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B craree akmeHTHpyeTcs BHUMaHHE Ha 3HAUCHUH KOHEU-
HBIX TOYEK KaK KIFOYEBOTO KPUTEPUs HAIEKHOCTH PE3yIbTaTOB
B HCCJICIOBAHUAX peanbHOM kinmHuuyeckoil npaxruku (PKII), a
TaKke B KIMHUYECKUX HCCIIENOBAaHMSX B menoM. [Ipencrasie-
Ha aKTyajbHas KilacCH(UKAIMg KOHEYHBIX TOUEK (MCXOIOB) B
KOHTEKCTE OHKOJIOTMYECKHX HCCIEIOBaHUM, BKJIIOYAs OIpere-
JeHus, 0COOSHHOCTH, IpenMmylnecTBa U Hemoctarku. Ocoboe
BHUMaHHE YIENCHO TOMY, KaK KOHEYHBIE TOYKUM MOTYT OBITh
aJlanTUPOBaHbl JJIs MCMOJIb30BaHusl B uccienoBanusix PKII,
4T00BI OOecreunTs Goilee TOYHOE M JOCTOBEPHOE OTPaKCHHE
KIMHIYECKOH pealbHOCTH. B mpaxkTHueckux Iemsx Imepedrc-
JIeHbl BHJIbl JaHHBIX (aTpUOYTHBIM cOCTaB), HEOOXOAUMBIX
JUls TOJIHOLCHHOW OLEHKM Ka)KIOro U3 McXomoB. Muer peub
0 TaKWX OOIIETIPUHSTBHIX IJISI OHKOJIOTHYECKUX HCCIICJOBaHUM
KOHEYHBIX TOUKaxX C aHAJM30M BPEMEHH JI0 HACTYIUICHUS COOBI-
THS, KaKk 00IIasi BBDKMBAEMOCTh, BEDKHBAEMOCTh Oe3 Iporpec-
CHPOBaHUA, O€3pelINBHAs BBDKHBAEMOCTh. Takke MOAPOOHO
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This article examines the critical role of endpoints as
a benchmark for data reliability in both real-world clinical
practice (RWP) and traditional oncological research. We
provide a contemporary classification of oncology-specific
endpoints (outcomes), detailing their definitions, key char-
acteristics, and comparative strengths and limitations. A
central focus is the methodological adaptation of these
endpoints for RWP applications to better capture clinical
realities. For practical purposes, the article outlines the
types of data (attribute composition) required for a com-
prehensive assessment of each outcome. The discussion
encompasses commonly accepted endpoints in oncological
research that involve time-to-event analysis, such as overall
survival (OS), progression-free survival (PFS), and disease-
free survival (DFS). Additionally, the article thoroughly ex-
amines the potential use of complementary and alternative
endpoints, including disease-specific survival (DSS), time
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paccMOTpeHbl BO3MOKHOCTH HCIIOJIB30BAHUS JTOIOIHUTEIBHBIX
U aJbTCPHATHBHBIX KOHCUHBIX TOYCK, TAKUX KAK OITyXOJIb-CIICII-
npugeckas BBDKIBAEMOCTh, BpeMs 10 HEyIayH WM MpeKparie-
HUS JIGUCHUS, U PAL APYTHX HCXOIOB.
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to treatment failure, time to next treatment, and other rel-
evant outcomes.
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BBenenue

B xmanueckux uccnemoBanusx (KM) m mccme-
JIOBaHMAX peajbHOM KinHuueckor npaktuku (PKIT)
JMAHHBIC JEJATCS HA TPH KITIOUEBBIE KaTETOPUU:
XapaKTepUCTHKA TAIMEHTOB (COIMabHO-IeMOrpa-
(uyeckue JaHHbIC, KIMHUYCCKHE XapaKTePHUCTH-
KW, aHAMHECTHYeCKWe JaHHBIe MAallleHTa u [p.),
XapaKTEPUCTUKA BO3JCHCTBHsI (BMEIIATEIILCTBA) U,
COOCTBEHHO, pE3yNIbTaThl (MCXOABI WM KOHCUHBIC
TOYKM). BakHO, 4TO 3TH JaHHBIE TaKXKe MOTYT W
JIOJKHBI OBITh aaNTUPOBAHBI B 3aBUCHUMOCTH OT
KOHKpPETHOTO 3a00JIeBaHUsI.

Ucxons! (pe3ynsTaThl) ABISIOTCS OJHUM U3 KIHO-
YEeBBIX TTAPAMETPOB JIF0O0OTO MCCIIEOBAHUS, HApaBHE
¢ (akropamu (XapaKTEPUCTUKAMHU) M BMEIIATEIb-
cTtBoM (BozmelicTBueM). CorlacHO pPEKOMEHIAIH-
ssM  MeXIyHapoJHOTO COBETa IO TapMOHHW3AIUU
(International Council on Harmonisation, ICH) [1]
W eIWHOTO CTaHAapTa IMPEICTaBICHUS PE3yJIbTaToB
PaHJIOMHU3UPOBAHHBIX KIMHHYECKUX HCCIICIOBAHUMN
(PKM) CONSORT (CONsolidated Standards Of
Reporting Trials) [2], pe3ynbTarbl UCCIETOBaHUI
JIOJDKHBI OBITH 3apaHee OObEKTUBHO M YETKO OIpe-
JICJICHBI, YTO SIBIIIETCS KIFOUEBBIM (DAKTOPOM IS
YCHELIHOTO MPOBEAEHUS HCCIIEI0BaHUS.

B psage myOmukaruii aBTOpBI TPHISPKUBAIOTCS
MO3ULIUU, TAE PE3yIbTaThl UCCICIOBAHUS TEPMUHO-
JIOTUYECKH CJEeIyeT pPa3lensiTh Ha KOHEYHBbIE TOU-
ku (endpoints) u ucxomel (outcomes) [3-5]. ObGa
TEPMHUHA TIPEICTABISIOT COOOH IEpEeMEHHBIC, I0-
3BOJISIFOINAE OOBEKTUBHO OIEHUTH IONyYeHHBIE B
WCCIIeZIOBaHUU pe3ynbTarbl. OOBIYHO, TOBOPS O KO-
HEYHBIX TOYKaX, MPEXJIE BCETO pedb HJIET O BBISAB-
neHnn APQGEKTUBHOCTA WM O€30MacHOCTH H3yda-
eMOro BMemIarenbcTBa. Vcxoapl, B CBOIO O4epeb,
SIBIIIIOTCS. HEKUM HM3MEpSEMBbIM TapaMeTpoM 0e3
MPUBS3KH K KaKOMY-THOO Bo3neiictBuio [6]. Takum
o0pa3oMm, TepMUH «KOHEUHAs TOUYKa» Ooyee pere-
BaHTEH IS JKCIICPUMCHTAIbHBIX, a «HUCXOm» —
JUIST HAOMIOMATENbHBIX HCCIENOBAHUI. YUNUTHIBaS,
yro wuccienoBanus PKII wgame HOcar HaOmona-
TEJIbHBI, HE AKCIIEPUMEHTAJIbHBINA XapaKTep, B OT-
JTUYAe OT KIMHWYECKUX HCCIeOBaHUNA, OOBIYHO B
OTHOIIICHUYM TapaMEeTPOB JUISl OILICHKH DPEe3yJbTaToB
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PKII ymorpebnsieTcst TepMUH «HCXOIbI», a B KIU-
HUYECKUX HCCIICIOBAHUSX — «KOHCUHBIC TOUKUY.
OpHako 3a9acTyro JaHHBIE TEPMHUHBI HCITONB3YIOTCS
KaK B3aMMO3aMEHSIEMBbIC, T. K. TPaHb MEXIY TEPMHU-
HOJIOTHEH BCE K€ HE UTPACT CTOIb 3HAYUMOU pOIH
B MHTEPHIpETAUUU PE3YyNbTaTOB HCCIenoBaHus [5].

HecmoTpst Ha TO, YTO KOHEYHBIE TOYKH B OOIb-
IIMHCTBE HCCIEOBAHNN, B T. 4. OHKOJOTHYECKHX,
MHOTOKPaTHO U JCTalbHO OIHUCAHBI U W3YUYCHBI
[7-11], ocTaroTcsi 3HAYUTENBHBIC PA3IAYUS B UX
WHTEPIPETalud ¥ KOPPEKTHOM NpuMeHeHuu. JlaH-
HBbIC BBIBOIBI XapaKTEPHBI KaK [JIS KIMHHUYECKUX
uccieoBaHuid, Tak W uccieaoBanuit PKIT [12,
13]. B xuure o ponu uccnenoBanuii PKII B omen-
K€ TEXHOJOTHWH 37paBOOXpPAaHEHHUS W KIMHUYECKUX
pexomennanusiax OI'BY «llenTp skcnepTu3bl U KOH-
TpOJIsi KayecTBa MEIUUMHCKOW moMoum» MuH3-
npaBa Poccum (LIDKKMII) rtarxke mpencraBieHa
0000mIeHHas uHpopMalus 00 MCX0Iax B HCCIIEIO-
BaHnsax PKII [14]. Ognako manHble 00 HMCXOmax B
onkonoruueckux uccnegopanusx PKII npencrasmie-
HBI (pparMeHTapHO, YTO 3aTPyAHSET (HOPMUPOBAHHE
[EJIOCTHOTO IMPEICTABICHUSI O KIFOUEBBIX W JIOIIOI-
HUTEIILHBIX MUCXO/IaX, a TAKKe 00 MX KOPPEKTHOCTH
W BaJTUHOCTH.

B cBsi3u ¢ yeMm 11eibI0 TaHHOTO 0030pa cTaj aHa-
3 U 0000IIeHne KIacCU(PUKAIMOHHBIX KPHUTEPH-
€B BEAYIINX OpPraHu3aluii B 00JACTH PETUCTPALIUH,
HaJiJIekKalel KIMHUYECKOW MPaKTUKW U CTaHIapTH-
3aIMd KOHEYHBIX TOYEK W UCXOMOB. AKIEHT CIellaH
Ha UCXO/aX B KOHTEKCTE MCCIIEIOBAHUI peasibHOU
KITMHUYECKOW TPAaKTUKA B OHKOJOTHH.

Knaccudukanusi KoHeYHBIX TOYEK
B OHKOJOTMYeCKHUX MCCIeIOBAHUAX

Yerkast M CTPYKTYpHpOBaHHAs KiacCH(DUKAIHS
KOHEYHBIX TOYEK SBIISETCS KIFOYEBBIM DIIEMEHTOM
HE TOJBKO JUIsl CTAaHIAPTHU3AIMU M MHTEpIpeTa-
UM PE3yJbTaTOB KIMHUYECKUX HCCIEeIOBAHUN, HO
U JJIS TOYHOTO OMNpPEAENICHUs LeNU HCCICAOBAHUS.
Krnaccudukanms ycTtaHaBIMBaeT UEPAPXUI0 M 3HA-
YUMOCTh KOHEYHBIX TOYEK, YTO OOJIerdaeT BBIOOP
COOTBETCTBYIOIIMX METOJOB aHain3a. [akoll moj-
XOJI 3HAUMTENFHO IOBBIIIAET MPO3PAYHOCTH M BOC-

BOMPOCbI OHKOJIOTUWN. 2025;71(4)
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MIPOU3BOIMMOCTh HCCIICAOBAHUM, YTO KPUTUYECKH
BaXXHO JIJIs1 00€CIIeUeHUs] MX BaJIUIAHOCTH.

B 2023 r. EBporneiickuM OHKOJIOTHYECKHM O00-
mectBoM (European Society for Medical Oncology,
ESMO) 6110 mIpencTaBieHO pyKOBOJCTBO IO TIPE/I-
CTaBJICHUIO JTOKA3aTEIHCTB, OCHOBAHHBIX HA TAHHBIX
peaNbHON KIIMHUYECKOH MPAaKTHKH B 00JACTH OHKO-
sorun (ESMO Guidance for Reporting Oncology
real-World evidence, ESMO-GROW). B nanHoii
paboTe Mbl He OyleM aKIICHTUPOBaTh BHUMAaHUE Ha
HCXOHBIX TTapaMeTpax MalMeHTOB M JIaHHBIX O BO3-
JIEUCTBUHM — TIOJIPOOHEE C ATHUMH I[apamMeTpamH B
pamkax uccnemoBanuii PKII MOXXHO 03HAKOMUTBHCS
B opuruHaimpHOW pabdore [15]. OmHako mpuBeneMm
nanueie pykoBoactBa ESMO-GROW B oTHomeHun
kimaccudukanuu u onpenenenns ucxonos PKII, xo-
TOpBhIE PYKOBOJICTBO OOOOINEHHO pa3jelseT Ha Ka-
TEropuH, ykasaHHbeie B Ta0m. 1 [15].

Knaccuduramms ESMO-GROW, npezncrasnen-
Has B Tabi. 1, HE TMOJTHOCTHIO OTPaKaET HEePaAPXHIO
KOHEYHBIX TOYEK, ONKUCAHHYIO B KIIACCUYECKHUX PY-
KOBOJICTBaX MO OIIEHKE HCXOJOB M KOHEYHBIX TO-
YeK MCCIICJIOBaHMSIX. B CBSI3W ¢ 3THM aBTOpamMu
MpeAcTaBieHa Kiaccu(uKkanms, OCHOBAaHHAs Ha
HamOoJee 3HAYMMBIX IMyOIMKAIUAX U PEKOMEH[a-
nusx, Takux kak pexkomenganuu ICH (ICH E9)
[1] m VYmopaBnenus mo caHUTapHOMY HAA30py 3a
Ka4eCTBOM MUIIEBBIX MPOJAYKTOB M MeEIMKaAMEH-
toB (Food and Drug Administration, FDA) [16],
B OTHONICHWM KIIFOYEBBIX IEJeH U IEHHOCTEH KO-
HEYHBIX TOYEK B OHKOJOTHYECKHX HCCIICIOBAHUSAX.
Mb1I pu3HaeM, 4TO JaHHAas KIacCH(UKAIUs TaK-
)K€ HE SIBISICTCS MCUEPIBIBAIONICH, M B IpoIEcce
BBIOOpa KOHEYHBIX TOYEK HCCIIETOBATENSIM CTOUT
OpUCHTUPOBATHCS Ha IEPBOUCTOYHHKU MEXKIyHa-
POAHBIX PEKOMEHALIH.

Taonuna 1. Kateropum U XxapakTepucTHKH HCX0A0B B ucciaenopannsax PKII B oHkosorun
(apanTupoBano u3 [15])

Kareropus Ob6nactb

| ITpumep

I/ICXOI[LI 1 KOHCYHBIC TOYKH

M II0Ka3aTCJIM BBIKMBACMOCTH

Hcxompl, olieHHBaeMble

OHyXOHB—aCCOHI/IHPOBaHHHC HCXOJbI

Pagunonornueckuit (manpumep, RECIST v1.1), matomoruueckuit
W/WIIN KJIMHUYECKUH OTBET.

Jlata peuyauBa, MpOrpecCUPOBAHMS WIIM CMEPTH s JIF000it
KOHEYHOH To4yku BbDKHBaecMoctd: bPB; BBIT i OB
(mampumep, menuana BBIT: 12 mec.).

Bropble nepBHYHBIC 3I0KaYECTBEHHBIC HOBOOOPAa30BaHMUS

HCCIC10BATCIEM

WcxXoapl, CBA3AHHBIE C JIEYEHUEM U
0e301aCHOCTHIO

JlaTa Hayama ¥ OKOHYAHHUS JICUCHHUS W/WIM JaTa
nporpeccuposanust 111 TTFE, -TTD, -TTNT (manpumep,
menuana TTF: 6 mec.).

Jlonst ManMeHToB ¢ aHeMueil: crerneHsb Tshkectd 1 — 10 %,
crenenb 2 — 20 %, crernenb 3 — 5 %, crenens 4 — 0 %

Ucxonapl, coodmaemMblie

PRO-CTCAE onpezneneHHo#l Bepcuu, OMPOCHUKH KayecTBa

PROMs; PREMs u KadecTBO KHU3HH scuzan EORTC, onpocemx FACIT

ManuCcHTOM

I[pumeuanne: PROMs (patient reported outcomes measure) — OLEHKa pe3ynsTaToB, coobmaembix manuentom; PREMs (patient reported experience measures) — mnokasaTemu pesyib-
taroB «ombitay nauuenta; RECIST v1.1 (Response Evaluation Criteria in Solid Tumors — MeKIyHapojHble KPUTEPHH OLEHKH OTBETA CONMIHBIX OIYXONEH HA TEpAIHIo, BEpCHs
1.1.; BPB — GespeunuBuas BboknuBaemoctb, BBII — BbpkuBaeMoctsh 0e3 mporpeccuposanus; OB — obmas BbikuaeMocts; TTD (time to treatment discontinuation) — Bpemst 10
npexpamenns nedenns; TTNT (time to next treatment) — Bpemst go caemyromero nedenns; PRO-CTCAE (patient-reported outcomes version of the common terminology criteria for
adverse events) — KpUTEpHH OLEHKH CTENECHH TSKECTH HEXeNaTelbHbIX sBICHMIl, coobmaembix namuentamu; CTCAE (common terminology criteria for adverse events) — kpurepun
OLICHKH CTereHn Tsukectn Hexenarenbhbix siinennii; EORTC (European Organisation for Research and Treatment of Cancer) — EBpomeiickas opraHusaiys mo HCCIEI0OBAHUIO H
nedennto onxonornyeckux 3adonesannit; FACIT (functional assessment of chronic illness therapy) — (yHKUMOHATBHAS OLCHKA TEPAIHH XPOHUUYECKUX 3a00NCBAHMIL.

Table 1. Categories and characteristics of outcomes in real-world clinical practice (RWP)
oncology research (adapted from [15])

Category Domain | Examples

Outcomes and endpoints

RW-radiological (e.g. RECIST v1.13%), pathological and/or
clinical response

Date of recurrence, progression or death for any real-world
survival endpoint: DFS; PFS or OS (e.g median rwPFS: 12
months)

Second primary malignancies

Tumour-related and survival

Investigator-assessed
outcomes

Treatment start and stop date and/or date of progression for
rwTTF, -TTD, -TTNT (e.g. median rwTTF: 6 months)
Anaemia: (Grade 1 — 10 %, Grade 2 — 20 %, Grade 3 —
5 %, Grade 4 — 0 %)

PRO-CTCAE* (specify version)

EORTC QoL questionnaires,’” FACIT questionnaires®

Treatment-related and safety

Patient-reported outcomes PROMs, PREMs and QoL

Note: PROMs — patient reported outcomes measure; PREMs — patient reported experience measures; RW — real world; RECIST — response evaluation criteria in solid tumours;
DFS — disease-free survival; PFS — progression-free survival; OS — overall survival; rwPFS — real-world progression-free survival; rwTTF — real-world time to treatment failure;
TTD — time to treatment discontinuation; TTNT — time to next treatment; PRO-CTCAE — patient-reported outcomes version of the common terminology criteria for adverse events;
EORTC — European Organisation for Research and Treatment of Cancer; QoL — quality of life; FACIT — functional assessment of chronic illness therapy.
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Tem He MeHee NMpeIOKEHHBIH (OopMaT KIIacCH-
(UKaI MOXET TOMOYh HCCIEIOBATEISIM CTPYK-
TypUpOBaTh MH(MOPMALMIO O KOHEYHBIX TOUKAX U
OTIpe/IeTINTh HanOoJiee BAIUIHBIE W 3HAUYNMBIE pe-
3yJAbTaThl B KOHTEKCTE WX HCCIIEOBaHUH.

Krnaccudukariys KOHEYHBIX TOUEK B OHKOJIOIHYE-
CKHX HCCleqoBaHusAX (amantupoBano u3 [17-24]):

1. Ilo ¢pynxuum:

1.1. Knunuuecku 3uauumvie KOHEYHble MOUKU
(Clinically Meaningful Endpoints)

[Toka3zarenu, KOTOpbIE HEMOCPEJACTBEHHO OTpa-
JKAIOT KIMHUYECKYIO TOJIb3Y JUIS MalMeHTa, BhIpa-
KCHHYIO B YBEJIMUCHHH TMPOJIODKUTEIILHOCTH (BbI-
YKUBAEMOCTh) WM YITyYIICHUH KadecTBa >KHU3HU.

[Ipumep: manueHT-OpUEHTUPOBAHHBIC KOHCYHBIC
Touku (00mas BeoKHBaeMOCTh (OS), Ka4eCTBO JKU3-
Hu (QoL).

1.2. Cyppoecammusie xoneumvie moyku (Surrogate
Endpoints)

[Toka3zaTtenu, KOTOPbIE KOCBEHHO KOPPEIUPYIOT
C KIWHWYECKH 3HAYUMBIM pesynbraroM. [lo3so-
JSAIT ObICTpee OUEHUTH dP(HEKTUBHOCTH BO3JCH-
CTBUS, HO TpeOYIOT BalWAAIMU JJIS MOATBEPXK-
JIEHUsI KOPPEeNAlNH C KIMHUYECKH 3HAYUMBIMHU
ucxonamu. [lpexzae Bcero mo3BoISIOT MPUHUMATH
pemieHns 00 YCKOPEHHOM OAOOpeHWH Tpernapa-
TOB, HANpHUMEpP, MIPH JOJITOCPOYHOM OXKHIAHUHU
pe3ynbTaToB B OTHONICHHH KIMHWYECKH 3HAYU-
MBIX pe3yJIbTaToB.

[Mpumep: Gnoxumuueckuit perunus (Biochemical
Failure, BF), BpDKHBaeMocTh ©0€3 MeTacTa3oB
(Metastasis-Free Survival, MFS).

1.3. buomapxkeps! (Biomarkers)

Buonornyeckue mokasarenu, KOTOpbIE MOTYT
HCIOJIb30BATHCS JIJISl OLICHKH PEaKIMU Ha JICUCHHUE
WK TIPOTHO3a 3aboseBanus. B kiaccuyeckom ompe-
JICJICHUU CYppOTaTHbIC KOHEYHBIC TOUKH HA3bIBAIOT-
csl «OmoMapkepaMm», OJHAKO HE BCe OMOMapKephl
OylIyT COOTBETCTBOBATh KPHUTEPHSIM CYPpPOTaTHBIX
KOHEUHBIX Touek. Jlms Toro, 49ToOBI OHMOMapkep
CUHUTAJICS CYpPpOTaTHOM KOHEUHOW TOYKOM, OJMXK-
Ha CYIICCTBOBaTh CBSI3b MEXKIYy OHMOMapKEpOM H
KIIMHUYECKUM pe3yabratoM. [Ipocras cB3h MexIy
OromMapkepoM u TATO(PU3UOJIOTHEH 3a00JCBaHMUS
HeJI0CTaTovHa.

[Ipumep: ypoBeHb HpOCTATCHEIUPUIESCKOTO aH-
turena (Prostate-Specific Antigen, PSA), renernde-
ckue Mmapkepsl (Genetic Markers).

1.4.  Ilpomesicymounvlie  KoHeumbie
(Intermediate Endpoints)

[Toka3zarenu, KOTOpPbIC OICHUBAOTCS HA IMPOMe-
KYTOYHBIX JTalax JIEYeHHS W MOTYT TPeNCKasbl-
BaTh JIOJITOCPOYHBIC pe3yabTarhl. [IpoMekyTOUHBIC
KOHEYHBIC TOYKM MOTYT IMPEIOCTaBIsATh HHGOP-
MaIMi0 O TIOJIOKUTENBHBIX pe3yJbTaTax JIedeHus,
HO HE 00s3aTelbHO KOPPEIUPOBATH C KIMHUYCCKH
3HaYUMBIMH HcXofmamu. Hampumep, ymeHbIIeHHE
pa3Mepa OIyXOJIH MOXKET OBITh MPOMEKYTOYHOMH

mouKu
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KOHEYHOM TOYKOM Ha MyTH K YBEJIHMUYEHHUIO IIOKa-
3arenell BBDKMBAEMOCTH, HO He 00s3aTellbHO TpH-
BOJMTH K ATOMY pe3yjbTary. Takum oOpa3om, Hpo-
MEXyTOYHBIE KOHEYHBIE TOYKH HE TpeOyroT Ooiee
CTPOTOH BajJMJallH, B CPAaBHEHUH C CyppPOTaTHBIMU
JUISL TIOATBEPKACHUSI KOPPEISINA C KIMHHYCCKIUMU
WCXOaMHU.

[Ipumep: B vccineOBaHUAX paka MPOCTATHI Yale
BCEr0 TaKUMH IMPOMEXYTOYHBIMH KOHEYHBIMH TOY-
KaMd SIBISUTUCH Onoxumuveckuit peunuaus (bio-
chemical-failure, BF), moxampnbsiii peruaus (Lo-
cal-failure (LF), ormamennbie meracrtaser (Distant
metastases, DM), BbDKMBaeMOCTh 0e3 OMOXUMHUE-
ckoro pernuBa (BF-free survival, BFS), BepkuBa-
emocthb 0e3 mporpeccupoBanus (PFS), u BepkuBae-
MocTh 0e3 Meracta3oB (MFS) ninm BeDKHBaeMOCTH
0e3 ormaneHHbix MeractazoB (BBOM) (Distant me-
tastasis-free survival, DMFS).

2. Ilo Bpemenn Ha0JI0AeHMS:

2.1. Kpamxocpounvle xouneunvie mouku (Short-
Term Endpoints)

[lokazarenu, KOTOpbIE OLICHUBAIOTCS B TEUYCHHE
KOPOTKOTO TepHoJia Tocie Havyana JICUCHUS.

IIpumep: otrBer Ha nedenue (Response to
Treatment), TokcuunocTh Tepanuu (Toxicity).

2.2. Joneocpounvle Koueuynvle mouxu (Long-
Term Endpoints)

ITokazaTtenu, KOTOpBIE OIEHWBAIOTCA B TEUEHUE
JUINTEIILHOTO TIEpHOJa.

IIpumep: ob6mas BepKkuMBaeMmocth (OS), monro-
cpounsie moOouHbie d(Pdextrr (Long-Term Side
Effects).

3. Ilo 3HAYUMOCTH U LieJIH:

3.1. Ilepsuunas xouneunas mouxa (Primary End-
points)

OcHOBHOH TOKa3arenb (OOBIYHO OJUH TOKa3a-
TeJIb), KOTOPBIH MCIONB3yeTCsl JJIsl OLCHKH OCHOB-
HOM THMOTE3bl HCCIeNOoBaHUs (MMEHHO IO HEMY
OpraHu3yeTcsl NPEANoaaraeMblii AU3alH HUCCIEN0-
BaHWSI W TIPOU3BOIUTCS pacdyeT o0beMa BBIOOPKH).
[TepBuuHas KOHEYHasi TOYKA JIODKHA UMETh KJIMHU-
YEeCKYI0 3HAUMMOCTh JUISl TAlMeHTa, MaKCHMAJIbHO
BaHIHO oTpaxkas 3(dekTnBHOCTh. B oOHKOJOTHH
9TO TIpeArnoiaraeT U3MEepeHHne IoKazaTesiel BbIKH-
BAaE€MOCTH, JTUOO Ka4decTBa KM3HH TMAI[EHTOB.

[Ipumep: obmas BepkuBaeMocTh (OS), BEDKHBa-
eMocTh 6e3 mporpeccupoBanms (PFS).

3.1.1. MHOXeCTBEHHAasT IMEpBUYHAS KOHEUHAs
touka (Multiple primary endpoints (co-primary
endpoints), MPEs)

O06e (nnu Oornee) KOHEUHBIX TOYKH HUMEIOT 3Ha-
YeHHe U1 BhIOOpa B KadecTBE MEPBUYHBIX KOHEU-
HBIX TOYEK, T. K. KaKAas TOYKa caMa Mo cebe MOKeT
OBITh JOCTATOYHOW ISl yCTaHOBJICHUS d(D(PEKTHB-
HOCTH TIperapara.

IIpumep: o6mas BepkHBaeMocTh (OS) M BBIKH-
BaeMoCTh Oe3 mporpeccupoBanus (PFS), xadgectBo
JKU3HH, CBS3aHHOE C COCTOSIHHEM 3J0POBBSI.
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3.2. Bmopuunvle Koneunvie mouxu (Secondary
Endpoints)

JlononHuTeNbHBIE TOKa3aTelnr, KOTOpble MOTYT
TTOJITBEPANTH TEPBUYHYIO KOHEYHYIO TOYKY (TOdY-
KH) W/WIU [POJASMOHCTPUPOBATH JIONOJIHHUTEIHHBIC
KJIMHUYECKH BakKHbIe S((EKTh U MPEUMYIICCTBA
nedeHus. BeiBogbI 00 3PEKTHBHOCTH TIO BTOPHY-
HBIM KOHEYHBIM TOYKAM MOTYT OBITh CJICJIaHBI JIUIIIb
MpU TOATBEPKICHUM NEPBUYHON KOHEYHOU TOYKHU
UCCIIeIOBaHUS.

IIpumep: Bpems o mporpeccupoBanus (Time to
Progression, TTP), wactora OOBEKTUBHOIO OTBETa
(Objective Response Rate, ORR).

3.3. Tpemuunsie (uccredosamenbckue) KOHeuHble
mouxu (Tertiary Endpoints, Exploratory endpoints)

ITokazarenu, KOTOpBIE HCCIEMYIOTCS IS TIONY-
YCHHSI JIOMIOJHUTEIBHBIX JAHHBIX, HO HE SBISIOTCS
OCHOBHBIMH IIEJISIMU HCCIICIOBAHMUS, HAIPUMED, J10-
MOJTHUTENFHOE M3YYCHNE MEXaHN3Ma JIeHCTBHS TIpe-
napara. [lo3BonstoT copMHpOBaTh THIIOTE3Y IS
JaJbHEHIINX UCCIEIOBaHUM.

[Ipumep: nomosHUTENBHBIE OMOMapKephl, HOBBIC
(hapMaKOKMHETHYECKHE OCOOCHHOCTH B HCCICIye-
MBIX TOATPYTIax.

4. Ilo THIY JaHHBIX:

4.1. JKecmkue roneunvie mouxu (Hard FEnd-
points)

OOBeKTUBHBIC W JIETKO W3MEPHMBIE MOKa3aTelH.

[Ipumep: obmas BebKHBacMocTh (OS), yacrora
peunnuBoB (Recurrence Rate).

4.2. Msekue xoneunvie mouxu (Soft Endpoints)

Menee OOBECKTMBHBIC IIOKA3aTelld, KOTOPBIC
MOTYT 3aBHCETh OT CYOBEKTHBHOW oOIeHKH. llpu-
Mep: kadectBo ku3HU (Qol), cremens Gomu (Pain
Level), ymoBneTBopeHHOCTs JeueHmeM (Treatment
Satisfaction).

5. Ilo u3MepeHuI0 JaHHBIX:

5.1.  Konuuecmeennvle
(Quantitative endpoints)

[Tokazarenu u3mepsA0TCd OOBEKTHUBHO, HalpH-
Mep, M0 KOJMYECTBY BPEMEHH, MPOIIEAINIEro ¢ Ha-
yaJia JICYCHUsS] WM BKJIFOUCHUSI MAIUCHTa B UCCIIe-
JIOBaHHE JI0 JKEJIAeMOTO COOBITHS.

[Tpumep: obmas BepKHBaeMocTh (OS).

5.2. Kauecmesennule koneunvie mouxu (Qualitative
endpoints)

[Toka3zarenu U3MepsFOTCST CYOEKTUBHO M OOBIY-
HO COOOIIAIOTCS HA OCHOBE HAONIOACHUM, CJIejIaH-
HBIX TAIMEHTOM, JIUIIOM, OCYIICCTBIISIONIUM YXOII,
WK BpadoM.

[Ipumep: ymomierBopeHHOCTh nedeHueM (Treat-
ment Satisfaction).

6. Ilo yMciy olleHUBAEeMbIX MAPaAMeETPOB:

6.1. OOHOKOMNOHEHMHASI KOHEUHAsl MOYKA

[Toka3zarenb pesyiabrata COCTOUT U3 OJHOIO OT-
JIEIBHOTO TIapaMeTpa.

[Ipumep: ypoBeHb HpPOCTATCIEIUPUISCKOTO aH-
tureHa (PSA).

6.2. Mmnozoxomnonenmuas (KOMOUHUPOBAHHAS,
xomnosumnas) xoneunas mouxa (Composite end-
points (composite outcomes), CEP)

[Tokazarenu pe3yapTaTOB OOBEAMHSIIOT JBA WU
Oosee OTHEIBHBIX MApaMETPOB, KOTJA B KIMHHYE-
CKOM HCCJICJIOBAHUM BaKHBI 0OJIee OJHOTO KIIMHU-
YEeCKOTO pe3yibTaTa W OXKHIAETCs, YTO JIeYeHHUE T10-
BIIMSIET Ha BCE MCXOJIBI.

[Ipumep: «ckeneTHbIE COOBITHS» y TMAIIMEHTOB C
METaCTaTUYeCKUM TTOPAKEHHEM CKeJeTa, OIpeie-
JIIEMbIC KaK COBOKYITHOCTH COOBITHH I€PEIIOMOB,
KOMITPECCHH CIIMHHOTO MO3Ta, 00JIEBOW CHHIPOM.

7. Ilo opueHTANMM HA MALMEHTA WJIH OIYXO0JIb
(puc. 1):

7.1.  Ilayuenm-opuenmupogantvie
mouku («patient-oriented» endpoints)

KOHe4YHble moy4Kku

KOHeYHble

KnoueBkle KOHEBYHLIE TOYKKW B MCccnegoBaHuax PKM /
Key Endpoints in Real-World Clinical Practice Research

NauveHT-0pUEHTUPOBAHHLIE /
“patient-oriented” endpoints

ONyX0Nb—0pUEHTUPOBAHHKIE /
“disease-oriented” endpoints

OTeeT Ha TEpanv

BbixkvBaAEMOCTb Be3 [ypoBexb oTBETA) /

Obwan
BbPKMBAEMOCTb, OB /

Overall survival

Ka4ecTBo XKW3Hu /

Symptom endpoints,
patient-reported
outcomes

BespeungueHas
BbIXXMBAEMOCTb, EPB /

Disease-Free
Survival, DFS

BeccobbiTuitHas
BbDKMBAEMOCThb, BCB /

Event-Free Survival,
EFS

NporpeccyvpoBaHuya,
BeMN/

Progression-Free
Survival, PFS

Bpems oo
NporpeccupoBaHms,
BON /

Time to Progression,
TTP

Response rate, RR

YacToTa 0BBEKTMBHOMO
oTeeTa, 400 /

Dbjective Response
Rate, ORR

NonHel oTeeT /

Complete Response,
CR

Puc. 1. Knaccud)nkaum{ KOHEYHBIX TOYCK I1I0 OpUEHTAMH Ha IaluCHTa WJIN OITyXOJIb

Fig. 1. Endpoint classification by focus: patient-oriented vs. tumor-oriented
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[Tokazarenu, oTpa)karollue KOJHMYECTBO M Kaye-
CTBO KHM3HU TAIUCHTA.

[Mpumep: obmas BeDKHBaeMocTh (OS), KauecTBO
xwu3an (QoL), yposennr 6omu (Pain Level), dyHk-
nuoHanbHbIN cratyc (Functional Status).

7.2. Onyxonb-opueHmupo8aHubie KOHeuHble moy-
Ku («disease-oriented» endpoints)

[Tokasarenu, KOTOpble OTPa)kKalOT OTBET Ha Jie-
YeHHE.

[Mpumep: pazmep omyxonu (Tumor Size), 6uo-
xumuueckuii peruans (BF), wacrora 00beKTHBHOTO
orBera (ORR).

OmnpenerieHrue U aTpuOyTHBIA COCTaB KIIFOYEBBIX
KOHEYHBIX TOYEK B OHKOJIOTHYECKUX HCCIEIOBaHU-
SIX PEAJIBHON KIMHUYECKOU IPAKTUKU

CormacHo pykoBoactBy ESMO-GROW, mpen-
CTaBJICHBI JIBE OCHOBHBIC KaTerOPHUH KOHEYHBIX TO-
YeK — HCXOJIbI, OLICHHBAaEMbIC HCCJICIOBATEIIEM H
HCXOIbI, cooOmaeMble marueHToM (Tadm. 1). Tewm
HEC MCHEE aHaliu3 JIMTEPaTypbl IOKA3bIBACT, YTO
Ooyee KIIMHUYECKH 3HAYMMBIM (HO JIOTHYECKH CXO-
JKUM) SIBJISICTCS pasJielicHUEe Ha MaIlMeHT-OPUCHTHU-
POBaHHBIC M OIMYXOJIb-OPUCHTHUPOBAHHBIC KOHEUHBIC
touku [18, 24, 25]. B cBs3u ¢ 4yem s Oonee je-
TaJbHOIO ONMCAHUS KIIFOYCBBIX KOHEYHBIX TOYCK
U WX arpuOyTHOTO (OMHCATEeNFHOTO) COCTaBa IS
JTATBHEUIIIETO UX WCIOIB30BAHUS B MCCIICIOBAHUSIX
PKIIT B oHKOJOTMM MBI OPUEHTUPOBAIMCH HA JIaH-
HOE pa3eCHUuE MCXOJOB.

KitroueBble KOHEUHBIC TOYKM HaMH ONpEaes-
JIUCh WCXOIS M3 TaKWX IapaMeTpoB, Kak: MPSIMOe
OTpakeHHE BO3ACWCTBUS (BMEIIATENIbCTBA) Ha MpO-
THO3 HW3JIEYEHUS, PErYIATOPHBIE TPEOOBaHUSA IS
0/I00pEHHUs TpenapaToB MPU ONPEACICHIH UCXOJIOB,
a Takke Hamboliee 4acToe MPUMEHEHHE B OHKOJIO-
THYECKUX HCCIENOBAHMUSIX B KaueCTBE IEPBUYHBIX
KOHEYHBIX TOYCK.

ATpuOyTHBIH COCTaB KOHEYHBIX TOYEK, B OOIb-
IIMHCTBE CBOEM OTPAXKAIOIIUX BPEMs JIO0 HACTYILIe-
HUs coObITHS (time-to-event analysis, TTE), moxHO
MPEJCTaBUTh B KAaueCTBE TPEX OCHOBHBIX aTpuOy-
TOB: JaHHbIC 00 WJECHTHU(HUKATOPE IMAalUEHTa, Bpe-
MeHH (nare coObITHs) M COOBITHN (LIEH3ypUPOBAHHE
WJIN HEMOCPEJICTBEHHO coObITHE). Jlanmee mpeacras-
JIeH aTpuOyTHBIH COCTaB TaKMX KOHEYHBIX TOYEK
C YUYETOM JOTMOJHUTEIBHBIX (PAKTOPOB, BIHSIFOIIAX
Ha KOHEUHYIO TOUKY, a TakyKe aTpuOyTHBIH COCTaB
KITFOYEBBIX KOHEYHBIX TOYEK, HE OTHOCSIIUXCS K
IpyIIe «BpeMsi 10 COOBITHS.

HaHHEHT-OpI/IeHTl/IPOBaHHLIe KOHECYHbIC TOYKH

[MarMeHT-OpUeHTUPOBAHHBIE KOHEYHBIC TOYKH
(hOKYCHPYIOTCSI HEMOCPEACTBEHHO HA JIBYX OCHOB-
HBIX ITIOKa3aTreiiiX — BBIDKHBACMOCTH M Ka4y€CTBEC
sku3Hu. OOIIas BbDKHMBAEMOCTh HAMPSIMYIO OTpa-
JKacT NPOAOJIKUTCIIBHOCTD JKU3HU MallUCHTA. Ucxo-
IbI, coobmaemelie maruerTamu (PROs), moctymarot
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HETIOCPEACTBEHHO OT MAIMEHTOB M OTPAXKAIT HX
JUYHOE BOCIPHUSTHE CHMITOMOB, MOOOYHBIX A(-
(exToB M obuiero camouyBcTBHs. PROs yuutbiBa-
10T CyObEKTUBHBIN ONBIT MAIl[MEHTA, BKIIOYasl Kade-
CTBO JKHM3HH, YTO IO3BOJISICT OLCHUTDH, KaK JICYCHUE
BIIMSICT HA TOBCEIHEBHYIO JKU3Hb M YIOBICTBOPCH-
HOCTh JieueHneM. OnpeserneHne, KpaTkoe OMHCaHue
U aTprOyTHBI COCTaB MalMEHT-OPUSHTHPOBAHHBIX
HCXOMIOB TIpelcTaBiIeH B Tabm. 2 [18, 24].

Onyxo/1b-0pHeHTHPOBaAHHBIE
KOHeYHbIe TOYKH

Hecmotpst Ha TO, uro OB ocTaercs «3010THIM
cranaaptom», B 2021 1. cpeau NMepBUYHBIX KOHEY-
HBIX TOYeK, 3a uckmoueHuem OB, B oHkojoruye-
cknx wuccnemoBanusax Il mmm 111 ¢aszer Hambonee
pacnpoCTpaHEeHHBIMU CTalW OLEHKa ITOJHOTrO Ia-
TOMOP(OIOTUIECKOTO OTBETa, YaCTOTa PEIHIUBOB
u Oe3penuauBHAs BbDKHBaeMOCTh. OIlEHKa TaKuX
OITyXOJIb-OPHEHTHPOBAHHBIX KOHEUHBIX TOUEK B Ka-
YecTBEe TEPBUYHBIX Ompeaessuiack B okomo 13 %
HCCIICIOBaHUM [26].

B memoM WMcxonpl, OCHOBaHHBIC Ha HM3MEPECHUH
OITYXOJTH, BKJTFOUAIOT: BEDKMBAEMOCTh 0€3 mporpec-
CHpOBaHUs WM BpeMs 10 MPOTPECCUPOBaHus, 0e3-
PEIHMINBHYIO BBDKHBAaEMOCTH (BBDKMBAaeMOCTH 0e3
NPU3HAKOB 3a00JeBaHMs) WM OecCOOBITHHHYIO
BBDKHBA€MOCTh, @ TaKXKe OTBET Ha Tepamuio (ypo-
BeHb oTBeTa). OTBET Ha Tepamuio (YpOBEHb OTBeE-
ta) (Response rate, RR) BkiTI09aeT OMEHKY YacTOTHI
oowexktuBHOTO OTBeTta (UOO) M moONmHBIA OTBET (B
T. Y. TIOJHBIA MaTOMOP(OIOTHYECKUIA OTBET).

J171s1 00BEeKTUBHOM OIIEHKH CJIEIYET UCIIOIE30BaTh
CTaHJApTH3UPOBAHHbIE KPUTEPUH OIPEICICHUs OT-
BeTa. Hambonee oOmenpuHATHIH Ha0Op KpUTEpUEB
JUIST OTIeHKH S(h()EeKTUBHOCTH JICUSHHS TIPH ITOMO-
I WHCTPYMEHTAIBHBIX METOJOB JUATHOCTUKUA —
MEXIyHapOIHbIE KPUTEPHH OIIEHKH OTBETa COJH/I-
HBIX omyxojeil Ha Tepanuio (Response Evaluation
Criteria in Solid Tumors, RECIST) RECIST 1.1.
[27] nnu cnenuanu3upOBaHHBIE BEPCUU KPUTEPUEB
(IRECIST) [28].

Kareropuu mpu omenke RECIST moryr ObITh
CIIEYIOIUMHU:

1. Tlommerii otBer (Complete Response,
CR) — wucue3HOBeHHE BCEX OIMYXOJEBBIX OYaroB.

2. Yactmunsii otBer (Partial Response,
PR) — ymeHbIIeHHE CyMMBI JHAMETPOB OYaroB HE
Menee, yeM Ha 30 %.

3. Crabummzanus 3a00JICBaHUS (Stable
Disease, SD) — yBenuueHue 04aroB MeEHEe, 4eM
Ha 20 %, nmu ymeHslnenne MmeHee, uem 30% 0e3
MOSIBJICHUS] HOBBIX OYarosB.

4. IlporpeccupoBaHue 3a00IeBaHMS
(Progressive Disease, PD) — yBenuueHue CyMMBbI
JIMaMETPOB OCHOBHBIX ouaroB Ooiee, yem Ha 20 %,
WM TIOABJICHWE HOBBIX OYarosB.
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Tadnuua 2. OnpeaesneHne, KpaTkoe onucaHue W aTPUOYTHBIA COCTaB

MAUEHT-OPUCHTUPOBAHHBLIX MCX010B

HUcxon Onpenenenue Kparkoe omucanue | Ne | ATpulOyTHBII cocTaB
[lanneHT-OpUeHTHPOBAHHBIE MCXOIbI:
Cunraercs Haubornee HanexHol u 1 |Jlara BKIIOUEHHS MALMEHTA B HCCIICHOBAHHE
NPEANOYTUTEILHON KOHEUHOW TOUKOM
B OHKOJOTMUYECKUX HCCIIEIOBAHMUSX. 2 | Hara cmeptu
B onkonornyeckux mcciaenoBaHusix Jlara nocnenuero HabmozneHus (B ciydae,
O6H_[aﬂ BBDKUBAEMOCTD | «30JIOTBIM CTAaHAAPTOM) SIBJISICTCS 3 €CJIM MAILMEHT HE TOCTUT KOHEYHOU TOYKHU
ompenensieTcss KaKk ompesesicHue S-eTHei o0iel BbI- Y KB Ha MOMEHT IIOCIICIIHETO HaOJFOICHNS)
BpeMs OT BKJIIOYCHHUS | KHBAGMOCTH — IPOLICHTA (JOJIH)
NalueHTa B uccle- MALKEHTOB, KOTOPbIE OCTAIOTCS B
OO6mias BeDKH- | JoBaHME' O CMEPTH | KUBBIX 4epe3 IIATh JICT HOCIe Hadaia
BaemocTs (OB) |mo mo6oii mpuunne JIeYeHHs] UM TOCTAHOBKU JMArHo3a Tpuuuna cymepmu ¢ yKasanuem coomeent-
(MHAMBUAYANBHBINA 110- | (TOMYJISIIMOHHBIA MOKa3aTellb, KOTO- cmeyiowezo xoda MKB-10 (ywumvieaemcs
Ka3aTesib, KOTOPBIH W3- | Phli OTPAKACT MPOUCHT MAIMEHTOB, 5 | cvepmo om 2106011 NpUdUHbLL, 0OHAKO
MepsieTcs AT KaX<JOTo | IIePEeKUBIINX OIPENCICHHBIA HEepHOL ungopMayus 0 npuuHe CMEpmU MOdCEm
TALCHTA) BpeMeHH). Takke MOKET BbIPAKaThCs Obimb nonesna Osl OONOTHUMENLHO20
KaK MeJdaHa BPEMEHH BBDKHUBAHMS, anasa)
KOTOpasi yKa3blBaeT Ha BpeMs, B
TeueHne kotoporo 50 % manmeHToB
OCTAIOTCS B JKMBBIX
MHCTpyMEHTHI OLICHKH (HAa3BaHHUE IIKAI,
OIIPOCHHKOB, IPOYMX HHCTPYMEHTOB). Vc-
| |ToTb30BaMME HECKOMBKIX HHCTPYMEHTOB
JUIsL OLICHKH OJHOTO M TOTO JKE Ial[MCHTa B
paMKax OJIHOTO HCCIICJOBAHHS BO3MOXKHO,
Pe3ynbrar MoxeT ObITh U3MEpPEH HO JIOJDKHO ObITh 060CHOBAHO
KOJIMYECTBEHHO (HANpHMep, TAKECTh 5 Jlata M3MepeHHst UCXOIHOTO COCTOSHMS
CHMIITOMA, NPU3HAKA MM COCTOSHMS nanuenTa (1o KaXJoMy M3 HHCTPYMEHTOB)
3a00/IeBaHIsT) W KAIECTBEHHO (Y10B- Pesynprar BcxomHOro M3MEpeHHUs Xapak-
Viexomst, co- Hexompt, coobimae- JICTBOPEHHOCTD JieueHueMm). Menonbso- | 3 TePHCTHKH NALMEHTOB (110 KAKIOMY H3
oblaeMbIE Mble MatmenTamy — | BAHHE OUCHKH CHMNTOMOB B Kade- HHCTPYMEHTOB)
HAalMEHTaMU (B | OLEHKA COCTOSHMS CTBE KOHCUHLIX TOYEK CNIOCOGCTBYeT JlaTbl M3MepeHust COCTOSIHUS MalUeHTa B
T. 4. KQ4eCTBO | 3[0pOBbS MAlMEHTA TAIHCHT-OPHEHTHPOBANHOMY TIOIXOY, Ka)KIbIH MOCIEAYIONMI MOMEHT cOopa
I HETIOCPE/ICTREHHO Ca- y4YMTbIBass MHCHHE MALMCHTOB O CBOEM | 4 (ec cGop 10 JAHHOMY HCXOLy OCYIIECT-
CHTOB, OLEHKA | MuM TamuenToM, Ges | COCTOAHMH M CHMIITOMAX, HTO JeNact BIAICH Gonee OHOTO pasa)
CHMITTOMOE, HETCPTIPETAIAN £T0 uccreioBanue 0oliee peeBaHTHBIM
IIACMEIX OTBeTA BhAtOM i HyXKJaM caMHUX HauueHTtoB. Kpome Pe3ynbraThl OLCHKH UCXOOB B COOTBET-
;Z;H?HMMH KCM—JII/I6(£) emme TOrO, JaHHBIC O KAYEeCTBE >KM3HU CTBUH CO BCCMH HCIIONB3YCMBIMH HHCTDY-
MOMOTAIOT BBISIBUTb U OLCHHUTH MO- MEHTaMH B KaX[blii MOMEHT HaOIOACHHUS
Oounble YGHEKThl JeUeHUs], KOTOpbIE 5 | (HeoOXoauMBble MPOMEKYTKH cOOpa JaHHBIX
MOTyT HE OBITh OYEBUIHBIMHU TIPH JOJDKHBI OBITH 0003HAYCHBI B IIPOTOKOJIC
WCIIOJIb30BAaHUU TOJIBKO KIMHUYECKUX uccnenoBanus) (eciu cOop 1Mo JaHHOMY
noKasarenei UCXO/ly OCYLIECTBIIsICS OoJiee OfHOro pasa)
JlaHHBIE O COIyTCTBYIOIIUX METOIAX
JICUCHHUSI, KOTOPBIE MOTYT TIOBJIMATH Ha
6 |oueHuBaeMblii mapameTp (laHHbIE O MOOOU-
HBIX 3(dekTax, cumnromax 3a0oeBaHUsT U
TOKCHYHOCTH JICUCHYIS)

Table 2. Patient-reported outcomes: definition, brief description, and attribute composition

Outcome

Definition

Brief Description | No

| Attribute Composition

Patient-Oriented Outcomes:

Overall Survival

(08)

enrollment in the
study’ to death

individual metric
measured for each
patient)

OS is defined as the
time from a patient’s

from any cause (an

Widely regarded as the most reliable 1

Date of enrollment

and clinically meaningful endpoint in
oncology research. The conventional

Date of death

benchmark is 5-year OS - defined as
the proportion of patients remain-
ing alive five years after treatment

Date of the last follow-up (if the pa-
tient has not reached the endpoint and
is alive at the last follow-up)

initiation or diagnosis (a population
metric reflecting the percentage of
patients surviving a specified period).
It can also be expressed as the
median survival time, indicating the
time at which 50 % of patients are
still alive.

Cause of death — Recorded with cor-
responding ICD-10 code (essential for
secondary analyses, though all-cause
mortality remains the primary endpoint)

1 3)1er U Jlajiee OT BKIIIOUEHHUA MALMEHTA B MCCIICIOBAHUE, a TAKKE MOCTAHOBKM [IMArHO3a, Hayanaa UCCIICJ0BaHUA, Hayalda MpUeMa Ipernapara, MOMEHTA PaHAOMU3ALMKA U JIPYTUX
BBOJHBIX B 3aBUCUMOCTH OT HCCJICIOBAHHUA.

2 Here and throughout, from the time of patient enrollment in the study, as well as from diagnosis, study initiation, start of medication, point of randomization, and other baselines

depending on the study.
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Patient-reported
outcomes (PROs),
(incl. QoL, symp-
tom endpoints)

ments of a pa-
tient’s health status
reported directly by
the patient, without
interpretation by
clinicians or others.

satisfaction. Significance:Supports a
patient-centered approach by incorpo-
rating patients’ perspectives on their 4
condition and symptoms.

Enhances clinical relevance by align-
ing research with patients’ needs.
Helps identify treatment side effects 5
that may not be evident through
clinical indicators alone

Outcome Definition Brief Description No Attribute Composition
Assessment Tools:
1 Names of validated scales/questionnaires,
etc. Justification required if multiple
These outcomes may include: tools assess the same parameter
Quantitatiye measure (e.g., symp- 5 Date of baseline measurement of the
tom severity, disease signs, disease patient’s condition (for each tool)
PROs are assess- cond}tlo_n) Result of the baseline measurement of
Qualitative measures (e.g., treatment 3

patient characteristics (for each tool)

Dates of subsequent patient condition
measurements at each follow-up point
(if data collection for this outcome was
conducted more than once)

Results at each observation point (per
protocol-specified intervals) (if data col-
lection for this outcome was conducted
more than once)

Data on therapies that may influence
PROs (side effects, disease symptoms,
and treatment toxicity)

Tadnnua 3. Onpenesnenne, KpaTkoe oNMcaHHe W ATPUOYTHBIA COCTAB OMYXO0JIb-OPHMEHTHPOBAHHBIX HCXO/I0B

Koneynasi Touka Omnpenenenue Kparkoe omnucanue | Ne | AtpuOyTHBII cocTaB
OnyXoJ1b-OPUEHTUPOBAHHBIE MCXOJIbI:
1 Jlata BKJIIOYEHHMS IalMeHTa B HC-
Clle/IOBaHUe
2 | dara peunansa
BespermanBHas BbDKHBA-
€MOCTb ONpeJeNseTcsl KaKk
pen B Hacrosiee BpeMst MOXKHO 3a- 3 | Hdara mporpeccupoBatus
BpeMsl OT BKJIFOUCHUS Tia-
KJIIOYUTh, 4TO ToKa3aresib BPB
HHMCHTE B MCCICAOBAHME JIO | oot yecto B MecenoBaHmsX
peuuarBa 3a00JIeBaHUS WITH . 4 | Hara cmeptn
BespeunanBnaas BbI- . anbloBaHTHOU Tepamuu, a BCB —
sxuBaemMocTs (BPB) CMEPTH 110 JI000H MpuHHe. B HCCJEI0BaHUAX HE0aJbIOBAHTHO
(BBDKMBAEMOCTB beccoOprruiiias Bobici- ro JIeYeHHs [pusiuna cuepmi ¢ ykasanuen co-
0e3 NpU3HAKOB BACMOCTH OMpeACACTC Cnenyer n(;uqe KHYTb, YTO TaK omeaemcmyioi;eco Kooa MKE-]0~
3360J’I§BaHI/I}I) wig | 4K BPEMI OT BITIORCHILA KaK ByPB BCB pI/ICH}Z)JII;Ii 10TCSl B (raumelcaemcs. ciepms om 4ioGoi
GeccoObiTiinas Bpi- | o CHTa B HCCACIOBANME Ka‘ICCTBe, KIIMHUYECKOM ioneqﬁoﬁ 3 |Mpuiiel, 00naKo unpopuais o
xuBaemocts (BCB) |10 HACTYTUICHI smoGoro w3 TOUKH B HCCIEHOBAHHUAX Heo/ MpUSLAE CMEpIU Modice Gl
3apaHee ONPEIEIeHHBIX CO- 1 nonesHa 05 OONOTHUMENbHO20
o aIbIOBAHTHON Teparuu, peub UaeT ananuza)
ObITHH, Takux KaK pelHMB 0 HEMEeTAaCTaTHYeCKHX (opmax
3a00JIeBaHusl, MPOrPeccH- 3960CBANIS P Jlara mocnenHero HaOmoneHus (B
poBaHKe 3a00JI€BaHUS HIN 6 |caydae, ecim mampeHtT e AOCTHT
CMEpTh OT JI000H NMPUYUHBI KOHEYHOH TOYKM M KB Ha MOMEHT
MOCJICTHEr0 HaOIIOAEHNUS)
Hannvie o pakxmopax, komopowie
7 |mozym noeiusme Ha oyeHusaembiil
napamemp
Ilo cpaBuennto ¢ BJIII, BBII sB- 1 Jlara BKIIOYEHHMS NAalMEHTa B HC-
nsiercs OoJiee MpeIoYTUTEILHON cle/I0BaHue
KOHe4YHOH Toukoi. BBII Bkmowaer
Cllydau CMEpTU H, TaKuM oOpasom, | 2 Ta I UpPOBaHUS
BeokuBaemocTh 0e3 mporpec- Y p > p ’ Hara nporpeccuposa
MOXKET JIyullle KOpPpPeIupoBaTh ¢
CHPOBaHHMS OIPEEIIIeTCs KaK .
BDeMS OT BIIOMCHIS T1a o0rieit BeDKMBaeMOCThIO. [Ipu 3 BEII
P ananuze B/III cobGbitus cmeprtu HAara cvepru (a1 )
LUEHTa B HCCJIEIOBAHUE IO 6
pe | uensypupyrorcsi 1M00 Ha MOMEHT I —
O00BEKTHBHOI'O MPOIPECCHPO [puvuna cmepmu ¢ yKasauuem co
cMmepTH, b0 Ha Oonee paHHEM
BopkuBaeMocTh 0€3 | BaHUS OIyXOIHM WM CMEpTH, omeemcemayowezo kooa MKb-10
o BU3HTE, MPEICTABISIONIEM HH(OP- s Goil
POrpeccUpoBaHusl | B 3aBUCHUMOCTH OT TOTO, YTO o U (yuumuleaemcsi cmepmes om a0O0u
BEIT MaTHBHBIH LIeH3 (HecIydaiHblit 4 0
( ) WM BpeMsl | HACTYNUT paHblIIe. 5 NPUYUHbL, 0OHAKO UHGOpMayUs o
- B XapakTep BBIOBITHS M3 MCCIEN0- em 6
JI0 IIPOTrpeccHpoBa peMs 10 MPOrpecCcUpOBaHUs B BEI npuyuHe cmepmu modcem Ovimb
s (BJIIT) onhe BaHUs). peJIrosaraeTcs, s 0
pelenseTcss Kak BpeMst o nonesHa 0 OONOTHUMENbHO2O
YTO CIIy4au CMEPTU CIIydailHbIM
OT BKJIIOYCHHs NAlMEHTa B ananusa)
N 00pa3oM CBsI3aHBI C IPOTrPECcCcUpo-
THBHOMO IDOIpeCCHDOpanus | PATACM OMyXOmi. Takum obpa3zom, Hannvie o ¢axmopax, xomopuie .
oo EILFIPI ot II;KJ'IIO‘IaeT nokasaresns BBII ucronssyercs B 5 | mozym noswusme na oyenusaemvlii
cﬂy‘{aﬂ émepm KayecTBe KJIMHMYECKOH KOHEUHOMH napawemp
y TOYKH B HCCIIEJOBAHHUAX C PACIPO- Jlara nocnenHero HaOmoneHus (B
CTPaHEHHBIMH, METACTATUYECKAMH | | CIIydae, CCIIM MANUCHT HE JOCTHT
(hopMaMH 3J10KaYECTBEHHBIX HOBO- KOHEYHOH TOYKM M KB Ha MOMEHT
oOpa3oBaHuit TTOCJICTHETO HAOIIOICHUS)
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HOU OIIyXOJIM HE oIpeaeiis-
H0TCA

pCR wamie Bcero MCroib3yercs B
Ka4ecTBE CyppOraTHOro Mapkepa
TIpH paKe MOJIOYHOHW JKeJe3bl U
orpenessieTcss Kak OTCYyTCTBHUE
OCTaTOYHOTO WHBA3WBHOTO PaKa
IIpU OLIEHKE PEe3eIUPOBAHHON
TKAQHW MOJIOYHOW JKEJIe3bl U PErHo-
HaJIbHBIX JTUM(ATHUECKUX Y3II0B

KoneuHnast Touka Ormpenienenue Kparkoe onucanue Ne AtpulyTHBIIl cocTaB
YOO MOXHO ONpEJeTnTh KaK CyM- 1 JlaTa BKJIIOUCHHSI TIAIl[UCHTA B HC-
My YaCTHYHBIX OTBETOB M ITOJHBIX CclleJOBaHue
otBeToB. [Ipu 3TOM CcTabMIM3aIMs
3abonesanust (Stable Disease, SD) | 2 |/lara orBera
He siBisieTcss komnoHeHToM HOO.
Yacrora 00bEKTHBHOTO OT-
Crabunuzanus 3a00JI€BaHUsT MOXKET
Yactora 0OBEKTHB- | BETa OMPEEIsieTCs] KaK JOJis 3 | Tum otBeTa
OTpa)kaTh €CTECTBEHHOE TCYCHUE
HOTO OTBeTa (00B- MAaUEHTOB C YMEHBUICHUEM
eKTUBHBIH YPOBEHb | pa3MepOB OIYXOJIU Ha 3ajaH- GortesHu, TOrIA KaK yMEHbIIEHHE Memoo 6
OITYXOIH ABISETCS MPAMBIM 30 4 emoo0 oyenku 06beKmugHo2o om-
oreeta) (HOO, HYI0 BEJIMYUHY U B TE€UECHHUE gema
(heKTOM OT MPOBEICHUS TEPAIUH.
0oYO0) MHUHHUMAIIBHOTO TEPUOoa
Kpome Toro, crabunusanus 3a6o-
BpEeMEHH
JICBaHUsI MOKET OBITh OOJice TOYHO
OllCHEHA ¢ TOMOIIBIO AHATH3A S Hannvie o pakmopax, komopwie )
BpEMEHH 0 IPOTPECCHPOBAHMS MO2Ym nOGIUSIMb HA OYeHUBACMbLIL
(BJIIT) unu BBDKUBAEMOCTH Oe3 napamemp
nporpeccupoBanus (BBIT)
Kak MpaBiuio, MOTHBIH OTBET 1 JlaTa BKJIIOYCHUS TAllMCHTA B HC-
orpeNessieTCs: PU BH3YaTH3aI[HN CIeNoBaAHNE
(Hanpumep, KOMIbIOTEPHOH TOMO-
rpadun) i Mopdoaoruyeckoi 2 | Mara orsera
OLICHKE (Harmpumep, OMOIICHH KOCT-
3 HOTO MO3ra WJIN 06p3.3]_[(?’B TKaHU 3 | Tun orsera
[MonHbIiA OTBET ompenessieTcs | pe3eKIMH paKa MOJIOYHO jkele-
KaK OTCYTCTBHE OOHapyxmuBa- |3bl). [IpH 3TOM Ba)KHO OTMETHTbH
Y Py )- Hp . > Memoo oyenku o6vekmueHo2o om-
€MbIX TPU3HAKOB OITYXOJIH. YTO TOJIHBIA OTBET HE Bcerna 4 cema
[Monuenii maromopdoito- O3HaYaeT M3JICYCHHUE, T. K. OIyXOJb
ITMYECKHH OTBET (TIOJIHBIH MOXKET COXPAHHUTBHCS JaXKe MpU
MOP(OIOTHYECKHI Perpecc, | OTCYTCTBHHM BHAMMBIX OYaroB W
V crenenp natomopdosa, MIPUBECTH K PELMIMBY B OyIyIieM.
ITonuslii oTBET MIOJTHBIN JIe4eOHbIA maTroMop- | OHAKO MOJNHBINA OTBET SIBISETCS
(}o3) (Pathologic complete Ba)XHBIM MOKa3zaresnem 3(h(exTuB-
response (pCR) o3Hauaer, HOCTH JICYCHHS M YacTO HCIOJNb-
YTO OIyXOJIEBBIE KJICTKH B 3yeTcs B KauecTBE KPUTEPHs UL
CEKIIMOHHBIX Cpe3ax U3 Me- | OLECHKH YCICIIHOCTH Tepariu B Hanusie o akmopax, komopoie
CTa PACIOJIOKEHHS MEePBUY- | KIMHUYECKUX MCCIEI0BAHUSIX. 5 | mozym noswusme na oyenusaemviil

napamemp

Tpumeyanne: BPB TecHo cBsizana ¢ npopomkutensHocThio otBeta (IT0) / (duration of response, DOR) — Bpemst OT paHJOMH3aIHH 10 MPOTPECCHPOBaHHs 3a00NCBAHUS HIIM CMEPTH
Yy NAlUMEHTOB, NOCTUIIIMX MMOTHOTO WM YaCTHYHOI'O OTBETA.

Table 3. Tumor-oriented outcomes: definition, brief description, and attribute composition

Outcome Definition Brief Description | No | Attribute Composition
Tumor-Oriented Outcomes:
1 Date of patient enrollment in the
study
2 | Date of recurrence
DES is defined as the
time from patient enroll- 3 | Date of progression
Discase-Free ment in the study to dis- | Currently, DFS is applicable in ad-
Survival (DFS) ease recurrence or dea}h juvant. therapy. studies, while EFS i.s 4 |Date of death
(relapse-free sur- from any cause. EFS is used in neoadjuvant treatment studies.
vivalp recurrence- defined as the time from |It should be emphasized that since Cause of death with the corre-
free ;uwival) patient enrollment in the |DFS and EFS are used as clinical sponding ICD-10 code (death from
or Event-Free study to the occurrence endpoints in neoadjuvant/adjuvant 5 |any cause is considered, but infor-
Survival (EFS) of any prf_:—deﬁned event, |therapy _studles, they pertain to non- mation on the cause of death can
such as disease recur- metastatic forms of the disease. be useful for additional analysis)
ren(cje, &illsfease progression, Date of last follow-up (if the pa-
or death lrom any cause. 6 |[tient has not reached the endpoint
and is alive at the last follow-up)
7 Data on factors that may affect

the assessed parameter
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Outcome Definition Brief Description No Attribute Composition
1 Date of patient enrollment in the
Compared to TTP, PFS is a more study
PFS is defined as the preferred endpoint. PFS includes 2 |Date of progression
time from patient enroll- cases of death and thus may better
ment in the study o correlate with OS. In TTP analysis, 3 |Date of death (for PFS)
biccti Y death events are censored either at
Progression-Free | Jectlvz tur}rllor Eyo}%res— the time of death or at an earlier Cause of death with the corre-
Survival (PFS) or sion or eatﬁ, W llsTi’ . visit representing informative censor- sponding ICD-10 code (death from
Time to Progres- ever occurs frst. 18 ing (non-random dropout from the 4 | any cause is considered, but infor-
sion (TTP) defined as the time from study). In PFS, it is assumed that mation on the cause of death can
patzlent enrl;).llmfent in the |4 ath events are randomly related to be useful for additional analysis)
Strl:) };e‘;zi(())n?e"l(i%\l;e dt(l)l:slor:ot tumor progression. Therefore, PFS is 5 Data on factors that may affect
?ncl%l de cases of death used as a clinical endpoint in studies the assessed parameter
with advanced, metastatic forms of Date of last follow-up (if the pa-
malignancies. 6 |tient has not reached the endpoint
and is alive at the last follow-up)
Date of patient enrollment in the
ORR can be defined as the sum of 1 study P
. partial response (PR) and complete re-
ORR is defined as the sponse (CR). However, stable disease 2 | Date of response
— proportion of patients : .
Objective with a reduction in (SD) is not a component of ORR. SD
Response Rate - . may reflect the natural course of the 3 | Type of response
(ORR) tumor size by a specified disease, whereas tumor reduction is a et
amount and for a mini- direct éffect of therapy. Additionall 4 Method of objective response as-
mum period of time. PY.- ¥ sessment
SD can be more accurately assessed
using TTP or PFS analysis. 5 Data on factors that may affect
the assessed parameter
Typically, CR is determined by imag- 1 Date of patient enrollment in the
ing (e.g., CT scan) or morphological study
assessment (e.g., bone marrow bi- > | Date of
opsy or breast cancer resection tissue ate of response
samples). It is important to note that 3 | Type of response
CR is defined as the ab- |CR does not always mean cure, as the P P
sence of detectable signs |tumor may persist even in the absence 4 Method of objective response as-
of the tumor. Pathologic |of visible lesions and lead to future sessment
Complete Re- complete response (pCR) |recurrence. However, CR is an im-
sponse (CR) means that tumor cells are | portant indicator of treatment efficacy
not detected in sectioned |and is often used as a criterion for
slices from the primary evaluating the success of therapy in
tumor site. clinical trials. pCR is most f:ommonly 5 Data on factors that may affect
used as a surrogate marker in breast the assessed parameter
cancer and is defined as the absence
of residual invasive cancer in the as-
sessment of resected breast tissue and
regional lymph nodes.

Note: Objective Response Rate (ORR) is closely related to Duration of Response (DOR) — the time from randomization to disease progression or death in patients who have

achieved a CR or PR.

IIpu 3TOM Ba)XHO NOMHHUTb, YTO OLCHKA OTBETA
Ha Tepanuio OCHOBaHA HE Ha MOJHOCTHIO OOBEKTHB-
HOM pesynbrare aHanmsza. Xots kpurepun RECIST
MO3BOJISIIOT CBECTH K MUHUMYMY CyOBEKTHBHOCTH B
MHTEPIIPETALUH PE3yIbTaTOB 00CIeI0BaHHS, BCE Ke
TaKasi OLEHKA HE MO3BOJISIET MOJIHOCTBIO YCTPAaHUTh
YeJI0BEUECKUH (aKTop MpU U3MEPEHHH OITYXOJIEBbIX
04aros.

Onpenenenue, KpaTkoe ONMCaHUE U aTpUOyTHBIN
COCTaB OIYXOJIb-OPHEHTHPOBAHHBIX HCXOJO0B MpE-
craBieH B Tabm. 3 [18, 24].

ATpuOYTHBII COCTaB KIFOYEBBIX KOHEYHBIX TO-
YeK C aHaJM30M BPEMEHHM 10 HACTYIUICHHs COOBITHS
MpeJCTaBlIeH Ha puc. 2.

HpenMymeCTBa H HEJAOCTATKH KJIIOYEBbIX
KOHEYHBIX TO4YECK

BBI60p BAaJIMJJHBIX KOHCYHBIX TOYCK, ABJIAFOIIMX-
¢l 00BEKTUBHBIM OPHUCHTUPOM IJId UHTEPIIPETAIUU

706

PE3yNBTaTOB MCCIENOBAaHMS, OJHAKO HE HCKITIOYaeT
BEPOSITHOCTH BO3HMKHOBEHHUS! ommOoK. [lpu stom
OIIMOKN MOTYT BO3HHKaThb HE TOJIBKO CO CTOPOHBI
WCCIIeNIOBaTeNs, K KOTOPBIM OTHOCSTCS B TIEPBYIO
o4epeab CHCTEeMaTHYecKHe OIMOKK (CMelleHue,
bias). BaxkHO MOMHHTB, 4TO y Ka)XIOH KOHEYHOH
TOYKH MMEIOTCS] IPEUMYILECTBA U HEAOCTATKH, CIIO-
COOHBIC TIOBIHSATH B T. 4. HA BO3HUKHOBEHHUE OIIIH-
00K, HE3aBHCHUMBIX OT HccienoBareis. JlaHHble O
MIPEUMYINECTBaX M HEJOCTaTKaX «KIFOUEBBIX» KO-
HEYHBIX TOYEK NpeacTaBieHsl B Tabm. 4 [18].

ILOHOJIHHTCJIBHLIC H aJIbTEPHATHBHBIC
KOHE€YHbIC TOYKH

B JOMNOJJIHEHUE K NPEACTABICHHBIM KIIFOYEBbBIM
HCXO/IaM, Hay4HbIC JOCTIIKCHUS CIOCOOCTBYIOT
pa3paboTKe W OMPE/CTICHUIO HOBBIX, JOTOTHUTEIb-
HBIX, OOJIee PEJIEBAHTHBIX HCXOJIO0B, KOTOPHIE MOTYT
OBITh MCITOJB30BAHBI BHE WIIH B KOHTEKCTE KOHKPET-
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06uias BbixxueaemocTb / Overall Survival

[laTa BKNKUEHMA NaLMEHTE B
wCcCcnenosadHve |

Date of patient enrollment
in the study

MauMeHT, y KOTOPOra CAYYMNOCce
cofLiTHE / A patient who

faTta cHMepTK / L
experienced an event

Date of death

NaTa BKNIYEHWA NALMEHTA B
WCCrenoeaqHue /
Date of patient enrollment

UeH3ypupoBaHHOe
Aara NOENeNHRID HaGnwgenwe / Censored
HaGnwaoeHwA / Date of observation

inthe study @

e lastfollow-up

bBE3pPELMAMBHANA BbDKMBAEMOCTL / Disease—Free Survival

[aTa BKIIKIUEHWA NALKWEHTE B
WCCNenosaHKe |/

Date of patient encollment
in the study %

faTa peuwgwea /
Date of TECUTTEnCE

MauMeHT, y KOTOPOr @ CAYYMNOCE
cofsiTHE / A patient who

fAaTa cMepTw f |
experienced an event

+ Dateof death

[aTa BKNK4EHMA NaUMEHTE B
uccnegosaHve [

Date of patient entollment
in the study .

LUeH3ypupoEaHHDE
fNaTa nocneaHero Hafinwogenue  Censored
HabGnwnedua / Date of observation

+ lastfollow-up

BeccobbITUMHANA BbIXXKMBAEBMOCTL / Event—-Free Survival

[laT3 BKMHIUEHUA NELKMEHTE B
WCCcnenosaHuwe

Date of patient enrollment
inthe study .

Oarta nwboro

«OTPULATENLHOrO®

cobeiTua f Date of
, any "'negative"

MayMeHT, ¥ KOTOPAro CAY4YMNOCE
cofsiTe / A patient who
experienced en event

[laTa BKNKYEHMA NaLMEHTE B
WCccnenoBaHue f

Date of patient enrollment
in the study +

event
LieH3ypupoeaHHoe
Aara nocnegHero HaGnwaedwe / Censored
HabnwaeHws / Date of ohservarion

+ lastfollow-up

BbiXkuBaeMocTe GE3 nporpeccupoBaduwa / Progression-Free Survival

[aTa BKNHUYBHWA NALMEHTA B nNara
WCCNegosaHye |

Date of patient enrollment
inthe study

nporpeccuposaxmua /
Date of progression

MauMeHT, y KOTOpOra CAYYMnNocs
cofuiTHE / A patient who

[ata cMepTk / :
experienced an event

Date of death

AaTa BKNHYEHWA NaLMEHTE B

aTa nocnegHero PENZYPMPUESHIDE
vccnenosanme / A Al HaGnwaeHue / Censored

Date of patient enrollment HaBnwaexus / Date of observation

inthe study + lastfollow-up
Bpems a0 nporpeccupoBadus / Time to Progression

[laTa BKMNIYEHNA NaLWEHTE B

WCCrnenoeaqHue / Nata MaUMEHT, Y KOTOPOr o CAYUUNOCE

Date of patient enrollment
inthe study

nporpeccyMpoBaduA  coBsiTwe / A patient who

[aTa BKNKUYEHWA NaLWEHTE B
WCCNenosaHye |

Date of patient enrollment
inthe study *

/ Date of experienced an event
progression
LlEH3YpMPOBEHHOE
ﬂ:&ﬁgazﬂsg'ﬁaﬂm of HaGnwgeHye / Censored
Al observation

last follaw-up

Puc. 2. AtpuOyTHBIN COCTaB KJIIOYEBBIX KOHEYHBIX TOYEK C AHAJIM30M BPEMEHM JIO HACTYIUICHHS COOBITHS
Fig. 2. Attribute composition of key endpoints with time-to-event analysis

HbIX 3a0osneBanuii [18, 24, 31]. Ha3Barh ucxojbI
MOYKHO JIOTIOTHUTENFHBIMA U aJIbTePHATUBHBIMH
YCIIOBHO BBHJIy TOTO, YTO BBIOOP KOHEYHOW TOYKH
B KaueCTBE IMEPBUYHON OyIdeT 3aBUCETh B TEPBYIO
ouepelb OT IENU HUcciefoBaHus. Takum o0pas3om,
B ONPE/CIICHHBIX 00CTOSTEILCTBAX, JAHHBIC KOHEY-
HBIE TOYKH MOTYT UTparh OOJNBIIYIO POJIb.

HpI/IMepLI KOHCYHBIX TOYECK B KOHTEKCTE
KOHKPETHBIX 3a00/1eBaHUIT

OpauM u3 HanOoJee HATVIIAHBIX MPUMEPOB Ba-
puabeTbHOCTH KOHEYHBIX TOYEK B KOHTEKCTE KOH-
KpPETHOTO 3a00JIeBaHUs SBJSIETCS paK IPOCTATHI.
B wuccremoBaHmsx paka TpOCTarbl dHalie BCETO
«KOHTEKCTHBIMW» KOHEYHBIMM TOYKAMHU SIBIISIIMCH
onoxumuueckuilt peruans (BF), moxansHbI peru-

VOPROSY ONKOLOGII = PROBLEMS IN ONCOLOGY. 2025;71(4)

quB (LF), ormanennsle Meractassl (DM), BbDKH-
BaeMOCTh 0Oe3 Omoxmmmueckoro peruanba (BFS),
BBDKHBaeMocTh 0Oe3 mporpeccupoBanus (PFS), u
BBDKHBaeMocCTh 0e3 metacta3oB (MFS) nnm BeDKH-
BaeMOCTh 0e3 oThalieHHbIXx MeracTtazoB (BBOM)
(DMFS) [21].

[IpumepomM Takke MOXKET SIBISATHCS OIpesese-
HUE MHHHMAaJIbHOH ocrtaroyHoil Oosnesnu (MOB)
(Minimal/measurable residual disease, MRD).
MOB ormpenensercs kak HeOOJIBIIOW MPOICHT OITy-
XOJIEBBIX KIJIETOK, KOTOPBIE OCTAJINCHh B OPTaHHU3ME
MOCJIEe JOCTIKEHUS TONHON KIIMHUKO-TEMaTOJIOTH-
4yeckol pemuccuu. JlaHHbBIN MMOKa3aTeiab UMEET BbI-
COKYIO MPOTHOCTHUYECKYIO IIEHHOCTb TPH OCTPBIX
muM(pOoOIaCTHRIX ¥ MHEJOWJIHBIX JIeiKo3aX, |
WCIIONB30BAJICS TaKXXe B KadeCTBE CyppOTaTHOM
KOHEYHOW TOYKH Il ojoOpeHus Tepanuu [32].
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Tadauna 4. IlpenmyiecTBa U HEIOCTATKH KJIIOYEBBIX KOHEYHBIX TOYEK B HMCCJIEI0BAHUSAX
(apanTupoBano u3 [18])

Ucxon

IIpenmymecrna

Henocratku

HaLII/ICHT—OpI/ICHTI/IpOBaHHLIC

HMCXOJIBI

O6mias BepkuBaeMocTh (OB)

1. OOmiast BEDKUBAEMOCTh SIBJISIETCS 00b-
€KTHBHOW M JIETKO HM3MEpsieMON KOHEYHOM
TOYKOH, T. K. (PUKCHPYETCs] KOHKpETHAs
Jlata CMEepTH.

2. V3MepeHre OCHOBaHO Ha OOBEKTHBHOW M
KOJIMYECTBECHHON OIIEHKE

1. Pesynbrarbl MOTYT OBITH MCKaXKCHBI, €CIIU MAalld-
€HTBI U3 KOHTPOJBHOI TPYIIIBI MEPEXOAAT Ha HHOE
JICYCHHUE, TOIYYaIOT MOCIEAYIONE JTMHUN TePaIiy.

2. Jlnst modyueHus aHHBIX TpeOyeTcs Oonee UTHTEIb-
HOE HAOIIOJCHUE 3a MAIlMeHTaMH.

3. Bxuttouaer B ce0s cMepTH, HE CBSI3aHHBIC C OHKO-
JIOTHYECKHM 3a00JIEBAHHEM, YTO MOXKET BIHMATH Ha
TOYHOCTH OIICHKH.

4. He Bcerna ynaercst u30exarb LEeH3ypUPOBAHHBIX
JAHHBIX TIPU MOTEpe Mal[MeHTa W3 HaOIIOICHUS

Hcxompl, cooblaeMbie ma-
reHTamMu (B T. 4. Ka4yeCcTBO
JKU3HHU MAIIMEHTOB, OICHKA
CHMIITOMOB, COOOIIaeMBIX
ManyeHTaMu

1. OueHka MCX0/0B, COOOLIAEMBIX IIa-
LUeHTaMU (KauecTBa JKM3HH, CUMIITOMOB
3a0osieBaHus), OOBIYHO MPOBOJMTCS PaHbIIE
U TpeOyeT MEHbBLICr0 pa3Mepa BbIOOPKH, IO
CPaBHEHHUIO C MCCIEIOBAHUSIMHU IO OLEHKE
BBDKHBAEMOCTH

1. BanuaupoBaHHBIE WHCTPYMEHTHI JUIS M3MEPEHHUS
HCXOJIOB, COOOIIAEMbIX MallMeHTaMH (KauecTBa KHU3HHU,
CHUMIITOMOB) MOTYT OTCYTCTBOBATb.

2. OrmpezienieHHe MCXOI0B, COOOIIAEMbIX MAIllMEHTaMHU
(kagyecTBa JKU3HM, CUMIITOMOB) MOXET Pa3iIHyarhCs
MEKJIy HCCIICJOBAHUSMH.

3. Kpurnueckn BakHO, 4TOOBI OLIEHKA MCXOZAA B TPYII-
nax MpOBOIMIACH C OJMHAKOBON MEPUOAUYHOCTHIO .
4. Ha cyObeKTHBHBIC MCXOIbI, COOONIaeMbIC MaleH-
TaMH, aBTOMATHYECKH BJIMSIOT IICUXOJOTHYECKUE K
colpanbHble (haKTOpbl, HE CBSI3aHHBIC HEMOCPEICTBEH-
HO C JICUCHHEM

OHyXOHL—OpI/ICHTI/IpoBaHHHC

HMCXOJIBI

BespeunanBHasi BbDKHBaC-
mocth (BPB) (BbDKHBaeMOCTb
0e3 Npu3HaKoB 3a00JIeBaHMUS)
wi OeccoObITHIHAS BBDKUBAE-
Mmocth (BCB)

1. OueHka OOBIYHO NPOBOAUTCS paHbLIE
1 TpeOyeT MEHBIIEro pa3mepa BHIOOPKH B
CpaBHEHUH C MCCJICIOBAHUSMHU OOLICH BbI-
JKHBAEMOCTH.

2. OueHka OOBIYHO OCHOBaHa Ha 00b-
€KTHUBHBIX M KOJIMYECTBEHHBIX JAHHBIX,
YTO IMOBBIIIAET TOYHOCTh U HAJCIKHOCTD
Ppe3yibTaToB

3. O6b4HO pennanB (GuUKCHpyeTcs mocie
OIPENIeNIEHHOTO XUPYPrUYecKOro BMeIa-
TEJILCTBA WIJIM JIYYEBOM TEparuu, COOT-
BETCTBEHHO, €CTh NpsIMasi CBS3b MEXKIY
BO3/ICHCTBHEM U IIOKa3aTelIeM

1. OnpeneneHre UCXOIOB MOXKET Pa3liMyuaThCsi MEKITy
HCCIICIOBAHUSIMH, YTO 3aTPYAHSET CPAaBHEHUE PE3ylib-
TaToB.

2. Kputnuecku Ba)kHO, 4TOOBI OLIEHKA MCXOa B TPYII-
nmax l'lpOBOﬂI/U'laCb C Olll/lHaKOBOI‘/'I l'lepPIOﬂI/ILlHOCTblO.
3. Bruttouaer B ce0s cMepTH, HE CBSI3aHHBIC C OHKO-
JIOTUYCCKHUM 3a60J’leBaHHeM, YTO MOXET BJIUATH HA
TOYHOCTH OIICHKH.

4. He Bcerna ynaercst u30exarb LEH3ypUPOBAHHBIX
JNAaHHBIX TIPU MOTEpe MalMeHTa U3 HaOIIONCHHS.

5. MoxeT He Bcerja KOppeinupoBarh ¢ OOLICH BbI-
JKMBAEMOCTBIO, T. €. YJIy4lleHHE BBDKHBAEMOCTH 0Oe3
MPOrPECCUPOBAHUS HE BCETJa O3HA4YaeT YIydllICHHUE
0011e# BEDKHBAEMOCTH TMAIIMEHTOB

BepkuBaemMocTh 0e3 mporpec-
cupoBanus (BBII) wmm Bpemst
1o nporpeccuposanus (BJIIT)

1. Ouenka OOBIYHO TPOBOJMUTCS paHbIIC U
TpeOyeT MEHBIIEr0 pa3Mepa BBIOOPKH, MO
CPaBHEHHUIO C HCCJICAOBAHUSIMHU, HAIPABIICH-
HBIMH Ha OOIIYI0 BBDKHBAEMOCTb.

2. Birouaer U3MepeHue CTadmin3anuu
3a00JI€BaHNs, YTO MOXKET OBITh BaXKHBIM
nokasarenem d(PPEeKTUBHOCTH JICUCHHSI.

3. OOBIYHO OCHOBaHA Ha OOBEKTHBHOH M
KOJINYECTBEHHOW OLICHKE, YTO MOBBIIIACT
TOYHOCTh U HAJEKHOCTb PE3yJIBTaTOB.

4. OGBIYHO IIpOrpeccHpoBaHHe (PHKCHPYET-
Csl Ha NepHOJ NPUMEHEHHs OINpe/IeNICHHOM
TEpariy, COOTBETCTBEHHO, €CTh MpsMast
CBSI3b MEXJly BO3JICHCTBHEM M IOKa3aTelieM

1. OmnpeneneHuss MOTYT Pa3lIMYaThCs MEXKAY Pa3IHd-
HBIMH HCCIICIOBAaHUSMH, YTO 3aTPYJHSICT CPAaBHCHHE
PE3yIIBTaTOB.

2. TpeOyloTcst yacTble pajMoOIOrUUeCcKue WM Jpyrue
BHUJBI OIICHOK, YTO MOXET OBITh 0OPEMECHHTEIBHO
KaK JUIsl MAIHEHTOB, TAK U JUI PECYypCOB CHUCTEMBI
3IpaBOOXPAHCHHUS.

3. Kpurtnueckn BakHO, 4TOOBI OLICHKA UCXOa B IPYII-
Iax MPOBOJHMIACH C OJWHAKOBOH NEPHOAMIHOCTBIO.
4. MoxeT He Bceraa KOppelupoBaTh ¢ O0ILIel BbI-
KUBAEMOCTBIO, T. €. YIy4YIICHHE BBDKHBAEMOCTH 0Oe3
MPOrPECCHPOBaHKs HE BCEra O3HAYaeT YIydlICHHE
o0mIeil BEDKHBAGMOCTH HAI[HCHTOB

Yacrora 00BEKTHBHOTO OTBETA
(OOBEKTUBHBII YPOBEHB OT-
Bera) (HOO, OYO)

1. OueHka oOBIYHO MPOBOIUTCS PaHbILIE U
TpeOyeT MEHBIIEr0 pa3Mepa BBIOOPKH, MO
CPaBHEHHUIO C UCCIICAOBAHHSAMH, HAIPABIICH-
HBIMH Ha BBDKHBAEMOCTb.

2. DbdekT MOKHO HANpPAMYIO CBS3aTh C
BO3ZICHCTBHEM, a HE C €CTCCTBEHHBIM Tede-
HHEM 3a00JIeBaHMSI.

3. OueHka 0OBIYHO OCHOBaHA Ha O0b-
CKTHBHBIX M KOJIMYCCTBEHHBIX JAHHBIX,
YTO TIOBBIIIAET TOYHOCTh M HAJEKHOCTh
pe3yibTaToB

1. Onpenenenne oTBeTa MOKET BapbUPOBATHCS MEKIY
Pa3IMYHBIMU HCCIICOBAHUSIMH, YTO 3aTPYIAHSCT CpaB-
HEHHE PEe3yJIbTaTOB.

2. TpeOyroTcs yacTble paguoJIOTHYECKUE W JpYyrHe
BUIBI OLIEHOK, YTO MOXET OBITh OOPEMEHHUTEIHHO

KaK JJIsl TMAIMeHTOB, TaK U JUIs PECYPCOB CHCTEMbI
31PaBOOXPAHEHHS.

3. Moxer He Bcerma KoppelupoBaTh C BBKHBACMO-
CTBIO, T. €. YNy4IlIeHHe OOBbEKTHBHOH YacTOTBI OTBETA
HE BCerja O3Hayaer yiydileHue o0Iieil BbDKHBAEMO-
CTH NALKEHTOB.

4. 3aBUCHT OT MPaBHILHOCTH BBIOOPA LIEJIEBBIX OYAaroB
JUIsL HaOJMIONCHHUST U KOHTPOJIS

1

3HCCB U Jlanee — B ciaydae HCOHHHHKOBOﬁ NEPUOANYHOCTH OLCHKU COCTOSAHUSA Hp0H30ﬁHCT CMEIICHUE PE3YJIBTATOB M3-3a CHCTEMATHYECKON OMHOKH pﬂ.3ﬂH‘{Hﬁ B NMEPUOAUYHOCTH

OIICHKH HCX0Jia (aHIVL. assessment-time bias), KoTopas 3aK/Ir04aeTcss B TOM, YTO €CJIM MCXObl B Pa3HBIX HMCCIEIOBAHHAX ONCHHBAIOTCS C PA3HOH NEPHOTMYHOCTBIO, TO ITO MOKET TpH-
BECTH K 3aBBIUICHHIO d()(EKTUBHOCTH BMEIIATENbCTBA, SOGEKTHBHOCTb KOTOpOro orenuBaercs pexe [29, 30].
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MEPEAOBAS CTATbS / EDITORIAL

Ucxon

IIpenmyiecta

Henocrarku

ITonHblit oTBET

1. OneHka OOBIYHO NPOBONUTCS PAHBIIE U
TpeOyeT MEHBLIEr0 pa3Mepa BbIOOPKH, MO
CPaBHEHHUIO C UCCIICIOBAHHUSIMH, HAIPABIICH-
HBIMH Ha BBDKHBACMOCTb.

2. DdhexT MOKHO HANPSMYIO CBS3aTh C
BO3/ICHCTBHEM, & HE C CCTCCTBCHHBIM Tede-
HHEM 3a00JICBaHUS.

3. OneHka 0ObIYHO OCHOBaHA Ha O0b-
CKTUBHBIX M KOJIMYCCTBEHHBIX JAHHBIX,

YTO TOBBIIIACT TOYHOCTh M HAJC)KHOCTH
PE3yIBTaTOB

1. Onpenenenue oTBeTa MOKET BapbUPOBATHCS MEKIY
Pa3IMYHBIMH HCCIICIOBAHUSIMH, YTO 3aTPYIHSET CpaB-
HEHHE PEe3yJIbTaTOB.

2. TpeOyloTcsi 4acThle PaJHOIOrHUSCKUe WM JIPYTue
BHIBI OLIEHOK, YTO MOXET OBITh OOpPEMEHHUTEIHHO

Kak JUisl TMAMeHTOB, TaK U JUIL PECYpPCOB CHCTEMbI
3PaBOOXPAHCHHSI.

3. Moxer He Bcerma KOppelupoBaTh ¢ BBIKHBASMO-
CTBIO, T. €. JIOCTIDKCHHE ITOJIHOTO OTBETa HE BCernaa
O3HAYaeT YJIydlleHHe OOIIell BbKUBAEMOCTH IAlMCH-
TOB.

4. 3aBUCHT OT MPaBHJIBHOCTH BBIOOPA LIENEBBIX OYAaroB
Uil HAOMIOEHHsST U KOHTPOJISt

Table 4. Advantages and disadvantages of key endpoints in studies (adapted from [18])

Outcome

Advantages

Disadvantages

Patient-Oriented Outcomes

Overall Survival (OS)

1. OS is an objective and easily measur-
able endpoint, as the specific date of death
is recorded.

2. Measurement is based on objective and
quantitative assessment.

1. Results may be confounded if patients in the
control group switch to other treatments or receive
subsequent lines of therapy.

2. Longer follow-up is required to obtain data.

3. Includes deaths not related to the oncological dis-
ease, which may affect the accuracy of the assessment.
4. It is not always possible to avoid censored data
when a patient is lost to follow-up.

Patient-reported outcomes
(PROs), (incl. QoL,
symptom endpoints)

1. Assessment of PROs (QoL, disease
symptoms) is usually conducted earlier and
requires a smaller sample size compared to
survival studies.

1. Validated tools for measuring PROs (QoL,
symptoms) may be lacking.

2. Definitions of PROs (QoL, symptoms) may vary
between studies.

3. Synchronized timing of assessments between
different treatment groups is critically important.

4. Subjective PROs are automatically influenced by
psychological and social factors not directly related to
treatment.

Tumor-Oriented Outcomes

Disease-Free Survival
(DFS) (relapse-free survival,
recurrence-free survival) or
Event-Free Survival (EFS)

1. Assessment is usually conducted earlier
and requires a smaller sample size com-
pared to OS studies.

2. Typically based on objective and quan-
titative assessment, which increases the
accuracy and reliability of results.

3. Recurrence is usually recorded after a
specific surgical intervention or radiation
therapy, thus there is a direct link between
therapy and the metric.

1. Definitions may vary between studies, making it
difficult to compare results.

2. Synchronized timing of assessments between differ-
ent treatment groups is critically important.

3. Includes deaths not related to the oncological dis-
ease, which may affect the accuracy of the assessment.
4. It is not always possible to avoid censored data
when a patient is lost to follow-up.

5. May not always correlate with OS, meaning that
improvement in PFS does not always indicate im-
provement in OS.

Progression-Free Survival
(PFS) or Time to
Progression (TTP)

1. Assessment is usually conducted earlier
and requires a smaller sample size com-
pared to OS studies.

2. Includes measurement of disease stabili-
zation, which can be an important indicator
of treatment efficacy.

3. Typically based on objective and quan-
titative assessment, which increases the
accuracy and reliability of results.

4. Progression is usually recorded during
the period of a specific therapy, thus there
is a direct link between therapy and the
metric.

1. Definitions may vary between studies, making it
difficult to compare results.

2. Frequent radiological or other types of assessments
are required, which can be burdensome for both pa-
tients and healthcare system resources.

3. Synchronized timing of assessments between differ-
ent treatment groups is critically important.

4. May not always correlate with OS, meaning that
improvement in PFS does not always indicate im-
provement in OS.

Objective Response Rate
(ORR)

1. Assessment is usually conducted earlier
and requires a smaller sample size com-
pared to survival studies.

2. The effect on the tumor can be directly
linked to the action of the drug, rather
than the natural course of the disease.

3. Typically based on objective and quan-
titative assessment, which increases the
accuracy and reliability of results.

1. Definitions may vary between studies, making it
difficult to compare results.

2. Frequent radiological or other types of assessments
are required, which can be burdensome for both pa-
tients and healthcare system resources.

3. May not always correlate with survival, meaning
that improvement in ORR does not always indicate
improvement in OS.

4. Depends on the correct selection of target lesions
for observation and control.
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Outcome

Advantages

Disadvantages

Complete Response (CR)

1. Assessment is usually conducted earlier
and requires a smaller sample size com-
pared to survival studies.

2. The effect on the tumor can be directly
linked to the action of the drug, rather
than the natural course of the disease.

3. Typically based on objective and quan-
titative assessment, which increases the
accuracy and reliability of results.

1. Definitions of CR may vary between studies, mak-
ing it difficult to compare results.

2. Frequent radiological or other types of assessments
are required, which can be burdensome for both pa-
tients and healthcare system resources.

3. CR may not always correlate with survival, mean-
ing that achieving a CR does not always indicate
improvement in OS.

4. Depends on the correct selection of target lesions
for observation and control.

Tabauua 5. OnpeaeneHue U KpPaTkoe OMUcaHue «I0MOJTHUTEIBLHBIX» HCXOI0B

Ucxon

OmnpeneneHue

Kparkoe omucanue

Onyxoinb-crienuduyeckas
BeDKHBaeMocTh (OCB)
(BBDKHBAEMOCTb,
o0ycnoBneHHast (OCHOBHBIM)
3a0oJIeBaHNEM)

Onyxonb-cneun(bnqecxas{ BBIDKUBAC€MOCTh
ONpeneA€TCsa Kak BpEMsA OT BKIIIOYCHHS
MmangueHTa B UCCICAOBAHUEC 0 JICTAJIBHOTO

ucxoaa Ha (OHE MPOrPECCHPOBAHMUSI OMYXOIH

OCB sBnsieTcs BaXXHBIM ITIOKa3aTeNeM, OJHAKO MEHee
MIO/IBEP)KEHHBIM PUCKY OIIMOOK, B cpaBHeHnu ¢ OB.
Hcnonb3oBaHue OmyXoib-crenudUuHOM
BBIKMBAEMOCTH MOXET OBITh 3aTPyJHEHO M3-3a
CJIO)KHOCTH B TOYHOH KiacCHU(HUKALMU TPHINH
CMEpPTH, OCOOEHHO, €CIM MalMeHT UMeeT
HECKOJIBKO COIyTCTBYIOIIUX 3a0oneBaHuil. OOmas
BBDKUBAEMOCTb YUUTBIBAET BCE MPUYUHBI CMEPTH,
YTO JieNaeT MoKasaTenb 0ojiee yHUBEPCAIbHBIM,
OTpaKaloUM 00I1Iee BO3/ICHCTBUE JICUEHHUs Ha
3I0pPOBbE TAIUCHTA

Bpewmst 10 oTkasza ot sedeHus
(Bpemst 10 HEyIauu JICYCHUS)

Bpemsi 10 0TKa3a OT JIeYeHHs ONpeIeseTcs
Kak KOHEYHasi TOYKa, U3MepSIolas BpeMsi OT
BKJIIOUCHHMS TIAIIMEHTa B HMCCIEI0BAHUE [0
MPEKPALICHHST JICYCHHUSI 110 JIIOOOH HpHYHHE,
BKJIFOUYasi POrPECCUpOBaHUe 3a00JIeBaHMs,
TOKCHYHOCTb JICUCHUSI U CMEPTh

Kak mpaBuio, Bpems 10 OTKa3a OT JICYCHUs HE
PEKOMEHYeTCsI UCTIOIb30BaTh B KadecTBE KOHEUHOM
TOYKH NPU OJOOPCHMHU HOBBIX IPEIapaToB, OJHAKO
JIAHHBIN TTOKa3aTellb MOKET MCIOJb30BaThCS B
WCCIICIOBAHUSX PEATbHON KIMHUYECKOH HMPaKTHKH.
DTa KOHEYHAs TOYKa IO3BOJISIET OLECHUTh HE TOJIBKO
3(PEKTUBHOCTD JICUCHUS, HO U €r0 MEepeHOCHMOCTb,
YTO JIENaeT €€ IMOJIE3HON B KIMHUYECKUX
WCHBITAaHUSX, TA€ BAXXHO YYUTHIBATh KOMIUICKCHOE
BO3/IelicTBUE Tepanuy Ha nanuenta. OJHAaKo BayKHO
YYUTHIBATh BO3PACT IAIIMEHTOB, BKJIIOYECHHBIX B
uccienoBanue, npu ucnoiszoBanun TTF B kadecTBe
KIMHAYECKON KOHEYHON TOUKHU. Y IMOKUIIBIX
[alMeHToB Ha0mroaercs 0ojee BBICOKAs 4acToTa
HE)KEJIATCIbHBIX SBICHUN, U 3Ta Pa3sHUIA MOXKET
MOBJIMATh Ha TOKa3aTesb

Bpewmsa o cnemyromero
JIeYEeHUs

Bpewmst 1o cnenyromero iedeHus
OTIpEEIsieTCsl KaK BPeMsl OT BKJIIOYCHUS
MalKeHTa B MCCIEAOBAHME 10 Havajia
CIICAYIONICH JIMHUU Tepanuu

Ilpu pacrpocTpaHEeHHBIX W METacTaTHYECKUX (hopMax
3JI0KAYECTBCHHBIX HOBOOOpA30BaHMH I1OKa3aTellb
SIBJISICTCSI 3HAUMMOM KOHEUHOM TOYKOM, T. K.
MalMeHTaM MOXKET HOTpeOOBaThCS HECKOIBKO JIMHUM
Tepanuii B mporecce JIeUeHUs

IIpo10mKUTENIBHOCTD
KIMHIYECKOro 3¢dexra

[TpoaOmKUTENBHOCTD KIMHHYECKOTO

3¢ dexTa onpenensercs Kak Bpems OT
BKJIFOUCHHUS MAIIUEHTA B KCCIICJIOBAHUE JI0
MIPOrpeccUpoBaHus 3a00JICBaHUS WM CMEPTU
y HaIKeHTOB, JOCTHUITIHMX MOJHOTO OTBETA,
YaCTUYHOTO OTBETA WMJIH CTaOMIBHOTO
3a00JIcBaHUs B TeueHHe 24 Heleab WU
JTOJIBIIIE

TokazaTenb HCMONB3yeTCs ISl OLEHKH BPEMEHH,
B TEUEHHE KOTOPOrO MALMEHT IMOTydYaeT
MOJIOKUTEIBHBIA 3PQEKT OT JIeueHus

YpoBeHb KOHTPOJIS
3a00s1eBaHMs

YpoBeHb KOHTpOJIst 3a00J1€BaHus
OIIpe/IeIsieTCsl KaK JoJIs MAaIlEeHTOB C
pacnpocTpaHEeHHBIM 3a00JIeBaHUEM, Y
KOTOPBIX TEPANCBTUYECKOE BMEIIATEIbCTBO
NPHUBENO K TOJHOMY OTBETY, YaCTHYHOMY
OTBETY WJIN CTaOMIM3alUK 3a00JIeBaHMS

[TokazaTenp oTpakaeT CIIOCOOHOCTH JICUCHUS
KOHTPOJIUPOBATh MPOrPECCUPOBaHKE 3a00IeBaHMS,
BKJIFOUasi Cllydad, Korja OOJe3Hb HE MpPOrpEcCUpyerT,
HO M HE YMEHbBIIACTCSI

YpoBeHb KIMHUYECKOM
3¢ PeKTUBHOCTH

VpoBeHb KIHHUYECKOU 3 deKTHBHOCTH
orpesiensieTcss Kak J0Jis MalUeHTOB ¢
pacIpocTpaHeHHBIM 3a00JICBaHUEM, Y
KOTOPBIX TEPareBTUYECKOE BMELIATEIbCTBO
IIPUBEIIO K IIOJHOMY OTBETY, YaCTUYHOMY
OTBETy WM, 1O KpaiiHel mepe, MIeCTH
MecsaM CTabmin3anuy 3a00IeBaHus

IlokazaTenp BK/IIOYAET YaCTUYHBIA MM TTOJHBIH
OTBET Ha JICYCHHUE, a TAKXKE CTAOUIH3ALUIO
3a00J1€BaHusl, HO aKLEHTUPYETCS M HA KIMHUYECKU
3HauuMbIX yiyumeHusx. CBR moguepkuBaer

HE TOJBKO KOHTPOJb HaJl 3a00JeBaHUEM, HO U
yiydmenne coctosHus nanueHta. CBR moxer
nozipazymMeBaTh OoJiee 3HAUUTENILHOE KIMHUYECKOe
yirydmenne, no cpaBHeHuo ¢ DCR

HEepUOJ] BPEMEHU

BrokuBaeMocTh Ha KOHKPETHBIH

BbpkuBaeMoCTh Ha KOHKPETHBII TEpHOJ
BPEMEHH OIpPEENseTCs Kak BEPOSTHOCTD
BBDKHBAEMOCTH B 3aJ]aHHOH BPEMEHHOM

TOYKE

Ilokazarens ucmonb3yeTcs Ul OLEHKH 0NN
MAlMEeHTOB, KOTOPbIE OCTAIOTCS )KUBBIMHU Yepe3
OIIpE/IETICHHBII POMEXXYTOK BPEMEHHU IOCJIE Hadaia
JIiedeHusi, Hampumep, 4yepe3 1, 2 wim 5 ser
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Table 5. Definition and brief description of ‘supplementary’ outcomes

Outcome Definition

Short description

Disease-specific survival
(DSS), cause-specific sur-

vival tumor progression.

DSS is defined as the time from patient
enrollment in the study to death due to

DSS is an important indicator, but less prone to errors
compared to OS. The use of DSS can be challenging
due to the complexity of accurately classifying causes
of death, especially if the patient has multiple comor-
bidities. OS accounts for all causes of death, making it
a more universal indicator reflecting the overall impact
of treatment on patient health.

Time to treatment failure
(TTF)

treatment toxicity, and death.

TTF is defined as the endpoint measur-
ing the time from patient enrollment in
the study to treatment discontinuation for
any reason, including disease progression,

Generally, TTF is not recommended as an endpoint
for the approval of new drugs, but this indicator can
be used in real-world clinical practice studies. This
endpoint allows for the assessment of not only treat-
ment efficacy but also its tolerability, making it useful
in clinical trials where it is important to consider the
comprehensive impact of therapy on the patient. How-
ever, it is important to consider the age of patients
included in the study when using TTF as a clini-

cal endpoint. Older patients have a higher incidence
of adverse events, and this difference can affect the
indicator.

Time to next treatment

(TTNT) next line of therapy.

TTNT is defined as the time from patient
enrollment in the study to the start of the

In advanced and metastatic forms of malignancies,
this indicator is a significant endpoint, as patients may
require multiple lines of therapy during treatment.

Duration of clinical benefit
(DoCB)

DoCB is defined as the time from patient
enrollment in the study to disease progres-
sion or death in patients who achieved
CR, PR, or SD for 24 weeks or longer.

This indicator is used to assess the time during which
the patient receives a positive effect from treatment.

Disease control rate (DCR)
PR, or SD.

DCR is defined as the proportion of
patients with advanced disease in whom
therapeutic intervention resulted in CR,

This indicator reflects the ability of treatment to
control disease progression, including cases where the
disease does not progress but also does not decrease.

Clinical benefit rate (CBR)

PR, or at least six months of SD.

CBR is defined as the proportion of
patients with advanced disease in whom
therapeutic intervention resulted in CR,

This indicator includes partial or CR to treatment, as
well as SD, but also emphasizes clinically significant
improvements. CBR highlights not only disease control
but also improvement in patient condition. CBR may
imply more significant clinical improvement compared
to DCR.

Milestone survival

Milestone survival is defined as the prob-
ability of survival at a given time point.

This indicator is used to assess the proportion of pa-
tients who remain alive after a certain period of time
following the start of treatment, for example, after 1,
2, or 5 years.

Ha ocHoBaHuu ypoBHs HapanpOTEHHOB ONpenes-
IOTCSI, HAIpUMep, CTajusi MHOXKECTBEHHOW MHEIO-
MBI, a TaK)Ke IITyOWHa OTBETa, T. €. 3P(PEKTUBHOCTH
Tepanuu, e TMOJHBIH OTBET (IIOJIHAs PEMUCCHS)
JUArHOCTHPYETCSl MPH OTCYTCTBUHU MapanpoTeHHa
B CBIBOPOTKE M MoOue, M0 AaHHBIM MMMYHO(HKCa-
ruu [33]. Ang ogoOpeHust Teparnud XpOHUYECKOTO
MHEJIONICHKO3a B HCCIICAOBAHUSIX HCIIOIb30BAINCH
KOHEYHBIC TOYKH TeMaToJOTHYEeCKOTO OTBETa, IIH-
TOTEHETUYECKOI0 OTBETA, MOJEKYISIPHOTO OTBe-
Ta — BHJIBI OTBETOB Ha TEPAINHIO, XapaKTepU3ylo-
mue o0beM OITyXOJIEBOI'O KJIOHA M OIpErelsieMble
COOTBETCTBEHHO Ha OCHOBAaHUHU PE3YJIbTaTOB KIIH-
HUYECKOTO aHalln3a KPOBM, IIMTOTEHETUYECKOTO U
MOJIEKYJISIPHO-TEHETUUECKOr0 HccienoBaHuil [34].

YuurteiBas OONBIION 00BEM, pa3iuvus B UHTEP-
IIpeTauy U BAINIHOCTH, KOPPEKTHOCTH UCIIOJIB30-
BaHUsI M JIOCTOBEPHOCTH IOJYYEHHBIX PEe3yIbTaToB
B OTHOIICHMH KOHEYHBIX TOUCK B OHKOJIOTHYECKUX
UCCIIeIOBaHUIX, BO3HUK BOMNPOC O (OPMHUPOBAHHUU
WHCTPYKLUI U PEKOMEHAALMN 110 TPAaBUIIbLHOMY HC-
I10JIb30BAHUIO KOHEYHBIX TOYEK JISl psiia UCCIIEO-
BaHMU CO 3JI0Ka4eCTBEHHBIMH HOBOOOPA30BaHUSIMH.

VOPROSY ONKOLOGII = PROBLEMS IN ONCOLOGY. 2025;71(4)

BakHeHIIuM pyKOBOACTBOM AJIsi TIPUHSTHS pe-
NICHUH B OTHOIIECHUHM BBHIOOpA KOHEYHBIX TOUYEK B
WCCJIEIOBAHUSAX TI0 KOHKPETHBIM 3a00JIeBaHHUSIM
apnsiercsi  pykoBonctBo DATECAN  (Definition
for the Assessment of Time-to-event Endpoints
in CANcer trials) [35]. JlaHHOe pPYKOBOJCTBO
MO3BOJIIET BHIOpATh HamOosiee ONTHMAaTbHBIC KO-
HEYHBIE TOYKH, PYKOBOJCTBYSCH OIpEIEIICHHBIMU
WHCTPYKIUSAMH U TakuX JIOKaJH3alMid U HO30-
JIOTUW KaK MOJIOYHAs JKeJe3a, CapKOMBI M TacTpo-
WHTECTHHAJIbHBIE CTPOMANIbHBIC OITyXOJH, IOJIKe-
TyAOYHAs JKeye3a, KEeIyJOK W THUIIEeBOA, T0JI0Ba
W IIes, TOJICTas KUIIKA W TpsMas KUIIKa, MOYKH
U MOYEBOU My3bIpb, pak Jerkux. OTHenbHBIE py-
KOBOJICTBA, YYHTHIBas pPa3IHUdsi B TOMYJSALHUAX,
ObuTH pa3paboTaHbl TaKKe IS Pa3IMYHBIX Kare-
TOpHil MalHMeHTOB, HAaNpuUMep, JUIS TTOXHUIIBIX Ta-
LIUEHTOB CO 3JI0KaYe€CTBEHHBIMH HOBOOOpPA30BaHU-
svu (DATECAN-ELDERLY) [36]. Tako# moaxon
MMO3BOJISIET YHU(HUIIMPOBATh KaK BBHIOOP KOHEYHBIX
TOYEK, TaK M HHTEPIPETANUIO TMOIYyYSHHBIX pe-
3ymbTaToOB, YTO KpailHE Ba)XKHO IS TIOHHUMAHHS
JI0Ka3aTeJIbHOCTH TOJIyYEHHBIX BBIBOJOB.
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IIpuMepsl HCX010B BHE KOHTEKCTA
KOHKPEeTHbIX 3a00JIeBaHUii

KoHeuHbIE TOYKM BHE KOHTEKCTa KOHKPETHOTO
3a00JICBaHKSI MOTYT UMETh JIOTIOJHUTEIBHYIO IICH-
HOCTh, OTpa)kas IOIOIHUTEIHHYI0 3((HEeKTHBHOCTD
W 3HAYUMOCTPH JieucHHs. J[aHHBIC TMOKa3aTeaud Mo-
I'yT ATparb BaXHYIO POJIb IPU OLIEHKE U3MEHEHUSA
TEpareBTUYECKUX CTPaTeTui, ONTUMH3AINY TUTAHU-
pOBaHUS JIeUeHUs! (C LENBI0 MAKCUMAaIBHOTO COXpa-
HEHUS KauecTBa KM3HW TAIMeHTa), a TaKkKe IS
KIIMHUYECKOTO M KJIMHUKO-3KOHOMHUYECKOTO MOJIe-
nupoBaHus. B Tabn. 5 mpemcraBieHO OMpEIeICHIE
M KpaTKOe OIMUCAHKE IS psijla Hauboyee 3HAYUMbIX
B OHKOJIOTUU «IOITOJIHUTCIIBHBIX)»» KOHCYHBIX TOYCK

[18, 24].

3akiIoueHue

Hannpie PKII 3aHuMaror BaxkHOE MecTO B (hop-
MHPOBAHUH JTOKA3aTEIHLHOU 0a3bl, TOTIOMHSS PE3yiTh-
TaThl KIMHUYECKUX HCCIIEAOBAHUN W CIIOCOOCTBYS
COBEpIIEHCTBOBaHUIO UX Au3aiiHOB. KoHeuHble TOU-
KM BBICTYNAIOT B KAYECTBE KIIIOUEBOIO KPUTEPHUS
HAJIe)KHOCTH MOJYy4YaeMBbIX PE3YJIBTATOB KAK B KIIM-
HUYECKHUX MCCIEAOBAHUAX, TAK U B UCCIECIOBAHUIX
PKII. HecomueHnHo, naHHasi myOiMKamus HE OXBa-
THIBACT BCIO BapHATHBHOCTh W pasHOOOpaszme Wc-
XOJI0OB B OHKOJIOTUYECKUX HCCIENOBAHUSAX, KOTOPBIE
MOTYT 3aBHCETh OT MHOXXECTBa (haKTOPOB U IIEJCH
WCCIIEI0BAaHUs, OJHAKO UX IPUMEHEHHUE BBIXOIUT 3a
paMKM JaHHON CTaTbU, B KOTOPOM MBI COCPELOTO-
YUJIUCh HA ONMMCAHWUU KIJIFOUEBBIX KOHEUHBIX TOYEK U
ux arpuOyTHOTO cocraBa. HecMOTpst Ha CIIOKHOCTD,
00YCJIOBJICHHYIO Pa3HOOOpa3ueM U pa3In4yHOM 3Ha-
YUMOCTBIO KOHEUHBIX TOYEK B 3aBUCUMOCTH OT Iie-
JIE OHKOJOTHYECKUX MCCIEIOBAHUN, HEOOXOIMMO
CTPEMHUTHCS K MX OOBEKTUBHOMY M KOPPEKTHOMY
npuMeHeHuto. Hacrosimast myOnukaiust HarpasiieHa
Ha JJOCTM)KEHUE BTOM IIENH.
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