KonTposbHbii iMcT CONSORT 2010 no mHpopmManuu A1 BKJIOYEHUS B OTYET
PaHAOMU3UPOBAHHOIO UCIBITAHUA*

U3noxeHo
Ha
MyHKT cTpaHuue
Paspen/Tema Ne [MYyHKT KOHTPOJIbHOro nNucTa Ne
3aronoBok u pecepar
la YkasaTb B Ha3BaHUN KakK pPaHOoOMN3NpPpoBaHOE UCNbITAHNE
1b CTpyKTypMpOBaHHOE pe3toMe Au3aiHa WCMbITaHUS,, METOAOB, Pe3yNbTaTOB W BbLIBOAOB (ans KOHKPETHbIX

ykasaHui cmotpute CONSORT no pedhepatam)

BBegeHune
Mpegnoceiikn 1 2a HayyHas cBogHas nHdopmaumsa n o6ocHoBaHue
uenm 2b KoHKpeTHbIe Lenu u runotesbl
MeTtoabl
[OunsainH 3a Onncanne gmsamHa ucnbiTaHus (Hanpumep, napannenbHbld, (PakTOpPHLIN), B TOM 4YMUCIE€ COOTHOLLUEHME
ncnbITaHNS pacnpegeneHuns
3b BaxHble M3MeHeHWs, BHEeCeHHble B MeTodbl MOCMne Hayana wucnbiTaHusa (Hanpumep, Kputepum
npuemMnemocTu), ¢ 06 bACHEHNEM NPUYNH
YyacTHuKK da Kputepuun npuemMnemocTu ans y4acTHUKOB
4b YcnoBus 1 MECTOMNOMOXEHUS, rae nponssoansca cbop AaHHbIX
BmellaTenbcTBa 5 BmeluaTenbCcTBa ANg KaXkgomn rpynnbl ¢ NpuBegeHMeM getanemn, 4oCTaTouHbIX A5 BOCNPOU3BEAEHUS, B TOM
4ynucne, CKONbKO 1 KOrga OHW hakTUYeCcKn NpUMEHSNNCH
Ucxoabl 6a [MepBMYHbIE M BTOPUYHbBIE NOKa3aTenn NcXogos, B TOM YMCHE, KaK U Korga OHM ObIfiv OLLeHEHbI, KOTOPbIM ObIfo
AaHO NosiHoe onpeaerneHne n KoTopble ObINN yTBEPXKAEHbI HA NpeaBapUTENbHOM 3Tane
6b JTiobble n3ameHeHns, BHECEHHbIE B UCXOAbl UCMbITAHUI NOCe Havana ucnblTaHus, ¢ 06 bsiCHEHNEM NPUYNH
Benuuuna 7a Kak 6bIn onpegeneHa BenmynHa BblI6opku
BbIOOpPKM 7b Mpn HeobxogumocTn, ob6bsicHeHMe nbOro NPOMEXYTOYHOrO aHanmM3a W PYKOBOOALWMX MPUHLMNOB
npekpaLleHnsi ccrieaoBaHms
Panpgommnsauums:

8a MeToa, ucnonb3oBaHHLIN AN reHepauunm paHgoMmanpoBaHHOro nopsaaka pacnpeaeneHna
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"eHepauuns
nopsaka
pacnpegene
HUS
Y4aCTHUKOB

MexaHun3m
COKpbITUS
pacnpegenenus
OcywecTtBneHne

MacknpoBaHue

CraTtuctuyeckme
mMeToabl

Pe3ynbTaThbl
MoTOK yYacTHWMKOB
(HacTosTENBLHO
pekoMmeHayeTca
anarpamma)
Habop yyacTHukoB
nccneaoBaHns
McxoaHble JaHHble
lMpoaHanuanposaH
Hble Yncna
Ncxoabl "
NoAcCHeThI

[JononHuTenbHbIN
aHanus

10

11la

11b
12a

12b

13a
13b
14a
14b
15

16

17a

17b

18

Tun paHgoMusauun; getanu noboro orpaHuMyeHus (Hanpumep, oobeanHeHne B 6noku, pasmep 6roka)

MexaHu3M, WUCMONb30BaHHbIA Afsi  OCYLLECTBIIEHUS pPaHAOMM3MPOBAHHOIO Mopsiaka pacnpedeneHus
(Hanpumep, nocrnegoBaTeNbHO NMPOHYMEPOBAHHbIE KOHTEWHEPDI), OnMcaHue MbbIX WaroB NpeanpuHSATbLIX
ANsi COKPbITUS AaHHOro nopsiaka 40 Ha3HaYeHUsl BMelLaTenbCTB

KTo reHepupoBan paHAOMWU3MPOBAHHLIN MOPSAOK pacnpefeneHusi, KTo 3a4ucrsi YYaCcTHWKOB, M KTO
pacnpegenvn y4acTHUKOB MO BMeLLaTenbCcTBam

Ecnv nponsBoannocs, KTo 6biy 3aMackMpoBaH nocne pacnpeaeneHms BMellaTenscTs (Hanpyumep, nauneHTbl,
NOCTaBLLMKM MEAULIMHCKUX YCIYr, NMLa OLeHMBatoLLMe nokasaTenn) 1 Kakum o6pasom

Ecnv npumeHuMmo, onvcaHve B YeMBMeLLaTeNnbCTBa ObInn CXOXM

CratucTuyeckme  MeTodbl,  WUCMONb3OBaHHbIE  ANSl  CPaBHEHMs  Tpynn Mo NEPBUYHbIM U
BTOPUYHbIM pe3yrbTaTtam

MeToabl AONONMHUTENbHBLIX aHANN30B, HAaNPUMepP, aHanu3abl NOArpPYMMbl U CKOPPEKTUPOBaHHbLIN aHanu3

Mo kaxxgow rpynne, KONMYECTBO Y4aCTHUKOB, KOTopble Bbiny pacnpeaeneHsbl cryvyanHbiM 06pa3om, Nony4mnm
HaMe4YeHHOoe feyeHne, 1 Obinun BKMYeHbl B aHanun3 no nepeM4YHoMy ncxoay
Mo kaxaown rpynne, NoTepy 1 UCKIIOYEHUS NOCne paHa4oMU3aLun, Hapsdy ¢ npuYnHamm

[atbl, onpegenstowme nepmoabl Habopa 1 nocrnegyowero HabnwaeHns

lMoyemy ucnbiTaHMe 3aBepLUNOCh UK BbINO NPUOCTaHOBNEHO

Tabnuua, ykasbiBaloLwasa NCxogHble AeMorpadouyeckme 1 KNMHUYECKNe XapakTepucTMKN MO KaXKOon rpynne
Mo kaxkgou rpynne, KONIM4eCcTBO Y4aCTHUKOB (3HaMeHaTerb) BKNHOYEHHbIX B KaXKAbIA aHann3 u NnpoBeaeH Nnn
aHanu3 nepBoHavyanbHO Ha3HAYEeHHbIX rPynn

Mo kaxgomy MepBMYHOMY W BTOPUYHOMY MNoOKasaTento, pesynbTaTbl MO KaxOow rpynne, U npumepHas
BeNnuumnHa adpdhekTa n ee TO4HOCTb (Hanpumep, 4oBepUTENbHbIN MHTepBan 95%)

Mo BuHapHbIM NokasaTensiM, pekomeHayeTcs npeacTaBrneHuMe Kak abCoMTHbIX, TaK U OTHOCUTENbHbIX
BeNMYUH adppekTa

Pesynbtatbl nobbix ApyrMx MpOBEAEHHbIX aHanu3oB, B TOM 4YUCNe aHanusbl noarpynnbl U
CKOPPEKTUPOBAaHHbLIV aHanua. MNpu aToM HeobxoanMOo pasaenaTb YyTBepXAeHHble Ha NpeaBapuUTeNbLHOM aTane
OT He3annaHMPOBaHHbIX
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Bpen

O6cyxaeHue
OrpaHuyeHus

SkcTpanonsaumns
WHTepnpeTauuna

19

20

21
22

Opyras nHcpopmaums

PerucTtpauunsa
MpoTokon

durHaHCcupoBaHne

23
24
25

Bce B/AbI Bpeaa nnu HenpeaHaMmepeHHbIX ScbcbeKTOB B Kakaon rpynne (ans KOHKPETHbIX
ykasaHuii cmotpute CONSORT no Bpepay)

OFpaHW-IeHVIFI nceneaoBaHmA, paccMotTpeHmne MCTOYHUKOB noTeHumManbLHon npeaB3dTocTtn, HETO4YHOCTH, W,
ecnn NnpuMMeHnmo, MHOF006p83VIe MCNOJ1b30BaHHbIX BUOOB aHann3a

3KCTpaI'IOJ'IFILI,VIFI (BHeLIJHFIFI BaJIMAHOCTb, I'IpI/IMeHVIMOCTb) pe3ynbTaTtoB UCMbITaHUA

NHTepnpeTauns B COOTBETCTBMUC pedynbTaTaMu, GanaHcupys nonb3y U Bped, U NpYHUMas BO BHUMaHUe
ApYyrve COOTBETCTBYHOLLME AOKa3aTeNbLCTBA

PerncrpaumoHHbIn HOMEpP U HaMMEHOBaHNE peecTpa UCMbITaHU1

'oe MOXHO NPOCMOTpPETb NOSHbIN NPOTOKON UCNblITaHUA, NPy AOCTYNHOCTU

NcTouHMKM chrHaHCMpOBaHUS 1 apyras nogaepka (Hanpumep, cHabxeHue nekapcTBeHHbIX CPeACTB), porb
CMOHCOPOB

*MBI HACTOSITENIFHO PEKOMEHIyEeM YHTaTh JaHHOE yTBepxkacHue B couetannn ¢ CONSORT 2010 Explanation and Elaboration mmst BaskHBIX pa3bsCHEHH# MO BceM MyHKTaM. Eciu mpuMeHuMo,

MBI TAKKE€ PCKOMCHAYCM NPOYUTATh KOMIIOHCHTBL CONSORT mno KIIACTCPHBIM PAHAOMHU3NUPOBAHHBIM HCIBITAHWUAM, UCHBITAHUAM OTCYTCTBUSL MCHBIIICH 3(1)(1)CKTI/IBHOCTI/I " OKBHUBAJICHTHOCTH,

He(i)apMaKOJ'IOFI/I‘IeCKI/IM JICUCHUAM, TpaBAHBIM BMCIIATCILCTBAM, U MParMaTU4CCKUM HCIBITAHUAM. O)KI/I[[a}OTCSI JOIIOJHUTEIbHBIC KOMIIOHEHTHI. B OTHOIIEHUH TEX CCBIIIOK M CCBIIOK,

HUMCHOMINXCA B HACTOALICC BPEMs, COOTBCTCTBYIOINX NAHHOMY KOHTPOJIbHOMY JIUCTY CMOTPHUTC Ha Www.consort-statement.org.
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http://www.consort-statement.org/

