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RECIST 1.1 (Response Evaluation Criteria In Solid Tumors) — KpnTepuun oLueHKN oTBETa
CONMNAHBbIX Onyxosen
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RECIST 1.1 (Response Evaluation
Criteria In Solid Tumors) — KputTepum
OLeHKU OTBeTa COJIMAHbIX ONyXoJien

Image
Anekceu AHaTonbeBuu Nacko

Bpay-XxmMmoTepanesT, KJIMHNKa OHKOJIOrNYeCKNX pelleHnn «Jlyy», apTop Tenerpam-
KaHana Medical Oncology

OueHKa OUHAMUKN N3MEHEHUS ONYXOJIEBON MACChl ABNISETCSA BaXKHOMN XapaKTEPUCTUKON
3hbchekTMBHOCTU NpoBoanMon Tepanmnn. Cuctema oueHku RECIST, BnepBble
npeacTtasseHHas B 2000 r., 8 2009 r. 6bbina onTuMU3npoBaHa A0 Bepcun 1.1 n B
HaCTOALLMN MOMEHT SABNISIETCA OCHOBOW OLEHKU 3P EKTUBHOCTU Tepanuun CoOMOHbIX
onyxonewn.

MeToabl uccnenoBaHuA

Onsa oueHKn oTBeTa MOXKHO UCMNOJIb30BaTb KOMMbOTEPHYO ToMorpaduio (KT), MarHMTHo-
pe3oHaHCcHYto ToMmorpaduto (MPT) nam no3sMTPOHHO-IMUCCUOHHYO ToMorpadguto (M3T),
KOTOpbIe NO3BOJIAT OLLEHUTb pa3Mepbl 04aroB, NX KOJINYECTBO, a B ciydae Cc MNIT — ewe un
aKTMBHOCTb onyxonun [1].

PeHTreH rpygHon KNeTkn MoXXeT BbiTb NCMOb30BaH, eC/IM O4arn YeTKo ONpenensaTCs 1
OKPY>X€EHbl BEHTUJIMPYEMBIMU JIEFKUMU, MPUN 3TOM MUHUMAJIbHbLIA pa3Mep o4aros
rnopa>keHuns OoJ/KeH coCcTaBnATb 20 MM.

YnbTpa3Byk He ucnosnb3yoT ana RECIST n3-3a cybbeKTUBHOCTU OLEHKN.

CMeHa MeToZla BO3MOXKHa NMLLb NPW BbIABAEHUN NPOTUBOMOKA3aHUI K UICXOQHOMY MeTonay.
Mpu nocneayoLnX NCCef0BaHUAX PEKOMEHyeTCs NCMNOJIb30BaTh UAEHTUYHbIE
napameTpbl BU3yann3aLnmn, Takme Kak ToJILMHaA cpe3a, MPOTOKOJ1 KOHTPACTUPOBAHMUS U T.
O.


https://t.me/medonco

MeToauMKa OLEHKM

B TepmuHonorum RECIST onyxosieBble o4aru MoryT ObITb U3MepsieMbiMU (Cpean KOTOPbIX
BblAENIAOT LeNeBble U HeuesieBble) N HensMepseMbiMn. 1o Havasia NpPoTUBOOMYX0J1EBON
Tepanuu gnsa oueHKn BbiIbMpatloT Lenesble o4aru, 3a KOTOpbIMK B AanbHenweMm bynoyT
BeCTu HabnwaeHune. MNMpun oTCyTCTBUN LeneBbix o4aros cnctemy RECIST He ncnonb3ytoT.
Hdanee B npouecce nevyeHUs nauv nocsaenyrowero ouHaMm4eckoro HabnogeHns ¢
onpenesieHHON NepnoaNYHOCTbIO BbIMOJIHAIT KOHTPOJIbHbIE nccnenosaHmns. NosTopHas
OLleHKa M3Ha4asIbHO BbiBpaHHbIX 04aroB NPY KOHTPOJIbHbLIX UCCe0BaHUSAX NO3BOASET
OLEHUTb OTBET Ha JNiedeHue. Npu HaIMYNN HECKOJIbKUX KOHTPOJIbHbIX NCC/ie40BaHNN
CpaBHeHWMe NPon3BOAAT C HAUMEHbLLUVUM pa3MepoM LesieBbiX 04aroB — «Hagupom».

N3MmepseMble U HeM3MepsaeMbie o4aru

N3mepsaemble NoparKeHns — rnopaKeHus, He BXoasLine B CMMCOK HEN3MepseMbIX U
nMmerume HanbonbLN anamMeTp:

e conuaHble o4arn = 10 MM npu cnmpanbHon KT € TOAWMHON cpe3a 5 MM B aKCMasibHOM
MJOCKOCTW (He B carnTTasIbHON NN KOPOHaIbHOM NaockocTax npu KT nan MPT); =
20 MM Npu HecnmpaabHOW KOMMbIOTEPHOW TOMOrpadun c TonwmHon cpesa 10 mm;

e numMdoy3nbl = 15 MM No KopoTkown ocu (He 6biio B RECIST 1.0);

e o4arn = 20 MM, BbIIBNIAEMbIE MPUN PEHTreHorpaum rpyoHON KIeTKu;

® KOXHble 04aru pasmepom > 10 MM, KOTOPbIE MOXXHO N3MEPUTb NPU MOMOLLN
LWTaHreHUMPKY A (K OLLEeHKe TakuX o4aroB Heobxoanmmo npukiagbiBaTb LBETHOE
doTO, BKAOYaLWee JNMHENKY U LUTAaHMFeHUNPKYb);

® KOCTHbIE 04arn ¢ MArKOTKaHHbIM KOMMOHEHTOM, COOTBETCTBYOLLUUM KpUTEPUAM
RECIST 1.1.

LleneBble o4yarm
Image

BbiOop ouaros

e BbibepuTe 1-5 LeneBbix 04aros, paBHOMEPHO pacnpenesieHHbIX MO MOPakKeHHbIM
opraHam (He 6onee 2 o4aroB B OAHOM OpraHe)

* NpeanoyYTUTENbHO BbIOMpPaTb CaMble KPYMHbIe o4aru

* NpeanoyYTUTEsNIbHO BbIOMpPaTb XOPOLLO OMUCAHHbIE 04arn, KOTOpPbIE JIErKO N3MEPUTb

Ecnn nopa)keHne nMmeeT runepBacKynspHbI 06000K, €ero y4nTbiBaOT NP N3MEPEHNN
HanbonbLiero gnameTpa, NOCKOJIbKY OH npencTaBnaseT cobon XNU3HeCrnocobHyto
OMyX0JIEBYIO TKaHb.

NcknoveHneM gna namepeHusa Hambosnbllero guamMeTtpa SBAsg0TCA NauneHTbl Co
3/I0Ka4YeCTBEHHON Me30TeNIMoMoNn nnaespbl. Hecthepmnyecknin xapaktep pocta rnpu 3ToMm
3aboneBaHun 3aTpyoHAET BOCNPON3BOAMMbIE U3MEPEHNSA MO AJMHHON OCK. [To3ToMy
NCMOJIb3YIOT HE CaMbll OJINHHBIN AUaMeTp, @ TOJILWLMHY ONyX0Jsn NepneHanKynsapHo
rpyAHON CTEHKe.



He|/|3Mep$|eMb|e nopa>xeHusa.:

e CcoMaHble o4arn gnameTpom < 10 Mm;

* naTosiornyeckmne numdaTmnyieckune ysnbl (bonee 10 MM, Ho MmeHee 15 MM, Npu
N3MepeHUN NO KOPOTKOM OCU);

* KOCTHble MeTacTa3bl, 6&3 MArKOTKaHHOIO KOMMOHEHTa;

* JIeNTOMEHVHIreasibHOE Nopa>keHue;

* acuwuT;

e NneBpasbHbIN AN NEpUKapAMNabHbIA BbINOT;

e BOCNannTeNbHble 3aboneBaHNd MOJIOYHON XKene3bl;

* IMMPAHIUT KOXKHbIX MOKPOBOB WJIN JIETKUX;

® KNCTO3HbIE NN HEKPOTUYECKNE MOParKeHN (KUCTO3HbIE OMyX0Jin MOryT BbiTb
LesnieBbiMN 04aramu);

* NOpa>keHus, pacnosioXXeHHble B 061acTn, NoABEPrLLUENCSA NNIOKO-PErMOHAPHON Tepannun
(nckNYeHne — nNporpeccupoBaHne ONyxosn B 30He paHee NpoBeaeHHOro
BO34ENCTBUA).

LleneBble unu HeueneBblie

LleneBble nopa>keHusn:

e NpennoYTUTENIbHO BbibMpaTb 60/bLIME XOPOLLO ONMCAHHbIE MOPaXXEeHUSA OIS
n3MepeHus, MakCMMyM 2 Ha opraH n Mmakcmmym 5 Ha Bce nccneposaHue (B8 RECIST 1.0
661710 O 5 N 0o 10 COOTBETCTBEHHO);

e Le/IeBblE€ 04arn COXPaHATCA Ha MPOTAXKEHNN BCEX MOBTOPHbIX NCCNEA0BAHNN, faXe
eC/n pa3Mepbl 04aroB yMeHbLAaTCa A0 NpenesoB NorpewHoCcTn BbibpaHHOro MeToAa;

e OCHOBOW BblIbOpa saBNsgeTCA pa3Mep, T. €. BbibnpatoT o4ar HambonbLiero gnameTpa,
noAXo4AWMA AN MOBTOPHbIX U3MEpPeHWUIA;

* O4arm nopakeHusa B NOABUMXXHbIX OpraHax (Hanpumep, XXenyno4yHo-KULWeYHbIA TpakKT,
ANYHUKMN) MOTYT BbITb HEYMECTHbI;

e eCcnun oYar BblbpaH Kak LeneBon, OH OCTaeTCa TaKOBbIM MOCTOSIHHO, AaXKe eCnn ero
pa3Mepbl He COOTBETCTBYIOT TEM, KOTOPbIE CHUTANN N3MEPUMBIMU HA NCXOLHOM
YPOBHEe.

Mocne Bbl60pa LieneBbiX o4aroB noaCHMUTbiBalOT CYMMY UX HanbonbLINX ONaMETPOB.

HeueneBble Nnopa>keHuUx:

* MOI'YT BKJIlOHaTb KaK UaMepdeMble, TaK N HEN3MepPAEMbIE MNMOopa>KeHUA,

* 3MepAaeMble NMopaXeHnsd, KOTopble MpeBbilLaloT MaKCMMaJibHO AonyCcTtnmMmoe
KOJIN4ECTBO LeJIEBbLIX I'IOpa)KeHVIVI (T.e. 2 BogHOM opraHe nau 5 B opraH|/|3Me),
BKJ/IIOYalOT B rpynny, HasbiIBaeMyto HeLlENNEBLIMU NMOPa>XEHNAMMU,

* HeleneBble Nopa>xeHna He HY>KHO U3MePATb,; OHU OTO6pa)KaI-OTCF| B 3aKJIlO4EHUN N B
nocnegywwemMm oTtMedaeTca Nx Haan4dme nJim oTtcyTcTtBume.

B noeane B NnpoToKoNe 3aK04EeHNS NOC/ie BbIMOJIHEHHOMO NCCIeA0BaHUA OOJIKHbI ObITb
OTO6pa)KeHbI BCe O4arum, B TOM 4ncJsie He Bbl6paHHbIe B Ka4deCTBe LeJieBblX.



OueHKa oTBeTa

MNMocne BbINOJIHEHNA KOHTPOJIbHOr0 NCCIef0BaHNSA HAaXOAAT LleNeBble 04arn N N3MepsrT UX
cyMmMmy. Ecnm npocTpaHCTBEHHAs opMeHTaumMs o4ara MeHseTcst BO BpeMsl HabntoaeHms,
BblOGMpatoT Hanbonbwmin anameTp. Ecnn ueneson ovar pacnagaeTcs Ha OTAesbHbIE
thparMeHTbl, pacCYMTbIBAOT CYMMY CaMblX OJIMHHbIX AMaMeTpoB 06pa30BaBLUMXCS
parmeHTOB. N HAO6OPOT, €CNM NOpParKeHUA CANBAIOTCH, U3MEPSIOT TOJIbKO CaMbIi
OJINHHBIA AnaMeTp CAIMBLLUEroCs NopakeHus.

Ecnu ueneson o4ar bonee He onpefenseTcs, ero pa3Mepbl oLeHMBaOT Kak 0 MM. Ecnn
o4ar C/IMWKOM MaJs OJ11 U3MepeHns, emy rnpucBanBaloT 3Ha4YeHne, NoJly4eHHoe 13
TOoNWMHbLI cpe3a KT (Hanpumep, 5 MM). JlIumdaTrnieckune y3sbl, yMeHbLUMBLUMECH 00
HOpMaJibHOro pasmepa (< 10 MM), TakXxe HeobX0AMMO BKOYaTb B CYMMY LieNeBbIX
rMopa>keHunn.

Jlioboe HoBOe NMopakeHne 03Ha4vYaeT nporpeccupytolee 3aboneBaHne. Ho He KaXkabl
BrepBble BbiIB/IEHHbI 04ar BCera fBASeTCA HAaCTOSALWMWM HOBbIM MOpPa)xeHnemM.

MoBTOpHOE NMosiB/IEHME oYara rnocjie ero UCHe3HOBEeHUS NOANIEXUT AajibHenlemy
N3MEpPEHUNI0, TaK Kak BOJIbLUMHCTBO 04aroB HE NCYEe3aloT, @ HAXOAATCS HMXKE YPOBHS
paspeLualoLLero Nnopora MeToa BM3yanmsaunn. B ciyyae paHee 3apMKCMPOBAHHOIO
MOJIHOr0 OTBETA BHOBb MOSIBJIAIOLLEECS MOPaAXKEHNE CYMTAETCSA NPOrpecCupoBaHneEM, B
WHbIX CNy4yasx AnamMeTp o4vara Ao6aBnsloT K CyMMe HanbosbLUMX ANAaMETPOB OJi1S OLIEHKMN
oTBeTa.

KaTeropum oTBeToB

MporpeccupoBaHue 3aboneBaHun:

e yBe/IM4YeHMe CyMMbl HanbonbLINX AnaMeTpoB LeneBbix o4aros Ha 20% n bonee, 3a
OCHOBY MPUHMMAKOT HaUMEHbLUYIO CYMMY B NCC/I€A0BaHUN — NHA4Ye Ha3blBaeMyto
«Hagunp»;

* MOMUMO OTHOCUTEJIbHOr0 yBenun4yeHnsa Ha 20%, cymMMa Takxe O0JIKHa
NeMOHCTpUpoBaTb abconoTHOE yBeNn4yeHne He MeHee 4eM Ha 5 MM;

* rosiBJIeHNEe O4HOIr0 NN HECKOJIbKMX HOBbIX MOpPakeHuin Bcerga cyntaT
nporpeccnpoBaHneEM;

e 0HO3Ha4YHOEe NporpeccMpoBaHne HeleneBbiX MOPaXKeHNN TakXe CHNTaT
nporpeccnpoBaHUEM.

YactuuHbin otBeT (PR):

* yMeHblUEeHMe CyMMbl Hanbonbwmnx amameTpoB (SLD) uenesbix NOpa>keHUn He MeHee
4yeMm Ha 30% No CpaBHEHUIO C NCXOAHOW CyMMOW HanbonbLNX AnaMeTpos.

Monubin oTBeT (CR):

* ICYE3HOBEHME BCEX LIeNIEBbLIX N HELIENIEBbLIX 04aroB;
e ntobble NaTonornyeckne amMmpaTnyeckme ysbl LOSHKHbI UMETb PeayKLmio No
KOPOTKOM ocn 0 < 10 mmMm.



Ctabunusauunsa sadbonesaHus (SD):

* He4OCTATOYHO AAHHbIX HWN 3@ YaCTUYHbIA OTBET, HM 3@ NPOrpeccnpoBaHme
3a6o0seBaHUA. B KayecTBe 3TaJIoOHa UCMOJIb3YOT MUHUMAJIbHYIO CyMMY HanbosbLIMX
ANaMeTpOB BO BPeEMS UCC/Ie40BaHUS.
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