PUMEHEHNE TPaHEKCAMOBOW
KUCJ10ThbI B JIEHEHUWN )KEHLLWNH C
MNOCJ1ePOAOBbIM
DOBOTEYEel Mey_ \
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e [locneponoBoe KpoBOTEYEHME —
KITMHUYECKN 3Ha4YMMas KpOBOMOTEPS,
cocTtaBndtowasa 500 mn n bonee npwu
poJax Yepes3 eCTECTBEHHbIE POAOBbLIE
nyTn, 1000 mn n 6onee npu onepauun
KecapeBa ceveHuns (KC).

e KnuHunyeckasa knaccundpukauna: PaHHee
NOCiepoa0BOE KPOBOTEYEHUE:

- B NepBble 24 Yyaca nocne poaos.
[No3gHee nocrneponoBoe KPOBOTEYEHME:

- MO UCTEeYEeHUn 24 yacos 00 42 OHEN
nocrnepoaoBoro nepuoaa.




« TpaHekcamoBas
KUCIoTa»

e AHTNUPMBOPMHONUTNYECKOE CPEeACTBO.
MHrmbupyet gencreme aktmearopa
nnasmMmHa n nnasmmHoreHa, oobnagaer
reMocTtaTu4yeCckum gencTtemem npu
KPOBOTEYEHUSIX, CBSA3AHHbIX C
noBblLLEHNEM UOPUHONN3A, a TaKXKe
NpOTUBOASINIEPINYECKUM U
NpPOTUBOBOCMNaNUTENbHLIM AEUCTBMEM 3a
CUYeT nogasnieHns obpasoBaHNsS KUHUHOB
N OPYrx akTMBHbIX NENTUOOB,
y4YacTBYHOLLNX B annepruvyeckmx un
BOCNAaNUTESbHbIX peakLusiX.




[loka3zaHus

e JleyeHune n npodunakTnka KpoBOTEYEHNI
BCrieaCcTBUE NOBbILLEHUNSI 0DLLEro
dondpunHonmaa (3n1oKka4ecTBeHHbIE
HOBOOOpa3oBaHUA NOMXKENYO04YHOW XKenesbl,
npegcraTtenbHOW XKenesbl; onepaunmn Ha
opraHax rpygHou KrneTkuy; nocneponoBkblie
KPpOBOTEYEHUSs, pydHOe OoTaeneHmne nocneana;
nenkos; 3aboneBaHnsa Ne4YEHU; OCIIOXKHEHUS
Tepanun CTPENTOKMHA30M) U MECTHOIO
dondpunHonmaa (MaTo4Hble, HOCOBbIE,
XXenyao4yHo-KNLLEeYHbIE KpOBOTEYEHNS,
rematypus, KpoBoTe4YEeHNA nocrne
NPOCTAaTIKTOMUU, KOHN3AL NN LLENKN MATKU MO
NnoBOA4Y KapUMHOMBbI, 3KCTpakuum 3yba 'y
BObHbIX C reMopparm4eckum gmaTe3om).




Llenb nccnegoBaHus:

~ « OUEHUTDb BIVSIHUE NPUMEHEHUS

- | TpaHeKcaMOBOW KMUCIOTbI MO
CpaBHEHUIO C MPUMEHEHNEM
pekoMbuHaHTHOro goaktopa Vil
KPOBW Y XXEHLLMH C NOCIepoa0BbLIM
KpOBOTEYEHME Nnocne
HE3PEKTUBHON YTEPOTOHNYECKOU
Tepanun 1 HeXMpyprmyeckowu
KOMMNPEeCCcUn MaTku Ha YMeHbLLUEHNe
YaCTOTbl XMPYpPrmyeckoro
remocrasa.



3agadyuv nccriegoBaHus:

e OTOOpPAaTh KEHLNH C
NocrepoaoBbIM KPOBOTEYEHUEM
(500Mn n bornee nocne
BriaranuwiHbIX poaos; 1000 M v
bonee nocne KC) nocne
HE3mPEKTUBHON YTEPOTOHNYECKOU
Tepanmmn n HeXUpyprmyeckowu
KOMMPECCUN MaTKU;

e OnpenennTb OCHOBHYIO rpynny
(TpaHekcamoBas KucnoTa), rpynny
CpaBHEHUSA (PEKOMOMHAHTHbIV
dakTop VIl kpoBu )




[1n3anH nccnenoBaHUA:

e MynbTULEHTPOBOE
PaHOOMM3NPOBAHHOE ABOMHOE
clrienoe KInHn4yeckoe
nccnegoBaHme

Bbibopka:

e MpocTada criydanHas (C NoOMOLLbIO
reHepaTopa cny4vyanHbIx Yucen)




Koutepum BKNOYEHUSA:

e KpOBOMOTEpPH, cocTaBnsAwoLLasa 500 M U
bonee nNpu pogax Yepes ecTeCTBEHHbIE
poaoBble nNyTn, 1000 Mn 1 6onee npwu
onepauum Kkecapea cedeHus

e XKanobbl (KpOBOTEYEHME N3 MNOSIOBLIX NYTEW;
6onmn BHM3Y XKMBOTA [NpW paspbiBe MaTKU];
obulas crnabocCTb U rONOBOKPYXEHNE)

o0LLMN oCcMOTP (ONEeaHOCTb KOXHbIX
NOKPOBOB; apTepuanbHas rmnoTeEH3US;
KPOBOTEYEHUE U3 NOSOBbIX NYTEW;
reMmopparm4ecknm LWoK)

NNabopaTopHble nccnegoBaHns (00NN
aHanus3 KPOBU — CHUXKEHNE YPOBHS
remornobmnHa n remaTokpuTa;




Kputepum UcKnroyeHns:

e [loBbIlLEHHAA YYBCTBUTENBLHOCTDb K
npenaparam (TpaHekcamMmoBOW
Kncnote, peKoMOMHaHTHOMY
doakTopy VIl KpoBWK);

e « [paBmMa» (paspbliB MPOMEXHOCTH,
LLIEUKWN MATKN, MATKWN);

e «TKaHb» (NNIOTHOE NPUKpenneHne
nnaueHTbl, NpupalleHne NnaunHThbl)




KnuHunyeckmu Bonpoc:
[loBNUAET nNn NnpuMeHeHune
TpaHeKcamMoBOW KNCMOTbI (10Mr/Kr
B/B) NO CpaBHEHUIO C NPUMEHEHNM
pekomMmbunHaHTHOro doaktopa VIl KpoBu
(90 MKr/Kr B/B) Y XX€HLUWNHbI C
NnocrnepoaoBbIM KpOBOTEYEHUE MOCTe
HE3mPEKTUBHOMN YTEPOTOHNYECKOU
Tepanmmn N HeXUpyprmyeCckowu
KOMMNpeccum maTtkm Ha YMeHbLLEHNE
YaCTOTbl XMPYypPrmyeckoro remocrasa?




| e P - XEeHLNHbI C NOCNepoaoBbIM

. KpoBOTEYEeHMe nocne
HE3mPEKTUBHON YTEPOTOHNYECKOU
Tepanmm n HeXUpyprmyeckowu
KOMMNPEeCCUnN MaTku

e | - TPAHeKcamMmoBas kucnorta (10Mr/Kr
B/B)

e C - MPUMEHEHNE PEKOMOUHAHTHOIO
doakTopa VIl kpoBu (90 MKr/Kr B/B)

e O - YMEHbLLUEeHne 4YacCcTOThbl
XUpPypruyeckoro remocrasa.




OTnYeckme acnekTbl

E OpobpeHo KO

e /IHbOpMUPOBAHHOE cornacue c
MONHbIM PacKpPbITUEM BCEWN
Heobxoanmon nHdopmaLnm

e JXeHLMHbI, MOryT OTKa3aTbCs OT
nccrnegoBaHus B nodoe BpeMs

e OKBUMOMNEHTHOCTb
e [lenctBma B UHTEpecax naymeHTa

e [lone3HoCTb ANnS naumeHTa u
obLwecTBa
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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.




KnnHmnyeckmm Bonpoc:

e Bringaet nn npumeHeHue
TpaHeKcaMOBOU KUCIOThI Y
YXEHLLUWHbI C MOCNepoaoBbIM
KpOBOTEYEHMEM CO CTaHOAAPTHbLIM
ne4yeHmneM no cpaBHEHUIO C
OTCYTCTBME NPUMEHEHNS
TpaHeEKCaMOBOW KUCNOTbI HA
CHUXEHWE cny4yaeB NMCTEeP3KTOMUM,
cMepTn?




e P —XEHLLUHbI C NOCNepoJoBbIM
KPOBOTEYEHNEM CO CTaHAAPTHbLIM
fle4YeHnem

e | - NPUMEHEHNE TPaHEKCAMOBOW
KUCNOTHI

e C—OTCYyTCTBME NPUMEHEHUA
TpaHeKcamMOBOW KNCNOThI

e O —TNCTEPIKTOMUA, CMEpPTb




Cnncok nutepaTtypbl:

e [locnepogoBoOe KpOBOTEYEHME.
KnnMHMU4YecKknim npoToKon
ONarHOCTUKM U NevYeHuns oT «10»
nekaops 2015 roga npotokort Nei19

e https://www.ncbi.nlm.nih.gov/pmc/ar
ticles/PMC4869395/

e M. 1. MaLukoBCcKUin
JlekapcTBeHHbIE cpeacTBa




PekoMOWHaHTHbIN aKTUBMPOBAHHLIN hakTop VI

icnonb3oBancs y XXeHLWuH ¢ MmaccuBHbIM PPH,
HO B OrpaHNYEHHOM 4YunCre nccnegoBaHum, Bce
be3 paHgomm3auun.

O630p PpaH4YNHM 1 COaBTOPOB4AS8 NMPeanonoXur
NoTEHUManbLHY0 Porib, XOTS TpebyeTcs
OanbHeullee nccrnegoBaHua angd onpeneneHusd
POSIN 3TUX areHTOoB U Nonb3bl. [lokasaTenbcTBa O
npenmyLlecTBax peKoMONHaAHTHOro
aKTUBUPOBAHHOIo doaktopa VIl bbinn cobpaHbl
TOSIbKO U3 O4YEHb MalrieHbLKOro Kofmm4yecTBa
crny4yaeB maccuBHbIix PPH. CnepoBarenbHo,
9TOT NpenaparT He MOXET ObITb peEKOMEHOBaH
KaK YaCTb PYTUHHOW npakTuku. (11-3L)
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