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Pedepar

BoInosiHeHMe oTpeiesieHHbIX TpeboBaHMIi WK, TOUHee, peKOMeHIauuii 1o opopMIeHNI0 HAYIHOM MTy6anKamun
IIOMOTaeT CHe/laTh ee He TOJbKO 6oJiee TIOHSTHOM AJI PelleH3eHTOB M uMTaTeseif, HO U MO3BOJSIET YAYYIIUTh
KauecTBO paboThl. Hampumep, maxke ecau Kakue-TO IyHKTHI B JIOTMKe OM3aiiHa M ObUIM BBITIOTHEHBI HA CaMOM
Jlesie, HO He GbLIM OMMCAHBI, TO IPYTHE UCCAeI0BaTeNN, 3aHMMAIOIMEeCs] MeTa-aHaaM30M, MOTYT He3aCTyskeHHO, HO
060CHOBaHHO CHM3UTH KAUECTBO TAKO¥ PabOThI U UCKITIOUMUTD €€ U3 CBoero aHanau3a. [loHMMaHne peKoMeHIAInii 1o
0bOpMIIEHNIO TTO3BOJISIET HE TOJILKO XOPOIIO OMMCATh CBOM Pe3yJbTaThl, HO U CIUIAHMPOBATHh PabOTy M3HAUYATBHO.
Iy omyicaHusl KIMHUYECKUX CJTyyaeB CyllecTBYOT pekomeHmanuu CARE, mis HaGMogaTe/bHbIX MCCIeq0BaHUI
(ROropTHBIE MCC/IeNOBaHUS U UCCIeNOBaHMSI «Clydar-KOHTposib») — STROBE, nna paHaoMu3MpOBaHHBIX
uccnenopaunii — CONSORT (KoTOpbIe 4acTO UCIO/Ib3YIOTCS U IJIS1 APYTUX CPaBHUTEbHBIX UCC/IeNOBaHU, «Cepuit
cJIydaeB»), IJIsT AMarHocTuueckux pa6otr — STARD u st cucTeMaTUYeCcKuX 0630poB U MeTa-aHanu3oB — PRISMA.
B 3T0i1 paboTe Mbl OnmmieM OCHOBHbIE MOMEHTBI 3TMX PEKOMEHIalMil M HaauM IIabjaoHbI sl rpadudyeckoro
OTOOpaskeHMsT AyM3aiiHa MCCAeNOBaHMil B Buae 610K-cxeM. KOHEUHO ke, He/lb3sl 3a0bIBaTh, YTO KaskAasl HaydHast
pabora — MHOMBMUIYyaTbHA M BCErJa €CTh MECTO PasyMHOMY KOMITPOMMCCY MeXAY «TpeOGOBaHMSIMU» U peasbHO
MMeBIlIeli MeCTO JIOTMKe HayYHOTO IOKCKa.

KiroueBslie cjI0Ba: I1M3aifH MCCIeA0BaHMs, UeK-JIACT, OJIOK-CXeMa ay3aiiHa.
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Abstract

Complying with certain requirements or, more precisely, following the guidelines for the design of a scientific
publication helps to make it not only more comprehensible for reviewers and readers, but actually enhances the
quality of work. For example, even if some aspects in design logic were fulfilled but not described, other researchers
doing meta-analysis may wrongly but for a good reason downgrade such publication and exclude it from the analysis.
Understanding of the guidelines for study design ensures not only the proper description of the results but the initial
planning of work. The CARE guidelines were established for reporting of clinical cases, STROBE — for reporting
observational studies (cohort and case-control studies), CONSORT — for reporting randomized studies (these
guidelines are often used also for other comparative and case series studies), STARD — for reporting diagnostic
studies, and PRISMA — for reporting of systematic reviews and meta-analyses. The present paper describes the
key aspects of those guidelines and provides templates for graphic display of study design in form of flow charts.
Evidently, we should not forget that each study is unique and there is always a place for a reasonable compromise
between “requirements” and the real logic of the research in place.

Keywords: study design reporting, check-list, design framework, study flow diagram.
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BBemenmne

JKypnan «TpaBmarosnorus u opronenus Poccum» —
OOVH U3 JIULEPOB OTE€UeCTBEHHOI HAy4YHOM Iepuo-
IMKM 10 Hamiei cnelyansbHOCTU. C KaXKIbIM HOMe-
pPOM CTaTbM CTAHOBSTCS Bce Oojee MHTEepPEeCHBIMMU,
MHGOPMaTUBHBIMM, a CaM XKypHaJl Bce Oojee Io-
nyJASpHBIM. B 3TOM HeCOMHeHHa 3aciyra B IIePBYIO
ouepelb KOJIJIEKTUBOB aBTOPOB, IPUCHUIAIOIINX CBOU
paboThl. [To CTpaHUIl KypHasIa JoOMPaIoTCs, KOHEUHO
3Ke, He BCe CTaTby, IPUCIAHHbIE B PeIaKILUI0 — YacCTh
He COOTBETCTBYeT TeMaTUKe, Opyrue He IPOXOLIT
GuIbTPBI pelleH3eHTOB, PeNaKIMOHHON KOJIerun
¥ HAyYHO-KOHCY/IBTaTUBHOIO coBeta. [Iporiecc pelieH-
3MPOBaHMS YaCTO IMO3BOJIAET YAYULIUTD CTaThM, a a6CO-
JIIOTHO HOPMaJIbHBI IIPOLLeCC OTKIOHEHUS TTI03BOJISIET
MyGJIMKOBATD EIICTBUTEIBHO JIyUIlIie paboThl.

PelieH3eHThbl, paboTawllye ¢ IOCTYIMBIIMMU
CTaThsIMM, YaCTO CTaJKUBAIOTCS C TUIIMYHOI MPOO-
JIeMOJ1 — HEKOPPEKTHOe ONMCaHMe qu3aiiHa UCCieno-
BaHU. [IOpoOi1 IeiCTBUTEIbHO OUEHD CJIOKHO ITOHSTD,
B UeM 3aK/II0uaeTcs TUII0Te3a paboThl, ee eI, KaKUM
o6pasomM aBTOpbI HaOMpaaM IMalMeHTOB (B TPYIIIbI,
cepun, KOTOPThI) U T.1. HeueTkoe miam HEKOPPEKTHOe
omnucaHue Ou3aiiHa Uccieg0BaHusl, C OOHOM CTOPOHHBI,
MOKeT OBbITh BBI3BAHO JUTEPATYPHOI IPOGIIEMOI],
KOTZIa aBTOPLI, LIeJIMKOM IIOTPY>KEHHbIE B M3y4YaeMblil
BOIIPOC, IIPOCTO MPOIMYCKAKT KaKue-TO Belu, II0-
jlarasi X OYeBUAHBIMU, HO, C LPYTOil CTOPOHBI, K CO-
sKaJIeH!Io, MHOTAa TMpobieMHOe OIicaHue ausaiiHa
06YC/TOBJIEHO M TE€M, UTO aBTOPBI CaMy He 0 KOHIIa
MMOHMMaAIOT, UTO TaKoe Au3aliH.

B 3apyOexkHBIX BBICOKOPEATUMHIOBBIX OPTOMEIN-
YeCcKMuX XKypHaJiax (M, KOHEYHO XypHajax, [0 APYyrum
CrelaabHOCTIM) o6palliaeT Ha ce6s1 BHMMaHMe Hajlu-
Yyye MOYTU BO BCEX CTATbhAX IOHSATHONM U YETKOM rpa-
(buueckoir cxembl IM3aitHa UCCIeNOBaHNSI, HE TOIbKO
obervaiorieit BOCIipusiTiie MHOOPMAIIUK YUTATENIEM,
HO M CTaBllleif cBoeo6pa3sHbIM CTaHAAPTOM KauyecTBa:
3ayTaHHYIO WIX OTCYTCTBYIOLLLYIO JIOTUKY UCCIelOBa-
HISI HEBO3MOKHO OTOGPA3UTh B BUIE CXEMBI.

BakHO OTMETUTh, UTO IMpobiemMa OMMUCAHUST TU-
3aifHa He crenyduUHa 17151 Hallei CTpaHbl — C TaKu-
MU CJIOKHOCTSIMU B CBO€ BpeMsI CTaJIKUBAJIUCh XKypHa-
JIbI BO BCeM MUpe, 1 UMeHHO mo3Tomy B 2000-x romax
CTaIM TIOSIBJISITBCSI PEKOMEHIAIUM 110 0hOPMIIEHUIO
IM3aifHa MyOIMKaIun.

K coxkaneHuto, Mbl II0OKa OTCTae€M B 3TOM BOIIpOCe
Ha 10-15 neT. I MMeHHO 1O 9TO¥ IPUUYMHE HepeoKu
OTKa3bl pelaKkiuii 3apyOesKHbIX KYPHAJIOB B IMy6JIK-
KalMy HALIUX CTaTell 13-3a HEKOPPEKTHOIrO OMuca-
Hus musaitHa. Kasamoch 6bl, HEKOPPEKTHOE OITMCa-
HKue — mpobieMa ucIpaBuMas. Bcero Muiib HYKHO
B3STb U UCIpaBUTh TeKkCT. Ho, Ha camMoM [feJie, yac-
TO 32 HEKOPPEKTHBIM OIMCAHMEM IPSUETCS U CO6-

*www.nlm.nih.gov/services/research_report_guide.html.

CTBEHHO HECTPOJIHBIN I13aitH paboThI, a IepeenaTh
yKe cIellaHHOe McciaegoBaHue (orepauyun, KOHTPO-
JIK) OUEBUAHO HE TOTyIUTCS.

B mocnemHue ronapl TOYTM BCE OTeYeCTBEHHbIE
MeAULMHCKME >XYpPHaJbl TbITAIOTCS UCIPABUTDH 3TY
cutyanuioo. Ho mpoucxomuT 3TO OueHb GopmMaib-
HO. COOTBETCTBYIOIINE OOBSIBIECHUSI O TPeGOBaHMUSIX
K CTaThsIM YacTO HaMMCAHbI OYEHb IyTaHO, 3alpsiTa-
HbI B INTyOMHAX CaliTOB JXypHa/Ia M COOEPsKaT MHOKe-
CTBO OIIMOOK.

B kauecTBe mpumMepa MOXHO NPUBECTU OAUH U3
OTeUYeCTBEHHbIX KapAMOJOTUUECKUX >KYPHAJIOB, KO-
TOPbBIV PEKOMEHIyeT ONMMUChIBATh AM3aiH UCC/IeA0Ba-
HMI1, B KOTOPBIX CpaBHMUBAIOTCS rpyIinbl, 10 CONSORT.
Kypuan numiert: «Pekomenpanmuu CONSORT, koH-
TPOJIbHBIM CIMCOK M AuarpaMma AOCTYIIHbI Ha pycC-
CKOM si3bIKe». Ho amarpaMma OTKpbIBAeTCsI TIOUeMY-
TO He Ha pPYCCKOM, a Ha IOPTYraJbCKOM $3bIKe,
a MHOTMe ApYyTMe CChUIKM IIPOCTO Hepabouue U BeOyT
B HMKY[Ia, YTO, KOHEYHO 3Xe, le/Ty He TTOMOoraer.

Korma ccbuika mpaBuibHasi M OTKPbIBAeT DPEKO-
MeHJalMM Ha PYyCCKOM SI3bIKe, TO [IeJI0 TOXKe IJIOXO:
TepeBof, YEK-JIMCTOB, MOXOXKe, ObLI CAeaH MHTEpP-
HET-TIEPEBOAUMKOM U abCONIOTHO HENOHSITEH, IMPO-
1Ie MPOYNTATh aHIVIMIICKUIT opuruHai. BctpeuaroTces
U OIIMOKM ITepeBoja, UcKaxkarlue cMbici: factorial
repeBeeH Kak (aKTOPHBIN, XOTS, KOHEUHO IKe,
MpaBUWIbHO — (aKTOpUAIbHBIN (KOrma B TpyIIax
MPUMEHSIIOTCSI KOMILJIEKCHI U3 Pa3JIMUYHbIX IepeKpe-
HIMBAIINXCS MEAULIMHCKUX METOINK).

Bce 3TO mMOGYymMI0 HAC HANMMCaTh 3Ty CTAThIO,
Hejab KOTOpPO — TMPeACTaBUTh TOTOBble IIAGIOHBI
CXeM Au3aiiHa M OmNucaTh YeK-JUCThI IJIs1 TPOBEPKU
Iy3aiiHa MyOIMKaLn.

Pekomenaaum

HammonanbHas MemuumHcKast 6uonmoreka CIIA Ha
CBOEM cajiTe OImyOIMKOBaia peKoMeHIaImm 1o opopm-
JIeHUIO Au3altHa MCCIeloBaHMsI 53 pasIMUHbIX HAYUHbIX
opranmzaimii (NLM’s Research Reporting Guidelines
and Initiatives)*. MHOTVe 13 HUX ByOIMPYIOT IPYT OpyTa
TT0 HATIOJTHEHMIO ¥ CMBICITY,  HauboJIblIlee pacipocTpa-
HEeHYe TIOTYIMIA TISITh U3 HUX (Tab. 1).

Iy cucTeMaTUUeCKUX 00630pPOB M MeTaaHa/lM30B
BBITIOJIHEHME TpeboBaHuit PRISMA sBnseTcst 00s-
3aTebHbBIM, a AJI51 APYTUX TUIIOB UCCAeN0BAaHUI BbI-
nonHenue tpeboauuit CARE, STROBE, CONSORT
n STARD — kenaTe/lbHBIM. OTM PeKOMEHIALUM I10-
MOTaloT OMMcaTh UCC/IeqOBaHMe TaK, YTOObI €ro MOT-
M OULEHUTb peNaKTOPhbl, pelleH3eHTbl, YUTATENH,
a Takke JpyTue WUCCIeNoBaTeNny, 3aHMMAIONMUeCs
MeTaaHaaU30M.

Ianee Mbl pasbepeM OCHOBHbIE TPeGOBAHUS ITUX
peKOMeHAaIMii ¥ TIpPenCcTaBuUM IIaGIOHbI Ipaduye-
CKMX CXeM JIM3aiiHa uccaeg0BaHuiA.
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CARE

STROBE

CONSORT

STARD

PRISMA

Tabnuya 1

PekomeHaanumu rmo opopMIEHMIO AM3aiiHa UCCIeTOBaAHMS

PexkomeHnparys

The CAse REport (CARE) — coobiieHme 0 KIIMHUYECKOM
caryyvae [1]

STrengthening the Reporting of OBservational studies
in Epidemiology — IloBbInieHye KauecTBa OTYETOB 00
06cepBalIOHHBIX UCCIENOBAHUSIX B SIIMUIEMUOIOTHMA [2]

Consolidated Standards of Reporting Trials —
KOHCOMUAMPOBaHHbIE CTAHIAPTHI AOKIAN0B Pe3yIbTaTOB
uccnenoBauuii [3] — EnuHble cTaHgapThl IpeACTaBIeHUS
pe3y/bTaTOB PaHIOMMU3MPOBAHHBIX UCCIEN0BaAHNIA

STAndards for the Reporting of Diagnostic accuracy —
CraHmapThl MPEICTaBAEHNS Pe3YIbTaTOB UCCIIeNOBAHMIK
0 AMArHOCTUYECKOV TOYHOCTH [4]

Preferred Reporting Items for Systematic Reviews
and Meta-Analyses - [IpeamouTuTeIbHbIE MOMEHTHI

OJISg IIpeaCTAaB/ICHNS PE3YJIbTATOB CUCTEMATUYECKUX 0630pOB

u MeTa-aHam30B (panee QUOROM) [5]

1. Knuanueckue cryuau (CARE)

K kakum uccienoBaHmUsIM
IIpMMeHSsIeTCsI?

Knnuanueckue cioyyan

Hab6momarenpHbie
MccaenoBaHms (KOTOPTHBIE
JCCIIeN0BaHMUS U UCC/IeTOBaAHUS
«CITy4aii-KOHTPOJIb»)

PaH,ZLOMI/IBI/IDOBaHHbIe
ucciaegoBaHuAd

HccimeqoBaHus 10 OLieHKeE
TOYHOCTHU OMATHOCTUKNU

CucremaTnyeckue 0630pbl
¥ MeTaaHaJIM3bl

Cy1miecTByeT mabI0H CXeMbl AM3aiiHa (IyarpaMMBbl)
mysg CARE, HO Ha mpaKTMKe OH TOYTU He UCHOb3Y-
€TCSl, ¥ MBI CUMTAEM ero M36bITOYHBIM JIJIST OTIMCAHMS
KJIMHMYECKOTO C/Ty4ast TPy BITIOTHEHUY BCEX ITYHKTOB
yek-mcta. TpeboBauust yek-mmcra CARE mosBosnsiorT
aBTOpPaM He TOJIbKO IPaBUIbHO OMOPMUTH ITyOIMKa-
LIMIO, HO ¥ CaMOCTOSITE/IbHO TTPOBEPUTb METOA0I0TU-
YyecKoe KauecTBO paboThI (Tabi. 2).

Baxxubl Bce myHKTHI yek-inucta CARE. Hampumep,
ecIu y TalueHTa He ObUIO OCIOKHEHWH, MalMeHT
CTPOTO BBITIONHST BCe peKOMeHAAlMM, MOoATICaT UH-
dbopmupoBaHHOE cor/iacue, TO TakK ¥ CTOUT HAIMMUCATh,
YTOOBI CHSITh BO3MOSKHBIE BOITPOCHI, @ HE IT0JIaraThCsl
Ha TO, YTO pa3 He CKa3aHO, TO ITOTO He OBUIO WK 3TO
OYEeBUIHO.

Tabnuua 2

Pexomenpgauumu CARE ¢ 00bsICHEeHUAMMU

Pa3sgen cratbu

HasBanue

ConepskaHue pasgena

B Ha3BaHUM CTaTby HOIKHO MpUCYTCTBOBATH CJIOBOCOUYETAHME «KJIMHUYECKUA Cnyqaﬁ»

C OTIMCaHMEeM KPAaTKOTO IMarHo3a mnalyeHTa 1 poBeleHHOi paboThl, HAIPUMeD:
 «KnmHMuecKmii cyuaii ieueHus MmaryeHTa ¢ Murpaiyeii ciiisl Kupiinepa

B II03BOHOYHBII KaHAJT IOC/Ie PUKCAIMM aKPOMUATbHO-KIIOUMYHOTO COUIEHEHUST»
o «CI0KHbBIE BOMPOCHI AVMATHOCTUKY ayTOCOMAIBHO PEIIeCCMBHOTO OCTEOIIETPO3a

(OPTBS): knMHNYeCKNIi ciayJani»

KnroueBbie ciioBa

VKasbIBAIOTCS 2—5 KITIOUEBBIX CJIOB, KOTOpbI€ HE ITOBTOPAIOT, 4 YTOUYHAKT Ha3BaHME
CTAaTb U OTPAXAIOT €€ TEMATUKY

Pedepar BBemeHMe: yTO YHMKAILHOTO B 9TOM C/Ty4yae, YTO OH J0OaBIISET K yKe
(abcTpaxT) OIy6JIMKOBAaHHBIM B JIUTEPATYPE JAHHBIM?
[TaBHbIE CMMIITOMBI [TAl[i€HTa U BasKHbIe KIMHMYECKIEe JaHHbIe
OCHOBHOIJ1 AMarHo03, jeue6HbIe MEPOIIPUITUAS U MCXOIbI
3aK/IIoueHye: KaKylo OCHOBHYIO MBIC/Tb JO/DKEH ITOTYUUTh UATATEh?
BBenenne

OnyvH-nmBa a63a1ia, MoKa3bIBAIOIINE, ITIOYEMY STOT CJTy4Yaii YHUKAIEH CO CChIIKaMM

Ha IpyTMe MyOaKaluuy Win ¢ yKa3aHueM, 9YTO BaM He yIaIoCh OOHAPYKUTh
My6IMKalyy aHAJOTMYHBIX CTyyaeB (1100 OHY Ype3BbIUatHO PEeIKI)
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Pasgen cratbu

Wudbopmanus
0 MalMeHTe

Knuunueckue
IOaHHbIe

Taimnaixa

JuarHocTuka

JleueHue

Hab6nonenne
M YICXOZBI

O6cyRmeHue

ITepcrieKTUBBI
naiyeHTa

VHbopmMupoBaHHOE
corjacue

OkoHnuaHue mabauyst 2

ConepskaHye pasmena

[TalivieHT TO/IKEH ObITh AETIePCOHATM3MPOBAH, T.e. HEBO3MOXHO UIEHTUDUIIIPOBATD
ero nepcoHajbHble JaHHble (baMuins, UMsl, OTUECTBO, IepCOHaTbHblEe HOMeEpPa
JIOKyMeHTOB). He pekomMeHAyeTCsI UCII0/Ib30BaTh COKpaleHns «[lanueHT «A.»

mu «IamueHT «B.» 1 yKa3bIBaTh HOMEDP MCTOPVY 60I€3HM MIIY CHUMKA.

Jlydiiie: My>kUMHa 62 JieT, AeBouka 8 jeT. O6paTuTe BHMMaHNUE Ha MTOATIACH
peHTreHOBCKMX, KT mam MPT CHMMKOB — YacTO Ha HUX COXpaHseTcst haMuImsl.

Ha dororpadmsx He TODKHO OBITh BUAHO JIUIIO MalyieHTa

YKa3aHbl OCHOBHbIE CBEI€HMS O MallMeHTe U er0 CMMIITOMBI

HHd)OpMaL[MH O COMMYTCTBYIOIIMX 336OHEBaHI/IHX, dHaMHe3e, ICMX0COoIaIbHOM
craTtyce, ripmn HeO6XO,HI/IMOCTI/I OInMcaHa HaClIedCTBEHHOCTb

OnucaHne NpeabIayiinx pejleBaHTHbBIX JIeUeOHBIX MepOl'IpI/IFITI/II‘/JI " X Pe3YyJIbTATOB

Omucanme pejeBaHTHBIX (PM3VMKATbHBIX JaHHBIX M OPYTMX BAKHBIX KIMHUUECKUX
HaXOJOK

Hamubosee BaskHas I/IH(I)OPMEILU/IH O MMalMeHTe OOJ/IDKHa OBITh M3JIOKEHA
B XPOHOJIOTMYECKOM IIOPAIKE

[TepeunciieHM e METOIOB AMAaTHOCTUKA

OmnucaHye TPYIHOCTEN MPY AVMATHOCTHKE, €CJTU TAKOBbIE ObUIM (KYIbTYDHBIE,
penurno3Hbie, GMHAHCOBbIE)

O6ocHoBaHus a5 AuddepeHIaabHOM AMarHOCTUKI, IOJ03PEHNSI Ha PYroi
IVarHos

[IporHocTMYECKME XapaKTEPUCTUKY (HAIIPUMeED, CTaAUPOBaHEe OHKOIOTMYECKOTO
IVarHosa), rae sTo BO3MOXKHO

Turibl TeYeOHBIX MEPOTIPUATHI (PapMaKOTepanus, XMPypruuecKkoe,
npoduaakTUIeckoe jeueHne, CaMOIIOMOILb U T.JI.)

XapaKTepI/ICTI/IKI/I JIeueOGHbIX MepOHpI/IHTI/Iﬁ (,Z[OSI/IpOBKa, IIPOOO/DKUTEIbHOCTD,
IIepnoandYHOCTb, TEXHNYECKIE 0COOEHHOCTH oriepaunm n T.,Z[.)

O6ocHOBaHMe 3MEHEeHMI1 B JIeueGHOI TAaKTUKE, €CJIV OHY ObLIN

Pe3y/ibTaThl, OLIEHVBA€MbI€ BPauOM I IAI[I€HTOM

Baskuble pe3y/nbTaThl 06C/IeI0BAHMIT HA STAlax HAOIIIeHNs
Coburoast vt aIMeHT PeKOMeHAAIN

[To60YHbIe 1 HEKeIATeIbHbIE SIBJIEHMS

CuibHBIE CTOPOHBI, IPEVMYIIECTBA M OTPaHMUYEHMS] (HeAOCTATKM) ITyOIMKYeMOro
KJIMHUYECKOTO CITyJast

O6CcyRIoeHye pelleBaHTHBIX ITyOIMKAIii IPYTUX aBTOPOB
O60cHOBaHMeE [JI BBIBOAOB, BKIIIOYAS OLIEHKY BO3MOXKHbBIX TPUUMH

OCHOBHOJ BbIBO/I, 3aK/II0UEHME

[To BO3MOKHOCTY MPUBOAUTCS OIIEHKA MAI[MeHTOM IePCIeKTUB MPUMEHEHMS TaKUX
ke BMeIIaTeJbCTB B OyayIiem

[MamyeHT moammcan MHGOpMMUpoBaHHOE coriacue? (MOKET MOTPe6oBaThCS
I10 3aI1pOocCy)

BaskHbl Bce MyHKTHI uek-aucta CARE. Hanpumep, caTh, YTOGBI CHITh BO3MOSKHBIE BOIIPOCHI, a He ToJIa-
eIy y TallMeHTa He ObIJI0 OCJIOKHEHMIt, MallMeHT TraThCs Ha TO, UTO pa3 He CKas3aHo, TO 3TOTO He 6bIIO
CTPOTO BBIMNOJHSIJI BCe pPeKOMeHOaluu, MOAMMCcAd  WUJIU 3TO OUYEeBUIHO.

UHGOPMUPOBAHHOE COIJIacyue, TO TaK ¥ CTOUT Halu-
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2. HaGmrogaTeabHbIe MCCIeg0BaHNS
(KOrOpTHBIE UCC/IeIOBAHUS

U UCCJIEIOBAHUS «CTydaii-KOHTPOIb») —
STROBE

Pexkomenpanmuyu STROBE oTHOCATCS K GOSBIIOMY
CIIeKTPY KAMHUYECKUX MUCCIeqOoBaHUi, cpeiyu KOTO-
PBbIX MOXHO BBIAENIUTb TPU OCHOBHBIX AM3aiiHa: KO-
TOPTHBIN, «CITy4aii-KOHTPOJb» (case-control) u mmo-
repevyHoe ucciaegoBaHue (cross-sectional). Becex ux
00beAVHSEeT TO, YTO B TeUeHMe 3aJaHHOTO Iepuoa
BpeMeHU U3Yy4YaroT JAaHHbIX (MMEeIOIIMXCS) MallMeHTOB.
B 3TuX uccieqoBaHMSIX MOTYT U3yUaThCsl pe3y/IbTaThl
JleueHus, OCIOXHEHMUS, BbDKMBAEMOCTb, (haKTOPBI
pUCKa. DTV UCCIeNOBAaHNS MOTYT OBITh MTPOCIEKTHUB-
HBIMU U PETPOCIIEKTUBHBIMMU.

B koropTHOM wucciesoBaHUM (3aKpPBITOM U OT-
KPBITOM) MCXOIbl M3Y4YalOTCS Y OMIHOIN BbIOOPKMU
YYaCTHUKOB C U3BECTHBIMM M3HAUIbHBIMM XapaKTe-
pucTUKRamMu. BHyTpy BbIGOPKM MCCIIeNOBATENb OTMeE-
YaeT Y4aCTHUKOB C TEMMU MU MHBIMM BbITIOTHEHHBIMU
ornepanusIMyu (MeIUUMHCKMMY BMellaTelbCTBAMM),
0COOEHHOCTSIMMU TeUeHWs], T.e. GOPMUPYIOTCS TPYIIIIbI
U TIOATPYTIIbI.

B 3akpbiThie KOTOPTHI BKIKUAIOT OIpefereHHOe
YUCI0 YYACTHUKOB C CaMOTO Haudaia MCCaedoBaHUS
¥ He YBeJIMUMBAIOT pa3mMep KOTOpThI M0 XOAy uccie-
JloBaHMS (HampuMep, B KOTOPTY BK/IIOUAIOT MallyeH-
TOB, KOTOPBIM ObLjIa caenaHa onepauus B 2017 1., uin
POOMBIIMXCS 3a OMpedeneHHbI repuon). B ciydae
3aKpbITOM KOTOPTHI YACTO YCTAHABIMBAIOTCS YeTKMUeE
JlaTbl 3TAllOB OLEHKM pe3yabTaTOB M OKOHYAHMS Ha-
6momenys. MccmeqoBaHus ¢ 3aKPhITHIMY KOTOPTaMMU
BCTPEYaroTCs PeaxKo.

OTKpbITasi KOropTa AMHAMMWYHA, B Hee C Teuye-
HYEM BpeMEeHM IIPOAO/DKAI0T Habop YYaCTHMUKOB.
OueBuUAHbIE OCOOEHHOCTY OTKPBITBIX KOTOPT B TOM,
YTO M3 HUX BbIObIBAeT GOJbIIEE YMCIO YIACTHUKOB,
YyeM U3 3aKPbITOI KOTOPTHI, & CPOKU OLIEHKU pe3y/ib-
TaTOB MOTYT Cepbe3HO OTINYATHCSI. OTKPBIThIE KOTOP-
ThI UCII0/Ib3YIOTCSI OUeHb YacTo.

B 3aKkpbITOi KOrOpTe€ MOXHO OIIpeIenuTb Ky-
MYJISITUBHYIO YacCTOTy M YacTOTy coObITuit. Eciu
B 3aKpBITOI KOTOPTe ObLIM BBIJEIEHBI TPYIIIbI/TION-
I'PYIIbI, TO, COOTBETCTBEHHO, MOKHO MOCUUTATD OT-
HOIIIeHJMe YaCTOThl M OTHOIIEeHMe pUCKOB (rate ratio
u risk ratio). OTKpbITbIE KOTOPTHI ITO3BOJISIOT Y3HATh
TOJIBKO YacTOTY COOBITMII ¥ OTHOIIEHME YaCTOThI
(rate ratio).

B mncciegoBaHMsIX «CiTy4aii-KOHTPOJb» CpaBHMBA-
IOTCSI TPYIIITBI YYACTHMKOB C KOHKPETHBIM COOBITHEM
(cmydait) u 6e3 Hero (KOHTPOJIb). YUaCTHUKY Habupa-
I0TCS B TPYIIbI TI0 TIPUHUMUITY pelipe3eHTaTUBHOCTHU
BXOXXIEHMS B KOTOPTY MM MOMY/ISILIMOHHO-TIOTIepey-
HO. B rpymnne «ciayyaii» KOHKpeTHOe u3yyaemoe CO-
6bITHE ecTh Y 100% yuaCcTHMKOB MU Y TIOJABJISIONIETO
GOBIIMHCTBA (B OOBIINX IO pa3Mepy KOropTax Ui,

HampumMep, eciy 1oc/ie BKIUEHUS B TPYIITY y4yacT-
HMKa C COOBITMEM 3TO COOBITHE OBUIO ITEPECMOTPEHO
Y KOHKDETHOTO Y4YaCTHMKA), a B TPYIIIIe KOHTPOJIS
M3yyaeMoe COOBITHE OTCYTCTBYET WJIM BCTPEUAETCS
KpaiiHe penxo.

UccnemoBaHmus «Cay4aii-KOHTPOJAb» TMO3BOJISIIOT
BBIUMC/IUTb OTHOIIeHMe IiaHcoB (odds ratio). B 3a-
BUCUMOCTY OT METOMAOB MCCIeAOBAHMSI OTHOIIEHME
IIIAHCOB MOKET ObITh MHTEPIIPETUPOBAHO KaK OTHO-
HIeHue PUCKOB (risk ratio), oTHOIIEHMEe YacTOTHI (rate
ratio) u/mnam Kak Ko3h@UUMEHT OTHOIIEHNS IIIAHCOB
(prevalence odds ratio) [6, 7].

IIpeumywecmea ucciedo8aHust
«Cayqati-KoHmpoJib»

e DKOHOMUUYHOCTD. VcciiemoBaHMS «CTydaii-KOHT-
pOJb» SIBJISIIOTCS. OTHOCUTEIbHO HEeJOPOTMMU, MOTYT
MIPOBOAUTHCS HEOOTBIIMMY TPYNIIAMU UIU OTHETb-
HBIMU UCC/IEOBATENSIMU B OTAENbHBIX YUPEeXKIEHUSIX.
[n3aitH uccieoBaHMs «CIydait-KOHTPOJIb» YacTO UC-
MOJTb3YETCS IIPU M3YUEHUY PEAKUX 3a60/IeBaHN WU
B KauecTBe INpeJBapUTebHOTO UCCIeL0BaHNs, KOTAA
MaJIO YTO M3BECTHO O CBSI3U MeXAY (HakTopoM pucka
U MHTEPECYIOIeit 60/1e3HbIO0.

e brictpoTa. [Io cpaBHEHMIO C KOTOPTHBIMU MC-
C/IeOBaHUSIMU OHM, KaK MpaBuUiIo, 6ojiee KOPOTKUeE.
B HEKOTOpbIX CUTyalMsAX OHU O061amaloT GOosbIIei
CTAaTUCTUYECKOM 3HAUYMMOCTBIO, YeM KOTOPTHBIE MC-
CJIeflOBaHMsI, KOTOPbIe 3aBUCSAT OT JOCTaTOYHOIO KO-
JMYECTBa CJIy4aeB M3y4aeMbIX COObITMIT (3a6oseBa-
HUI) Cpeay YUaCTHUKOB.

» B0O3MOXKHOCTb U3YUEHUS PEAKUX 3a00I€BaHMIA.

e BO3MOXKHOCTh WM3y4eHUs] OOJBIIOTO CIIEKTPa
(dakTOpoB prcKa.

e B ¢ryyae aieKBaTHOTO MOAGOpa KOHTPOIBHOIA
TPYNITBI MaJIO OTVIMYAIOTCS 110 CBOEV LIEHHOCTH OT KO-
TOPTHBIX UCC/IELOBAaHUIA.

e MuHuManbHast IOTeps Y4YaCTHUMKOB B XOIe
UCCIIeOBaHMUS.

o Hedocmamxku ucciedosaHuti
«CYUAti-KOHMpOoJib»

« CJIOKHOCTB IT060Pa KOHTPOJIHO I'PYIIIIBI.

« He momxomar mist uaydeHus: pegkux ¢GakToOpoB
puckKa.

o CoXHEee, yeM B KOTOPTHOM MCC/IEIOBaHUM,
YCTaHOBUTb BPEMEHHYIO ITOC/I€A0BATEIbHOCTb COOBI-
THI1 (B KOTOPTe BO3OEeNCTBME OMNpeeneHo 0 mocie-
IYIONEro HaOMIOAeHMsI 38 YUYaCTHMKAMM C TeUeHUEM
BpeMeHN).

o CaMblll BaXHbII HEIOCTAaTOK B MCCIedOBaHMSIX
«CITy4aii-KOHTPOJb» CBSI3aH C TPYOHOCTHIO MOTyUeHUS
JIOCTOBEPHOI MHGpOpManyuy 006 ypOBHE BO3IENCTBUS
C TeYeHMEeM BpeMeH.

TakuM 006pa3oM, WCCIETOBAHUST «CITy4Yaii-KOH-
TPOJIb» PACIIONOKEHBI HA HM3KOM YPOBHE B Mepapxumn
JIoKasarenbHOCTU. VlccmemoBaHMS «CTydai-KOHTPOIb»
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B CBOE€Ji OCHOBE IPEeIIoNaraloT JUIlb HabIoneHne 1,
TakMM 06pa3om, He JAl0T TAKOTO ke YPOBHS AOKa3a-
TEJNbCTB, KaK DPaHIOMU3MPOBAHHbIE UCCIEIOBaHUS,
TaK KaK pe3yJlbTaThl MOTYT OBITh BBI3BAHBI APYTUMU
daxropamu [8].

B nornepeyHsbIx (0HHOMOMEHTHbBIX) UCCIEeL0BaHN -
SIX YYACTHUKY BBIOOPKYM U3YUaIOTCS OOMH pa3 B Of-
HOJ1 ¥ TOJ JXe BpeMeHHO# Touke. OCHOBHasI 06/1acThb
MIPMMEeHeHUsI MOIMEePeuHbIX UCUIef0BaHNIT — OLIeH-
Ka PacIpoCTpaHEHHOCTH KakKux-aubo 3aboseBa-
HUI WIM COCTOSIHMI B r€HEePaJibHOM COBOKYITHOCTU
(Toryssauun).

Ewin nonepeuyHsle mMcCieqoBaHus IeAIOTCST yepes
oIpefe/ieHHble TPOMEXYTKM BPEMEHM, TO OHUM JaioT
IEHHYI0 CTATUCTUYECKYI0 MHMOpPMAIMIo O IMHAMMU-
Ke 3a6071eBaeMOCTY U TTO3BOJISIIOT OIMMCATh ¥ CPABHUTH
CTPYKTYpPYy 3a6071eBaeMOCTY HAaCeleHMsI B PasIMUHBIX

perrMoHax CTpaHbl, UTO GbIBAE€T HEOOXOAMMO AJISI ITPO-
BeJleHUsI CBOEBPEMEHHbIX OPTaHM3al[MOHHBIX pellle-
Hui [9]. Pe3ysbTaThl NOINEpEeUHbIX UCCIeA0BAHNUIT MO-
I'yT U3YYaThCs KaK pe3y/bTaThl KOTOPTHBIX PAOOT IyTeM
CpaBHEHMSI YacCTOThl B rpymmax. Takke IOIepeyHble
MCCIeIOBaHMS MOTYT aHA/IM3MPOBATHCS U KaK UCC/Ief0-
BaHUS «CJTy4ali-KOHTPOJIb» IIyTEM OILIEHKM OTHOILIEHUS
IIIAHCOB B TPYIITNAX C COObITHEM U 6e3 Hero [10].

Ianee MbI OmMMIIEM OCHOBHBbIE TpeGOBaHMS pe-
komenpgainuii STROBE (tabn. 3) u magum I1abjaoH
JyarpaMMbl KOTOPTHOTO MccaemoBanms (puc. 1) u muc-
ClemoBaHMUS CIy4daii-KOHTpOoIb (puc. 2). Mbl HacToOSI-
TeJbHO peKOMeHAYyeM UCITI0/Ib30BaTh AMarpamMmmy npu
MOATOTOBKE ITyOIMKaLyu, a caMm GopMaT AyarpaMMbl
He SIBJISIETCSI CTPOTUM M MOXXET U3MEHSThCSI B 3aBU-
CMMOCTY OT KOHKPETHOTO AM3aifHa ¥ 0CcOoGeHHOCTel
Balllero ucciaeqoBaHms.

Tabnuya 3

Pexomengauuu STROBE ¢ 00bsICHeHUAMU

Paspen cratbu

HasBaune u pedepar
(abcTpakT)

ConepskaHue paszmeina

(a) B Ha3BaHMM MCCIEIOBAHMS JOJKEH ObITh YKa3aH ero Au3aiH
B 06IIEyIIOTPEOUTETbHBIX TEPMUHAX

(b) Pedbepar (a6CTpaKT) HOMKEH GbITH COATAHCYPOBAHHBIM,
MH()OPMATHUBHBIM, 8 KPaTKI€ BbIBOMbI JO/KHBI TOBOPUTH O TOM,
YTO GBUIO CEaHO UM OOHAPYKEHO

BBenenne IIpennocbuiku /

000CHOBaHME
Henn

HusaitH
JCC/IeTOBaHMUS

YcnoBus

OnummuTe MMeloIIecs HayuyHble TaHHbIe U AaliTe 060CHOBaHMe
IIJISI IPOBEIEHNST MCCIeOBaHMS

YKaxkuTe e/ ¥ TUTIOTe3bl MCCIeJ0BaHMsI

[TepeuncinTe OCHOBHbBIE 37IEMEHTHI AM3aliHa UCCIeN0BaHMS

OmnuimuTe YC10BMS, B KOTOPBIX OCYIIECTBJIsA/IaCh pa60Ta " pejyieBaHTHbIe

IaThl, BK/IIOUasi BpeMeHHbIe IIepMo/Ibl Habopa, IpuMeHeH e
MeIOUIIMHCKMX BMEIaTeIbCTB, HAGIIOmeHMS ¥ c60pa JaHHbIX

YyacTHUKMA

KoropTHbie ucciieqoBaHus: TEPEUVCINUTE KPUTEPUY BKITIOUEHMST

" MICKIIIOYEHN, MICTOYHMKM M METO/ bl 0T6opa Y4aCTHUKOB, OIIMIINTE

MeTOZIbI HAOIIOmeHs.

HWccenoBaHys «CIyvaii-KOHTPOIb»: YKaKUTE KPUTEPUY IIPUEMIIEMOCTH,

MeTonpl

MCTOYHVKM, METOMIbI HA60pa CIyyaeB M 0T6Opa B IPYIIITY KOHTPOJIS.
IaitTe 060CHOBaHME OTOOPA B TPYIIIIBI «CITyUaii» M KKOHTPOJIb».
[TomepevHoe MCCIeNOBaHMe: TIEPeUNCINTE KPUTEPUM BKITIOYEHNS,
OINMIINATE VICTOYHVKI ¥ METOMBI 0T60PA YUaCTHUKOB

KoropTHble ucceqoBaHus: IJisk COTTIOCTaBUTENbHbBIX MCCIeIOBaHMIT TaiiTe
KPUTEPU COTIOCTABIEHNS Y YMCJIO YIACTHUKOB C COOBITIEM U 6€3 HEro.
[MomepeyHoe McCIeqOBaHNEe — AJISI COTIOCTABUTEIbHBIX MCC/IENOBAHMIA
MIpeACTaBbTe KPUTEPUIL COTTOCTABAEHMS M YUCIIO CJTyuyaeB KOHTPOJS Ha
OIIVH CJTyYaii C COOBITYEM

[TepemeHHbIE

IaitTe yeTKOe OIpeeieHy e BCEM 13yUYaeMbIM MCXOAAaM, BMeIIaTeIbCTBaM,

dakTopam prcka u gpyrum dakTopam, MUMeIOIIM BO3MOKHOe BIIVSTHME.
VKaxkuTe quarHoCTuueckye Kpurepmu (eciayu mpuMeHMO)
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Pa3gen cratbu

HcTtounukn
HaHHBIX/
M3MepeHMin

[IpenB3siTOCTD

Pasmep
UCCIen0BaHNs

KonnuecTBeHHbIE
repeMeHHbIe

CraTuctuueckmue
MEeTOIbI

MeTonpl

V4yacTHUKMA

OmnncaHue JaHHbBIX

PesynbTaThl

Ucxompl

IpodonxceHue mabauusi 3
ConepskaHue pasgena

7151 KaXXABIX U3 M3y4aeMbIX IepeMEeHHBIX AaiiTe MCTOUYHUKY MOTydeHUST
JaHHBIX ¥ 0COOEHHOCTH UX OLIEHKMU (M3MEPeHMii).

OnuinTe CONOCTaBUMOCTh METOLOB OLIeHKU, eC/IX Y BaC B UCCIeN0BaHUY
60Jiee OIHOV TPYTITIbI

OnuuinTe BO3MOXHYVYIO ITPEAB3ITOCTb 1 €€ MEXaHN3M

O6BsICHNMTE, KaK BBl ONPEIEIINA Pa3Mep BbIOOPKU

OI'II/IH.II/ITe, KakK BbI ITPOBOAMJIN aHAJ/IN3 KOJIMYECTBEHHBIX IT€peMEeHHbIX

(a) OmminTe BCe CTAaTUCTUUECKIME METOIbI, BKIIOUAasl MCII0Ib30BaBIIeCs
IJIST KOHTPOJIST MemaromuX GakTopoB (KOH(ayHIepOB)

(b) OnuinTE BCE METOABI MCIIOIb30BaBIIMECS B TIOATPYIIIaX
(c) OnuinTe TAaKTUKY B CIydae OTCYTCTBUS JaHHBIX

(d) KoropTHble uccaegoBaHMs: eCay MIPUMEHUMO, OTIUIITUTE TAKTUKY

TPV BLIOBIBAHWY Y3 HAGTIOOEHMS.

UccnemoBanus «Cay4dani-KOHTPOIb»: €ClIY MPUMEHMMO, ONIUIIINTE,

KaK OCYIIeCTBJISVIOCh COMOCTaBIEHME «CIydasi» M KKOHTPOJISI».
[TonepevyHoe yuccaeqoBaHMe: ecay IPMMEHMMO, ONMUIINTE aHAIUTUYECKIE
MEeTOIbI OIIpeie/IeHN I OKOHUaHMSI Habopa YUaCTHUKOB

(e) OnuiMTe 000V aHAIM3 UYBCTBUTEILHOCTU

(a) YKaxkuTe KOJIMYEeCTBO Y4aCTHMKOB Ha KaK[IOM CTaguy UCCIeIOBaHMS :
YNCI0 IIOTEHIMAJIbHO BKIIOYAa€MBbIX, UMCJIO ITIPOCKPMHUPOBAHHBIX

B COOTBETCTBUM C KPUTEPUIMN BKHIO‘-IEHI/IH/I/ICKJIIO‘IEHI/IH,
COOTBETCTBYIOIIMM KPUTEPUAM BKJ'IIOLIEHI/IH/I/ICKJ'[}O‘IGHI/IH, BK/IIOYEHHbIX
B 1ICCIeAOBaHMA, 3aKOHUYMBIIMX MCCIedOBaHMA U ITPOAHAJIN3VIPOBAHHBIX

(b) YRakuTe IPUUMHBI ¥ KOHKPETHOE KOJIMYECTBO YYACTHUKOB,
BBIOBIBAIOIIVX U3 MCC/IEIOBAHMS HA KaskKA0Vi €r0 CTaaumn

(c) Ucmonb3yiiTe 6I0K-CXeMy

(a) [aiTe XapaKTEPUCTUKY YUACTHMKOB MCCIeA0BaHMS
(memorpadmueckyo, KIMHUYECKYIO, COIMATbHYIO U Ip. JaHHbIE),
a Takke MHGOPMAIIUIO 0 MEIUITMHCKMUX BMEIIaTeTbCTBaxX

U TIOTEeHI[MATbHBIX KOHbayHIepax (Melaimx (GakTopax)

(b) YKaskuTe YMCI0 YIACTHMKOB C OTCYTCTBYIOIIMMM JaHHBIMM
10 KaKIOMY U3 M3y4aeMbIX VICXOIOB

(c) KoropTHble uccaeqoBaHus: YKaKMUTe BpeMs HabJIome s,
a TaxKe MPOSOJIKUTEIBHOCTb CAMOTO UCCIIeJOBAHMS

KOI'OpTHbIe MCCIeqOBaHUA: COO6H.U/IT€ 0 YJCJIe COOBITUI ¥ UTOTOBBIX
roKasaTeJieii 3a nmepuon, Ha6J'[IO,Z[EHI/I${

VccmemoBaHMsI «CITy4Yaii-KOHTPOJIb» : YKAKUTE YMCIIO COOBITHUI
WY 3HAUeHMsI TIoKasaTesielt B KaXkaol rpyIimne

[TonepeuyHoe McCIef0BaHMe: YKAKUTE UMCII0 UCXOL0B MJIM UTOTOBBIX
1oKasaresein
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Pa3snen craTtbu

OCHOBHbIE
pe3yabTaThl

OxonuaHue mabauyst 3

ConmepskaHue pasgena

(a) [JaiiTe HEKOPPEKTUPOBAHHbIE PE3Y/IbTAThI U, €C/IV IPUMEHMUMO,
CKOPPEKTMPOBAHHYIO HA KOH(AYHIepbI pe3yibTaThl ¢ 95%

IOBEPUTEIbHBIM MHTEPBAIOM (MM AP.). EC/IY BBITIOIHSIIACH KOPPEKLIMS,

IaiTe MOsSCHeHMs, TIoUueMy ObLIM BIOPAHbI Te MM MHbIe KOH(ayHIepbl

(b) B cimyyae KaTeropu3upOBaHHBIX IEPEMEHHbIX AaiTe KPUTEPUN
OTHECeHMs pe3y/IbTaTOB K TOV MM MHOI KaTeropun

(c) Ectu mpuMeHMMO, IOCTapaiTeCh BBIYMCIUTD HE TOTBKO

OTHOCUTEJIbHBIN PUCK, HO ¥ aOCOMIOTHBIN PUCK 3a ITEPUO, BpEMEHM

[HaiiTe MHOOPMAIUIO O JTHOOBIX APYTVX BBHITOTHEHHBIX aHATN3aX

ITopbITOXXbTE OCHOBHBIE pe3yibTaThbl B CBA3M C ITOCTABJIE€HHBIMU LI€JISIMU

O6cynuTe orpaHMYeHMs UCCIeAoBaHMs, oOpalast BHUMaHMe
Ha MCTOYHMKY TIOTEHIMAIbHO IIPEAB3SITOCTY C aHATM30M CUJIBI
MIPeNB3STOCTY U ee HallpaBieHs (CyObeKTUBHOE YXYIIIeHM e

[ajiTe TIATEIbHYIO MHTEPIIPETALIVIO PE3Y/IbTATOB C YUETOM IIeJIeit,

OI‘paHI/ILIEHI/II‘/)I, pPe3ynbTaTOB aHAJIOTMYHBIX JCCIIeIOBAHMIA U OPYIUX

OGCYZ[I/ITE BO3MOXHOCTb IreHepaIn3aluu pe3yjabTaTOB UCCII€d0BaAHUA

o
=
[s+)
E‘
2
>
o
()
[a¥
Ipyrue ananmssl
OcHOBHbIE
pe3y/bTaThl MCC/IeOBaHUSIMU
OrpaHnveHus
()
=
g
g WY yIIy4IlleH)e pe3yabTaTa)
o
\OO NuTeprniperauys
HAay4YHBIX JAaHHBIX
Hapy>xHas
BaIAHOCTD
OuHaHCUPOBaHME

YKakuTe UCTOUYHUK (l)I/IHaHCI/IpOBaHI/IH " POJIb CITOHCOPOB B HACTOAIIIEM

ucciaenoBauuu. Eciy BO3MOKHO, JaiiTe CCbIJIKY Ha OpUTMHAJIbHbIE
ucciaenoBaHMsi, Ha KOTOPBIX OCHOBbIBAJ/IACh JaHHAS pa60Ta

B pamkax 3TOil CTaTbM HEBO3MOXHO IIOIPOO-
HO ONMCaThb BCe OCOOEHHOCTM MHOroo6pasusi Ha-
OmomaTeNnbHbIX UCCIENOBAHUIM, TIO3TOMY MBI OTCBHI-
JaeM 4uTaTensl IJI1 MCUEPIbIBAIOLIMX ITOSICHEHMIA
K pa6oram ].P. Vandenbroucke c coaBTopammu [10]
n A.M. I'psknboBCKOTO ¢ coaBTOpamu [8, 9].

3. PaHDOMU3MPOBaHHBIE MCC/IETOBAHMS
(CONSORT)

TpeboBaHMS K AM3aiiHy PaHIOMM3UPOBAHHBIX
uccnegoBauuit nmoarotosaeHbl rpynmnoii CONSORT
(Tabin. 4), KoTopasi TaKXKe PEKOMEHIYeT MCIOJb30-
BaTh OJIOK-cxeMy McoienoBaHust (puc. 3). Ha mpak-
TUKEe 4YacTO MOXHO YBUAETb, YTO CO3JAHHas IJs
OMMCaHUs PaHAOMMU3MPOBAHHBIX MUCCIeAOBaHUI
6mok-cxema CONSORT ¢ TeMy MM MHBIMU U3MeEHe-
HUSIMM UCIIONb3YEeTCS aBTOpaMu IJisl ONUCAaHUS OU-

3aifHa MCCIeIOBAHMI TUIIA «CePUST CIydaeB» (KOTO-
pble Ha CAMOM [iejie He OTHOCSITCSI K KOTOPTHBIM U T10
CYTH SIBJISIIOTCS OTAEIbHBIM TUTIOM HAOII0IaTeTbHbIX
UCCIeI0BaHMIN).

4. CucreMmaTmnieckve 0630pbI
u metaaHaan3bl (PRISMA)

Ilnst cucreMaT4eckux 0630pOB ¥ MeTaaHaIM30B
MBI TaK ke IIPUBOIUM Tpe6GOBaHMS YeK-IMCTa U 11ab-
JI0H 6;710K-cxeMbl PRISMA (puc. 4, Ta6m. 5).

5. UccmemoBaHMs 110 OLleHKEe TOYHOCTHU
auarHoctuku (STARD)

AHAJIOTMYHO [JI1 MCCIeNOBaHMII TOUHOCTM IOMa-
THOCTMYECKOTO METOJa CYIIECTBYET UeK-JIUCT U3 34
BOITPOCOB U BJI0K-CXeMbI (Tabi. 6, puc. 5)
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He oueHeHo No KpuTepuam BrAoYeHUa (n =)

He oTBeTMNM Ha npurnaweHue (n=)
OTKa3annch yyacTeoBats (n =)
MpunynHa Ne3 (n =)

WckntoyeHo Beero (n=)

He BblaBAEHbI KpUTEpUK BKAtoUeHuA 1,2,3 (n=)
COOTBETCTBYIOT KPUTEPUAM BK/KOYEHMA (N=)
OTKa3anmUcb ot yyactua (n=)
Opyrve npuunHsl (n=)

Bbi6bIno U3 HabaoaeHus scero (n= )

HeT gaHHbIX No KAloyeBbiM Ucxodam (n =)
Mepeexanu B apyroi ropog (n =)
OTKasanucb yyactBoBath (n =)

Puc. 1. [11a610H 6/10K-CXeMbI IM3aiiHa HAGTIOJATETbHBIX MCCITeNOBAHNI (KOTOPTHBIE UCCIeIOBAHNS)
Fig. 1. Template of flow chart for design of observational studies (cohort studies)
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EcTb cocTosHue “A” y 2136
He coOTBETCTBYIOT KpUTEPUAM BKIIOHEHUA 18 (M3 HUX
y 1 ectb cocToaHue “A”)

He moryT npogonxartb y4yactue 11

1 y4acTHUWK BblBbIN
M13-3a OWKMBOYUHbIX
AaHHbIX

14 y4acCTHUKOB
BblBbLINO B X04€
uccnenoBaHuA

Puc. 2. Illa6;10H 6/10K-CXeMbI M3aiiHA UCCIeTOBAHUS «CITYUaii-KOHTPOJIb»
Fig. 2. Template of flow chart for design of case-control studies
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Tabnuya 4

Pexomenmauyuu CONSORT ¢ 06bsICHeHUSIMU

Pasgen cratbu

3aroyoBOK 1 pedepat (abCcTpakr)

BBenenue

Ju3aiiH uccjienoBaHmus

YyacTHUKMU

BmeliaTenbcTBa

Hcxonpl

BenuyiHa BeIGOPKA

a
=
o
& IlocnemoBaTenbHOCTh
=
=®
=
=
& MexaHu3M
=
o
=
]
a5}
(¥
[IpoBeneHnue
OcrerieHue

ConepskaHue pasgena

YKasaTb B HAa3BaAHNVM, YTO 3TO PaHOAOMM3MPOBAHHOE MCC/IeJO0BaHMe

CTpyKTypUpOBaHHOE KPAaTKOE OMMCaHNe AM3aliHa UCCIefOBaHus,
METOM0B, pe3y/JIbTaTOB U BbIBOJOB

HayuHblii cTaTyc mpo6aeMbl M 060CHOBaHME 11e71eCO00Pa3HOCTH
UCCIIeOBaHMUS

KOHKpETHbIe LeJIn, TUII0TEe3bI

OmnucaHue gu3aiHa uccaegoBaHus (HarmpumMep, apaiieabHbIi,
(akTOpUaNbHBIN) C yKa3aHMeM KOIMYECTBA MAI[MEHTOB B IPYIIIax

BaxkHbie M3MeHeHV s, Coe/JIaHHbIe ITOCJ/Ie Hadayla MCCIeJO0BaHNA
C OIIMCaHMeM IIPpUYIMH

Kpurepun BRIIOUEHMSI/VICKITIOUEHMS YIaCTHUKOB

Vo1oBus U MeCTo (YUPEKIeHMe), Tae MPOoMU3BOIUINCE COOP
1 06paboTKa JaHHBIX MCCIIeTOBAHMS

IocTaTouHO MOAPO6HOE OMMCaHMe eTaieli BMeIIaTelbCTBa B KaskIOii
TpYIIIIe, /IS TOTO YTO6BI 6HII0 BO3MOKHO MX BOCIIPOM3BENeHIe
B IPYTMX MCCIeIOBAHMSIX UM YUPEKIEHNUSIX

TouHoe yKa3aHye MePBUYHBIX ¥ BTOPMYHBIX VICXOH0B, BKIIOYAST CIIOCOObI
U CPOKU UX OLIEHKU

JIrobbie M3MeHeHUs n3ydyaeMbIX MCXOO 0B, CAEJIaHHbIE ITOC/IE HaYaia
nucciaegoBaHys C OIMMCaHMeM IIPpUYMH

Criocob ornpeesneHus BeIMUYMHbBI BHIOOPKIU

[TpuuMHbL, MO KOTOPBIM UCC/IeOBaHMe ObIIO MpeKpalleHo 160,
MPY HEOOXOAMMOCTH, 06bSICHEHME JIF0O0TO IPOMEXKYTOUHOTO
aHanu3a

HVcmonb3yeMblii METO/, paHIOMU3AIAN

Tun paHgomMu3sayuu (HarpuMep, 6JI0KOBast C yKkasaHMEM pa3Mepa
6JIOKOB; HEGIIOKOBAST)

MexaHM3M paHIOMM3alMu (HalpUMeD, MOCAeI0BaTeTbHO
MMPOHYMEPOBAaHHbIE KOHBEPTHI) C OMMCAHMEM C yKa3aHMEM CIIOCO6a
COKPBITHSI TIOC/IEAOBATEIBHOCTY IO TEX MOP, IOKA HEe HAUHETCS JIeUeHNe
B TpyIIIIE

Kro reHepyrpoBa NopsifoK paHAOMMU3MPOBAHHOTO paclpeneneHns,
KTO HabGyMpaJl yuaCTHMKOB U KTO pacIpenesi yYaCTHUKOB
I10 I'pyIam (BMelaTeJIbCTBaM)

Ecu 6b1710 oc/terieHne, KTO U Kak 6bUT OCJIETIIEH TTOCTIe pa3/ieleHust
MaIMeHTOB Ha TPYIITbI (HAaIIpUMep, YYaCTHUKU, MeIUITMHCKIUI
TepCOHAJI U T€, KTO OI[€HMBAJIY Pe3y/IbTaThI)

YeMm BMeNIATENbCTBA OBUIV CXOKM VIV OTAMYAINUCH APYT OT Apyra

(ecnu mpumeHuMo). Hampumep, MOI/IM Jin OCeIieHHbIe COTPYIHUKN
10 KaKMM-JTMO0 MPU3HAKaM TOUYHO OTIPEJEIUTh WII HE ONIPEeUTh,

K KaKoit TpyIilie OTHOCUJICS IAL[MEeHT: eC/IM CPaBHUBAIOTCS IepeSHMIt

¥ 3aHUIA JOCTYII K Ta300eIpeHHOMY CYCTaBY, TO MCC/IeA0BATEIb MOKET
TTOHSITH TUIT BMEIIATEbCTBA IO BHEITHEMY BUTY ITOCIE0IEPAIIIOHHOTO
pyb11a, HeCMOTPSI Ha OCJIeTIeHY e
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MeTonpl

Pe3ynbTaThl

O6cykmeHme

Opyroe

Pasgen cratbu

CratucTuyeckme MeTObI

Y4aCTHURM
(HacTosITeIbHO
peKOMeHIyeTCst
6JI0K-CcxeMa)

Ha6op yuacTHMKOB

VcxomHble JaHHbIE

UncieHHbIN aHaIN3

Pe3ynbTaThl 1 OlLIEHKA

JOTOTHUTENbHBIN aHaIN3

OcnoxkHeHUSsT
OrpaHnueHus
OKCTPamoISIIus
WHTepripeTanys
Perucrpauus
[IpoTokon

OuHaHCUPOBaHME

OxoHuaHue mabauupt 4

ComepskaHue pasmesna

CraTucTuyeckue MeTOMbl, MUCIIOIb3yeMble IJis1 CPABHEHMSI TPYIII
I10 TIEPBUYHBIM U BTOPUYHBIM MUCXOIAM

MeTo/bl OTIOTHUTEbHBIX aHAIM30B (HallpyMep, aHa/IN3 MOATPYIIIIbI,
CKOpPPEeKTMPOBAHHbIV aHAU3)

151 Kakmon T'PYIIMbI YKa3aTb KOJIMYECTBO PAaHOOMM3MPOBAHHBIX
Y4aCTHUKOB, KOJIMYECTBO IIOJTYUMBIINX IVIAaHUPYyeMOe JieueHne,
KOJIM4YeCTBO YYaCTHMKOB, Y KOTOPbIX OB BBITIOJTHEH aHA/IN3 ncxonoB

st Kaxkmon T'PYIIIIbI YKA3aTh KOJINYECTBO BBIOBIBIIMX ¥ MCKIIOUEHHBIX
MallMeHTOB I10CJI€ paHAOMM3alM C YKa3aHMEM IIPUYNH

KoHKpeTHBIe TIepMobl BpeMeHM C yKa3aHMeM JIaT, B KOTOPbIe
OCYIIIEeCTBJISIVICSI HAOOP MAIMeHTOB U UX MOCIeAyIollee HAGIIOaeHe

HpI/I‘II/IHbI, I10 KOTOPbIM MCC/IeJOBaHME OBLJIO OCTAHOBJIEHO VIV
MNPpMOCTaHOBJ/IEHO

Tabuila, B KOTOPOi IpeaCcTaBIeHbl MCXOMHbIE TeMorpaduueckiie
Y KIIMHMYECKYE XapaKTePUCTUKYU B KaXKIOM TPYIIITe

[ KaykA0i4 TPYIIbI yKa3bIBA€TCSI KOMMYECTBO YUYACTHUKOB
(uepes mpo6b), BKIIOUYEHHBIX B aHAINU3, @ TAK)KE YKa3bIBAETCS],
MIPOBOAMJICS I 3TOT aHA/IM3 BHYTPU TPYIIIIbI, B KOTOPYIO OHU
TepBOHAYAJIbHO IOMaIn

JLJist KaXk/I0¥1 TPYIIbI YKA3bIBAIOTCS CpelHME Pe3yIbTaThl IePBUYHBIX
¥ BTOPUYHBIX MCXOMIOB, a TAKKe OTMeuaeTcs BeanunHa sddexra
¥ TOYHOCTD OTIpefeieHusl (Harpumep, 95% moBepuTeabHbIi MHTEPBA)

Js1 6MHAPHBIX MCXOAOB (HACTYITAJI JIETAJIbHBIN MCXOM, UV HET, CIe/laHa
PEBM3MOHHAS OTIepaIMsl MY HET) HEOOXOAMMO YKa3aTh

KaK abCOIOTHBIE, TAK Y OTHOCUTENIbHbBIE 3HAUeHUS (%).

Hampumep, B mepBoii rpyrime peBu3us Oblia BeIMoTHeHa y 12 u3 153
nauyueHToB (7,8%)

HPI/IBEJIEHBI pe3yibTaThbl JIIOOBIX OPYIUX IMMpoBedEeHHbIX aHA/IM30B,

B TOM 4MCJi€ aHa/IM3 B IIOATPYIIINAaX N CKOppeKTI/IpOBaHHBIf/i dHaJ/In3,

IIpY 3TOM UUTATEJIb JO/DKEH YETKO IIOHMMATDh, KaKe€ aHaJIM3bl ABJISIOTCA
IIJIAaHOBBIMM, d KaK/e He3aIlJIaHMPOBAHHbIMU

Hanuue uay OTCYTCTBUE BCEX BUOB OCIOKHEHMI VT HEXKETATeTbHBIX
3¢ deKTOB B KaxkI0i TPYIIITe

OI‘paHI/IHEHI/IH ncciaenoBaHMA C OIIMCaHMEM IPUYMH BO3MOXKHO
HeO6’b9KTI/IBHOCTI/I, HEeTOYHOCTEeN

BKCTpaHOJ'[S{LU/IH (BHEI.LIHHH BaJIMIHOCTD, HpI/IMeHI/IMOCTb) pe3yjibTaTOB
nucciaenoBaHuAa

VHTepripeTanyst pe3yabTaToOB, OIleHKA I0JIb3bI U Bpeaa U APYrux
BOITPOCOB

PerucTpaluyioHHbI HOMEep UCCIeIOBaHNS ¥ Ha3BaHMe MUCCIeq0BaHMs
B peecTpe

['me MOXHO 03HAKOMUTHCS C IIOJTHBIM IIPOTOKOJIOM MCCIIeJOBaHMS
IMpy BO3MO>XHOCTA

WcTouHnKY GUMHAHCUPOBAHMS M Ipyras MoaaepskKa
(HanpMMep, JIeKapCTBEHHOe 00eCIieueHNe), POJib CIIOHCOPOB
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OueHeHbl No KpUTEepUAM
0T60p BKAOYEHUA/UCKAOUeHHUA (n= )

WUcknioveHo, scero (n**= )

He cooTBeTCTBYHOT KpUTEPUAM
BKAKOYEHUA (n= )

OTKasanuck ot y4actus (n= )
PanpomusuposaHsl (n= Opyrve npuuutbl (n=)

PacnpegeneHue

Mpynna A Mpynna B
Pacnpegenens! 8 rpynny A (n= ) Pacnpepaenehbl B rpynny B (n=)
MNonyumnnu neyeHne™ B COOTBETCTBUM Monyynnu neyeHne* B COOTBETCTBUM
C MPUHATBLIM B 3TOiA rpynne (n= ) C NPUHATLIM B 3TOK rpynne (n= )
He nonyunnun neyeHue 8 COOTBETCTBUM C He nonyymnu neyeHme* B COOTBETCTBUM C
NPUHATLIM B 3TOM rpynne ¢ obbAcHeHeM NPUHATLIM B 3TOM rpynne ¢ o6bAacHeHWem
npuumH (n=) NpWYmH (n= )

v v

Jtanbl HabnloaeHuA

HeBO3MOMKHOCTb AanbHeiwero neyeHma* HeBo3MOXHOCTb AanbHelwero nedeHua™

C YKa3aHWMeM NpuYmrH (n =) C YKasaHuMem npuumHel (n =)

Mpekpatunu neveHue* (n =) Mpekpatunu neyenmne* (n =)

C YKa3aHWeM NpuYmH C YKa3zaHMeM NpUiMH

MpoaHanusuposaHo (n =) MpoaHanusuposaHo (n =)

McKAloYeHbl M3 aHanu3a ¢ yKasaHuem NpuymnHbl WcKAloueHbl M3 aHanu3a ¢ yKasaHMemM NpUUYMHbI

(n=) (n=)

* — mo60oit MeTox MeIUIMHCKOTO BMeLIaTeIbCTBa (JleueHue, TPOQIIIaKTIKa);
** — 3mech U jaiee B CXeMe JIy4llle YKa3bIBATh TOJMIBKO aOCOMIOTHBIE UMC/1a, 6e3 MPOIeHTOB.

Puc. 3. [11a610H 6/10K-CXeMbI AM3aiiHa paHIOMMU3UPOBaHHOrOo uccieqoBanys mo CONSORT
Fig. 3. Template of flow chart for design of randomized studies according to CONSORT
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Paspen cratbu

HasBaHne pa6boThI

Pedepart (abcTpaxT)

Llenecoo6pa3sHOCTh

(<D

s e

= 10

(<))

=

(<§)

[=2]

m
[TpoToxon

U PeruCTpams

Tabnuya 5
Pexomenmauuu PRISMA ¢ 00bsICHeHUAMU

ConepskaHye pasmena

B HasBaHMM HOKHO OBITH YKa3aHO, YTO 3TO CUCTEMATUUIECKMIT 0630D,
MeTaaHaau3 MU U TO, U IPYroe

CTpyKTypUpOBaHHbI pedepaT, BKIIOYAIOININI 110 BOSMOXKHOCTM : HAyUHbBIN
CTaTyC MPO6IeMbI, MUMEIOIecs JaHHbIe, ICTOUHVKM JAaHHbIX, KPUTEPUU
BKJIIOUEHMS B MCC/IeOBaHMe MMAallMeHTOB U TUIIOB BMEIIaTeIbCTB, METOMbI
OIIEHKM VCCIeTOBaHMIA U CMHTE3a, Pe3y/IbTaThl, OTpaHUYEeHNS],

BBIBOJIBI ¥ BO3MOYKHOCTY IIPMMEHEHMSI KITIOUEBBIX PE3YIbTATOB,
PerucTpaluyoOHHbI HOMep PabOoThI

OnummuTe 1eyiecoo6pa3sHOCTD Baliei paboThl B KOHTEKCTE TOTO, UYTO YiKe
M3BECTHO

aiiTe KpaTKoe omMycaHue KPUTEPMEB, ITIO KOTOPBIM McKaau [TalineHTOB,
TUIIBI BMeIIaTeabCcTB (Onepanum uan gpyrue BMenaTenbcTsa), CpaBHeHNUS,
Wcxonpl u [In3arinsl uccnegoBannii (IIOCK/)

VKaxkuTe, UMeeT IV UCCIef0BaHye MPOTOKO U Te ero MOXKHO HaiTu
(MHTepHET-pecypc), 0 BO3MOKHOCTY YKAXKUTE PErMCTPAIIMOHHYIO
MH(OpPMaIMIo, BKIIOYAs] PETUCTPAVIOHHBII HOMED

Kpurtepun YKakuTe XapaKTepUCTUKU MccaegoBannii (Harmpumep, [IOCULI,
BKJIIOUEHMUST MPOAOKUTETLHOCTb HAOMIOMEeHS) U UX ITyOaMKaLuit (TOabl IyOIMKaIu,
SI3BIK, CTATYC MTyOIMKAIINN), KOTOPbIE MCITOb30BAIMUCH KaK KPUTEPUN
BKJIIOUEHMSI C 060CHOBaHMEM
UcTouyHNKYU OnummuTe BCe MCTOUHMKM MHPOPMAIVM, TIOVICKOBBIE CUCTEMBI
nHbOPMaLIN (HampuMep, 6a3bl JAHHBIX C YKa3aHMEM BpeMEeHHbBIX PaMOK ITOMCKa,
KOHTAKTMPOBAJIN JIY C aBTOPAMM ITyOAMKALIN IJISI TIOTYYeHUST
JIOTIOJTHUTE/IbHBIX JaHHBIX U YKAKMUTE JATy OKOHYAHUS TTOMUCKA)
[Mouck [To/THOCTBIO0 OMUIINTE CTPATETHUIO JEKTPOHHOTO MTOMCKA KaK MMHUMYM
IJIST OGHO¥ 6a3bl JAHHBIX, YKa3aB KIOUeBbIe (JIOBA U ITapaMeTphl IOVCKA TaK,
YTOOBI MOKHO OBIJIO BOCIIPOM3BECTY TOUHO BAIll ITOMCK
OT60p OnuimuTe mporecc 0T6opa MccIeIoBaHN (CKPUHMHT, OIleHKa KauecTBa
UCCIen0BaHUM ¥ PEJIEBAHTHOCTH) B CHCTEMATUUECKII 0030D 1, €CIV BO3SMOSKHO,
a B MeTaaHaju3
g
% ITporecc c6opa OnummuTe METO[ SKCTPAKIMM TaHHBIX U3 PaboT (Hanpumep, GOpMbI,
JIQHHBIX He3aBMCUMasl SKCTPaKIIMS ¥ AyOaMpoBaHHAs paboTa McciegoBaTennei),
a TaKke MPOLeCC MOTyYeHNs MOATBEPKAEeHS JAaHHBIX OT UCC/IeloBaTeNen
IlaHHbIE [MepeuncinTe U gaiTe onpeaeaeHe BCeM 3HaUEHMSIM, AJ151 KOTOPBIX UCKAIUCh
nmaHHbie (B ToM uncie TIOCUT, McTOUHMKY (DMHAHCUPOBAHMS) U JII0ObIe ApyTUe
chenaHHble MPeATIOI0KEeHUS U YITPOIeHUS
Puck OnuimmuTe METOIbI OLIEHKM PUCKA ITPeAB3SITOCTY (YKa3bIBasl, ObLIa I OHA
MpeAB3sITOCTU cAenaHa Ha 3Talle UCCaeq0BaHMs WM Ha 3Talle OLleHKM pe3y/ibTara).
B ucuiemoBaumusix  OTMeTbTe, MCII0/Ib30Bajach v 3Ta MHGOPMAIMS IIPY CUHTE3€e JaHHbIX
Utorosele YKaXkuTe INIaBHbIE UTOTOBbIE MIOKAa3aTey (OTHOIIEH)e IIaHCOB, Pa3HUIIA
oKa3aTelun CpeIHMX)
PesynbTaThl OnummmuTe MEeTOmbl 00PabOTKIM ¥ KOMOVHMPOBAHMST PE3Y/IbTATOB VICCIEIOBAHMI,
aHaIM3a BKJIIOUASI CITOCOOBI OLIEHKM COIJIaCOBAHHOCTM (Hatp. I2) A1 Kaskgoro
MeTaaHaan3a, eCiay OHU IPUMEHSIINCh
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Pasnen crateu

Jlono/IHNUTeIbHbIe
aHaJINU3bl

MeTozmpl

OTt60op
MICCIIeIOBAHMASI

XapaKkTepUCTUKA
Mcc/iefOBaHUM

Puck
MIPeaB3SITOCTH
Mcc/ieTOBaHMM

PesynbTaThl
MCC/IeqOBaHMUM

PesynbTaThl

PesynbTaThl
aHa/IM3a

Puck
MpeaB3sSITOCTU
JCC/IeJOBaHMUM

JononHuTe/IbHbIE
dHaJIN3bI

Kpatkas orieHka
II0Ka3aTeIbHOCTHA

OrpaHnueHus

O6cysKIenmue

3aKkjaueHue

®uHaHCUPOBaHKE

OkoHuaHue mabauyst 5
ConepskaHue paszmena

OnuIIMTE METOIBI JOITOJHUTEIbHBIX aHAIM30B (HalpyMep, YyBCTBUTEIbHOCTD
VIV aHAJIM3 B IIOATPYIIIIaX, METaperpeccusi), eCy OHM ObLIV CIeIaHbl,
¥ KaKye 13 HUX IJIAaHMPOBAICh M3HAYAIbHO

VKakUTe YMCIIO UCCIIeIOBaHNI, KOTOPbIE ObUIM OTOOPAHBI, OITEHEHBI

Ha KauyeCTBO ¥ PeIeBAHTHOCTb PabOoT ¥ BKIIOUEHBI B 0630D, yKa3aB MIPUUMHbI
VICKITIOUEeHMS Ha KasKO 0l CTaguu, B uaease B Buae rpaduueckoii AyarpaMmbl
CXeMbI I3aiiHa (MCII0/Ib3YiiTe 1IabI0H)

[ KaXkIOTO MCCIeI0BaHNS TIPeCTaBbTe XapaKTEPUCTUKY, 0 KOTOPIM
OCYIIECTBJISICSI COOp MaHHBIX (pasMep Boi6opKM, IIOCU]I, IpoaoIKUTEIBHOCTh
HaOJTIOEeHMST) CO CChIIKAMM Ha MCCIeIoBaHMe B CITVCKE JTUTEPaTyPhbl

OnumimTe pe3yabTaThl OLEHKN pUCKa MTPeB3SITOCTU AJ1s1 KaXXA0TO
uccienoBaHus (CM. METOLbI)

I Bcex M3yvyaeMbIX MCXOHOB (IT0/Ib3a MIM PUCK) YKaKUTE M1 KaskIOro
BK/IIOUEHHOTO B aHAJIM3 MCCIEOBAHNS BMECTE C JOBEPUTEIbHBIM MHTEPBAIOM:
a) UTOTOBbIE TAHHBIE AJIsI KaXKIOM U3 TPYIII;

b) oreHKyY addexTa, JKeaTeIbHO B BUIe ApeBoBMOHOrO rpadmka (forest plot)

HpI/IBe,ZU/ITe pe3yabTaThbl KaJKOOI'o CAE/IaHHOI0O Me€TaaHa/i3a, BKIII0Yast
JOBEPUTEJIbHbIE MHTEPBAJIbI CITOCOOBI OILI€HKM COIJIaCOBAHHOCTM

[IpuBenuTe pe3ynbTaThl OLIEHKM PUCKA MPeAB3ITOCTY BCEX UCCIeA0BaHMIA
(cM. MeTOmbI). YRaKUTE JII0OYIO OIIEHKY PUCKA MPEeAB3SITOCTH,
KOTOpasi MOIJIa MOBIMSITh Ha PE3Y/IbTaT

[MpuBeauTe pe3yabTaThl AOTIOTHUTETbHBIX aHATV30B, €CIM OHM OBbLIN CHEeTaHbI
(cM. MeTonbI)

[MogbITOKBTE IJIAaBHBIE PE3Y/IBTAThI, BKIIIOUAS CYITY TOKA3aTEeTbHOCTM IJIsT
KaXkJIOT0 M3y4aeMoro MCX0/a, ONMUIIITE 3HaUeHMEe Pe3yIbTaTOB AJIsI KI0UEBbIX
Ipymn (MeOUIVHCKYE PaOOTHUKM, TAIIMEHTHI, PETYISITOPDI 30 PaBOOXPAHEHNAS)

O6cynuTe orpaHMYeHMs Ha YPOBHE MCCIeIOBAHMUS U OLIEHKU Pe3y/IbTaToB
(pPUCK TIpeB3SITOCTH), @ TAKKE HA YPOBHE MeTaaHa/3a (HEeIoMHAsT SKCTPAKIINS
IaHHbBIX, HEJOCTATKY B OIIEHKM MTPEJIB3SITOCTIA)

IajiTe 0OIIYIO MHTEPIPETALIMIO PE3YIHTATOB M PEKOMEH Al
OJIS JaabHeMIINX UCCIeg0BaHmi

OnummuTe MCTOUHMKY (PYHAHCUPOBAHMS IJIST CMCTEMATUYECKOTo 0630pa
Y IPYTYIO MOAAEPKKY (HallpuMep, IPeIoCTaBaeH e JaHHbIX);
POJIb ICTOYHMKOB (OMHAHCUPOBAHWMS IS CMCTEMATUYECKOT0 0030pa
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Konnuectso obHapyKeHHbIX
ny6AMKauuia B pesynbTate NOUCKa

[ononHutenoHble nybanKaumu,
0BHapy»eHHble Yepes NoucK B Apyrux

8 Hase AaHHbIX MCTOYHMKaX (n =)

Yucno nybamkaumin nocne
yaaneHua pybnvkatos

(n=")

Yucno nybamkaumii, UcKnoueHo

npoweaWwnx CKPUHUHT !—> ny6aukaumit (n = )
(n=")

UcknioyeHo
MoNHOTEKCTOBbIE CTaTbM, NONHOTEKCTOBbIX
OLEHeHHble Ha BO3MOMHOCTb + crartei,
BK/IOYEHMA B aHANU3 C yKasaHuem
(hn=) NpUumH (n = )

¥

WUccnepoBaHua, BKAOYEHHbIE
B KauecTBeHHbIM aHanun3 (n= )

a

HCCHE,U,OBaHMH, BK/IHOMEHHbIE
B KO/IMYECTBEHHbIN aHanus (n= )

BKntoyeHo OueHka CKPUHUHT m

Puc. 4. llla610H 6/10K-CXeMbl IM3aiiHa crcTeMaTruueckoro o63opa/MeTaaHanusa mo PRISMA
Fig. 4. Template of flow chart for design of systematic review/meta-analysis according to PRISMA
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Tabnauya 6
Pexomenganyuu STARD ¢ 06bsICHeHUSIMMU
Pasnen cratbu ComepskaHue pasgena
HasBanue YKkakuTe B Ha3BaHMM, UTO 3TO UCC/IeJOBaHMe AMaTHOCTUYECKOI TOUHOCTMH,

OTMETbTe, [10 KpaiiHell Mepe, ONMH U3 CIIOCOO0B ee OLleHKY (1yBCTBUTEIbHOCTD,
cnetnMYHOCTD, TPOrHOCTMYECKAS IIEHHOCTD, Iutomans nog ROC-KpuBoii
UT.LO.)

Pedepart (abcTpakT) CrpyKTypupoBaHHas MHGOpMaLys 0 Au3aiiHe UCCIeIOBaHNSI, METOHAX,
pesyabTaTax M BbIBOAAX ()11 60siee MogpoOHbIX pekoMeHaanmii cM. STARD)

BBenenne HayuHbIii cTaTyc mpo6eMbl, BKIIIOYAst IPeANoaaraeMoe MCIonb30BaHye
Y KIIMHUYECKYI0 3HAUMMOCTDb ¥3y4aeMOro AMarHoCTUYECKOTO TeCTa

Ilenu mccaeqoBaHys Y TUTIOTE3bI

OTMeTbTe, GBI JIX 3aIUIAHUPOBAH COOP TaHHBIX, ¥ ObUIN JIV OTIPEAEeIeHbI
pedepeHCcHbIe TPAaHUIIBI 10 HaUaja MCCaeq0BaHNs (IIPOCIIEKTUBHOE
MCCIeNOBaHME) MM TTOC/IE €r0 Havuaia (PeTPOCIEKTUBHOE MCC/IeNOBaHNE)

Husaitn
JCC/IenoBaHMS

Kpurepuu BKioueHUs

[To KakoMy MPU3HAKY UCKAIU MMOTEHUMATIBLHO BKIKOYAEMbIX YUaCTHUKOB
(CMMIITOMBI, Pe3Y/IbTAThI NPEebIAYIINX OUAaTHOCTUIYECKIX TECTOB, BXOXKEHNE
B PErucTp u Ip.)
VEREIEII I'me u Korga Mckaay NOTeHLMaAbHO BKIIOYaeMbIX YUaCTHUKOB
(yupexxneHus, MecTa IIPOKUBAHUS U NAThI)

OTMmeThTe XapaKTep BhIOOPKM YUACTHMUKOB (06pa30Basy Jiv YUaCTHUKI
MOCJIeIOBATEbHYIO, CTYUYATHYIO VIIU <yIO0HYIO JJIS1 HAOMI0meHIS
MccaenoBaTeIeM» BIOOPKY)

MeTonuka Jo/KHa OBITH OIVCAHA JOCTAaTOYHO HO,ZLpO6HO JJI51 BO3MOXKHOTI'O
BOCITPOM3BEIEHNA

TouHO yKa3aHHbIe pedepeHCHbIe 3HAUeHMS 1JIsI BO3MOKHOTO
BOCITPOVI3BEIEHYS

MeTozmbl

O6ocHOBaHMe BbIOGOpa pedepeHCHbIX 3HAUEHMIT (ECIIM CYIIECTBYIOT APYTHE
TPaHMUIIbI peepeHCHBIX 3HAUEHMIT)

Ecnu B xone yccinenoBanysi ObUTY CelaHbl MU3MEHEHNS] KpUTepYeB
TIOJIOXKUTETBHOTO Pe3y/IbTaTa, TO YKa3aTh IPUUYMHbI U3MEHEHN U TOYHOe

Metonuka oImpeeeHe MPUHATHIX KPUTEPUEB

IVArHOCTMYECKOTO

TECTa Ecnu B Xone uccienoBanus GbIIM cieaHbl M3MeHeHMS KpUTepyueB
MIOIOKUTEbHBIX I'PaHML pedepeHCHBIX 3HAUEHNI, TO YKa3aTh IPUUMHBI
M3MeHeHMsI ¥ TOUHOe OIpeesieHye MPUHSITHIX pedepeHCHBIX 3HaUeHit

BbuIM IV JOCTYITHBI COTPYIHMKAM, BBITTOIHSIOMIVM IMArHOCTUKY, KIMHUYECKMEe
IaHHbIEe 1 pedepeHCHbIE 3HAUEHNSI M3yYaeMOT0 AMAarHOCTUYECKOTO TeCTa

1338078071 JOCTYITHBI MCCZIeJOBaTE/ISIM-aHAIMTUKAM KIIMHNYeCKMe TJaHHbIe
MManeHTa, KOTOPOMY BbIIIOJITHEH IVarHOCTUYEeCKUIA TeCT
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OxoHuaHue mabauusl 6
Pasmen cratbu ConmepskaHue pasgeina
Ananus MeTobl OLIEHKM MM CpPaBHEHMS MepP AMarHOCTUYECKOI TOUHOCTHU

Kak 06pa6aTblBaJ’[I/ICb COMHMTEJIbHbIE€ PE3Y/IbTAThI, ¥ KAKOBa Obl/Ia TAKTUKA
IIpM HeOoIIpeae/JI€HHbIX I'PaHUIIaX ped)epeHCHbIX 3HAUEHUM

Kak 06pabaThIBa/IiCh CIyYay OTCYTCTBYIONIVX PE3YIbTATOB TECTa

BoImonmHsICS JiM aHaIn3 BapI/Ia6eJ'[bHOCTI/I ,HI/IaI‘HOCTM‘IeCKOf;I TOYHOCTIN
C YKa3aHuem, OBLI JIV 3TOT aHAIU3 3aIVIAaHMPOBAH M3HAYA/IbHO

KoHeuHbIi1 pazMep BRIGOPKM U CITOCOO €TI0 OIpemaeIeHNs
JKenaTesbHO UCIIOIB30BATH OII0K-CXEMY
Vicxomuble feMmorpabmnyeckye 1 KIMHNIECKIe XapaKTepUCTUKMA YIaCTHUKOB

PacnipefeneHne ManyeHTOB C TAPTeTHBIM COCTOSTHMEM I10 TSKECTY OCHOBHOTO
IMarHo3sa (B COOTBETCTBMMU C KiaccuduKaiyeit 601e3HM, TPaBMbI)

Y4acTHUKMU
= Pacnpenenenye manyeHToOB 6e3 TAPreTHOTO COCTOSTHMS TI0 COITY TCTBYIOIIMM
= JIyarHo3am
E
> BpemeHHbIe MHTEPBaJIbI ¥ JIF0ObIe MEAUIIMHCKIE BMEIIATeIbCTBA MEXTY
o BBINIOJTHEHMEM JMarHOCTUUYECKOIo TeCTa U ero OLeHKOM
R IMepexpecTHbIe TaOAUIIBI PE3YIbTATOB AMarHOCTUYECKOrO TecTa 1 pedepeHCHbIX
Y. 3HaYEeHU
IMarHOCTUYEeCKOTro
Tecra o
IIargocTuyeckast TOUHOCTD (C 95% mOBepUTETbHBIM MHTEPBAIOM)
OCTOSKHEHISI JIto6ble OCTIOKHEHMS UM HeXKeJlaTeIbHbIe peaKIvi, BOSHUKIIIVE
I1OC/Ie BBITIOTHEHMS IVMarHOCTUUYECKOTrO TeCTa 10 MOMEHTA OLIeHKU
O6cyskaeHne OrpaHn4yeHus UCCaeg0BaHMS, BKIOUAs MICTOYHUKM MTOTEHIMATbHOI
MPeAB3SITOCTH, CTATUCTUUYECKME HegoCcTaTKU. OlleHKa BO3MOXKHOCTU
reHepanu3alyuu pe3yibTaToB
[IpakTuyeckye peKoMeHIalMu 0 UCII0Ab30BaHNIO IMAarHOCTUYECKOTO TeCTa,
BKJIIOYAsI €ro KIMHMUYECKYI 3HAaYMMOCTh
Ipyras naopmanys YKaXkuTe perucTpaiiOHHbI HOMep UCC/IeloBaHMS B KOHKPETHOM PermcTpe

['me MOKHO 03HAKOMMTBCSI C TIOTHBIM IIPOTOKOJIOM MCC/IeJOBaHMA

HcTOuHMKIA d)I/IHaHCI/II)OBaHI/IH n apyrad rnogaep>KKa ¢ YKa3aHMeM pOoJIn
CIIOHCOPOB
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HepedepeHcHbie
3HayeHuA n =..
MpuumnHa Nel (n =)
MpuumHa No2 (n =)

WUckntoyeHo (n =)
MpuymnHa Nel (n =)
MpuumHa Ne2 (n=)

[AnarHocTuYecKuit Tect He

BbINOAHANCA

(n=)

HepedepeHcHble
3HaYeHua n =..
MpuunHa Nel (n =)
MpuunHa No2 (n =)

®duHanbHbIMYEMArHo3

HepedepeHcHble
3HaYeHuA n =..
MpuunHa Nel (n =)
MpuunHa No2 (n =)

Puc. 5. [11a6/10H 6/10K-CXeMbI Ay3aiiHa MCCIeS0BaHMs [10 OLleHKe TOUHOCTY AuarHocTuky STARD
Fig. 5. Template of flow chart for design of diagnostic accuracy studies according to STARD
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3ak/Io4eHue

HVcronb30BaHMe 4eK-JIMCTOB 1 6JI0K-CXeM Iy3aiiHa
TIOMOTaeT CAeNIaTh MccieJoBaHMue 60yie TPO3pPavuHbIM
M KaueCcTBEHHbIM. MBI IIpU3bIBA€M aBTOPOB MCITOJb-
30BaTh KaK MUHUMYM OJIOK-CXEMBbI, KOTOPBIE ClIeJia-
IOT ITyOIMKaLMIo 60jiee MOHSITHOM M HAIISIIHONM OJist
YUTATENSI M CHU3SIT BEPOSITHOCTh OTKAa3a peleH3eHTa
B IIpYEME CTaThU K ITyOIMKaIUMN.

Mp1 paspaboTany maba0HbI, KOTOPbIE BbI MOXKETE
cKavaTb M MCIIOJNb30BaTh. HameeMcs, 4yTo 3TO Gymer
IOJIe3HO.

Ta6nuua CO CCbLIKaMu Ha wWabnoHsl 610K-cxem
aocmynua 8 eude npuwioix@eHus K cmamose Ha caiime

JHypHana®,
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