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Coxkpamenus

AJCC AmepukaHckuii 00bETUHEHHBI KOMHUTET 110 paKy

ASA AmepukaHcKoe 00IIECTBO aHECTE3UOIIOTOB

ASTRO AmepukaHcKoe 00IIECTBO paluallMOHHON OHKOJIOTHH
BMI Unpnekc maccrl Tena

CD Kinaccuduxkarus Clavien-Dindo

CDC LenTpsl o nmpoduiakTHKe U KOHTPOJIIO 3a00JI€BaHUMA

CRM Kpas pesexiuu

CT KowmmbrorepHast Tomorpadus

DCIS IIpoTokoBasi kapiuHoMa in-situ

ER DcTporeHoBslii perentop

GIST I'actponHTeCcTHHAIBHASL CTPOMAJIbHASL OITYXOJIb

HER2 Penentop 4enoBedeckoro amuaepMaibHOTo akTopa pocta 2
HDI NHxekc 4enoBeYeCKOro pa3BUTHS

HIPEC I'uneprepmudeckas BHyTpUOPIOMIMHHAS XUMUOTEPAIHs
ICU Otnenennie MHTEHCUBHOW Tepaliy

LMICs Crtpanbl ¢ HU3KUM U CPEHUM YPOBHEM J0X0JI0B

MDT MHoroaucuuIinHapHas rpymnia

MRI MarauTtHo-pe30oHaHCHast ToMorpadus

NICE HanuoHanbHbIi HHCTUTYT 3PABOOXPAHEHUS M KAU€CTBA yX0/a
OGJ [NureBoHOKETYA0YHOE COSTUHEHUE

PR IlporectepoHOBBIil penientop

SSI Undexius B 061aCTH XUPYpPru4ecKoro BMenaTeabCTBa

SSO O61ecTBO XUPYPruvecKoil OHKOIOTHH

USS VnbTpa3ByKoBOE CKaHUPOBAHUE

WAIC Ilupoko pactnpocTpaHeHHbIH HH)OPMALIMOHHBINA KPUTEPUI
WLE IIInpokoe 10KaapHOE HCCEUYECHHE



1 OcHOBHBIE (PAKTHI

Llens: Llenb cocTouT B TOM, YTOOBI ONPEACTUTh U3MEHEHUE KAauecTBa XUPYPrHH paka BO BCEM
mupe. KadectBo Oyner ompeaensiTeCs € KCIOJIB30BAHUEM  MEp, OXBaThIBAIOIIHUX
UH(QPACTPYKTYpy, HpPOLECCHl yXola U pe3yiabTaTbl. Mbl cocpelnoToyuMcs Ha HauOomee
pacnpoCTpaHEHHBIX XUPYPTUYECKH ONEPUPYIOLINXCSA PaKkax BO BCEM MUpE: paKe Tpy.u, KelyaKa
U KoJIopeKkTalbHOro paka. OCHOBHasg Ielb COCpeJoTOuYeHa Ha wu3ydyeHuu 30-AHEBHOU
CMEPTHOCTH U OCJIOKHEHUH IOCIIe OTepaliy 1Mo MOBOIY paKa 3THX JoKaluzauuid. Bropas uens -
U3YYUTh MPOLECCH HHOPACTPYKTYPHI M YX0/1a B JICYCHUU 3TUX BHJOB PaKa BO BCEM MUpE.

IlepBuyHas ounenka pesyjbtara: 30-AHEBHAS CMEPTHOCTh U OCJIOKHEHHS TIOCIIE ONEPAIlUH 10
HOBOJY paka.

Heanlmoe CpaBHEHHME: MCXKAY TIpynmnaMud CTpaH, OIPEACIIEMBIMA HHACKCOM pPa3BUTUA
YCJIIOBCUCCKOI'O IIOTCHI MAIA.

TpeboBanusi k 00JbHUIE: JTI00ast OOJILHUIIA B MUPE, BBIMOJIHSAIONMIAS XUPYPTUUECKOE JICUCHUE
paka MOJIOUHOM JKeJe3bl, KelyIKa U KOJIOPEKTAIIbLHOTO paKa.

TpeboBanusi K NALMEHTY: MOCJIEI0BATEIbHbBIC MAIMEHTHI, MIEPEHECIINE ONEPAIHIO 110 MTOBOAY
paka MOJOYHOW >KeNe3bl, KelyAKa WM KOJOPEKTaIbHOro paka. Omnepanus MOXKET OBITh
MAJUTMATUBHOMN WJIU PaJAUKAIBHOM.

Komanpaa: UHauBuayanpHble TPYIIBI U3 TPEX YEIOBEK COOMpAIOT JaHHBIE B TEUEHHE YEThIPEX
Henenb. Pexomenayercs copMupoBaTh HECKOJIBKO KOMAaH]I, COOMPAIONINX JIAaHHBIE B TEUEHUE
HECKOJBKUX YEThIPEXHEACIbHBIX MEPUOJIOB B OJTHOM IIEHTPE.

Ilepuon Bpemenu: OynyT HMAeHTU(GUIMPOBAHBI MAalMEHThl W JaHHbIE, COOpaHHBIE IJII BCEX
NAallMeHTOB B TEUEHHE IIepuojia BPEMEHHM C IMocieayroluM HaOmoneHueM a0 30 gHel.
Uccnenoanne Oyaer mpoxoauth ¢ 1 ampens 2018 roga mo 31 oktabps 2018 roma (c
HOCJIEYIONUM HaOI0JeHUeM 3a nocieAHuM nepuooM a0 30 Hosops 2018 roxa).

2 BBenenue

2.1 Yrto Takoe GlobalSurg ?

['mobanpHas crmyxx0a ObUTa co3gaHa ANt TOTO, YTOOBI TMO3BOJHTH JIOJASM CO BCETO MHpa
PYKOBOAWTh W YYaCTBOBaTh B TJOOATBHBIX HUCCIEAOBAHUAX, HAMPABICHHBIX HA YIIy4YIlEHUE
pe3ynbTaToB mocie onepanuu. Jtuka GlobalSurg sBisiercs BceoOBeMITIOME U COBMECTHOH -
HAIIM MEXIyHApOIHbIe KOTOPTHBIC WCCIIEIOBAHUS OTKPBITHI JUISI BCEX COTPYIHUKOB M3 JTIFOOOH
TOYKH MHUpa.



2.2 GlobalSurg 3: Ilouemy oHkoxXupyprus?

W3 15,2 MIITMOHOB YeIOBEK, KOTOPBIM OBUT ITOCTaBIIeH quaruo3 paka B 2015 roxy, 6osee 80%
HY)XJIAlOTCs B  xupyprudueckom BmemareiabctBe (1). Ilpu omyxonsix, MNOITAIOLIUXCS
XUPYPru4eCKOMY JICUEHHIO, XMPYPIHUECKOE BMEIIATEIBCTBO YACTO 1a€T HAWJIyUllIMe IaHChl Ha
BBI3JIOPOBIIEHHE, OCOOCHHO Ha paHHHUX cTagusax 3adoneBanus. [1o oneHkaM, eXeroaHo B MHpe
TpeOyercs 45 MIIIHOHOB XUPYPTrUUYECKUX MPOLETYp, OJHAKO MeHee 25% MalueHTOB C pakoM
UMEIOT JIOCTYH K 0e30macHOM, JOCTYMHOW M CBOEBPEMEHHOH xupypruu. B To Bpems kak
MOKa3aTeI CMEPTHOCTH OT paka CHUIKAIOTCS B CTPaHaX C BBICOKUM YPOBHEM JI0X0/a, B CTpaHax
C HMU3KHUM U cpeanuM ypoBHeM noxona (LMIC) mabmonaercs nporusononoxuoe (2). o 1,5%
BaJIOBOI'O BHYTPEHHETO MPOAYKTa TEPAETCS U3-3a paka B HEKOTOpbIX pernoHax LMIC (3).

OO01mue Xupypru BCTpEUalOTCs C MalUeHTaMH ¢ HauboJiee pacHpOCTPaHEHHBIMHM BHUJIAMHU paka
exeqHeBHO. Pak MosiouHoOM kene3bl (rioOaibHas 3a00sIeBaeMOCTh 3aHMMaeT 1-e MecTo,
rio0anbHas CMEPTHOCTh 3aHMMAET 5-€ MECTO0), paK jkelynaka (3a001eBaeMOCTb 3aHUMAeT 5-e
MECTO, CMEPTHOCTh 3aHMUMAET 3-€ MECTO) U KOJIOPEKTaIbHBIN pak (3a001eBaeMOCTh, 3aHsBILIAs 3-
€ MECTO, CMEPTHOCTb 3aHUMAET 2-€ MECTO), IPEJCTABIAET cO00M 3HaUnTEIbHOE OpeMs Oose3Hen
B pa3HbIX ycnoBusx goxoxa crpad (1). Tem He mMeHee, OONBIIMHCTBO HCCIEIOBAHUM, KOTOPHIC
U3y4aloT IIOOAJIBHOE paclpefeleHue U Pe3ylbTaTbl TSDKENBIX PAKOBBIX 3a00JIeBaHHUH,
UCIOJB3YIOT HMUTHUPOBAHHBIE METOJbl M3-32 OTCYTCTBUS HAJEXKHBIX JAHHBIX, BKIIOYas
AMUIEMUOJIOTMYECKUE JAHHBIE 110 CTPaHaM, CTaJUH PaCIpeeIeHNs U OIX0/bI K jJedeHuto (1).

2.3 Hacrpoiika npuopuTeToB ucciaeroBanuii B cetu GlobalSurg

CorpyauanuectBo GlobalSurg - sto pacrymas cers u3 Gonee yem 5000 wnunuimctoB B 106
cTpaHax. B HacTosimiee Bpemsi Mbl IPOBENIM JBa MEXAYHApOJIHBIX KOTOPTHBIX HMCCIEIOBAHUS
6onee 24 000 nanMeHTOB, MPOXOAAIINX SKCTPEHHYIO U IJIAHOBYIO a0JIOMUHAIIbHYIO XUPYPTHUIO.

GlobalSurg 1 3anymen B 2014 romy u moOKas3ajl, 4YTO CMEPTHOCTH IIOCIE OKCTPEHHOMN
a0JIOMUHAIBHOW XUPYPTHM B TPU pa3a BBIIIE IO CPAaBHEHUIO CO CTPaHAMU C BBICOKUMU
MoKa3aTeqsIMH  HMHJEKca yenmoBedeckoro passutus (MPYIT) (4). Dra pasuuia He Oblia
00yCITOBJICHA TOJIKO 0A30BBIMU KIIMHHUYECKMMHU XapaKTePHUCTUKAMU TAIMEHTOB. AHAIH3 JeTei
MOKa3aJl, YTO MOKA3aTeId CMEPTHOCTH MOCIIE SKCTPEHHOH a0IOMUHAILHON XUPYPTHH B CEMb pa3
Ooubllle IS JE€Ted W3 CTPaH C HHU3KUM JO0XOJOM [0 CPAaBHEHHIO CO CTPaHaMH C BBICOKHUM
ypoBHEM noxoja (5).

GlobalSurg 2 611 ipoBeen B 2016 roay u uccieaoBai 3aboieBaeMOCTh HH(pEKIHElH B 001acTH
Xupyprudeckoro BmernrareiabcTBa (SSI), koTtopas ocraercs HamOoliee paclpoOCTPaHCHHBIM
ocJIoKHeHHeM Tociie oneparuu (6). Hama mybnukamus «Lancet Infectious Diseases» nokaszana,
YTO MAaIMEHTHI B CTPAaHaX C HU3KUM JOXOJIOM HECYT HEMPOIMOPIHUOHAILHO OOJBIIYIO HATPY3KY B
Buje SS| u umerot 6os1ee BRICOKHE MOKA3aTeNu YCTOMUYMBOCTH K aHTUOMOTHKAM.

Tpetbe uccnenoBanre MPUOPUTETHOCTH MCCIIEIOBAHUM OBLIO MPOBEAEHO coodmecTBoM a0 2017
roja. 3to ObUIO COCPEIOTOYEHO HA MPUOPUTETAX XUPYPrOB M YUUTHIBAJIO B3IVl HA YPOBHU
pa3BUTHSA CTpaHbl. OTO 3aBEpPHIMJIOCH CEMHHApPOM IO YCTAaHOBJIEHHUIO IPHOPUTETOB
nccrenoBanmii B MoxannecOypre, Hos6ps 2017 roma. Omeparus Ha pake ObUIa OTMEYEHA KaK



TJIABHBIA TPHOPUTET HWCCICAOBAaHUI, W OTO WCCICIOBAaHHWE SBISIETCS TIEPBBIM M3 CEpUH,
MOCBSIIEHHBIX ATOH MOTPEOHOCTH.

Ilens wuccnenoBanus GlobalSurg 3 3akmrouaercs B onpeseincHHHM Bapualik KadecTBa
OHKOJIOTHYECKOH XUpypTruu BO BCEM MHUPE C BBIACICHUCM OCOGOFO BHUMAaHUA PpC3yJibTaTaM
JIeYeHHMs TTAl[MEHTOB, PA3BUTHIO HH(PPACTPYKTYPHI U YXOJIY.

3 Posiu, 005I3aHHOCTH M AaBTOPCTBO

GlobalSurg npencrapnser cob0il MeXITYHAPOJHYIO CETh CIUHOMBIIUICHHUKOB [0 BCEMY MHUDY.
VYyactue B mnpoektax GlobalSurg npuBOOUT K COABTOPCTBY B OTHOIICHWH MEPBUYHBIX
myOIHMKaIuil ¢ Ucroib3oBanueM uaeHtudukaropa PubMed, mprucBoeHHOTO BceM COTPYTHUKAM.

3.1. Posu u 00s13aHHOCTH

[TpoexT ynpasnserca PykoBonsamum komuterom GlobalSurg 3 (cMm. Pucynok Huxke). Komurer
(GYHKIMOHHUPYET, YTOOBI TMOMOYb BaM 3allyCTHTh MCCICJOBAHHE M MOXXET IOMOYb BaM B
TEXHUYECKUX BOMPOCAX, ITHUECKUX NMPUIOKECHUAX U MHOTOM JIpyrom. B kaxmoii ctpane Oyner
obmiee pykoBojactBo GlobalSurg, koTopoe MOXKET MPEJOCTaBUTH IMOMOIIL W HHPOPMAIHIO O
TOM, KaK HAaCTPOWUTH HCCIICJIOBAaHUE B BAIIEM IICHTPE M CTAHET BAIIMM OCHOBHBIM KOHTAaKTOM. B
KPYIHBIX OONBHHIAX, TUIAHUPYIOIIMX HECKOJIBKO TEPHOJ0B cOOpa MaHHBIX, «PYKOBOJCTBO
OOJIBHHUI) MOKET Ha3HaYaThcss HanmoHaIbHBIM JHIepoM. PYyKOBOISIINI KOMHUTET JIOJKEH OBITh
npouHpopMupoBan uepe3 enquiry@globalsurg.org. MuHH-KOMaHIBl 1O CcOOpPY JAHHBIX
BKJIIOYAIOT JIO TPEX UYEJOBEK, KOTOpble MOTyT OBITh CTyAE€HTaMH-MEAMKAMH, BpayvamH,
MeJIcecTpaMH WJIM TOMCKOBBIMU COTpyAHHKaMu. bornee mnoapoOHyro wuHbopMmanuio o
00513aHHOCTAX MO COOPY TaHHBIX MECTHBIX ciiefoBaTeneil cM. B paznene 8.1.
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- -
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mini-team —= Time-period

mini-team mini-team mini-team
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™ Up to 3 local investigators

= Can be medical students, doctors
nurses or research staff

= Multiple miniteams per hospital is encouraged
- each take a different 4 week period



3.2. ABTOpPCTBO

[Ty6nukanust Oyaer aBTOPH30BAThCS IO OJHMM HMeHeM ocHOBHOW rTpynnbsl («GlobalSurg
Collaborative») B aBTOpPCKOH CTpOKE MOJ 3aroJIOBKOM, NMpHU3HABas Bce ycwius aBTopa. Bce
UMEHa COaBTOPOB OyayT MEPEYMCICHb B KOHIE TNEpPBUYHBIX IyOnukamuid. Ilpeamaratorcs
BTOpHYHBIE TyOnuKkaruu. OHM MOTyT OBITH COCPENOTOYEHBI Ha Teorpaduyeckoi oOnacTw,
KOHKPETHOM 3a00JIEBaHUU WJIM MOATPYIIE TMAlMEHTOB. BKiIroueHne KommabopannoHUCTOB IO
BTOPUYHBIM IyOJMKAIMSIM pEHIaeTcss Ha OCHOBE HCCIEIOBAHUM, Hampumep, ObUIO OBl
OeCCMBICTICHHO  BKJIIOYaTh  €BPOINECHCKUX  COOPIIMKOB JAaHHBIX B  HCCIEIOBAaHHE C
UCTIONIb30BAHUEM TOJIBKO a(ppUKaHCKUX JAHHBIX. TaM, e 3TO BO3MOXKHO, PYKOIHCH OyIyT
OIyOJIMKOBaHBI KaK MOJHOCTBIO OTKPBITHINA JOCTYI. DTa aBTOPCKasi MOJIENb Oblla YCIIEUTHON BO
BCEX HAIIUX MPEBIAYIINX COBMECTHBIX MPOEKTAX.

4 MeTtoanl

4.1 llepBuyHas ueiab

[lepBuuHas 1enb COCTOUT B TOM, 4TOObI U3yuuTh 30-AHEBHYIO CMEPTHOCTH M YPOBEHb
OCIIO’)KHEHUH MOCTIe JICUYEHUS paKa B CTpaHaxX ¢ HU3KUM, CPETHUM U BHICOKUM YPOBHEM Pa3BUTHUS
YeNoBeKa.

4.2. Bropu4Has ueJb.

BropuuHnas mens - U3MEpPHUTh Ka4eCTBO XHPYPTHUYECKOTO JICUCHHUsS paka, KOTOPOE MOXKET OBITh
Pa3HBIM B CHTYyalMsIX C HU3KHM, CPEIHUM M BBICOKUM YPOBHEM J0X0Ja. Y CIOBHBIC TOYKHU
JAHHBIX OYIYT 3aBUCETh OT KOHKPETHBIX PECYPCOB, UMEIONTUXCS B OOJILHUIIE, H OyIyT BKJIFOYAThH
B ce0st uHPpacTpyKTypy (Hampumep, BU3yallM3allMi0), MEPbl MO yXOay (Hampumep, MPUHATHE
MHOTOJIUCUUIUIMHAPHBIX PEIIeHUH) U pe3ynabTaThl (HAMpUMeEp, BKIIOUEHUE XHUPYPrHUYECKHX
KpaeB MecTa pe3ekiun). [lokazaTenu kayecTBa, CBI3aHHBIE C pAKOM, OMMCaHbI B pazzaene 4.6.3.

4.3. Ilepuoa BpemMeHH.

UccnenoBanne Oynmer mpoxomuth ¢ 1 ampens 2018 roma mo 31 oxtsops 2018 roma (c
NOCNEAYIOIUM HaO/loIeHneM 3a nepuof, 3akaHuuBaromuiics 30 HosOps 2018 roxa).
OtnenpHBIE TPYMIBI OONBHUI] OyIyT UMETh MaKCUMyM TPH YE€JIOBEKa M COOMpaTh JaHHBIC B
TEYCHHE 4YeThIpeX Heaenb. Kaxkmgas MecTHas KOMaHIa MOXET BbIOpaTh  YAOOHBIN
YeTHIPEXHEACTbHBI Tepuoa BpeMeHH. PekoMeHayeTcs TOOMIPATh HECKOIbKO KOMaHI,
OXBAaTBHIBAIOIINX pa3HbIe, HETIEPEKPBIBAIOIINECS, MIEPHObI BPEMEHU U3 OJTHOTO YUPEKICHUS, U
OJIHA U Ta e KOMaHJa MOXXET MPOJI0JDKATh 0oJiee YeThIpeX HEeAETbHBIX OJOKOB, €CITU OHU TOTO
nokenaroT. KoMaHIIbI MOTYT COCTOSITh U3 CTYICHTOB-MEAHMKOB, Bpadeil, MEeJICECTep U HAYUHBIX
COTPYIHUKOB. BKifoueHWe Bpada-KOHCYJIbTAHTA WU TPUTIIANICHHOTO XHUpypra B KOMaHIY
noompsiercsi. CynepBU30pbI JODKHBI OBITH 3apETHCTPHPOBAHBI ISl MCCIIENOBaHUS 10 cOopa
JAHHBIX, KOTOpble OyIyT BKIIOYEHBI B KAueCTBE COABTOPOB. PeKOMEHIyeTcs MOOompSTh
HECKOJIbKO TIEPHOZIOB cOOpa JaHHBIX B KayecTBE CPEICTBA YBEIWYEHUS KOJIMYECTBA
COTPYIHUKOB U MAIIMEHTOB, BKIIOYEHHBIX B KXKIBINA HIEHTP.

4.4 Kputepus BKJIIOYeHHSA

4.4.1 Kpurepuu BK/JII0OYeHUS 00JIbHHUIL

* BOoNBHUIIBI, PETYISIPHO BBHITOJHSIONINE TUTAHOBYIO WJIM HEOTIOXKHYIO XHPYPTHIO TI0 TOBOIY
paka MOJIOUYHOM KeJIe3bl, JKeTy/IKa IIH KOJIOPEKTAIBLHOTO paKa B JI000# ToUKe 3eMHOTO mapa. B
OonbHUIE HE 00s3aHbI BHITOIHATHCS ONEpalMU JUIsl BCEX TPEX YCIOBUMN; OJHAKO B OOJIbHHUIIAX,



rJie 1B WIM TPU 3a00JICBaHUs JICUYATCs] XHUPYPTUUCCKUM ITyTE€M, BCE MAIUCHTHI JOJDKHBI OBITh
3aperucTpUpPOBaHbl B TEUCHUE TIEPHO/IA UCCIICIOBAHUS.

* Bce yuwacTByromme LEHTPHI AODKHBI OyayT 3aperucTpupoBaTh CBOM JIaHHBIE, U BCE
COTPYAHUKH JIOJDKHBI 3allOJIHATh OHJIAWH-y4eOHBI MOIyJAb JO0 Haudana cOopa JaHHBIX
(training.globalsurg.org). Moayns BKJIIOYAeT CTAHIAPTH30BAHHOE ONHCAHHE PA3IUUHBIX
NEPEMEHHBIX JIaHHBIX, KOTOpPhIE HEOOXOIMMO coOpaTh, W CIIOCOOBI HMCHOJIB30BAHUS CHCTEMBI
BBO/JIa JIAaHHBIX OHJIAWH-HUCCIICIOBAHUSI.

 JIns BKIIIOYCHHS B MCCIICJOBAaHUE IIEHTPBI JIOJDKHBI BKIIFOYATh IOCIICAOBATEILHBIX (TO €CTh
OJIMH 3a JAPYTruM) HAIlMEeHTOB U O0ECHeunuTh OOIIyI0 MOJHOTY AaHHBIX Oonee 90% (To ecTh He
clenyeT yIyckarb HHUKakux ciydaeB). LleHTpwl, koropsle omyckairoTcs Huxe 90% obmiero
npezena MmoJHOTHI JaHHBIX, OYyyT yIaleHbl U3 aHAJIN3a IaHHBIX U CIIMCKOB aBTOPOB.

* B KaXJ10M IIeHTpe HET MHHUMAJIBHOTO KOJIMYECTBA MAIUEHTOB, JOJKHBI OBITh BKIIIOYCHBI BCE
MOIXO/ISAIINE MAIIMECHTBI, JICYUBIIHECS B TEUCHHE MIEPHUO0/Ia UCCIICIOBAHNS.

4.4.2. Kputepuu BKJIIOYEHUS NANUEHTOB.

Kpumepuu exnouenus.

* Cnenyer BKIIOUATh BCEX MOCIEIOBATENIBHBIX MAIMEHTOB, MPOXOISAIINX JICUSOHYIO ONEPAIHIO
(pamuKanbHYyI0 WM TMaUIMATHBHYIO) 110 TOBOJY paka MOJIOYHOM JKENIe3bl, KEIyaKa |
KOJIOPEKTAJIbHOT'O paKa.

* Xupyprus ompeaesnsieTcss Kak Ipoleaypa, TpeOyromas pa3pe3a KOXKH, BBITOJIHIEMOTO IO/
0o0LIMM UM HeWPOaKCHATIbHBIM (HapUMep, PETUOHATIBLHBIM, SMUYPAIbHBIM WU CIIMHAJIBHBIM)
00e300JIMBaHHEM.

* CnenyeT BKJIIOYATh KaK IJIAHOBBIE, TAK U DKCTPEHHBIE ONEpaIiu.

* BxirounTe  mamMeHTOB, |y KOTOPBIX  MPEAONEpPAlMOHHBIM  JUArHo3  CUUTAJCs
TO0OpPOKAueCTBEHHBIM, HO BIOCIEACTBUM OH ObUI MPU3HAH PAKOM, HAMpHUMEp, OOCTPYKIHUS
KHIIIEYHMKA ObUTa BhI3BaHA PAKOM, BBISIBIEHHBIM BO BPEMS OTIEpAIIUH.

* BKIIOYHTH TAIMEHTOB, Y KOTOPBIX NPEIONEPAIlMOHHBIM JTUAarHO3 CYHTAJICS PaKoOM, HO
BITOCJIEICTBUU OBLI MpPU3HAH T0OPOKauYeCTBEHHBIM 3abo0jeBaHueM (yOeauTech, 4YTo epeMeHHas
«TaTOJIOTHSI» YKa3bIBaIllasi HE Ha pak, He OyJleT BKIIIOYEHA B IEPBUYHBIN aHATU3).

e JlomkHBl OBITH BKJIIOYEHBI JAAPOCKOMHYECKHE, JAMapOCKOIUYECKHe C KOHBEpCUEH,
pPOOOTU3UPOBAHHBIE U OTKPHITHIE CITyUYau.

* [TanieHTHI B Bo3pacTe 18 JeT u crapiiie T0KHBI ObITh BKIIFOUEHBI

* Xupyprust MOXeT ObITh C PaAMKAIBHBIMH WM NAJJTHATUBHBIMA HaMepeHUsMH. Brirodaiite
MalMeHTOB, B KOTOPBIX JieueOHas omepaius Oblia MpeAnpuHSATa, HO OCTaBJeHA, HalpuMmep,
AKCIUIOPATUBHAS JTAapOTOMHSI.

Kpumepuu ucknouenus

* Onepanuu, pu KOTOPBIX IIEPBUYHAS NIATOJIOTUS B BUJE paKa MOJIOYHON XKEJIE3bl, )KeIyIKa TN
KOJIOPEKTAJIbHOT'O TPAKTA HE SABJISIETCSI OCHOBHOM.

e [lanueHTsl, NOpOXOoIdlME TOJBKO AUATHOCTUYECKYIO IPOLEAYPY, WCKIIOYUTEIBHO IS
JMArHOCTUKU WJIM TIOCTAHOBKU CTaJWH, JIOJKHBI OBITh HCKJIIOUEHBI, HAIPUMEP, OTKPHITAs
OuoIICHsl MOJIOUHOM KeJe3bl, BBIMOIHEHHE JanapOCKOUH.

* [lanuentsl, npoxopsiive J€4eHHe, KOTOpoe He TpeOyeT pa3pe3a KOXKHU, JOKHBI ObITh
UCKJIFOUEHBI, HAIPUMEp, TOJIBKO KOJIOHOCKOIUS / SHIOCKOIUS, TOIBKO XUMHUOTEpanus / JiyueBast
Tepanus.



* Cnenyer UCKIIOUUTh NALMEHTOB C PELMIMBOM paka MOJOYHOHM KeJe3bl, KOJIOPEKTaIbHOIo
paka WM paka KelyIKa.

4.5. Pe3yabTarhl.

4.5.1. llepBruuHas perucrpanus pe3yjabTaToB.

Mps1 GyneM ucnoiib30BaTh JBa MOKa3aTelss perucrpaiuu pe3ynbraroB: 30-AHEBHAs CMEPTHOCTh
(cMepTHOCTB, KOTOpasi HacTynmuia B TeueHue 30 mHel ¢ MoMeHTa orepanuu) W 30-mHEBHas
yacToTa OciokHeHui (cMm. 9.1 mis monydeHus moapoOHONW MHEGOPMALKMU O CTAaTUCTUYECKUX
pacuerax).

30-onesnas cmepmuocme.
Omnpenensiercs kak cMepTh B TeueHue 30 1Hel 1mociie OCHOBHOM omepanuy, I7ie JTHEM Olepaluu
siBiIsieTcs neHsb .

30-0nesrnas wacmoma 60ALUIUX OCTONCHEHU
Onpeaensercst kKak BosHUKHOBeHUe ocinoxHeHui 11 umu IV kimacca Clavien-Dindo B Teuenue 30
JHE! ¢ MOMEHTA UHACKCUPYIOIIEH Olepaluu.
Clavien-Dindo III kmacc: HesamaHUpOBaHHOE XHPYPIHUYECKOE, DHIOCKOIHUYECKOE HIIN
PaauoJIOTMYE€CKOE BMEIIATENIbCTBO —

IIla: BMemaTeapCTBO HE oA O0IICH aHSCTE3UE;

I11b: BMemarenscTBO oA 0OLIEH aHECTE3UEM.

Clavien-Dindo IV kmacc: omacHoe MAisi KM3HH OCJOXHEHHE, TpeOyroliee BHEMIaHOBOM
HEOTJIOKHOW MeTUITMHCKOM oMoy / unTeHcuBHOM Tepanuu (ICU) —

IVa: nuchynkuus omHoro oprana (BKJItouas Juains);

[Vb: mynbTropransas nuchyHKIus.

Kaxk onpe()efzumb OCJIOJHCHEHRUE

He6J’IaFOHpI/I}ITHHe MOCJICONICPALIMOHHBIC COOBITHS MOTYT OLITH pa3aciiCHbl Ha <«HEYHauu»
JICUCHHUA, OCIOXHCHUA 1 wu ociuoxheHus 2. HeyI[a‘II/I JICHCHUA TIPOUCXOOAT, KOr'Ja
NEpBOHAYAJIbHAA oOncpalusa HE AJOCTUTACT CBOUX MPCAINOJIaracMbIX 3alay, HallpuMEp, pCuuiuB
OIyXoJiu mociie oneparuu npu pake. Ocnoxuenus 1 (Sequelae) sBnstoTcs 00MIECH3BECTHRIMU
MOCJIC/ICTBHSIMU JTAaHHOW MPOIEAYPHI;, HAPUMEDP, MaTbaOCOPOITUs KUIIIEYHUKA TTOCTIe OOITUPHOM
PE3EKIIMN TOHKON KWIKH WM UMMYHHBIM JTePHUITUT mocie CIUICHIKTOMUH. JIF060e OTKIOHEHHE
OT HOPMAJIBHOTO IIOCICONECPAIUOHHOIO TCUCHHUA, KOTOPOC OKa3bIBACT H€6J‘Ial"01'IpI/I$ITHoe
BOSHefICTBHe Ha MnarnucHTa U HE SABJISACTCSI HU Heyglaqeﬁ JICYCHHA, HU OCJIOXKHCHHUAMU 1, SABJIACTCS
ocioxuenuem 2 (complication).

B xnaccudukamuu Clavien-Dindo ¢akropom, onpenenstomum TSHKeCTb OCIOKHEHHS, SBISETCS
Tpedyemoe neueHue. CrneaoBaTeabHO, JAHHOE OCJIOKHEHHE MOXKET OBITh OLIEHEHO MO-Pa3HOMY B
3aBUCUMOCTH OT TOTO, KaK OHO JIEYMJIOCh. Hampumep, HECOCTOATENBHOCTh aHACTOMO3a MOXKET
JICUNUTHCS TOJBKO € MOMOIIBI0 aHTHONOTHKOB (Kiacc II), umm MoxxkeT morpeboBaThCsl MOBTOPHAs
onepanws nox anecresueit (kimace [1Ib). HekoToprie npyrue coobpaxeHus:



* HMHTpaomnepalliOHHBIE OCIOKHEHUS HE pacCMaTPUBAIOTCS, €CIM OHH HE OKa3bIBaIOT
HEOJIArONMPHUATHOTO BO3JICHCTBUS Ha MAIMEHTA MOCJe onepanu. EMMHCTBEHHOE UCKITIOYCHHE -
WHTPAONIEPALIMOHHAS] CMEPTh - 3TO KIaCCHPUIMPYETCs Kak Kiace V.

* Bce nmocneonepaimonnbie moO0YHBIE YPPEKTHI BKIFOYAIOTCS, JaXKE €CJIM HET MPSMOM CBSI3U C
onepanuen.

* Bce HeOmaronpusiTHbie COOBITUSL B TeUCHHE mocieayromero nepuoaa (30 mHei) BKIFOYAOTCS,
JIaXKe €CJIM OHU TIPOUCXOJIAT MOCIIC BBIMHCKH.

* JlnarHocTHYecKHe MpOIEAYpPhl HE BKIIOYArOTCsA. Hampumep, AuMarHOCTHYECKas SHIOCKOMUS
JUTSL TIOUCKA MCTOYHHMKA KPOBOTCUEHUSI 0€3 KaKOro-JIMOO BMEIIATENIbCTBA HE OyIeT CUMTATHCS
OCIIO’)KHEHHEM, HO TepamneBTHUYECKasl SHIOCKOIHUS C KIMIHUPOBAHHEM KPOBOTOYAIIETO COCYJa
Oyner cuutarbesi ocnoxkHeHueMm Illa. Tlockonbky oTpunaTenbHblE  AKCIIOPATUBHBIE
JaTapOTOMUU SIBJISIFOTCS] TUArHOCTHYECKUMH TIPOIICTypaMH, OHU HE JTOJDKHBI PETUCTPUPOBATHCS
KaK OCJIOKHEHHS.

IIkana ocaoxuennii Clavien Dindo (mpumepsbl BbljieJieHbI KYPCHBOM)

| JIro60e OTKIOHEHHE OT HOPMAJIBHOTI'O MOCJIEONEPAIIMOHHOIO TeYeHUs! 06e3 HEOOXOIUMMOCTH B
(dapMakoIorHIecKoM (KpoMe «pa3pelIeHHBIX TEPaleBTHUECKUX DPEKHMOBY), XHPYPTUUECKOM,
9HJIOCKOITUYECKOM WJIH PATUOJIOrHYECKOM BMEIIATEBCTBE.

PaspernieHHble TepaneBTUYECKUE PEKUMBL: BEIOpaHHBIE TpenapaTsl (IPOTHBOPBOTHEIE CPEZCTBA,
KAPONOHIDKAIOIINE CPENICTBA, AHAJIBICTHKH, IMYPETUKA W KOPPEKIHSA SJIEKTPOIUTHBIX
HapyleHuit), pusnoTepanus ¥ paHeBble MH(YEKIIMY, HO aHTUOMOTUKH HE Ha3HAYAIIUCH.
Ipumepwi: lleus (omxnonenue om Hopmbl); eunoxaiuemus, KYRUPOBAHHAS OPATbHOU 3AMEHOl
Kanus;, mowHoma, 00pabomaHHas Npomu8ocpUOKOBLIM CPeOCmBOM (Hanpumep, YUKIUSUH);
oCmpas noYeyHas HedoCMamouyHOCmy, KyNUupOBAHHAS 6HYMPUBEHHBIMU HCUOKOCHIAMU.

Il. TpeOyercst ¢apmakoJoruyeckoe JEUYEHHUE IMpenaparaMu, OTIMYHBIMH OT TE€X, KOTOpPbIE
Jonyckatorea A ocnoxHeHui | crenenu. Taxke BKIIOYEHBI HEOOXOAMMOCTH IEPEIIMBAHUS
KPOBH U 0011Iee MapeHTepabHOE MUTAHHUE.

Ilpumepvi:  Xupypeuueckasa ungexkyus 6 obracmu onepayuu, OasA Je4eHUuss KOomopou
UCNONL308ANUCL AHMUOUOMUKU, UHDAPKM MUOKAPOA NeYUNCs MeOUKAMEHMO3HO, MPOoMOO3
2NYOOKUX B€H, NeHUSUIUCS SHOKCANAPUHOM, NHEGMOHUS UNU UHDEKYUus MOouesblx nymel,
JIeUUBUUUXCS AHMUOUOMUKAMU, NePeNUBanHue Kpogu no Nogooy aHeMuu.

Il11a Tpebyetcs xupypruueckoe, 3HI0CKOMHUECKOE WIH PaJHOIOrH4eCKOe BMEIIaTeNbCTBO, HE
o1 00uIMM 00€300IMBAIOLIUM.

IIpumepbi: mepanesmuueckas HOOCKONUYecKas mepanusi (He 6KII0YAIOM OUASHOCMUYecKuUe
npoyeoypul); npoyeoypvl UHMEPEEHYUOHHOU PAOUOIOUU.

I11b Tpebyetcst xupyprudeckoe, S3HIOCKOMUUESCKOE WIN PATHOJIOTHISCKOS BMEIIATEIILCTBO O]
o0111el aHecTe3ueH.

Ilpumepor:  Dxcmpennas  penanapomomusi 01 OCMAHO8KU  Kpogomeuenus. Obpamume
BHUMAHUE, YMO HEeKOmopble Npoyedypbl NPOSOOSIMCS, Mpedyst 3anJaHUPOSAHHO20 B036DAUCHUS
8 ONEPAYUOHHYI0 U He clledyem PAcCMampueams Kak OCIONCHEHUe, Hanpumep, 1anapomomuio,



KOHMPOIUPYIOWYIO NOBPEAHCOeHUE, NPU MPasme ¢ 3aNIaAHUPOBAHHBIM HOBMOPHLIM NPOCMOMPOM
(damage-control).

IVa Xwusneyrpoxaromue OCIOXHEHHUS, TPeOYyIOIIME HWHTEHCUBHOW Tepanmuu - JUCHYHKIUSA
OJTHOTO OpraHa WJIM HEBPOJIOTUYECKHUE OCIIOKHEHHs, BKJIIOYas KPOBOU3JIHMSIHHE B MO3T U
UIIEMUYECKUNA HHCYNBT (Mckimrodas TIA).

OTO MOXKET BKJIIOYATh B ceOs TpeOoBaHME Ui MEXaHMYECKOH BEHTWIISAIMH, BBHICOKOIIOTOYHOM
KUCIIOPOJHOW Tepamuu, reMOQHIbTPALNU, Ba30NPECCOPHON MOANCPKKA WIIM HEMPEPHIBHOTO
MHBA3MBHOT'O MOHUTOPHHTA.

B HeKOTOpBIX LEHTpax IJIAHOBOE pa3MEIleHHE MAlMCHTOB B NajlaTaX MHTEHCHUBHOW TEepanuu
SBIISICTCS HOPMAJIBHBIM I10CJIE OCHOBHBIX ONeEpalfif. DTH ClIy4au HE JOJDKHBI BKIIOYaThCs. B
HeHTpax 0e3 BO3MOKHOCTeH HHTeHCHBHOM Tepanuu kiacc [V Clavien-Dindo moxxer ObITH
Ha3HAUeH TPU HAJMYUU ONACHOTO ISl JKU3HU OCIIOKHEHHS, B KOTOPOM TOCHHUTAIM3alHsI B
OT/EJICHUE peaHNMaIiK ObLIa He00X0IuMa.

Ilpumepbi: OucyHkyus 00HO20 oOpeana, mpeodylowds UHMEHCUBHOU mepanuy, Hanpumep,
NHEBMOHUSL C NOOOEPIHCKOU BEHMUNAMOPA, NOYEYHASI HeOOCMAMOYHOCHb ¢ HEeO0OX0OUMOCbIO
IKCMPAKOPNOPATLHOU PUTLIMPAYUU; UHCYITLI.

IVVb JKusneonacHbie ociokHEHHs, TPEOYIOIME WHTCHCHBHOW TEPAllMy B YCJIOBHSX OTACICHUS
peaHuMaIuy - NoJUOpraHHast IUCHYHKIUS.

V CmepTth narueHTa

4.5.2. IToka3aTeid BTOPUIHOTO HCXO0/1A.
Ilokazamenu Kauecmea, C64A3AHHbIE C PAKOM.
Onu onucansl B pazjene 4.6.3.

30-0nesHasn «manviey oCLOHCHEHUSL.

Omnpenensiercss kKak BO3HUKHOBeHHE ociiokHeHu! kiacca I unu II Clavien-Dindo B Teuenue 30
JTHeW mocse OCHOBHOM OIeparuy.

Clavien-Dindo I: nr000e OTKJIOHEHHE OT HOPMAIBHOTO TIOCIEOMEPAIIMOHHOTO Kypca 0e3
HE00X0UMOCTH (apMaKOJIOTHYECKOTO JIEYEHHUS WM XUPYPTrHUECKUX, SHAOCKONHUYECKHX U
PaIMOIOTHYECKUX BMEIIATEIbCTB.

Clavien-Dindo cremenr II:  TpeOyercst dapmakojorudeckoe JI€YeHHE C JPYTUMH
JICKApCTBEHHBIMH CPEJICTBAMH, JIOIYCKAIOIIUMHU OCIOXKHEeHHs | cremeHn. Taxke BKITFOUEHBI
HEOOXOIMMOCTh TAPEHTEPATHLHOTO TIUTAHUS U MIEPETMBAHUS KPOBH.

Hnpexyus 6 obracmu xupypauueckozo emeuiamenscmaa.
SSI Gyner onpenensTbcs B COOTBETCTBUU C peKoMeHAauusMu 1o npodunaktuke SSI Llentpos
no npodunaktuke u KoHTpouto 3aboneannii (CDC) (7), KoTOpbie ONpenesioT Cleayolee:
1. Uudexnust BKIIIOYAET KOXKY, HOBEPXHOCTHBIE U INTyOOKHE TKaHU pa3pes3a
"
2. Y nanueHTa no KpaHel Mepe, OJTHO U3 CIEAYIOIIETO:
a. ['HOMHBIN ApeHax U3 pazpesa



b. Opraausmbl, UACHTH(GUIIMPOBAHHBIE W3 ACENTHYECKH TOJYYeHHOro oOpasiia
KYJIbTYPJIbHBIM WM HEKYJbTYPHBIM TECTUPOBAHHUEM JUISl Li€JIel KIMHUYECKON AMArHOCTUKHU U
Je4eHus

c. IToBTopHOE OTKpBITHE paHbl [ manueHT uMeeT 1o KpauHerd Mepe OJMH U3 CIELYIOLINX
IIPU3HAKOB WM CUMIITOMOB: 0OJIb UJIM HAaIIPSHKEHUE; JIOKATM30BaHHbBIN OTEK; IOKPACHEHME; WU
MECTHOE TOBBIIIICHHE TEMIIEPATYPHI.

1. abcliecc WK Apyrue Npu3Haku WH(EKINH, BKIIOYarone riy0oKui pa3pes, KOTOPbIN
oOHapyXHUBaeTCs MpU TPyOOM aHATOMHYECKOM HIJIM FMCTONATOJIOTHYECKOM 00CIIeI0BaHUU, WU
IIPU BU3YyaIU3alUU.

Hecocmosamenvnocms anacmomosa (aHAcmomMomuyeckas ymeyxa)

AHacToMOTHYECKasi yTE€UKa ONpENENsIeTcs KaK HaJu4Me CBSI3U MEXAYy IIPOCBETOM
KeNyaKa WIM KHUIIEYHWKA W TpyAblo / OpIOMIHOM TOJOCThIO / Ta3oM B MeECTe paHee
chopMHpPOBaHHOIO aHacToMo3a. OOHapyXeHHe aHACTOMOTMYECKOH YTEUKH MOXKeT ObITh
oOHapy»xeHo paguonorudecku (¢ KT, MPT, koHTpacTHBIMHU HCCIIEJOBAHUSAMMU ), S3HIOCKOIIMUECKU
(mocpescTBOM 3H/I0CKOINNH WIIU JIAAPOCKOINH) WK TIPU OIIEPaLUy.

IIpooonscumenvHocms HabIOOEHUA.

[Mocnenyromee HabMrOACHUE OyneT M3MepsAThes a0 30 IHEH mocie omepanuu, rae 3TO
BO3MOXKHO (JINOO JIMYHO, TUOO C IPOCMOTPOM JTOKYMEHTAIMH ), TUOO B TOUKE BBIUCKHU, ECIIA ITO
HEBO3MOXKHO. [IeHb ornepamuu OyaeT paccMaTpuBaThes Kak JeHb (.

Texnuko-sKoHOMUYECKOe 0O00CHO8AHUE

Msl Gynem paboTaTh ¢ HEKOTOPHIMHM OOJIBHUIIAMH Il MPOBEAEHUS JOMOJHUTEIbHBIX
TEXHUKO-3KOHOMHUYECKHUX oOocHoBaHUM (cM. Paznen 4.6). He Bce OonbHUIBI OyayT 00si3aHbI
y4acTBOBaTh B HHUX. TEXHUKO-3KOHOMHYECKHE HCCIIEAOBAaHUS OyAyT H3ydaTb cOOp ApYyrux
pe3yapTaToB. OHM OyAyT BKIIOYATh OONIYI0 U O€3pEIUANBHYIO BEKMBAEMOCTh uepe3 3, 6 u 12
MECSIIEB; Ka4eCTBO XKM3HH U JPYTrue pe3yiabTaThl, OPHCHTUPOBAHHBIC HA TMAI[MEHTa; W OLEHKa
ODKOHOMHYECKOW CTOMMOCTH JIEYeHHS paka mnamueHTam. IIpockba ykas3aTh Bamemy
HAIIMOHAJIFHOMY PYKOBOJIUTEIO, MOXKETE JIM BbI MOAJEPKATh 3TH 1end. [ Bcex OONBHUI] HE
00s13aTeNIbHO TPUHUMATh YYaCTHE B 3TUX JIOTIOJHUTEIbHBIX UCCIIEAOBAHUSIX.

4.5.3. KayecTBeHHBIE I0KA3aTeJIH, CBA3AHHBIE C PAKOM.

[Toxazarenu, ucCHoab3yeMble Il ONPEIEIICHUs KayecTBa XUPYPrUYECKOro JICYEHHs paka,
NPOTUBOPEYMBBl U  TOJBEPKEHbI IOCTOSHHBIM  Jebaram. PykoBoasiiue NpUHIUIIBL,
pa3zpa0oTaHHbIE TaKMMU OpraHaMu, kak HaluoHanbHBII MHCTHTYT 30pOBbS M yXola 3a
6onpHbIMU (NICE, Benuko6puranus) 1 Amepukanckuit komemx xupypros (CILIA) B crpanax ¢
BBICOKMM JIOXOZIOM, JIAlOT OIpENeJIEHHbI KOHCEHCyC. TeM He MeHee, Majlo J0Ka3aTesIbCTB
1eJ1ecO00Pa3HOCTH TAKMX PYKOBOJAIMMX NpuHIMIOB B LMIC unum kakue KOHKpPETHbIE MEpbI
MOTYT YKa3bIBaTh Ha KAYECTBO B OHKOJIOTUYECKOW XUPYPIHH B YCIOBUSAX HEXBATKH PECYPCOB.

W3mepenne nepuonepanMoHHON CMEPTHOCTH M 4YaCTOTHl OCJIOKHEHUN MOXKET BBICTYIAThb B
KaueCTBC CYypPpOraTHbIX MEp IO KAa4YCCTBY, TAKHMX KaK 4acTOTa I/IHCbeKHI/IOHHI)IX OCJIO)KHEHUH B
paHe Mpu XUPYPruu paka MoOJo4yHOM keje3bl (8). ByayT ucronb3oBaThbes cleayrolue Mephbl
Ka4yeCTBa, B3AThIC U3 HAlMOHAJIBHBIX PEKOMEHAIMH 110 BOIIPOCAaM PaKa:



4.5.3.1 Pak M0J1049HO¥ KeJie3bl

HNudpacrpykrypa / yXoa npu jJe4eHUH PaKa MOJOYHOI Kese3bl.

* JloctymHocts / 3(@deKTHBHOCTD TpeaBapUTENLHONW  ONEPATUBHOW  acCIMpalMOHHOU
TOHKOUTOJIbHOM OMOTICHHM ISl AMATHOCTUKH PaKa MOJIOUHOMU JKEJIe3Bl.

* JlocrynHOCTh / 3 dEeKTUBHOCTh TPpyAHOU / monMmbimedHod MPT nis moCTaHOBKH CTaauu
3a00JIeBaHU.

* Hanmnume / 3¢¢peKTUBHOCTh ONepalyy Mo COXPaHEHHWIO TPYAU IS paka MOJOYHOH JKee3bl
cramuu AJCC/0/1/11.

» JloctrynHOCTh / 3((PEKTUBHOCTh TOJIMBIIICYHONH / TPYIHON JydyeBOW Tepamuu M 3abopa
HNOIMBIIICYHBIX JUM(AaTHUYeCKuX Y3710B (M0 MeHbuield mepe, 10 numdarndeckux y3noB ams
aHajmza).

* Hamuume / 3¢ ¢heKTHBHOCTH OHOICHU JO30PHOrO JUM(MATHYECKOro y3ja i PaHHEro
WHBAa3MBHOTO paka MOJIOYHOH kene3bl. JlocTymHOCTh / 3(G(EKTHBHOCTh pelentopa
nporectepona (PR), perenropa scrporena (ER), smuaepmansaoro perenropa yenoseka (HER2)
u cratyca Ki67 s M”HBa3UBHOTO paka.

* JlocTynmHOCTh / JIGYEHHE C TOMOIIBIO abIOBAHTHOM TEpanuu, KOrja 3TO HEoOXOIUMO, B
TedeHue 31 JAHs MOCIe 3aBEPIICHUS ONIEPAIUH.

* JIOCTYIHOCTh / TUIaH JIy4eBOW Tepamuu JUIsi BCEX C ONepaluell 1Mo COXPAHEHUIO TPYAU C
yeTKuMU Kpasimu (Bkitouast DCIS).

* Pemenust o yie4eHUH, MPUHIMAEMbIE B paMKaxX MEKIAMCUUIUIMHAPHOTO COBEIIAHUS TPYIIIHI /
coBeTa 1o 00pb0e ¢ ONyXO0JIIMU / OHKOKOHCHUJTYMA.

Pesynomamut

* 30-1HEeBHAsi CMEPTHOCTb.

* 30-gHeBHBII ypOBEHb OCIOXHEHMH. OTo Oyner BKIOYaTh HMHQEKIHI0 B 00JacTu
XUPYpPrUYECKOro BMeIIaTeNbCTBa, OOpa3oBaHMe abclecca, CepoMy, He3alJIaHUPOBAHHYIO
MOBTOPHYIO OIEpaIfio, HE3allllAaHUPOBaHHAs MOBTOPHAs TOCHUTAIM3AlMS U MOTPeOHOCTH B
HE3aIUIAHNPOBAHHON MHTEHCUBHON TEpaIuu.

* Bkitouenune kpaeB. «OIyxoJib Ha OKpAIlIEHHOM Kparo» CUUTAETCS IMOJIOKHUTEIbHOU (001ue
pexomenaanuu SSO / ASTRO nns panHelt cTanauu paka MOJIOYHOM xkenessl (9)) unu kpas <2 Mm
B DCIS B xupypruu [uau cnocoOHOCTb U3MEPATH 3TO JOKAIBHO].

4.5.3.2. UudpacTpykTypa / yX0A 32 paKoOM KeJIyAKa.

* JloctynmHOCTB / 3(eKTUBHOCTH HOCKONUY U OUOTICHH TSI TUATHOCTHKH paKa.

» JloctynHOCTh / 3()(hEeKTUBHOCTh CKAaHUPOBAHUS T'PYIHOMN KIETKH, OPIOIIHON MOJOCTH U Ta3a,
BBITTOJTHEHHOW JIJTs MPEIONEPAlMOHHON TOCTAHOBKH.

* JlocTyITHOCTB / IEUEHUE C JI0- WM MTOCTIEONePaMOHHON XUMUOTEPAITUEH TTPH paKe KeITy IKa.

* PemeHus o Jie4eHUH, MPUHIMAEMbIE B paMKaxX MEXIUCIUIUIMHAPHOTO COBEIIAHUS TPYIIIBI /
coBeTa 1o 00prOe ¢ OMyXOJIAMH.

Pesynomameoi

* 30-gHEBHAs CMEPTHOCTb.

* 30-gHeBHBI ypOBEHb OCIHOXHEHMH. 10 Oyger BKIOYaTh HMHQEKIHI0 B o00jacTu
XUPYPTUYECKOTO BMEIIATENILCTBA, HECOCTOSATENEHOCTh aHACTOMO3a, HE3aIuIaHHPOBAHHYIO
MIOBTOPHYIO OTIEPAIHIO U TIOTPEOHOCTH B HE3AIUTAHUPOBAHHOM KPUTHUECKOM JICUCHHH.

* He mMenee 15 pernoHanbHbIX TUMGATHUYECKUX Y3JI0B yJAJE€HbI U MAaTOJIOIMYECKU HCCIIEI0BaHbI
Ha MPEeMET PE3eKINH paKa >KeIyKa [HIIM CIOCOOHOCTh U3MEPSITh 3TO JIOKAJIBHO .



4.5.3.3 UndpacTpykTypa / TedyeHHe NAIHEHTOB C KOJOPEKTAIbHBIM PAKOM

* JlocrynHOCTb / 3(pPEeKTUBHOCTH CKAaHMPOBAHUS TPYJHON KIETKH, OPIOIIHOM MOJIOCTH U Ta3a,
BBITIOJIHAEMOM JJIsl IPEAONEPALMOHHON TOCTAHOBKHU.

* Hanmuuwe / a¢ddexkruBHOCTS Tpenonepanuonnoi MPT aiis neueHus paka npsmMoi KUIIKH.

* JloctynHOCTb / TITaHUPOBAaHKE / JIEYEHHE MTOCICONEPALMOHHON XUMUOTEPAIIUU TIOCTIE PE3EKINH
JUTSL TIOJIOKUTENILHOTO paKa TOJICTON KUIIKU JTUM(ATUYECKUX Y3TIOB.

* JlocTymmHOCTD / IEYCHHE C MPEIOTICPAIIMOHHON XUMHOTEpaIye / Iy4eBOr Tepamnuei.

* Pemenust o jieyeHNH, MPUHUMAaEMbIe B paMKax MEXIUCHUIIIMHAPHOTO COBELIAHUS TPYIIBI /
coBeTa 1o 00prOe ¢ OMyXOJSIMH.

* UactoTa popMUpPOBaHUS CTOMEI.

Pesyromameoi

* 30-1HEBHAs CMEPTHOCTh

* 30-gHeBHas YacTOTa OCJIOXKHEHMH. OTo Oyaer BKIOYaTh MH(EKIHIO B 00jacTu
XUPYPTUYECKOI0 BMEILATENILCTBA, HECOCTOATENBHOCTh AHACTOMO3a, He3allJIaHMPOBAHHYIO
HOBTOPHYIO OIEPallMI0, HE3aIUIaHUPOBAaHHOE IIOBTOPHOE IOCTYIUIEHME U MOTPeOHOCTh B
HE3aIIaHUPOBAHHON KPUTHUYECKOU 3a00Te.

* ['pannma kpaeBoit pezekunu (CRM)> 1 MM [1iam ciocOGHOCTE H3MEPSITH 3TO JIOKAIBHO].

* He menee 12 pernoHanbHBIX JTUMGATHYECKUX Y3JI0B YAAJICHBI U MATOJIOTMYECKH MCCIIeIOBAHbI
JUTSL PE3EKIIMH PaKa TOJCTOM KHUILIKHU [HMIIM CIIOCOOHOCTH U3MEPSATH 3TO JIOKAIBHO |.

4.6. TexHNKO-IKOHOMHYECKHE 000CHOBAHMS.

TOO nomonusaT ocHoBHble Lenu GlobalSurg3, HampaBieHHBbIE Ha JanbHEHIIee H3y4YeHUE
COOTBETCTBYIOIIMX KPUTEPUEB KAaUeCTBA U PE3YJIBTATOB 3a MpeAeIaMu HadaabHOro 30-1HEBHOTO
nepuojia HaOmoneHus. HenaBHO Juisi M3y4dyeHMsl TakMX Mep OBLIM HMCIOJIB30BaHbl OOJbIINE
MOJIeJIMPOBaHHbIE HA0OPBI JAaHHBIX, OJHAKO JIOKAIbHO COOpaHHbIE NEPCIEKTUBHbIE JAHHBIE B
J100aJbHOM MacIITabe elle He BBINOJHEHBl. MecTHble KOMaH/bl He 00s3aHbl BBIIOJIHATH 3TU
TEXHUKO-IKOHOMHUYECKHE OOOCHOBAHHWS, OJHAKO Mbl HaJeeMcCsi, YTO OOJIBIIMHCTBO M3 HHX
CMOTryT coOupaTh JaHHbIE IO OJHOMY WJIM HECKOJIbKHM JONOJHUTEIBHBIM pe3yJIbTaTaM.
W3mepeHHble OynyT pa3/ieseHbl Ha TPU MUPOKUE KaTeTOPHH:

BbloICUBAHUE nayUueHmoe
* Oe3pennaBHAs BBDKUBAEMOCTh yepe3 3, 6 U 12 Mecs1ieB mocie onepauu
* 00111as1 BBDKUBAEMOCTh uepe3 3, 6 u 12 mecsiieB nocie onepanuu.

nayuenm, coooWUSUWIUIL 0 Kauecmee HCU3HU Nocie Onepayuu Ha pake
* M3yuute, Kakue pe3yJbTaTbl, KOTOpbIE MAI[MEHTHl YYBCTBYIOT, Ba)XKHbI IPU MPOBEIECHUU
oIepaiuu 1o paxy.

Oyenka 3KOHOMUYECKOU CIMOUMOCMU XUPYP2UU PAKA NAYUEHMAM.

* Jlois manueHTOB, KOTOPhIE MOTpeOoBalii KpaliHe TOPOTOCTOAIIETO JeueHus (MU3MepseTcs 1Mo
001IeMy KOJTMYECTBY JHEH TOCIUTAIN3AINHI, HEOOXOIMMOM JJIST OTIaThl METUITMHCKOTO CUeTa).

* [Ipo0KUTETEHOCTh BPEMEHH, KOT/1a TIAIMEHT MOXET BEPHYTHCS K OIlaunBaeMon padore u /
WJIY BBITIOJIHUTD YXOJI 338 CEMbEI



5 JlokajibHOEe YTBep:KaeHne / ITHYeCKHe CO00paKeHus

Paznuunbie cTpanbl 1 OOJIBHUIIBI OYIyT UMETh pa3Hble MEXaHU3MBI JJISl IOJTYUYCHHUS pa3pelIeHus
Ha 3TO HcclieqoBanue. Bee coOpanHbie JaHHBIE OYAYT U3MEPATH TEKYIITYIO IPAKTUKY, U HUKAKHUX
W3MEHEHUH B HOPMAJIBHOM YIPABJICHHHM MalMeHTaMu He motpedyercs. [lanHbie HEe OyayT
IMPEACTABJICHEI HA YPOBHE OTACIIBHOI'O XHUpypra, 60J'IBHI/II_[I>I WJIN CTPAHBI.

Bo MHOrmx IeHTpax 3TO WHCCIeIOBaHHWE HE TpeOyeT OQHUIMAIBHOTO OJOOPEHUS JTHUKH.
Hampumep, B CoequnerroM KoposieBcTBe aTHUECKass IPOBEPKA MOATBEPANIIA, YTO 3TOT MPOCKT
CUMTAETCS ayIuTOM, U OH OyIeT 3aperUCTPHUpPOBaH B Ka)IOM YYacTBYIOIIEM OOJHHHYHOM
[IEHTPE B KQ4eCTBE KIIMHUYCCKOW MPOBEPKH HITU OLIEHKH YCIyT (cM. [TuchMo OT coBeTa 1o 3Tuke
B KOHIIE 9TOTO ITPOTOKOJIA).

MectHble HccaenoBaTead JOJKHBI IOJIYYUTh OJOOpEeHHEe OT OJHOI0 M3  CIeIyIOLuX,
PYKOBOJICTBYSICh MECTHOW IOJIMTUKOI:

* JlenapTaMeHT KJIMHUYECKOTO ayuTa (KaK ayJuT, TaK U OLIEHKa yCIIyT);

* HccnenoBarenbckue otTAensl /  PykoBoxasdmpe KOMHTETHI IO HCCIEIOBAHUIO  (Kak
00CepBallMOHHBIE UCCIIEI0BAHUS, TAK U OLIEHKA YCIIYT);

* B HekoTOpbIX OOJBHMIIAX MOTYT OTCYTCTBOBATh 3TU OTJEJNIbI, © B 3TOM CIIy4a€ MECTHOMY
UCCIICNIOBATENI0 CIEAYeT IPEIOCTaBUTh INHCBMEHHOE WU D3JIEKTPOHHOE pa3pelleHue OT
CJICAYIOLIET0 HAWIYYIIero JAOCTYMHOI'O MCTOYHHMKA. DTO MOXET BKJIIOYATh B ce0sl HayaJlbHUKA
XUPYPTUU UM HAOJIIOAATENIbHOTO KOHCYJIbTaHTa / Jledalero Bpaya. MecTHble HCCIel0BaTeIu
OyAyT HECTH UCKIIOUUTENbHYI0 OTBETCTBEHHOCTh 3a 00eCreueHne TOro, YToObl OHU CIIeI0BaIU
NOPaBWIbHBIM MEXaHHW3MaM JJsi 3TOro, W UM OyJeT MpeUIoKeHO TIOATBEPIUTh MECTHOE
0J100peHune, Korjia ux JaHHble OyyT IPeCTaBICHbI.

6 Ctanaaprbl ayaura

Bo MHOrumx crpanax 3TO KJIMHUYECKUW ayJAT WM OLIEHKA YCIYT, MOCKOJIBKY HMCCIEI0BaHUE
CpaBHHUBACT IPAKTHUKY C «BOJIOTBIM CTAHAAPTOM», HE HUCIIOJIb3Yyd I/IIICHTI/I(I)I/II_II/IpyeMLIX JAHHBIX
WM U3MCHSAA YXOJ 3a MAalUCHTAMH. Ilo 3aBCPIICHUN HCCICAOBAHUA YUACTBYIOIIUM LEHTpaM
6YI[6T npeaocCTaBJICHA CO6CTBCHH8.}I KOHTPOJIbHAA MMTPOU3BOJAUTCIIBHOCTD I UCIIOJIb30BAHUS JIJIS
YIydlICHU KadeCTBa HJIM TOCICAYIOLICTO IMOBTOPHOI'O ayauTa. B stom HCCICI0OBAHUN 6YI[yT
HNCITOJIB30BaHbI CTaH)IapTI)I, B3ATBIC U3 CJ'IG,ZIYIOHH/IX Ol'Iy6J'H/IKOBaHHI)IX peKOMeHJIaHI/Iﬁﬁ

6.1 Pax M0JIOYHOH ’KeJIe3bl

* AmepukaHckuil kosempx xupyproB Kommccus no paky KauecTBo JiedeHHsl paka MOJIOYHOM
xenessl (10);

* Hanuonaneueii uHCTUTYT 3apaBooxpaHeHuss u menunuubl (NICE): pannuii m mectHO
paclpoCTpaHEHHbI pak MOJIOUHOW JKeJle3bl: JAMAarHOCTHKa U JiedeHue, KimHuueckoe
pykxoBozactBo CG80 (11).

6.2. Pak xenyaka

* AMepUKaHCKUN KoyuieK xupyproB. Komuccus mo paky. KadectBo jedeHus: paka KemyJnka
(10);



» Hanmonansublii uHCTHTYT 3apaBooxpanenust u Mmeaunuubl (NICE): pak s3odaro-xkemyaka:
OLICHKA U JIEYeHHUE y B3pocibIX (12).

6.3. KosiopekTajabHblii pak

* AMepukaHCKUH Kosiemx xupyproB Kommccus no paky KauecTBo nedueHus paka TOJICTOM
kumku (10);

* HarmoHanbHBINA HHCTUTYT 37paBooxpaneHus U Mmeauiuabl (NICE): pak skenmyaka: quarHocTuka
u neuenue; Kimanueckue pexkomenaanun CG131 (13).

7 YupaBiieHue U 00MeH JaHHbIMHU

Hannpie Oynyr cobupaTbecs dYepe3 O€30MACHYI0 OHJIAWH-CHCTEMY, MPEIOCTaBISEMYIO
YuuBepcurerom OauHOypra, DmuHOypr, BenukoOpuraHusi, C HCIOIH30BAHHEM CHCTEMBI
REDCap. REDCap ucmons3yercss BO BCeM MUpPE ISl HAICKHOTO cOOpa TaHHBIX MCCIETOBAHUN.
Bce nannble manueHTta OynyT IepefaBaThCsi M MPOBOAUTHCS AHOHMMHO; JaHHbIE HE OyayT
aHAJIM3UPOBAThCS Ha WAECHTH(QULUUPYEMOM YPOBHE OOJBHULBI WIM XHupypra. OTopasisiomiue
LEHTPBl C OTCYTCTBYIOIIMMHU JaHHbIMM Ha 10% mnpuBEeOyT K HCKIIIOUEHHMIO 3TOTO LEHTpa M3
UCCIICIOBaHMU.

Bcem coaBropam Oyner mpeoxkeHo coriacuthbes Ha Konekc moBegeHus mo odpaboTke u
XpaHeHHIO TaHHBIX 10 ydactus B GlobalSurg 3. Hama odunmansHas moimTHKa O YIPaBICHUIO
JTAaHHBIMU MOKET ObITh HaiieHa B MaTepuete (globalsurg.org/gs3).

8 Coop naHHBbIX

8.1 O0sA3aHHOCTH MECTHOI0 MCCJIe0BaTes

MecTHbIe HccIeI0BaTENN HECYT OTBETCTBEHHOCTh 3a COOp aHHBIX B cBoei OonbHuIe. «MUHH-
KOMaH/Ja Mo cOOpy JaHHBIX» BKIIOYAET J0 TPeX YeJOBEK, KOTOPbIE MOTYT OBITh CTYyIEHTAMHU-
MeAMKaMH, BpayaMH, MEACECTpaMH WM HAYYHBIMU COTpYAHMKaMHU. MecCTHBIE HCCieloBaTeNln
OyJlyT HECTH 0COOYIO OTBETCTBEHHOCTH 34!

* IOJIy4€HHE MECTHOTO ay/InTa, OLEHKY YCIYyT WIN YTBEPKIEHNUE 3TUKU HCCIIET0BaHUM;

* (popMHpOBaHUE TPYIIIBI U3 TPEX YETOBEK (BKIIIOYAst caMUX ceOs1) /7Sl BBISABICHUS MAallUEHTOB U
cOopa TaHHBIX;

* Co3aHue YeTKMX MEXaHU3MOB JIJIS BBIABJICHMS M BKIIIOUEHHS NALIMEHTOB, UMEIOLIUX NIPaBO Ha
y4acTue;

 OnpeneneHue YeTKUX IMyTel sl yCTaHOBJIEHUS pe3yJIbTaTOB;

* [Iepenaua nannbIx B oHiaH-cuctreMy REDCap, Bkirouass IMEHA 4JI€HOB TPYIIIbL.

MeTobI BEISIBICHUS TTOCIIEAOBATEIbHBIX ITAIIMEHTOB:

* ExxeTHeBHBINM 0030p OMEPAIIMOHHBIX CITUCKOB;

* ExxeTHEeBHBIN 0030p CITUCKOB MOCIUTAIM3AINH, CIIUCKOB SKCTPEHHBIX TOCTYIUICHUN U CITUCKOB
rmajar,;

* ExxetHeBHBIN 0030p MHOTOAMCIUITTHHAPHBIX CIICKOB KOMaH]T / CIICKOB OMyXOJIEeH;

* ExxeHEeBHBIN 0030p KypHAJIOB;

* HanmoHa/IbHBIE PYKOBOJAUTEIN MOTYT ITIOMOYb B &JIbTEPHATUBHBIX METO/IAX, OPUEHTUPOBAHHBIX
Ha KOHKPETHBIE CTPAHBI.



8.2. [locaenyromme gecTBUSA

Bce wuccrnemoBatenu JOMKHBI AKTUBHO CIEAWTh 32 TMAIMEHTAMH, YTOOBI ONPENEIHUTH
[0CJIeONEepalMOHHbIE OcloXkHeHUs: Ha 30 aHel, a aeHp 0 cuMTaercs JHEM olepauuu. ITO
SBISICTCS YacThIO CTAHJAPTHOW NPAKTUKH, PEKOMEHJOBAHHOW MHOTMMHU OOJBHULAMH U
HallMOHANBHBIMU opranu3auusMu (Hanpumep, NICE). LleHTpbl A0/KHBI OBITH aKTHBHBIMH B
BBISIBICHUM TIOCJICONEPALMOHHBIX COOBITUH (MM MX OTCYTCTBHH). MBI IOINPOCUM METON,
UCIOJIb30BaHHBIN Ui nosydeHust 30-IHEeBHOro craryca HaOtoJeHHs. MeCTHble MEepOIpUTUS
MOTYT BKJIFOYaTh:

* ExxetHeBHBIN 0030p COCTOSIHMSI ITALIMEHTA M 3aMETOK BO BpeMsI IIPUEMA U J10 BBIIIHCKH;

* [IpoBepka COCTOSIHUS MalMeHTa B aMOyJaTOpHON KIMHUKE Win 1o tenedony uepe3 30 nueit
(ecau 370 OOBIYHAS IPAKTUKA);

* IIpoBepka 3ammceil OONBHUI (DIEKTPOHHBIX MIM OyMa)XXHBIX) WM CIIHCKOB Nepeaayu
00cIyKUBaHUS /1J1s1 HOBTOPHOI'O MOCELEHUS WJIM IIOBTOPHOI'O IPUEMA;

* [IpoBepka 3anuceil B OTENEHUSAX HEOTIOXKHOM MOMOIIH JJIs1 TOBTOPHOI'O MOCEILCHHMS.

9 CrtaTcTHYeCKU aHAJIN3

9.1. Pazmep BbIOOPKH.

[IpocrieKTUBHBINA MPOEKTHBIA aHAIN3 BKJIIOYAJ M3YUYEHUE CTATHCTHYECKOW MOIIHOCTU. OLEHKH
30-mHEeBHOH CMEPTHOCTH TIPH PE3EKUUH KEITYAOYHO-KUIICYHOTO TpaKTa OMNpeAesuld ¢
UCTIONIb30BaHUEeM JaHHBIX uccienoBanuii GlobalSurg 1 w 2. Bemonnena crparudukanus
pE3yABTATOB IO MHAEKCY Pa3BUTHS 4YEIOBEYECKOTO MOTeHIMana. Buammele Bapuamuu B 30-
JTHEBHOM CMEpPTHOCTH HAOIIOAANUCh IOCJIE€ XUPYPTHMUECKOH oOmepanuud B XUPYPTUU TMpU
sKcTpeHHOU xupypruu (Beicokuit MPUIIL, 75/644 (11,6%) npotuB Huskoro / cpennero MPUII,
59/216 (27,3%)) u BeIOOpHON Xxupyprum (Beicokuit MPYII, 30/1501 75/644 (2,0%) mpotus
Huskoro / cpennero UPUIL, 23/416 (5,5%)). OpueHTUPOBOYHBINA pacyeT pa3Mepa BBIOOPKH C
WCIIOJIb30BAHUEM MEHBIUX W3 ATUX OIEHOK mpenamnoisiaraeT okojo 500 na rpynmy npu 80%
motrHoctd (pl = 0,020, p2 = 0,055, a = 0,05) unu 640 Ha rpynny pu 90% MOIIHOCTH, YTOOBI
3aKJII04UTh pasHUIly B 30 AHEBHON cMepTHOCTH Mexay rpynmnamu MPYIL.

9.2 Anasus.

Bapuanus B pa3sHbIX MEXIyHAPOJIHBIX MEAMIIMHCKUX YUPEKICHUSX OyIeT OIEeHUBATHCS IMyTeM
cTpaTu(UKAIMKM YYaCTBYIOIIUX IIEHTPOB MO CTpaHAM B COOTBETCTBUU C PEUTHHTOM HHIEKCA
yenoBeueckoro paszsutus (MPUIl). D10 cBogHas craTHCTHKa TMOKa3zaTened OKuaaeMoin
MPOJOHKUTEFHOCTH KU3HH, 00pa3oBaHWs M JOXOJOB, OMYOIMKOBAaHHBIX OpraHuzaiuein
O6benunennbix Hamuii (hdr.undp.org/en/statistics). JlampHeiimme mnpenBapuTeIbHbIE aHATN3BI
MOATPYII OYIyT MPOBOJUTHCS C TIOMOIIBIO TeorpaduyecKoil TPyNIHUPOBKH CTpaH, THUIA PaKa,
OKCTPEHHON WU BBIOOPOYHOM XHPYPTHHU, COCTOSHHUSA paOOTOCIIOCOOHOCTH, MATTTMATUBHON WITH
ne4eOHONM  XWPYprud, CTENEHW TIOCTAHOBKM W CTETNEHW TAaTOJOTUYECKOTO — aHaju3a.
[lepBoHavanbHbIE YHUTApHBIE aHAINU3BI OyAyT MPOBOJIUTHCS C HCIOJIB30BAHHWEM TECTOB XU-
kBaapar Ilupcona, tectoB Kpyckama-Yomnuca u noructudeckoil perpeccuu. baitecoBckue
MOJIeJT MHOTOYPOBHEBOM JIOTUCTHUYECKOM perpeccuu O0yayT MOCTPOCHBI ISl yueTa clydaifHOTro
coueTaHus (pa3jMYHOTO MAIMEeHTa, OOJIE3HHM M OMEpPATUBHBIX XapaKTEepPHCTUK). Mbl Oynem
WCIIONIB30BaTh  CITA0OMH(POPMATUBHBIE TMPEANOYTCHHs] C aHAIM30M  YYBCTBUTEIHHOCTH,
BBITIOJIHSIEMBIM Ha aJIbTEPHATHBHBIX MEPhSIX M PA3JIMYHBIX TOYKAX WHUIMAINK TENu / JJIUHE
Henu, Kak u mnpensiayme. Mopaenu OyayT IOCTPOEHBI C HCIOJIB30BAaHUEM  CIETYIOIIHUX



npuHuumoB: 1. [lepemMeHHble, CBA3aHHBIE C PE3yJIBTATOM MEPHI B MPEIbIAYIIUX HCCAEAOBAHUAX
Oyayr yuutbiBaThbes; 2. Jlemorpaduueckue mepeMeHHble OyayT BKIIOUEHBI B MOJEIbHBIC
uccnenoBanus; 3. Crparudukanus HaceldeHHs OONBHULEH M CTpaHOW MNpPOXXMBaHUS OyneTr
BKJIIOYEHA B KauecTBe CclydailHbIX 3(@QekToB ¢ orpanmvyeHHbIMH TrpaaueHtamu; 4. Bcee
B3aMMOJICHCTBUS IIEPBOr0O MOpsiiKa OyIyT pacCMOTPEHbl M BKJIIOYEHBl B OKOHYATEIbHBIC
MOJIEJIM, €CIU OKa)XeTcs, YTO OHMU BiIUAIOT, 5. OKOHYATeNbHBIM BBIOOp Moaenu Oyner
BBITMIOJHATBHCS C MCIIOJIb30BAHUEM OCHOBAHHOTO HAa KPUTEPHSX MOJAXO0Ja MyTEeM MHUHHUMH3AIUU
HIMPOKO  MpUMEHHMOro wuHdopmanuonHoro kpurepus (WAIC) u  auckpuMuHAINH,
ONpEeNIeMOr0 C HCIOJb30BAaHUEM C-CTaTUCTHKM (0OnacTh MOJA KpPUBOM  oleparopa-
npuemMHuka). Oxujaercs B3aUMOJICHCTBHE MEPBOrO MOpsJKa M OyIeT H3ydaTbCid BO BpeMs
CO3/aHUSI MOJIEIIN.

Jlanupie He OyIyT aHAIM3UPOBATHCA WM COOOIIATHCS HA YPOBHE OTICIBHOTO XHpypra WM
OonpHUIBL. Pe3ynbTaThl OynyT BO3BpallleHbl B LIEHTPbI-yYAaCTHUKU Ha IIEHTPAJIbHOM YPOBHE.
Hukakue npyrue ueHTpbl He OyayT wuneHTudunupoBarbes. JlaHHble HE MOTYT OBIThH
UACHTU(DUIUPOBAHBI IS IIEHTPA WM CTPaHbl, KOTOPHIE MPEJICTAaBUIM €ro B JOOOM APYyrom
MOCIIEAYIOLIEM aHATTU3e.

10 OGecnieuenye KayecTBa M BaJUJIaNMA

Yto0bl 00ECIICUUTD IMOJIY4YCHUEC BBICOKOKAYCCTBCHHBIX JaHHBIX, 6YIICT MpEANPUHATO HECKOJIBKO
maroB A1 00ecIeUYeHHS TOYHOCTH U JOCTOBCPHOCTHU BCCX BBCACHHLIX JaHHBIX.

10.1 IIpoBepka JaHHBIX

Banupanus naHHBIX BakHA JJIs 00ecleYeHUs BBHICOKOTO KauyecTBa IMOJYYEHHBIX PE3yIbTaTOB.
[TpoBepka naHHBIX OyIeT BBIMOJHATHCS B JBYX YacTAX COTJIACHO CTPYKTYpE, UCIOIb3yeMOHl B
uccinenoannu GlobalSurg 2 (6).

1. Banupanuus rpynnamMu nepBUYHOrO coopa JaHHBIX:

a. llocnenyromass MeETOAOJOrMS Ha YPOBHE TMallUEHTOB: BCE OOJBHUIIBI OyayT
CaMOCTOSITENILHO cOo00LIaTh 0 MeToax onpenenenus 30-1HEBHBIX pPe3yJIbTaTOB.

0. Mertononorus uACHTH(UKAIIMKN TAUEHTOB: BCe OONBHUIIBI OyIyT CaMOCTOSITEIHHO
coo0Iath O METO/aX, MCIOJIb3YeMbIX JJIS BBIABICHUS IAallMEHTOB, KOTOPBIE BBIIOIHSIOT
KPUTEPHH BKIIIOUCHUS.

2. IlpoBepka He3aBUCUMBIMHU KOMaHIaMH:

a. Onpenenenue ciaydas: OOJNbHUYHBIE 3alUCH OyAyT MEPECMOTPEHBI ISl BBISBICHUS
NAIMEeHTOB, BBIMOJHAIOUIMX KPUTEPUM BKIIOYEHUSA. OTO OyAyT BBIIOJHATH JIUIA, HE
y4JacTBYIOIIHE B cOOpe MEpPBUYHBIX JAHHBIX (HAIpUMEp, BpadyH, MEICECTPBI MU CTYICHTHI-
MEIWKH, KOTOpbIE HE YYacTBOBAJIM B PEKPYTHHTOBBIX KoMaHAax). CpaBHHBas 0OpasIbl,
KOJIMUECTBEHHAs OLIEHKa ONpENeNIeHUs cilydas OyAeT MPOU3BOJUTHCS LIEHTPAIBLHOM KOMaHA0MN
JTAHHBIX.

6. TouHOCTh NAHHBIX: MOAMHOXXECTBO COOpAaHHBIX MEPEMEHHBIX OyJIeT MpPOBEPATHCS
JMIIaMH, KOTOpble HE 3aBUCAT OT Ipolecca cOopa NEepBUYHBIX JaHHBIX. [locrme »Tama
«yCTAHOBIIEHUS  CIydYas» BalWJaToOpbl OyAyT MpPOCUTh MPEJOCTaBUTh JAaHHBIE IS
MOJMHOECTBA MIEPEMEHHBIX, JIBYX MEPEMEHHBIX MallUeHTa, IByX pabouuX MEPeMEHHBIX U JIBYX
KPUTEPHEB UCXO/A.

Ecnmu BBl XOTHTE MOMOYH B WCCIICAOBAHUH BaJIHIAIMH JTaHHBIX, OOPAaTHTECh K CBOEMY
HanoHanbHOMY pykoBocTBY GlobalSurg uepes globalsurg.org.



10.2 IInnoTHas ¢asza

Buytpennuii nunotr Oyaer mpoBoauThes Ui npoBepku cucteMbl REDCap, 4to0sb
rapaHTUPOBATh, YTO KAXKAOE OTIECIBHOE I0Je paboTaeT MPAaBMIIBHO J0 Hayaja MCCIEAOBAHMUS.
Ecnu BBl XOTUTE IOMOYB Ha 3Tanax BHYTPEHHETO TECTUPOBAHMS U TECTUPOBAHUS, OOpaTUTECH B
koMmanny GlobalSurg.

10.3 MuHuMaJIbHbIE TPEOOBAHUSA K BBOJY JTAHHBIX.

Jl1s BKITIOYEHHSI B UCCIIEIOBaHUE IIEHTPHI TOJDKHBI BKJIIOYATh MOCIeI0BaTeNIbHbIE (TO €CTh OJIUH
3a JpYruM) MAlMEHTHl U 00eCnedyuTh MOJIHYI0 MOJHOTY AaHHbix Ha 90% (1. E. He cnenyer
npornyckarh AanHbie). LleHTper ynmanyt amke 90% oOmmiero mopora moOJXHOTH JaHHBIX OyAyT
yIajaeHsl U3 aHanu3a AaHHbeiX. COTPYIHUKH JOJKHBI IPOUTH SJIEKTPOHHOE 00YYCHHE 3apaHee.

11 Ilpunoxkenue A: OcCHOBHBbIE IIATH JISl YCHENIHOT0 BKJIKYEHUS

Bamed 00JIbLHUIBI

o Ilommumurech Ha cmucok pacceuiku GlobalSurg, ecnum Bl ele 3TOro He Caesaju:
globalsurg.org/subscribe.

* IlogymaiiTe O co3gaHMM TpyHIbl U3 TPEX YEIOBEK, YTOObI MOMOYb HAECHTU(PUIMPOBATH
MalMeHTOB, cCOOMpaTh JaHHBIE W UCKATh PE3yJbTaThl MOCJE ornepanuu. JIroboW crenuaiuct B
00JacTy 3paBOOXpPaHEHUs MOXKET ObITh YacThi0 KOMaHbl. CTYy/I€HThI-MEIUKH TaKXKe SBISIOTCS
HOIXOAALINMH COTPYJHUKAMH, XOTSI OHH JTOJDKHBI CPOPMUPOBATH KOMAaHIy C MECTHBIM BPadOM.
* 3aperucTpupyite CBOIO MUHH-KOMaHIy [uis mpoekta: globalsurg.org/gss3.

* Bama OonpHuIla MOXET c)OPMHUPOBATH HECKOJIBKO KOMAaH[ ([0 TPEX YeJIOBEK), KOTOpbIe
OXBaTBIBAIOT pa3Hble BpEeMEHa.

* Y0Oeaurech, 4TO BbI MOJIYYMIN 000peHHEe OT cBoel OoibHMIBI. CIofa MOTYT BXOAMThH OTJIENbI
KJIMHUYECKOI0 ayJauTa, Hay4YHO-HCCIEI0BaTENIbCKUE M  OMNBITHO-KOHCTPYKTOPCKHE OIOpO,
KOMHUCCHUH [0 WHCTUTYLMOHAJBbHOMY KOHTPOJIO WJIM OTBETCTBEHHbIE JMIA (HampuUMep,
3aBeAYIOLINI OT/EI0M XUPYpPrun). Bol TOIKHBI HCIIONIB30BATh ATOT MPOTOKOJ AJIs 3aBEPILECHUS
U TOJJIEPKKU CBOETO MPHUJIOKEHHUS. Bbl JOKHBI HauaTh 3TOT Ipoliecc B Oirpkaiilee Bpems,
IOTOMY 4YTO 3TO MOXET 3aHiTh 3HAYUTEIbHOE KOJIMYECTBO BpeMeHH. Bbl Hecere
OTBETCTBEHHOCTb 3a TO, YTOOBI 3TO OBUIO BBHINOJHEHO C MOMOIIBI0 Haubojee MOAXOJAIIErO
MeXaHU3Ma, U Bac MOMPOCAT MOATBEPANUTH 3TO HA MOMEHT I0JJauy IaHHBIX.

» Cobupaiite ocnoxxHenus a0 30 nHel, Kak B cTallMOHape, TaK U BO BpeMs peagMmuccuu. Bbl
JOJIKHBI OBITh aKTUBHBI B UX HJIEHTU(UKALNU (0030pHbIE 3aMETKH, CIUCKHU JOMYIIEHUH, Ipyrue
CUCTEMBI OTYETHOCTH).

* BynbTe akTHBHBI B BBISBJICHWHU ITOCICONEPAMOHHBIX OCIOKHEHHU (HAmpuMmep, MepecMoTp
MAIMEHTOB B MaJlaTe, eKeJHEBHAs TPOBEPKA FOCIUTATBHBIX 3aMETOK, 0030p sl IEPENUCKU U T.
J1.). DTO peAOTBPATUT HEJOOLICHKY UCTUHHOU CKOPOCTH COOBITHSI.

* V30eraiiTe HEOCTAIONINX JAHHBIX; 3allOJHUTE Bee Mo, Ecnu B Bamem 1ieHTpe ecTh He Ooiiee
10% ot ofmero KoauyecTBa OTCYTCTBYIOIIMX JAaHHBIX, Balll LIEHTP U UMs HE MOTYT OBITH
BKJIIOYEHBI B UCCIIEIOBaHHE.



12 Appendix B: Datafields

Patient characteristics

Patient ID

Local hospital fisk

Primary method of patient identification

Multidizziplinary team mesting / tumour board list,
outpatient clinic list, theatre logbock, planned operating
list, ward/handover list, staff memoary

Age

Completed years

Gender

IMale, Female, Unknown

Body mass index (weight (ka) / height* (metres))

Underweight (BMI <18.5)
Mommal weight (BMI 18.5 to 24.5)
Owerweight {BMI 25 to 30)
DObesze (BMI =20)

Unintenticnal weight los=( 210% over & months,
include clothes size refin key)

Yes, No, Unknown

Performance status

0.1.2. 3 4 Unknown

ASA score UL, Y Unknown

Smoking status Mo-never, Yes-but stopped now, Yes-current smoksr,
Unknown

Pathway

Presentation

Symptomatic, scresning, defected incidentally. unknown

Ciate of first consult for cancer symptoms (may be
estimated)

DOMMNTY

Wheo did the patient firzt consult for cancer
symptoms?

Local chinic: family doctor f general practitioner
Local chinic; nurse

Local clinic: specialist doctor

Hospital: out-patient clinic

Hospital: in-patient
Cther/non-medicalftraditional healer

nknown

Distance from home to hospital

< 10 km, 10-20 km  20-50 km, 50-100 km, =100 km,
Unknown

Disease characteristics

Location

Breast, Gastric, Colorectsl

Cancer specific information

Fixed field=s for each cancer (see specific cancer
variables)

Diagno=iz (what tesiz were performed pre-
operatively, please fick all that apply)

Fixed field=s for each cancer (see specific cancer
variables)

Clinical stage

THM clazsification / Esgential THM Classification

Meoadjuvant therapy

Fixed ficld=s for each cancer i(see specific cancer
variables)

Operative characteristics

Diate of admissicn

DODMKINTY, 24 hour clock

Diate and time of operation

DOVMMA™Y . 24 howr clock

Urgency of aperation

Elective, Emergency

Suragical intent {at completion of procedure)

Palliative, Gurative

Was g surgical zafety checklist uzad?

Mo-but available in this hospital, Mo-but available in thiz
hospital, Yesz, Unknown

Primary operation performed

Fixed field=s for each cancer (see specific cancer
variables)

Pathology

Idost valid basis for cancer disgnosis

Climical only

Imaging

Exploratory surgeny/endoscopy without histology
Turmour gpecific markers

Cytology

Histoclogy of metastasis (secondary deposit)
Histology of primarny

Hiztology

Fixed field=s for each cancer (see specific cancer
variables)

THM {pathology )

Total number of lymgh nodes in specimen




Histological grade

1.2. 3. (4)

Lympghovascular invasion

Mo, Yes, Unknown

Rezection marginz

Fixed fields for each cancer (see specific cancer
variables)

Outcomes and adjuvant freatment

How was 30-day follow-up status achieved?
{dropdown box)

=till an inpatient

Clinic review

Telephone review

Community/home review

Dizcharged before 30 days and not contacted again

30-day mortality (if alive at the point of discharge and
ni follow-up information availablz, indicats Alive)

Alive, Dead (date of death), Unknown

30-day cancer-zpecific complications

Fixed fields for each cancer (see specific cancer
variables)

Length of postoperative stay

Continuouz number of days

a0-day mingr comglication (GO 1)

Mo, Yes, Unknown

30-day minor complication (CD11)

Mo Yes, Unknown

30-day unexpected re-intervention (CD (1)

Mo, Yes-NOT under general anaesthetic, Yes-under
anzesthatic, Unkmown

30-day unplanned critical care admission (CD V)

Mo, Yes-zingle organ failure, Yes-multi organ failure,
Unknown

S0-day unplanned hospital readmiszion

Mo, Yes, Unknown

Surgical zite infection

Mo, Yes, Unknown

Post-operative haemorthage

Mo

Y'es-no intervention reguired

Yes-intervention requirsd

Yes-critical care admission +/- intervention required
Unknown

Planned adjuvant treatment

Fixed fields for each cancer (see specific cancer
variables)

Shaded boxes represent variables which have cancer-specific drop-down boxes




12.1 Breast cancer-specific variables

Disease characteristics

Dizgnosis (what tests wers performead pra-
operstively, plesss tok all that apaly)

Stage (dropdown bosx)

= S5 (Mo-not indicated, Mo-indicated but not availsbls,
Mo-indicated and facilities available, but patient not able
to pay, es, Unknown)

= Marnrogram [Mo-not indicated, Mo-indicated but not
available, Mo-indicated and facilibes svsilable, but
patient not able to pay, Yes, Unknown)

= Biopsy: Fine needle aspiration {Mo-not indicated, Mo-
indicated but not svsilable. Mo-indicated and facilities
available, but patient not able to pay, Yes, Unkmown)

= Biogsy: Core biopsy {Mo-not indicated, Mo-indicated
but not available, Mo-indicated and facilibes available,
but patient not able to pay, Yes, Unknown)

= Biopsy: Openfexcision biopsy {Mo-not indicated, Mo-
indicated but mot svailable, Mo-indicated and facilities
available, but patient not able to pay, Yes, Unkmoam)

= CT [Mo-not indicated, Mo-indicated but not avallabls,
Mo-indicated and faciities available, but patient not akble
to pay, Wes, Unknown)

= MRI {Mo-rot indicated, Mo-indicated but not available,
Mo-indicated and facilities available, but patient not able
to pay, Mes, Unknown)

= ER, PR, HERZ status asssssed (Mo-not availsble at
this hospital, Mo-but available at this hospital, Yes-
MEGATIVE, Yes-POSITIVE, Unknown)

THM classification ! Essential THM classification
Unkrown

Meosduvant chemotheragy

Mo, patient does not nesd it

Mo, patient needs i, but not available

Mo, patient needs it, facilties available, but patient not
sale to pay

Mo, plannad but not given

Yes, MO anthracycline, MO taxane

Yeas, anthracycline, MO taxans

Yes, anthracycline AMD taxana

f'es, regimen unknown

Unknowm

Meoadpuvant radiotherapy

Mo, patient does not ne=d it

Mo, patient needs it, but not svailable

Mo, patient needs it, facilties svailsble, but patient not
sole to pay

Mo, planned but not given

Yas (Tobalt)

Y'es (Linsar accelsrator)

Yes {iype unknown)

Unknown

Ciher necadjuvant treatment (tick all that aoply)

Hormaone therapy
Biological therapy (HER.Z inhibitor)

Dwophrectomy
Criher (fres text)
Crperation
Primary opsration Mastectomy

Partial mastectorny [ wide lozal excision / lumpectony
Open biopsy of breast
Ciher gperations on breast

Santinel ymipgh node biopsy

Mo, not svailsble in this haspital
Mo, but svailsble in this hospital
f'es, single technigue

'es, dusl technique

Unknowm

Lxillary lymph node biopsy

Mo, es, Unknown

Fesedion margins checked st time of surgery

Mo, not svailsble in this hospital




Mo, but available in this hospitsl
Yas, by mray

s, by frozen section
Unknown

Feconstruction

Mg, not available in this hospital
Mo, but available in this hospital
ez, Immediate - prosthasis
ez, Immediate - flap

feg, plannad at lster stage

Pathology
Histology

nvasive ductal carcinoma

nvasive |obular carcinoma

Ductal carcinoma in-situ (DCIS)

Other CANCER [spacify)

Ciher BENIGN (specify)

Unknown, not available in this hospital
Unknown, but svailable in this hospital

Receptor status

ER, PR, HER2, Kig7
Mo-not available in this hospital, No-but available in this
hospital, Yes-NEGATIVE, Yes-FOSITIVE

Resection margns

< 1 mn { tumnour on inked mangin

1-5 mm {MO tumour on inked margin)

=5 mm

Margins confirned clear, but no distance given
Unknown, not available in this hospital
Unknown, but svailable in this hospital

Outcomes and Adjuvant treatment

Fost-operstive seroms

No

ez, no intervention reguired

ez, intervanion raquired

Yes, critical care admission +- interention required
Unkmown

Planned adjuvant treatment (tick all that apply)

Mo, patient does not nesd it

Mo, patient needs it but not available

Mo, patient needs it, faciltes avalable, petient unable to
pay

Radigtherapy

Biological therapy (anti-HERZ)

Hormone tharapy

Re-gxcision of marging

Cher (fres texd)




12.2 Gastric cancer

Disease characteristics

Ciagnostic (what tests were perfomed pre-
oparatively, plesse tick all that spaly)

* Endoscopy (Mo-not indicated, Mo-indicated but not
available, Mo-indicated and faclities avsilable, but
patient not able to pay, Yes, Unknown)

= Biopsy (Mo-not indicated, Mo-indicated but not
available, Mo-indicated and faclities avsilable, but
patient not able to pay, Yes, Unknown)

= CT (Mo-mot indicated, Mo-indicated but not avalabls,
Mo-indicated and facilities available, but patient not able
to pay, es. Unknown)

= MRI {Mo-not indicated, Mo-indicated but not available,
Mo-indicated and faciities available, but patient not able
to pay, es. Unknown)

= Staging laparoscopy (Mo-not indicated, Mo-indicated
but not available, Mo-indicated and faciliies available,
but patient not able o pay, Yes, Unknown]

Siage (dropdown bax)

THM classification ! Essential TMM classification

MNeoadpvant chemotherspy

Meosdpuvant radiotherapy

Mo, patient does not nesd it

Mo, patient needs it, but not svailable

Mo, patient needs it, facildies available, but patient not
aole to pay

Mo, planned but not given

Yes

Unkmoem

Mo, patient does not nesd it

Mo, patient needs it, but not available

Mo, patient needs it, faciliies available, but patient not
able to pay

Mo, plann=d but not given

Yes (Cobalt)

Yes (Linear accelsrator)

es (fype unknown)

Unknowm
Criher neosdjuvant treatment (tick all that soply) Criher (fres tex)
Cperation
Primary oparaticn Andomen: Laparotonyy with no other procedurs

Crperstive spproach

Abdomen: Disgnostic laparoscopy with no other
procedure

Stomach: Totsl excision of stomach

Stomach: Partial esscision of stomach

Stomach: Connection of stomach o jejunuwmm
Stomach: Other open operstions on stomach

Oipen, Laparoscopic (/- open specinen extraction],
Laparoscopic converted to apen, Robatic, Unknown

Site

Upper third {cardiafundus)
Middle third (body)

Distal third {antrumpylorus])
Entire stomach

Unkmowem

02 lymphadeneciomy performed
Cancer specific information

M, es, Unknown

= Obstructed: Mo, Yes, Unkonown

= Perforated: Mo, Weas, Linknoam

= Anasiomosis: Mone, handsewn, stapled

Pathology
Histology (dropdiown boo)

Adenbcarcinoma

Lymphoma

Gastrointestinal stromal tumour (GIST)
Carcanoid

Criher CAMCER (specify)

Criher BEMIGH {specifiy)

Unknown, not aveilable in this hosgpital
Unkmown, but swsilable in this hospital




Fesecfion margins

R
R1
Rz
Unknown, not awailable in this hospital
Unknowm, but awsilable in this hospital

Cutcomes and adjuvant treatment

Anastomotic leak

Flanned adjuvant treastment (tick all that apply)

Miz

‘fes, no intervention required

‘fes, intervention required

‘fes, critical care sdmission +- intersention reguired
nknsown

Mo, patient does not ne=d it

M, patient needs i, but not available

M, patient needs i, facilties available, patient unable to
=Y

Chemotherapy

Radiotherapy

HIFEC

Crhher (free texd)




12.3 Colorectal cancer

Disease characteristics

Cizgnostic [what tests were parformed pre-
operatively, please tck all that apoly)

= Endoscopy [Mo-not indicated, Mo-indicated but not
available, Mo-indicated and facilibes available, but
patient not able to pay, Yes, Linknown]

* Biopsy (Mo-not indicated, Mo-indicated but not
available, Mo-indicated and facilibes svsilable, but
patient not able to pay, Yes, Linknown]

= T [Mo-not indicated, Mo-indicated but not availabls,
MNo-indicated and facilities available, but patient not sble
o pay, Wes. Unknown)

= MRI {Mo-not indicated, Mo-indicated but not available,
Mo-indicated and facilities avsilable, but patient not sble
to pay, es. Unknown)

= Staging |laparoscopy (Mo-not indicated, Mo-indicated
bt mot available, Mo-indicated and facilibes available,
but patient not able to pay, Y'es, Uinknown)

Siage

TMM dlassfication § Essential THM classification
Unknowm

Meoadpvant chemotherapy

Mo, patient does not nesd it

M, patient needs it, but not svailable

Mo, patient needs it, facilties available, but patient not
able to pay

M, planned but not given

EE

IInkmonam

Meosdpuvant radiotherapy

Crher necadjuvant treatment (tick all that aoply)

Mo, patient does not nesd it

Mo, patient needs it, but not svailable

M, patient needs it, facilities availabla, but patient not
able to pay

Mo, planned but not given

Yes (Cobslt)

‘fes (Linear accelsrator]

Yas {type unknown)

Unkmvoam

Cher (free texdt)

Crperation

Primary operation

fAbdomen: Laparotomy with no other procedurs
Abdornen: Disgnosbe laparoscopy with no other
procedurs

Smiall bowel: Formnation of ileostanmy only
Colon: Total excision of colon and rectum
Cobon: Total excision of colon

Colon: Extended excision of right hemicalon
Colon: Excision of right hemicolon

Colon: Excision of transwerse colon

Colon: Excizion of left hemicolon

Codon: Excision of sigrmoid colon

Colon: Other excision of colon

Colon: Formnation of any colonic stoma

Colon: Other open operatons on colon

Rectum: Abdominoperinesl resection

Rectum: Resection with anastomosis of colon to anus
Rectum: Anterior resection with anastomaosis
Rectum: Resection with closure of rectal stump
{Hartnann's})

Rectum: Other open operstions on rectem

Croerstive spproach (dropdown box)

Cipen, Laparoscopic (+/- open specinnen extraction),
Laparoscopic converted to open, Robotic, Unknown

Cancer specific information

= Bite: Cascum, Ascending colon, Transverse colon,
Descending colon, Sigrmoid colon, High recium, Low
rechemn, urnknown

= Obstructed: Mo, Yes, Unfnoam




# Perforsted: Mo, Yes, Unknown
= Anastomasis: None, handsean, stapied

Stoma formation

Ma,

Yes, loop ileostomy
Yes, end ileasiomy

Yes, loop colostomy
Yes, end colostomy
Unknow

Pathology
Histology (dropdown box)

Adenocarcingmsa

Squamous call carcinoma

Carcinoid

Lymphoma

Other CANCER [specify)

Other BEMIGN (spacify)

Unknown, not available in this hospital

Unknown, but available in this hospital

Parineural invasion

No, Yes, Unknown

Resection margns

RO
R1
RZ

Unknown, not available in this hospital
Unknown, but gvailable in this hospital

Circurnferenial margin (CRAM) Mill metres
Outcomes and adjuvant treatment
Anastomotic leak Mo

Flanned adjuvant treatment (tick sll that apply)

Yes, no intervention required

Yes, intervention required

Yes, crtical care admission +- infzrvention raguired
Unknown

Mo, patient does not nesd it

Mo, patient needs i, but not avallable

Mo, patient needs i, faciles avallable, petient unable to
FEy

Chemaotherspy (including targeted therapies)
Radiotherspy

HIPEC

Liver resection (metasiass)

Lung resachon (metsstasis)

Ciher (free ted)




13 Appendix C: Optional feasibility studies

Oncological outcomes

Diseasza-free survival

Aszzessment of signs, symptoms, and maging results for
evidence current disease at:
3, 8, 12 months

Crverall surival

Death from any cause at:
3 8, 12-months

Patient-centred / quality of life outcomes
EQ-5D

Quality of iife questionnaire sdministered at:
3 +i- & months

Diseasa-specific qualty of [ife questionnaire

Adminsterad at:
3 +i- & manths

Economic costs of treatment questionnaire

Adminsterad at:
3 +i- & manths




Appendix D: Required data fields - Glossary of Terms

This section provides a data dictionary for key terms in the required data fields where they
are not self-explanatory. It also provides information on where will be best to find this data,
shown in italics. Much of this data can be collected after becoming familiar with the system.

Some of it may be supported by input from the junior doctor(s) in your mini-team.

13.1 Patient data collection form

Record ID: A unique |D automatically generated by REDCap for each of your patients.

Patient ID (notes): Enter your patient ID here. Only you will have access to this secure field.
Use the official hospital ID if you have permission. If you don't have hospital IDs at your

centre, enter an identifying number here that you can match to the patient (e.g. 1, 2, 3).
Age, Sex (notes): As standard.

Body mass index (BMI) (direct observation, notes): Weight (kg) / Height*2 (metres) (height

is sguared/to the power two).

Recent weight loss (notes): The weight that the patient has lost compared to their usual
body weight, over the preceding 6 months, prior to the date of operation. >10% or estimated

with patient dropping a clothes size / 2x belt buckle holes.
Performance status (direct observation, notes):

0. Fully active, able to carry on all pre-disease performance without restriction.

1. Restricted in physically strenuous activity but ambulatory and able to carry out work
of a light or sedentary nature, e.g., light house work, office work.

2. Ambulatory and capable of all seffcare but unable to carry out any work activities; up
and about more than 50% of waking hour.

3. Capable of only limited selfcare; confined to bed or chair more than 50% of waking

hours.



4. Completely disabled; cannot carry on any self-care; totally confined to bed or chair.

American Society of Anaesthesiologists score (take from anaesthetic chart, filed in

notes):

1. Mormal healthy patient.

2. Patient with mild systemic disease.

3. Patient with severe systemic disease.

4. Patient with severe systemic disease that is a constant threat to life.

5. Maribund patient not expected to survive without the operation.

Presentation (direct observation, clinical notes, admission records): Was the patient
symptomatic or not? If not, did they come through a screening programme, where healthy

individuals without symptoms undergo an investigation for cancer.

Date of first consult for cancer symptoms (direct observation, dlinical notes, admission
records): This refers to the first date on which the patient's cancer was diagnosed, whether

that was through an Emergency Department or directly with surgical services.

13.2 Disease and neoadjuvant treatment data collection form

Cancer specific information (notes or on computer): See Appendix E for cancer specific

glossary of terms.

Clinical stage (clinic letter, notes, MDT discussion): This relates to the most advanced
clinical stage for the patient's cancer prior to surgery. If the patient has been staged with the
THM classification, this should be used. However, if the THM classification is not available,

the Essential TNM Classification® should be used instead.

5 hitp:fiwww. hoofdhalskanker. info/wpaviiwp-contentiuploads/TNM-Classification-of-Malignani-
Tumours-Bth-adition. pdf



Surgical intent (direct observation, operation note, filed in notes or on computer): This
refers to the aim of the cancer surgery, whether for cure or to alleviate symptoms/reduce

tumour bulk without the potential for cure.

13.3 Operation data collection form

Was a surgical safety checklist used? (direct observation, clinical notes): This related to

the WHO surgical safety checklist (or an equivalent local checklist)

Primary operation performed (operation note, filed in notes or on computer): This should

record the main procedure performed.

Cancer specific operation information (notes or on computer): See Appendix E for cancer

specific glossary of terms.

13.4 Outcomes data collection form

Length of stay following surgery (notes): The day of surgery counts as Day 0, and the day
of discharge as a whole day, (e.g., staying from Monday to Friday counts as a 4-day length

of stay and “4” should be entered).

30-day peri-operative mortality (direct observation, computer, notes). Defined as the
number of all-cause deaths during operation or within 30 days of operation, or at the point of

final discharge if out-patient mortality status unknown.

Unplanned admission to critical care (direct observation, computer, notes): Critical care
(level 2 or 3) is defined as the unexpected requirement for support of one or more body
systems or organs. This may consist of the requirement for mechanical ventilation, high-flow

oxygen therapy, haemofiltration, vasopressor support and continuous invasive monitoring.



+ R2: Gross examination by the naked eye shows tumour present at the resection
margir

Circumferential resection margin ({CRM): Refers to the minimum distance (in millimetres)
of normal tissue that lies between the resection margin and the tumour following surgical

resection

30-day re-intervention (direct observation, computer, notes): This relates to surgical,
endoscopic or radiological re-intervention, by Day 30. The entry field allows which method

used to be specified.

Unplanned readmission to hospital post-discharge (direct observation, computer, notes):
Unplanned readmission is defined as the requirement to return as a hospital inpatient within
30 days of the primary index operation.
Wound infection (direct observation, computer, notes, outpatients ) We advize adherence
to the Centre for Disease Control's definition of surgical site infection (7), which is any one
of:
{1) Purulent drainage from the incision;
{2) At least two of: pain or tenderness; localised swelling; redness; heat; fever;
AND the incision is opened deliberately to manage infection or the clinician
diagnoses a surgical site infection;
{3) Wound organisms AND pus cells from aspirate/swab
Intra-abdominal/Pelvic abscess (direct observation, computer, notes, radiclogy systems,

outpatients): Detected clinically/symptomatically, radiologically, or intra-operatively.

13.5 Pathology and adjuvant treatment data collection form

Pathelogy (clinical notes, or operation note, filed in notes or on computer): This should

record the main pathology of the resected specimen.
Resection margins (clinical notes, or operation note, filed in notes or on computer):

« [RO: Mo cancer cells seen microscopically at resection margin

* [R1: Cancer cells present at resection margin (microscopic positive margin)



14 Appendix E: Cancer-specific glossary of terms

14.1 Breast cancer

14.2 Breast Clinical Classification (TNM 8)

The clinical staging of breast cancer:

« T categories: Physical examination and imaging
» N categories: Physical examination and imaging

» M categories: Physical examination and imaging

14.2.1 T = Primary Tumour

o T1 Tumour 2 cm or less in greatest dimension

¢ T2 Tumour more than 2 cm but not more than 5 cm in greatest dimension

o T3 Tumour more than 5 cm in greatest dimension

o T4 Tumour of any size with direct extension to chest wall and/or to skin (ulceration or

« skin nodules)

14.2.2 N — Regional Lymph Nodes

« NO No regional lymph node metastasis
o« N1 Movable ipsilateral level |, Il axillary lymph node(s)
« N2 Fixed ipsilateral level |, Il axillary lymph node(s);
o or ipsilateral internal mammary lymph node(s) in the absence of clinically
evident axillary lymph node metastasis
N3 Ipsilateral infraclavicular (level 11l axillary) lymph node(s);
o or ipsilateral internal mammary lymph node(s) with clinically evident level I, 1l
axillary lymph node metastasis;

o or ipsilateral supraclavicular lymph node(s)



The regional lymph nodes are:

1. Axillary (ipsilateral): interpectoral (Rotter) nodes and lymph nodes along the axillary
vein and its tributaries, which may be divided into the following levels:
a. Levell (low axilla): lymph nodes lateral to the lateral border of pectoralis
minor muscle
b. Level Il (mid axilla): lymph nodes between the medial and lateral borders of
the pectoralis minor muscle and the interpectoral (Rotter) lymph nodes
c. Level lll (apical axilla): apical lymph nodes and those medial to the medial
margin of the pectoralis minor muscle, excluding those designated as
subclavicular or infraclavicular
2. Infraclavicular (subclavicular) (ipsilateral)
3. Internal mammary (ipsilateral): lymph nodes in the intercostal spaces along the edge
of the sternum in the endothoracic fascia

4. Supraclavicular (ipsilateral)



14.2.3 Essential TNM

Breast Essential TNM

TNM
stage
group

v
Distant

1]
> Regional
limited

1}
> Localized
advanced

O\ ulceration

I
> Localized
limited

Figure 3 Breast essential TNM.

Seroma (direct observation, clinical notes, or operation note): is a pocket of clear fluid which
collects within the surgical tissue cavity created following breast cancer excision. This can be

diagnosed clinically with or without the use of radiological tests.



14.3 Gastric cancer

The classification applies only to carcinomas. There should be histological confirmation

of the disease. For cancers at the oesophagogastric junction (OGJ), only include those

whose epicentre is in the stomach (defined as more than 2 cm distal from the OGJ).

The following are the procedures for assessing the T, N, and M categories.

« T categories: Physical examination, imaging, endoscopy, and/or surgical exploration
« N categories: Physical examination, imaging, and/or surgical exploration

¢« M categories: Physical examination, imaging, and/or surgical exploration

e T1 Tumour invades lamina propria, muscularis mucosae, or submucosa
o Tumour has grown through lining (mucosa) of stomach
e T2 Tumour invades muscularis propria
o Tumour has grown into thick inner muscle layer
o T3 Tumour invades subserosa
o Tumour invades visceral peritoneum of stomach but has not perforated it
e T4 Tumour perforates serosa (visceral peritoneum) or invades adjacent structures

o Tumour perforates outer layer or invades adjacent structures

Tumour site (direct observation, endoscopy report, operation note, filed in notes or on
computer): This refers to where within the stomach the greatest proportion of the tumour is
located and is determined according to the Japanese Gastric Cancer Association

classification system (14):

o Upper third: Tumours located predominantly in the cardia or gastro-oesophageal

junction

« Middle third: Tumours located predominantly in the midbody



¢ Distal third: Tumours located predominantly in the pylorus
¢ Entire stomach: Tumours which span all three regions (upper, middle, lower) of the

stomach

D2 lymphadenectomy (direct observation, operation note, filed in notes or on computer):
This refers to the en-bloc resection of local gastric lymph nodes and those around the
coeliac axis, splenic hilum and hepatoduodenal ligament during gastrectomy, according to

the Japanese Gastric Cancer treatment guidelines (14).

Anastomotic leak (clinical notes, operation note, filed in notes or on computer):
Anastomotic leak is defined as the presence of a communication between the lumen of the

stomach and the chest/abdomen/pelvis at the site of a previously formed anastomosis.

14.4 Colorectal cancer

The classification applies only to carcinomas. There should be histological confirmation
of the disease.
The following are the procedures for assessing the T, N, and M categories.

T categories Physical examination, imaging, endoscopy, and/or surgical exploration
+ N categories Physical examination, imaging, and/or surgical exploration

« M categories Physical examination, imaging, and/or surgical exploration

¢« T1 Tumour invades submucosa
o Tumour has grown through lining (mucosa)
¢ T2 Tumour invades muscularis propria

o Tumour has grown into thick inner muscle layer



¢ T3 Tumour invades subserosa or into non peritonealized pericolic or perirectal
tissues
o Tumour invades visceral peritoneum but has not perforated it, or where there
is no peritoneum, has invaded fatty tissues around colon or rectum.
¢« T4 Tumour directly invades other organs or structures and/or perforates visceral

peritoneum

NO Mo regional lymph node metastasis

N1 Metastasis in 1 to 3 regional lymph nodes

N2 Metastasis in 4 or more regional lymph nodes
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Endoscopy (clinical notes, or operation note, filed in notes or on computer): This includes

both flexible sigmoidoscopy and colonoscopy (whether completed or attempted).

Rectal tumours (clinical notes, or operation note, filed in notes or on computer): These are

classified by the distance between the most distal aspect of tumour and the anal verge (15).

s Highrectal: 10.1—=15cm
o Middlerectal 5.1 — 10 cm

» Low rectal =5 cm from anal verge

Obstructed tumour (clinical notes, or operation note): A tumour which has caused complete

occlusion of the bowel lumen, blocking both the passage of faeces and gas.

Perforated tumour (clinical notes, or operation note): Loss of the integrity of the bowel
lumen and spillage of bowel content into the abdomen due to erosion of the bowel wall by

the tumour.

Stoma formation (direct observation, operation note, filed in notes or on computer): These
are categorised in the main groups. If a mucous fistula type stoma is made in addition to any

category, this does not need to be recorded.

Anastomotic leak (clinical notes, operation note, filed in notes or on computer):
Anastomotic leak is defined as the presence of a communication between the lumen of the

stomach and the chest/abdomen/pelvis at the site of a previously formed anastomosis.



15 Ilpunoxkenue F: Undopmamus o cucremMe cOopa JaHHBIX IJIA
MECTHBIX COBETOB 110 YTBEPKACHUI0 / STHYECKHX 0030POB

15.1. Kak coOuparorcsi 1aHHbIe?

Hannabie  Oymyr  coOuparbesi depe3  O€30MacHyl0  OHJIAHH-CHCTEMY,  YIIPaBISIEMYIO
YHuBepcutreroM OauHOypra ¢ HCIONb30BaHUEM mporpaMMmHoro obecreuenus REDCap
(http://project-redcap.org/). REDCap wucmons3yercs BO BCceM MHUpE JUIS HaJe:KHOro cbopa
JIAHHBIX MCCJICIOBAaHUM. DTO CIIEMAIIBHO pa3paboTaHO B OTHOIIEHUH pekomeHmanmnii HIPAA-
Security.

15.2. I'ne XpaHATCH M UCNOJIB3YIOTCH TaHHbIE?

REDCap ymnpasisiercs wuccienoBarenbekoir rpynmoit  Surgical Informatics (DaunOyprekuii
YHUBEPCHUTET) B apXHUTEKType BHUPTYaJIbHONH MallWHBI YHHBEpCHUTETa JDIAMHOYypra, KOTOpas
¢busznvecku 3amuieHa. Jlanaeie XpaHarcs B 0a3zax maHHbeix MYSQL Ha oTaenbHOM cepBepe.
DTOT cepBep HAXOMUTCS 3a OpaHIMAy’pOM M MOXKET ObITh JOCTYIEeH Toybko ¢ IP-anpeca BeO-
cepBepa. SSL-TyHHenb mudpyeT cBA3b MEXIY cepBepaMu MHTepHeTa u 0a3 JaHHBIX. 3arpy3ka
daitioB obecreunBaeTCsl MEXIY cepBepamH, HCHojb3yrommu mnpotokon WebDAV ¢ SSL.
HIudpoBanue «B mokoe» HaxXOAUTCS Ha cepBepe Oa3bl NaHHBIX (aes-xts-plain64: sha256 ¢ 512-
OutHbIMU  Kitoyamu). OOHOBIIEHHST  ONEPALlMOHHOM  O€30MACHOCTH  YCTaHaBJIMBAIOTCS
AaBTOMATHYECKH. AHTHBHPYCHOE MpPOTpaMMHOE oOecriedeHrne paboTaeT ¢ 3aluIaHuPOBAHHBIM
IPOTOKOJIOM Ha BeO-cepBepe. McxoaHble NaHHBIE OYAYT COXpPaHEHBI M OCTAHYTCS Ha caiite B
OnuHOypre - oH He OyIeT epeHeceH B JPyroe MecTo.

15.3. Kakoii KOHTPOJIb J0CTYNA U ayAUT CYIIECTBYIOT?

Bee coaBTOpsl OynyT mnoiy4aTb OTAEIbHBIE YYETHBIE 3alMCH C OE30MacCHBIMH BXOJAMH.
CoTpyaHUKH U3 TOH e OONbHMIIBI MOTYT HPOCMAaTpUBaTh JaHHBIE, MOJIyYEHHBIE JIPYTrUMHU
clIeZIoBaTeNIsIMU B TOW ke OonpHUIE (HO HE B Ipyrux OoipHHIIAX TOH ke crpansl). REDCap
MMEET BCTPOEHHBI KOHTPOJIBHBIM JKypHaj, KOTOPBIA aBTOMATHYECKH PETUCTPUPYET BCHO
AKTUBHOCTb TIOJB30BATENII W PETUCTPUPYET BCE CTPAHUIBl, MPOCMATPUBAEMBIE KaXbIM
MOJIb30BaTENeM, BKIIIOYass KOHTEKCTYalbHYI0 MHGOpMaLKIO (HampuMep, MPOeKT WIN 3aluch, K
KOTOpOH ocymiecTBisieTcs nocTym). HezaBucumo oT TOro, BBOAMTCS JIM aKTUBHOCTh B JaHHBIE,
HKCHOPTUPYET JaHHbIE, W3MEHSET JIM I0Jie, 3allyCKaeT OT4YeT WIM J00aBiseT / HU3MEHSeT
NOJIb30BaTeNsl, Cpeau MHOKecTBa Apyrux neiictBui, REDCap peructpupyer Bce neicTBus.
BcerpoenHbIi KOHTpOIIBHEIH KypHan B REDCap no3Bossier afiMUHICTpaTopaM OTPEACISITh BCIO
aKTUBHOCTh M BCE€ JIaHHble, [pOCMaTpUBaeMble WJIM MOAUPHUIMPOBAHHBIE JTIOOBIM
nonb3oBareneM. Ilomp3oBarenbckue MapoinM  yOPaBISIOTCA HANPAMYHO. YUYETHBIE 3alUCH
OTKJIIOYEHBI 10CJIe 5 HEyJauHbIX MOMBITOK BXOAa B cucTeMy. Ilonb3oBaTesnn aBTOMaTHYECKU
BBIXOJIAT U3 cucTeMbl uepe3 30 MunyT Oe3zaeiricTBus. [lonb30BaTenn BEIHYKIEHBI MEHATH apOJib
yepe3 90 nueit. Cuna mapossi: He MeHee 9 CUMBOJIOB M JIOJDKHA COCTOATH KaK MUHUMYM M3
OJTHOW CTPOYHOI OYKBBI, OJHOI OYKBBI BEpXHET0 pPErucTpa W OAHOTro Homepa. ExenHeBHOE
OTCIIE)KMBAHKME IOJIb30BATEIEH NMPOUCXOAUT C YAAJIEHUEM HEUCIOJIb3YEMBIX YUYETHBIX 3aIlucei
II0JIb30BATENEH.
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