[IpMeHeHune
TPAHEKCAaMOBOM KUCIOTbI B
NEYEHUN KEHLLUMH C
Nnoca1epoJoBbIM

KPOBOTEYEHUEM.



- [lochepoaoBoe KpoBOTEYEHME -
KJIMHUMYECKM 3HaYMMaA KpoBonoTeps,
cocTtasaqowaa 500 ma n 6onee npu
poJax yepes3 ecTeCTBeHHble pogoBble
nytv, 1000 Mn 1 6onee npu onepaumumn
KecapeBa ceyeHusa (KC).

~  KnmnHuyeckasa knaccudmkaums:
PaHHee nocsiepojoBoe KpOBOTEYEHME:

- B nepsble 24 yaca nocsie poaos.
[lo3aHee nocnepoaoBoe
KpOBOTEYEHMUE:

- MO UCTeYeHUU 24 YyacoB A0 42 aHeM
NocsIepoA0BOro nepuoja.




<< >>

- AHTUPUOPUHONNTUYECKOE CPEeACTBO.
MHrMbunpyeT AeEUCTBUE aKTMBATOpaA
nna3mMMHa M NaasMMHoreHa, obnagaer
reMoCTaTUYECKUM JENCTBUEM MPU
KPOBOTEYEHMAX, CBA3AHHbIX C
NnoBbllUEHNMEM (DUOPUHOIM3A, a TaKKe
NPOTMBOAINIEPrUHECKUM U
NMPOTMBOBOCMNA/IMTE/IbHbIM AEUCTBUEM 3a
cyeT noAaBneHUA obpa3oBaHUA KMHMHOB U
APYrux akTUBHbIX NENTUAOB, YYaCTBYHOLMX
B a/I/IEPrM4YeCcKmnX 1 BOCMaIMTE/IbHbIX
peaKkumax.




[ToKa3aHuA

- JleyeHne U npoduIaKTMKA KPOBOTEYEHUM
BC/1Ie4CTBME NOBbIWLEHUA obwero pubprHoan3a
(3/10Ka4YeCTBEHHbIE HOBOOOPA30BaHUA
NoAXKenyA04YHOU Kenesbl, NpeacTaTe/lbHOM
Kenesbl; ornepauum Ha opraHax rpy/HoM
KJIETKU; NOCNIEPOAOBbIE KPOBOTEYEHUSA, PYHHOE
oTAEeNEeHuEe nocneja; IEMKo3; 3aboneBaHMS
NeYeHn; OC/I0XKHEHUA Tepanmu
CTPENTOKMHA30M) U MECTHOIro pUBPUHO/IM3a
(MaToOYHbI€, HOCOBbIE, XeNYA0YHO-KMLLEYHbIE
KPOBOTEYEHMA, remMaTypma, KpOBOTEYEHMA
nocae NPoOCTaT3KTOMMM, KOHU3ALMU LLIENKM
MaTKM Mo noBoay KapumMHOMbI, SKCTpaKkUmum 3yba
y 60JIbHbIX C FEMOpPpParM4eCKMM AMaTe3oM).




Llenb nccnepoBaHMA:

~ OueHUTb BAMAHME NPUMEHEHMUA
TPAHEKCAMOBOM KMC/I0THI MO CPABHEHMIO C
NMPUMEHEHMEM PEKOMOBMHAHTHOIO
dakTopa VIl KpoBHM y KeHLWMH C
NOC/1IEPO/J0BbIM KPOBOTEYEHME MOC/IE
HeaPEKTMBHOMN YTEPOTOHMYECKOMU
Tepanmu 1 HEXUMPYPrmuyecKon KOMNpeccum
MATKM Ha YMEHbLLEHME YACTOTbI
XUPYPruyecKkoro remocTasa.




3a/lavym UccienoBaHUA:

~ OT0b6paTh XKEHLUMH C NOCIEPOAOBbIM
KpoBoTedeHnem (500mMn 1 6onee nocne
BharasmuwHbiX pogos; 1000 mn 1 6onee
nocne KC) nocne HeadbdeEKTUBHOM
YTEPOTOHUYECKOU TEpPANUM U
HEXMPYPrMYECKOM KOMMPECCUM MATKM;

- Onpeaenntb OCHOBHYIO rpynny
(TpaHEeKcaMoBaAa KMC0Ta), rpynny
CpaBHEHMA (PEKOMOUHAHTHbIM hakTop VI
KPOBM )




/In3anH nccneoBaHMA:

~  MyNbTMLEHTPOBOE PaHAOMU3UPOBAHHOE
[IBOMHOE C/IENOe K/IMHUYECKOoe
MccneoBaHue

BbibopKa:

~ MpocCTana cjiyvyamHasn (C NOMOLLIbHO
reHepartopa CJlydamHbIX YUCEN)




KpUtepmmn BKIKOYEHUA:

KpoBornoTteps, coctaBasatowas 500 mn 1 6onee
Npu poJax 4Yepes3 eCTeCTBEHHblE poAoOBblE NYTH,
1000 mn 1 6os1ee npu onepaumm KecapeBa
cevyeHus

*Kanobbl (KpoBOTEYEHUE M3 NONOBBIX NYTEN; 601U
BHU3Y XMBOTaA [NpM pa3pbiBe MaTKU]; obLias
CNaboCTb U FOJIOBOKPYKEHUE)

06LMM OCMOTP (618 IHOCTb KOXKHbIX NMOKPOBOB;
apTepuasibHas rMrnoTEH3MA; KpoBOTEYEHUE U3
MOJIOBbIX MYTEWU; FrEMOPPArMYeCcKum LLOK)

JlabopaTopHble nccaeaoBaHMA (06LLMM aHAIM3
KPOBU - CHMXXEHUE YPOBHA FrEMOrJI06MHa U
reMaToKpuTa; KoarysiorpaMmma - U3SMeHeHUs
CBEPTbIBAIOLLEN CUCTEMbI KPOBM).



KpUTepmm UCKNIYEHUA:

~ [oBblWEHHAA YyBCTBUTENIbBHOCTb K
npenapaTam (TpaHEKCaMOBOM KUCIOTE,
pPeKOMObUHAHTHOMY aKkTopy VIl KposBu);

~ «TpaBmMa» (pa3pblB MPOMEKHOCTU, LLEUKM
MaTKM, MATKMN);

=~ «[KaHb» (NJIOTHOE NpUKpeneHne
NJ1aueHTbl, NpupalieH1e NaayumMHThbI)




KanHuyeckmuu Bonpoc:
[loB/iMAeT M NpUMeEHeHne
TPAHEKCAaMOBOM KMCOTbI (10Mr/Kr
B/B) N0 CpaBHEHUIO C NPUMEHEHNM
PEKOMOMHAHTHOro paktopa Vil
KpoBU (90 MKI/Kr B/B) Y ¥EHLLUMHbI C
NoC/IEPOI0BbIM KPOBOTEYEHME
nocsie HeapdeKTUBHOM
YyTEPOTOHMYECKOU TEpanum U
HEXMPYPrMYECKOM KOMIMPECCUM
MaTKM Ha YMEHbLLEHWE YaCTOoThl
XUPYypruyeckoro remocrasa’




= P -)XeHLWKMHblI C NnoCcnepoAoBbiM
KpoBoTeYeHue nocsie HeadpdheKTMBHOU
YTEPOTOHMYECKOM TEpanmm M
HEXMPYPrMYECKON KOMMNPECCHMU MATKM

- | - npMeHeHne TpaHEKCAMOBOM
Kucnotbl (10Mr/Kr B/B)

- C - NpUMEHEHMNE PEKOMOUHAHTHOIO
dakTopa VIl Kposun (90 MKr/Kr B/B)

~ O - yMeHblUeHUe 4acToThbl
XUPYpPruvyecKoro remocrasa




JTHYEeCKMe acneKTbl

- OpobpeHo K3

- MHdopMMpoBaHHOE coriacue C rnoJIHbIM
PacKpbITUEM BCEN HEOOXOAMMOM
MHpOpMaLMU

~ JKeHWMHbl, MOryT OTKa3aTbCA OT
MccaenoBaHuA B Jl060e BpeMs

= JKBUMNOJIEHTHOCTb
~ JleucTBUA B MHTEpEcax nauMeHTa
- [lone3HocTb ANA NaymMeHTa U obwecTBa
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The effect of tranexamic acid on the risk of death and hysterectomy in women with
post-partum haemorrhage: statistical analysis plan for the WOMAN trial.

Shakur H!, Roberts 12, Edwards P?, Elbourne D?, Alfirevic Z3, Ronsmans C*.
Abstract
BACKGROUND:

Severe haemorrhage is a leading cause of maternal death worldwide. Most haemorrhage deaths
occur soon after childbirth. Severe post-partum bleeding is sometimes managed by the surgical
removal of the uterus (hysterectomy). Death and hysterectomy are important health
consequences of post-partum haemorrhage, and clinical trials of interventions aimed at
preventing these outcomes are needed.

METHODS:

The World Maternal Antifibrinolytic trial aims to determine the effect of tranexamic acid on
death, hysterectomy and other health outcomes in women with post-partum haemorrhage. It is
an international, multicentre, randomised trial. Approximately 20,000 women with post-partum
haemorrhage will be randomly allocated to receive an intravenous injection of either tranexamic
acid or matching placebo in addition to usual care. The primary outcome measure is a composite
of death in hospital or hysterectomy within 42 days of delivery. The cause of death will be
described. Secondary outcomes include death, death due to bleeding, hysterectomy,
thromboembolic events, blood transfusion, surgical and radiological interventions, complications,
adverse events and quality of life. The health status and occurrence of thromboembolic events in
breastfed babies will also be reported. We will conduct subgroup analyses for the primary
outcome by time to treatment, type of delivery and cause of haemorrhage. We will conduct an
analysis of treatment effect adjusted for baseline risk.

DISCUSSION:
The World Maternal Antifibrinolytic trial should provide reliable evidence for the efficacy of

tranexamic acid in the prevention of death, hysterectomy and other outcomes that are important
to patients. We present a protocol update and the statistical analysis plan for the trial.
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BrivsiHne TpaHekcamoBOM KMCNOTbI HA PUCK CMEPTU U TMCTEPIKTOMUK Y XKEHLLMH C NOCNEPOAOBbLIM
KpOBOTEYEHMEM: NI1aH CTaTUCTUYecKoro aHanmsa gna ncenegosaHna XXEHLWNHDI.

Shakur H1, Roberts 12, Edwards P2, Elbourne D2, Alfirevic Z3, Ronsmans C4.
ABCTpaKTHblE

SAOHVN MNAH:

CepbesHoe KpoBOoTeYeHME ABNAETCS OCHOBHOW MPUYMHON CMEPTU MaTepun BO BCeEM Mupe. bonbLlNHCTBO
remopparmyeckux cMepTen NPoNCxXoaaT BCKOpe nocrie poaoBs. Taxenoe nocrnepoaoBoe KpoBoTeveHe
WHOrZa CONPOBOXAAETCHA XMPYPrniyecKnm yaaneHmem Matkum (rmctepaktomust). CMepTb N TMCTEPIKTOMUIS
ABNAIOTCA BaXXHbIMW NOCNEACTBUAMM 41151 340POBbS MOCEPOLOBOro KPOBOTEYEHNSH, N HEOOXOANMBI
KIMHUYECKNe NCMbITaHUS BMeLLaTerbCTB, HanpasBlieHHbIX Ha NpeaoTBpalleHne 3TUX UCXOO0B.

METO[bI:

BcemupHoe nccnegosaHme aHTUOUOPUHONNUTMYECKOTO MaTEPUHCKOrO UCCreaoBaHUs HanpasieHo Ha
onpeaeneHne BNuUsH1US TPaHEKCAaMOBOW KUCIOTbl HA CMEPTb, TIMCTEPIKTOMUIO N APYrMe pe3ynbraTthl B
OTHOLLEHWNN 300POBbA Y XXEHLLMH C MOCNEPOLOBbLIM KPOBOTEYEHMEM. DTO MEXOYHAPOAHbBIN,
MHOMOLEHTPOBLIN, PaHOOMMU3NPOBaHHbLIN Npouecc. NpumepHO 20 000 KEHLLWH C NOCTNAPTUNHBLIM
KpoBoTeYeHneM byayT pacnpenenartbes criydanHbiM 06pa3om 4N NonyyYeHust BHYyTPUBEHHOW MHBbEKLINK
NGO TpaHHEKCAaMOBOW KMUCIOThl, MO0 noaxogsawero nnauebo B JOMNOMHEHNE K OObIMHOMY yXoay.
[MepBunYHada oueHKa pesyrnbraTa - 3T0 COBOKYMHOCTb CMepTeN B 60NbHULE UNN TUCTEPIKTOMMUN B TEYEHME 42
AHewn nocne pogos. byaeTt onncaHa npuynHa cMepTu. BTopuyHble pesynsraThbl BKIKYaT CMEPTb, CMEPTb
N3-3a KPOBOTEYEHUS, TMCTEPIKTOMUIO, TPOMBO3IMOBONMYeckme cobbiTUs, NepenmBaHne KpoBK, XMpypruieckmne
N paguornornyeckme BMeLLaTenbCTBa, OCNOXHEHUS, HeBnaronpuaTHbIE COObITUA U KAYECTBO KU3HMW.
CoobLuaeTcsa Takke 0 COCTOSHUM 300POBbSt U BO3HUKHOBEHNN TPOMB0O3IMBONMYECKNX COBbITUI Y TPYLAHbIX
aeten. Mbl npoBegemM aHanua noarpynn Ans NnepBUYHOrNO pesyrnbrarta K MOMEHTY NIeYeHus], Tuna AoCTaBKM U
NPUYNHLI KpoBOTEYEHUSA. Mbl npoBeaeM aHanus adppekTa nevyeHns, CKOPPEKTUPOBAHHOIO C y4ETOM
6a3oBoro pucka.

O6cyxaeHue:

BcemupHoe nccnegosaHme no aHTMMOPUHONNTUYECKOMY UCCeaOoBaHMIO MaTepun AOMKHO obecneunTb
HagexHoe gokasaTeribCTBO 3 (EKTUBHOCTMN TPAHEKCAMOBOM KUCIOTbI B NPOMUIIaKTUKE CMEPTN,
FMMCTEPIKTOMUN U OPYINX PE3YrbTaToB, KOTOPbIE BaXkHbl AN NnauneHToB. Mbl npeactasnseM oGHOBNEHME
NPOTOKONa W NnaH CTaTUCTUYECKOro aHanmsa ans UCnbiTaHus.



KnmnHM4eckmmn Bonpoc:

~ BauaeTt i npuMeHeHMne TpaHEeKCaMoBOM
KUCNOTbI Y }EHLUMHbI C NOC/IEPOA0BbIM
KpOBOTEYEHUEM CO CTAaHAAPTHbLIM
JlIe4YeHUEM MO CPABHEHMUIO C OTCYTCTBUE
NMPUMEHEHMS TPAHEKCAMOBOM KMUCI0Tbl Ha
CHMXEHME ClydYaeB NrMCTEPIKTOMUM,
cMepTH?




- P - XeHWMmMHbI C NnoCc/1epoa0oBbIM
KPOBOTEYEHUEM CO CTaHAAPTHbLIM
JIeYEHUEM

~ | - npMMeHeHMe TpaHEKCAMOBOM
KMCNOTbI

- C - oTCyTCTBME NPUMEHEHMUA
TPAaHEKCAaMOBOW KMCOTbI

O - rucTepaKToMMA, CMepPTb




Cnucok nutepartypebl:

~ [ocnepogoBoe KpoBoTeyeHme. KIMHUYECKMA NPOTOKO
ANarHOCTUKU U nedeHunsa ot «10» aekaobpsa 2015 roga
NpOTOKO/1 Ne19

= https://www.ncbi.nlm.nih.gov/pmc/articles/PMC48693
95/

- M. . MalKoBCKUM
JlekapCTBeHHble CpeAcTBa




Bbi6op 3a Bamu!




