iporpamu Mmoske cTaTu KoxHa Gi3MIHa 0c00a - Malli€HT, sKa BiANOBIIaI0Th
HACTYITHUM KPHUTEPisIM:

-Tai€HTH 13 A1arHO30M BIIEpILIE BCTAHOBIEHOI a00 peruauBy04oi/pedpakTepHoi HopMH XpPOHIYHOT
niMdoumTapHOi ieikemii/miMpomu 3 MaIuX JIMOOIUTIB, IO MATBEPKYETHCS BIATOBITHOIO
MEANYHOIO JOKYMECHTAIIE€I0*;

-TALI€HTH 13 AKTUBHOIO (POPMOIO IIPOTPECii/pO3BUTKY 3aXBOPIOBAHHSA, IKUM ITOKa3aHO IPOBEICHHS
JIKYBaHHS 3T1IHO 13 3aKJIIOUEHHSM JIiKaps, ajle MeIUKaMEeHTO3He JIKyBaHHS I1e He OyJI0 MPOBEICHO;

-MOKJIMBICTh HaJIaTH Marepiaj JUIsl IPOBEACHHS T€HETUYHOTO PO ITIOBAaHHS TECTYBaHHS —
nepudepuIHa KpoB;

- HaJjaH1 MeIMYHI IOKyMEHTH, 110 BepU(DiKyIOTh KIIHIYHHUH [1IarHO3 Ta MiATBEPIKYIOTh
iHdopwmartito, Hamany B AHKETI (icTopis XxBopoOu, BUITUCHHIA €MTIKPHU3, 3aKITFOUCHHS T€éMaToJIora
TOIIIO).

*T1iq METUYHOIO TOKYMEHTAIIIEI0 MAEThCS HA yBa31 BUITUCHUM €MmiKpu3 3 icTopii XBopoou, abo
KOHCYJIbTaTUBHE 3aKIIIOYCHHS JIiKapsl OHKoremarojiora. J{omaTkoBo MoKy Th OyTH HaIaHi



3aKJTIOYCHHS JTa00PaTOopii M0/I0 3araIbHOTO aHaIli3y KPOBI, Pe3ybTaTiB IMyHO(DEHOTHUITYBaHHS
Ta/abo remaronora Tomo. [laHuii mepenik JOKyMEHTIB € OCHOBHHUM, ajie He BUYEPITHUM — 32
notrpeOu MeanyHuii KOHCHITIyM Ja0opaTopii MOKe 3alpOCUTH AOIATKOBI TOKYMEHTH ISt
MIITBEPIPKCHHS KPUTEPIiB yUacTl MaIli€EHTa Y TPOEKTI.

1.3. MenuuHi nociayru 3 1a0opaTopHoi JiarHoCTUKH, 1110 BKiItodeHi a0 [Iporpamu « BE3OIIJIATHE
I'EHETUYHE [MPO®UIFOBAHHA /U1 TALIEHTIB 3 XPOHIYHOIO JIIM®OLIUTAPHOKO
JIEMKEMIEIO/JIIM®OMOIO 3 MAJIUX JIIM®OLATIBY

No HasBa Mmean4HOi mocayru 3 1abopaTopHOi JliarHO3 MaIieHTa
1IarHOCTHUKH

M398 - MyAction CLL (kommiiekcHa NGS-nianens  [XxpoHiyHa JiMQoruTapHa
11 XPOHIYHUX JTiM(POLUTApHUX JIeHKeMil, eiikeMis/TiM(pOMH 3 MaTUX
nepudepuyHa Kpos, [llumina) iliMdonuTiB

2. YMOBHU TA ITPABUJIA YHYACTI B ITPOI'PAMI

2.1. Peectpytrounce y IIporpami, pizuuHa 0coda mOropKy€eThCS TOTPUMYBATUCS BCIX MOIOXKEHb ITUX
[TpaBun ta YmoB Ilporpamu, pazom 3 yciMa MOXKJIUBUMH HACTYITHUMH 3MiHaMH, SIKi OymyTh
BHOcuTHCh OpranizatropoM [Iporpamu. Skmo oco6a He moromKyeThes 3 tuMu [IpaBriamMu Ta
YMmoBamu, Taka ocoba He Moxe OpaTu ydacTs y [Iporpami.

2.2. Yuacts y IIporpami € no6posinsHoro Ta BE3KOILITOBHORO.

[Tporpama He nependayae cratu OyIb-sIKUX TUIATEeXIB 3a peectpauito (iznunux ocid y ITporpami
a6o yuacts y [Iporpami.

2.3. [amieHT IepexoauTh 3a MOCUIIAHHSAM Ha €JIEKTPOHHY (OpMYy 3asiBKHM Ha y4acTh y [Iporpami ta
3000B'sI3aHUI:

- 03HalOMHTHCH 3 yMOBaMU y4acTi y IIporpami;
- HaJIaTH 3rofly Ha 0OpOOKy NepcOHaNbHUX JAaHKUX Ta yyacTb y [Iporpami;

- 3aIIOBHUTH €JIEKTPOHHY (OpMY 3asiBKM Ha ydacTh y [Iporpami, 1o po3mimieHa Ha BeOcaTi
ToBapucTtsa https:// www.csdlab.ua/bezoplatne-henetychne-profilyuvannya-dlya-patsiyentiv-z-
khronichnovyu-leykemiyeyulimfomoyu-z-malykh

- 3aBaHTAXXUTHU (POTO/CKAaHU MEIMYHOI JOKYMEHTAIlil, IKa MiATBEPKY€E TiarH03 y4acHUKA Ta Horo
BIJIMOBITHICTH J1arHO3Y, BU3Ha4eHOMY Y 1. 1.2. i€l [Iporpamu.

2.4. ITicns 3arMmoOBHEHHS MAI[IEHTOM BCIX JaHUX Ta 3aBAaHTAKEHHS MEIUYHUX JTOKYMEHTIB MpaIliBHUK
TOB «CI EC A1 JIAb» nepesipsie:

- IPaBUJIBHICTD 3aIIOBHEHHS €NIEKTPOHHOI ()OPMHU 3as1BKH;
- BIATIOBIHICTh KPUTEPISAM BKJIFOUCHHsI MarfieHTiB 70 [Iporpamu 3riHO 3assBKU Ta HATaHO1
MEANYHOT TOKyMEHTAIlii;



2.5. Indopmarris, 1mo HagaeTbest 000010 TpH peecTparlii y [Iporpami, a Takox y 3B 53Ky 3
[Tporpamoro, moBUHHA OyTH JOCTOBIPHOIO Ta CIIPABKHBOIO.

Henananns indopmartii Ta/abo HaJjaHHA HEIOCTOBIPHUX/ HECIIPABKHIX JIaHUX HE JIA€ MpaBa y4yacTi
y IIporpami. PimmeHHs 110710 HETOCTOBIPHOCTI/HECTIPABKHOCTI JaHUX MPUHMA€ETbCS TOBapHUCTBOM 3
oomexxenoto BiamoimanbHicTIO «CI EC I JIABy 3a Hacnmigkamu mepeBipKu eIEKTPOHHOI (hopMu
3asBKH Ta MEIUYHOI JOKYMEHTAIli1, 3alI0BHEHOT MaIli€HTOM.

2.6. SIxmo HagaHa iHGopMallis BiAmoBigae ymoBaM yuacti y [Iporpami, ToBapucTBO 3 00MeEXEHOIO
BianmosiganbHicTIO «CI EC JII JIABY» iH(opMye marieHTa mo10 MOXIHBOCTI

0€30IIaTHOTO OTPUMAHHS MEIMYHUX MOCITYT 3 TAO0OPATOPHOT 11IarHOCTUKH, IO BKIIFOYCHI JI0
[Tporpamu Ta 3a3HaueHi B 1. 1.3. 1iei [Iporpamu, a TakoX MOTOKYE ATy, 4ac Ta aApecy Bi3UTY 110
JliarHocTH4HOTO 1IEeHTpY abo BinmineHHs ToBapucTBa /i 3200py 010JI0TiYHOTO Marepiany
(mepudepuuHa KpoB).

2.7. OxpiM HaIBHOCTI Ta BiAMOBIAHOCTI aiarHo3y 1. 1.2. miei [Iporpamu 000B’I3KOBOIO YMOBOO

mutst yuacti B [Iporpami € mianucanus yaacaukoM [Iporpamu [HdopMoBaHoi 70OpOBiIBHOT 3roau
nalfi€eHTa Ha HalaHHS MEIMYHUX TOCIYT Ta 00pOOKY MEepCOHAIIbHUX JaHUX (Jaji - 3rofia), TEKCT

SIKOi B aKTyaJIbHIN pemaKiiii JocTymHuid 11 o3HanomiieHHs Ha BebcaiiTi «CI EC JII JIAb»

[adopmartiitaa 3roaa. 3rofa MiAMUCYEThCS KOKHUM ydacHUKOM [Iporpamu y JliarHoCTHUHOMY
1eHTpi Ta/abo BigaineHni ToBapucTsa 3 oomMexxeHoto BianosiganeHicTio «CI EC 11 JIAB».

2.8. be3omatHo oTpUMaT MEIUYHI TIOCIIYTH 3 J1a00PaTOPHOI J1arHOCTHKH, IO BKJIFOYEHI J10
[Iporpamu Ta 3a3HaueHi B 1. 1.3. 1i€ei [Iporpamu MmokHa BuKIIOYHO y JIaGopaTtopHux odicax
Menuunoi naboparopii CSD LAB. Jliznaruce nepenik nadoparopaux ogicie CSD LAB, siki
MPUKUMAIOTh YYacTh B MTPOEKTI MOYKHA 3BEPHYBIIUCH HA Tapsdy JIHIFO KOHTAKT IIEHTPY MeauyHoi
naboparopii CSD LAB 3a nomepom 0 800 33 00 75.

3.JIPUIIMHEHHSA YYACTI B ITPOI'PAMI

3.1. 3apeectpoBanuii yuacHuk [Iporpamu Mosxe 3a BIaCHUM Oa)KaHHSM MPUIMHUTH CBOIO y4acThb Yy
[Tporpami nutsixom HaganHs ToBapucTBy 3 oOMexeHoto BianosinaneHicTIO «CI EC JII JIAB»
BIMOBIAHOI MHUCEMOBOT 3as1BU.

3.2. ToBapucTBO 3 06MexeHoro BinnoinanbHicTio «CI EC JII JIAB» MoXe B 0JHOCTOPOHHBOMY
MOPSIIKY MPUTTUHUTH Y9acTh Oyab-sKoro ydacHuka y [Iporpami 3 momnepeHiM MOBIIOMIICHHSIM Y
BUIIAJIKY, SKILO HA BIACHUNA PO3CY/ Ta MepekoHaHHs ToBapHCTBOM BU3HAYCHO, 110 YYACHUK
[Tporpamu nopyuus Oyab-ske nojaoxeHHs YMoB 1a [Ipasuin [Iporpamu.

3.3. V Bumnaaky npunuHEHHS Ta/ab0 THMYAaCcOBOTO MPU3YNMMHEHHS Ta/a00 3ynuHeHHsM [Iporpamu
Opranizatopom [Iporpamu.


https://www.csdlab.ua/sites/default/files/text-files/informed-consent-with-patient-cll-dx-1-4-1-2-1.pdf

4.O0BMEKEHHA BIAITOBIJAJIBHOCTI

4.1. Opranizatop [Iporpamu ta adiniiioBani ocoobu ToBapucTBa 3 0OMEKEHOIO BiIOBIIATBHICTIO
«CI EC I JIAB» 3a >xomHUX YMOB HE HECYTh BIIIIOBIIATILHICTD Mepes] yuacHukamu [Iporpamu 3a
Oy/b-sKi 30UTKH, BTPATH, YITyIIEHI MOKJIMBOCTI a00 BUTONU, Oy/Ib-K1 1HIIII HETaTUBHI HACIIJIKH, SIK
MpsIMi, TaK 1 HEMPSIMI, 1110 BUHUKIIH Y 3B’ S3KY 3:

- 3yIMHEHHSM, TAMYaCOBUM NPU3YNHHEHHS, TpunuHeHHsAM [Iporpamu, a Tak camo Oyab-IKUMHU
3Minami y [Iporpawmi, ii mpaBuiax Ta ymoBax;

- 3aTPUMKOIO T0CTyIy abo 300amMu/mepepuBaMu y goctyni 1o [Iporpamu mist 6yab-saxoro abo ycix
yuacHuKiB [Iporpamu;

- 300€M, J1e(hEeKTOM, TOMHJIKOIO ITPOTPAMHOTO 3a0e3MeueHHsT a00 TEXHIYHOT arapaTrypH, 10 BITUBAE
Ha MOXKJIMBICTh BUKOpUCTaHH [Iporpamu st Oyab-skoro abo ycix yaacHukiB [Iporpamu;

- HEMOXJTUBICTIO BIIHOBUTH iH(pOpMALlito, 1110 Oyaa BTpadeHa a0o MOTEHIiITHO BUKPUBIICHA UM
MOIIKO/IKEHA B PE3yJIbTaTi Oyb-IKHX TEXHIYHUX HEeCIpaBHOCTEH, 00CTaBUH 11032 pO3yMHHUM
KOHTPOJIEM, HEMPABOMIPHHUX AiH OyIb-SIKUX TPETiX 0OCIO;

- HETIPaBOMIPHUMH JIIMH OyIb-sIKUX TpeTix CTOpiH, 30KpeMa, ajie He 0OMEXYIOUHCh: IIaXpanchKi
aii, hanscudikanis, TOIO;

- Jli€ro 006CTaBUH, 110 3HAXOAMIIUCH 11032 PO3YMHHM KOHTPOJIEM, BKJIIOYHO, ajle HE OOMEXYIOUHCH:
CTUXI1IHI THXa, TPOMAASTHChKI O€3MOPSIKH, BOEHHI i1, TOIIO.

5.NEPCOHAJILHI JIAHI TA KOH®IJIEHIIIHHICTD

5.1. Yaacts y IIporpami nependadae 00poOKy rnepcoHaabHUX TaHUX (HI3UIHUX 0CI0 — YJaCHUKIB
IIporpamu.

5.2. O6pobka nepcoHaIbHUX JaHUX, 10 HAJAIOThCs (PiI3MYHUMHU 0cobaMu — yyacHuKamu [Iporpamu
y 3B’s13Ky 3 y4acTio y [Iporpami 3miiicHIO€TBCA y BianmoBigHOCTI 10 [TomiTuku nmpo o6podKy Ta
3axHCT nepcoHanbHuX naHux Ta [omituku KondineHuiiHocTi, siki JoCcTyIHI Ha BeOCcaiTi
https://www.csdlab.ua/.

6.THLII IMTOJIOKEHHS
6.1. 11i ITpaBuna nabyBaroTh yuHHOCTI 16 ciunsa 2024 poky

6.2.0pranizatop [Iporpamu 3anuriae 3a co0010 MpaBo B OJHOCTOPOHHLOMY TOPSIIKY 0e3 Oymib-
SIKOTO TOTNIEPETHHOTO MOBIIOMIICHHS y9acHUKIB [Iporpamu 3MiHIOBaTH MpaBuiIa Ta yMOBU
[Iporpamu Ta/abo nmpaBwiia ydacti y [Iporpami, 3miaroBatu oocsr [Iporpamu, a Takox
3yNUHATH/TPU3YTUHATH/ TIpUNHHATY Aito [Iporpamu B minomy abo B 4aCTUHI, BUKIIIOYHO HA
BJIACHUU PO3CY/ Ta y OyIb-sKuii MOMEHT. [HhopMaliro o0 3MiH 00cATY, TPaBUJI Ta YMOB
[TpoexTy, a TakoXK, IIOA0 3yNMUHEHHS Ta/abo nmpunuHeHHs aii [Ipoexty Opranizarop [Iporpamu
po3minnye Ha BeOcaiiTi 3a mocunanHsaM https://www.csdlab.ua/.



https://www.csdlab.ua/
https://www.csdlab.ua/

6.3.Peectpytouncs y IIporpami, yaacauku [Iporpamu HagaroTh 3romy Ha 3A1HCHEHHS KOMYHIKaIii
mono [Iporpamu 3a KOHTAaKTHUMH JJAHUMH TaKOTO yYaCHHKA, BKa3aHUX B €NEKTPOHHIH (opmi
3a8BKH 3 IOTPUMAaHHSIM BUMOT 3aKOHOJIABCTBA MPO 3aXUCT NMEPCOHATBHUX JaHUX 3TiAHO 1. 2.3
nux ITpasun. Koxen ydacHuk [Iporpamu Mae mpaBo B Oyab-sIKAN 4ac BIIMOBUTHUCS Bij
OTpPUMaHHS TaKMX KOMYHIKalliif, TICbMOBO MOB1IOMUBIIHN TPO 11€ ToBapuCTBO 3 0OMEKEHOIO
BignosiganeHicTIO «CI EC JII JIAB».

6.4.AxryanbHa penakiis [Ipasun Ha YmoB [Iporpamu po3mimiena Ha BeOcaiiti ToBapucTBa
https://www.csdlab.ua/.



https://www.csdlab.ua/

