Y10 Takoe KnMHn4Yeckoe ucnbitaHue?

JTrobasa dbopma 3annaHUpPOBAHHOrO 3KCNEePUMEHTa,
KOTOopas BKJ1IOYaeT B cebs naumeHToB U pa3padboTaHa
AN HaxoXxaeHus Hamboree noaxoasiLiero fie4yeHus
onpeaesieHHOro MeaAULMHCKOro COCTosiHMSA
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Tunbl uccnegoBaHUN (KNMHUYECKUX)

®daza uccnedoeaHuli |
®dokyc Ha 6e30nacHOCMb, HEXeJlu Ha 3¢hgheKmueHoOCMb
UccnepnoBaHus no noaoopy A03bl, UCCNeAOBaHUA NeKapCTBEHHOro
MeTabonuama n uonornyeckas QOCTYNHOCTb
OObI4YHO BKIIOYaeT MareHbKoe KONIM4eCTBO Y4aCTHUKOB, YacTo
300pOBbIe BONIOHTEpPbI

da3za uccnedoeaHuu |l
lNMpeaBapuTenbHoe nlyvyeHme KnuHn4veckoro adpcekra.
ManomacwTtabHble nccnepoBaHua 3P PeKTUBHOCTU U
Ge3onacHOCTU npenapara.

®a3za uccnedoeaHulu Il

NonHomacwTabHas oueHKa fevYeHus.
CpaBHeHMue co cTaHAapTHOM Tepanuen (ecnv TakoBas CyLlecTBYEeT)

Unu ¢ nnauedo

®daza uccnedoesarHuu IV
NocT-mapkeTnHroBoe HaonopaeHune. MOHUTOPUMHI NOOOYHbIX
achekToB. [lonrocpoyHoe nccriegoBaHue 3aborneBaemMocTv U
CMepTHOCTU. BapuaHTbl NnpoaBUXEeHUSA
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TeMbl, KOTOpPbIE MbI YXKe 3aTPOHYNIM B NepBOMU
ceccum

e KoHTponbHag rpynna

e PaHaoomusauus

e MackupoBaHue

e [lapannenbHble /[ nepeKkpecTHble UccrnenoBaHus

e OrpaHunyeHusn PKU
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TeMbl, KOTOpPbI€ 3aTPOHEM CeroaHA

e 3ayeM HaM HyXHa KOHTpPOJibHad rpynna?
e [1NnA yero HyXXHa paHgomMu3auma?
e [lpoToOKoOn

e OnpeaeneHne KOHEYHbIX TOYEK (MepPBUYHbLIX U
BTOPUYHbIX KOHEYHbIX TOYEK, KITMHUYECKne U
CypporaTtHble KOHeYHbIe TOYKH)

e Kak ObITb C «HapyLleHueM npoTokona» (nauyueHTsbl,
BbinagaroLlime n3 uccrieqoBaHma U NnoTepsHHbIe
AaHHble)

e lMopxoabl kK aHanu3y (MNP, kKak BblNe4eHHbIE)

e CyOrpynna n npomMexyTo4yHbIN aHaNu3
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3a4yeM Ham HYXXHa KOHTPOJIbHAA rpyrina

e PaHHMe KnMHU4Yeckue pa3padboTKu ObINN OOLIYHO
TaK XOpOLUUN, YTO KOHTPONb He Bcerga
TpeboBanca (Hanpumep, uccnegoBaHUA
aHeCTeTUKOB, NepBble UCNbITaHUA aHTUOMOTUKOB

uTAa.)

e OaHako, OONbLLIMHCTBO CeroaHsILUHUX
pa3paboToK, He MOryT NoXBacTaTbCA 3TUM, U

KOHTpONnbHas ¢hopmMma B HEKOTOPOM BUAe ceroaHs
XXU3HEeHHO Heobxoauma
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3a4yeM Ham HYXXHa KOHTPOJIbHAA rpyrina

CunbeepmeH, 1985 — Anudemus
pempopeHmarsnbHoU ¢gpubponna3uu y oemeu

e HekoHTponupyembie uccriegoBaHus roBopunu,
YTO fle4yeHne aapPeHOKOPTUKOTPONMHbIMU
ropMoHamMu ObIfo ycrnewHbIM Ha 75%

e lNo 3aBepLUEHUIO KOHTPOSNTMPYEMbBIX UCTbITAHUN
ObINo oOHapyXxeHo, YTo 75% aeTen BbI3gopoBenu
0e3 nevyeHus

e BbisicHeHMe HacToSIWEeN NPUYNHBI ANNAEMUN
(kmcnopopa y HeAOHOLWEeHHbIX AeTeun) obIno
OTJI0XKEeHO
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3a4yeM HaM HYXXHa KOHTpPOsbHas rpynna

e HekoHTponupyemsbie nccrnegoBaHus MOryT gaThb
UCKaXKeHHbIW B3rnsa4 Ha HOBYKO Tepanuio

e [aumeHTam co BpemMeHeM MOXeT cTaTb nyuLlue,
Aaxe 60e3 nevYeHUs — TakKMmMm obpasom,
Heo0s3aTeNnbHO yny4lweHne 3aBUCUT OT Nle4YeHuUs

e [laumeHTbl, OTOOpPaHHbLIE ANA NIeYeHUs MoryT
ObITb MeHee cepbe3HO OOJIbHbI, YeM Te, KOro He
oToOpanu onsa re4vyeHus, U3-3a 4Yero MOXHo
nepeoueHNTb BbIrogbl HOBOU Tepanuu

o B OCHOBHOM, NauuneHTbl B KITMHNYECKUX
UCNbITaHUAX NPOXOoAOAT JiIeHeHUne Jiy4yule, 4em Te,
KOTOpPbI€ HEe Yy4aCTBYIOT B UCCJrieaoBaHUU
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Kakas KOHTponbHasg rpynna? — nonb3a
MCTOPMNYECKOro U He paHOOMU3NPOBAHHOIO

KOHTpoOnA
XapakmepucmuKu nayueHmos

o KOHTpOﬂb MeéHee BepOoATHO UMeeT YeTKO
onpeaesfieHHbie Kputepun ans BKIroYeHus/
UCKJTHOYEeHUs

e Tvn naumeHTOB, NOAXOAALLUX MO KPUTEPUAM Ans
neYyeHus1 N NPOrHo3bl MOryT CO BpeMeHeM
MEHSATbLCH

e WccnepoBaTternv B NpoLUSIOM BbICTaBNANN
OornbLlie orpaHn4YeHMn B BbIOOpEe nNauneHToB AnA
uccrieaqoBaHUA, HEXXesn Npw Jfie4eHUn NaumneHToB,
TO €CTb, BbIOMpanu nyywmux no CpaBHEHUIO C UX
OObLIYHOU KITMHNYECKOU NPaKTUKOU
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Kakas KOHTponbHasg rpynna? — nonb3a
MCTOPMNYECKOro U He paHOOMU3NPOBAHHOIO
KOHTpoOnS

JKcriepuMeHmarsibHasi cpeda
e KauecTBO 3anucbiBaeMbIX AdHHbIX MOXeT ObITb HEBbICOKUM

e OnpegeneHnsa B oTBeTax MOryT ObITb pa3HbIMU B
3aBMCUMOCTM OT rpynn (Hanpumep, KOHe4YHas To4YkKa
BUPYCHOW Harpy3Ku)

e [ononHuTenbHasi noaAepXKa B UccriegoBaHUN MOXeET
ObITb Nyylwe (Hanpumep, NoaaepXKa No NPUBEPKEHHOCTM!,
noanepXka B CBA3N C TOKCUYHOCTbIO U Ap.)

Mo3aTomy, KOHTpPONbHasA U neyedbHas rpynna MoryT BO MHOIOM
OT/INYaTbLCSA, He KacasiCb Nle4YeHus1, criefoBaTeNbHO pasnuyuve B
pe3ynbraTtax He MOXeT NPUNUCbLIBAaTLCA HOBOMY NIe4YEeHUI0
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YTOo Takoe paHaomMusauma?

e PacnpepeneHve nauuMeHTOB MO rpynnam Jfie4eHus
NPOu3BOAUTCH METOAOM CllyYanHoro otoopa

e PaHaomusnpoBaHHbIe uccnegoBaHUA UMEKOT
bonee acpheKkTUBHLIN AN3auH (Hanpumep, OHU
Hanobornee cusibHble) TaK KaK rapaHTUPYHOT
pacnpegeneHne NOObLIX PakTOpPOB, KOTOpPbIE
MOryT NOBMUATb Ha pe3yrnbTaT, B paBHOU CTEMNeHn
Mexay rpynnamMmm nevyeHus

e OTO NO3BOJISAET NI0OOE pa3nnyme B OTBETE Ha
rie4eHne COOTHECTHU C fieYeHUuem

e YcCTpaHsieT BO34EeUCTBUE U3BECTHbLIX U
HEU3BECTHbIX CMeLlaHHbIX (PakTopoB
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[louemMy HeoOXxO0AMMO paHOOMU3NPOBATDL
nccriegoBaHus

e HepaHaoomunsnpoBaHHbIe nccrnegoBaHUA MOTYT
ObITb OYeHb NpeAB3ATbIMMU

e Ecnu B pamkax nccnegoBaHusa mexagy rpynnamum
HabnrgaTcs cMcTeMaTuyYeckme pasnuyins, Bce
pas3nnunsi B OTBETE Ha JiIeYeHne He MOryT
o06s13aTeNnbHO ObITb NPUNNUCaHbl K HOBOMY
NeYeHUo

e Hanpumep, cpaBHeHune rneyeHnss B KOrOPTHLIX
nccnenoBaHUAX
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Koraa MmoxHo npoBoAUTb
paHAOMU3UpoOBaHHOE UccnegoBaHue

HoBoe neyeHuve HoBoe neyeHne xyxe
nyylle ctaHgapTa cTaHgapTa

1 4
PaBHoOBecue

Y KOoro gomxHo ObITb paBHOBecue?
- Y pOoKTOpOB, HAOUpaKLWNX NALUNEHTOB
- Y nauMeHTOB, y4aCTBYHOLIMX B UccrnegoBaHUn

(3TO NnpaBpa B pearibHOCTU?)
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Opyrve Bbirogbl paHAOMU3aLUN

e [lomoraeTt c mackupoBaHueM uccriegoBaHus
(no3xe yBuguTe)

e [lpepoTBpallaeT co3HATENbHY NN
Heco3HaTeNnbHYI NpeaB3ATOCTb B BbIOOpe, Koraa
AOOKTOP MOXEeT pacnpenenutb bonee (Mnu meHee)
TAXEerI000MbHbIX NauUEeHTOB B onpeaerieHHYHo
rpynny rie4yeHus

e OcTeperantechb NOOLIX NOAXOO0B K
paHaomMmusauuu, rge Bpavym MoryT ycTaHaBnmMBaTb
pacnpegeneHue Ha fie4yeHue 4o Bxoaa B
uccnepgoBaHue (HanpumMmep, cuctemMaTuyeckoe
pacnpenernieHMe no garte poXxaeHus, apyrve Buabl
pacnpeaeneHus)
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OTOOp NaumeHTOB ANA nccriegoBaHUsA

Obcyaute nccnegoBaHue ¢ NauMeHToOM U
OLeHUTe ero NpUrogHoCTb

l

NMonyuynTte nHpopMmupoBaHHOE
cornacue

A\ 4

dopmanbLHO BBeAUTe nauueHTa
B uccnegoBaHue

l

Pangomusunpymnre
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[Opyrue Bbiroabl paHooMnU3auum
(npoaonxeHue)

lMpumep: UccnedosaHue aHTUKOArynsHTHOMN
Tepanuu (Paum 1948)

[MauneHTbl N0 HeYeTHbIM AHAM — aHTUKOAryNSAHTbI
MaumeHTbl NO YeTHbIM OHAM — nnauebo

AHTUKOarynsiHTHaa tepanusi — n=589
Mnaue6o — n=442
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[MpoToKon
«bpolwopa cemmHapa» no nccrnegosaHusam. byaet
BK/NMHO4Ya4Tb MHOIroe mJyin BCce U3
HUuxenepe4imncrieHHoro.

O6ocHoBaHue, Luenu un 3agavn

Ion3anH nccnepoBaHus

OTO60Op NaUMEeHTOB — KPUTEPUU BKITHOYEHUA/NCKNIOYEHUS
'padumkmn neyeHus

MoOHUTOPUHT

Perncrpauusa, paHngommsaumsa u MackupoBaHue
MeToAabl OLEeHKN NauueHToB

Cornacue nauyueHTa

Pa3mep uccnegoBsaHus

NnaHbl paboTbl C OTKIIOHEHUAMM OT NPOTOKONa

NnaHbl N0 CTaTUCTUYECKOMY aHanu3ay

ATNYeCKMe pas3pelueHnss n agMUHUCTPaATUBHbIE BOMPOCHI
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OTOO0p NnaumMeHTOB ANA y4YacTua B
uccriegoBaHuMn

e MccnepoBaHusa AOMKHbI UMETb YEeTKue KpUutepum
BKJTOHeHUNA U NCKINTIOYEeHUNA — siICHbIe
onpepeneHnsd Tex, Kto MoXxet y4aCcTBOBATb B
ncceclrieaoBaHmMu

e pynnbl nauneHTOB OOMKHbI ObITh LUMPOKO
penpe3eHTaTUBHbIMU U BKNOYaTb HEKOTOpbIe
rpynnbl NaLMeHTOB, K KOMY UccrieqoBaHne MoXeT
OTHOCUTbLCH

e HO — naumeHTbI ANd nccnegoBaHUN He
00s3aTenbHO AOIMKHbI ObITb PAHAOMU3NPOBAHHO
oTobpaHHbLIMU U3 Bcex BUY+ nropen (Bpag nu
MOXET ObITb TaKOU criy4yan)
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OueHKa oTBeTa — nepBMUYHast KOHeYHas

TOYKaA

e B nwbom uccnegoBaHnm Ham HeobxoanMMo
onpepenuTtb (KenatenbHO) eANHCTBEHHYIO
nepBUYHYK KOHEeYHYH TOYKY, KOTOpas
3axBaTbiBaeT OCHOBHbIe 3(p(PeKTbl NeYeHUs1 Ha
nauymeHTa

e [lepBn4yHaaA KOHe4YHada TO4YKa OObLIYHO CBAi3aHa C
3 PEeKTUBHOCTLIO

e Ecnu pe3ynbraTtbl pa3HbIX KOHEYHbIX TOYEK
HeyCTOU4YUBbI, NTEPBUYHON KOHEYHON TOYKOM
oyaeT Ta, HA KOTOPOU MOXXHO OCHOBbLIBaATb
noobble peweHns 0 LEeHHOCTU npenapara
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OueHKa KOHeYHbIX TOYEK — BTOPUYHbIE
KOHEYHbIe TOUYKMU

e B pononHeHue K nepenyHbIM KOHE4YHbIM TO4YKaM,
Mbl MOXEM TaKXxe ornpeaesiutb nwoboe
KOJIin4eCTBO BTOPUYHbBIX KOHEYHbIX TO4YEeK

® OHM 4yacTo OTHOCATCH K TOKCUYHOCTU UMK
Ka4yecTBY XU3HU, NN MOryT U3MepAaTb Apyrue
nokasartenu 3appeKTUBHOCTU, HE OTpPpaKaemMble
nepBUYHbLIMAN KOHEYHbIMU TOYKaMU
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OnpepeneHne KOHEYHbIX TOYEK — MpumMep

3ameuwieHue abakasupa OJisi HYK/1€e03UOHbIX
aHaJsio2oe y nayueHmoe c aunoampogueu BUY.
Kapp u ap. JAMA (2002); 288: 207-215.

[lepBMYHasa KOHEYHad ToYKa :
CpenHee n3aMeHeHne B XXMPOBOM Macce KOHEYHOCTEN, U3Mepaemoe
Hekca (DXA) Ha 24 Hepene

BTOpnYHbIE KOHEYHbIE TOYKMU:

HexenatenbHble aBrneHns /IoboyHble adodeKThI
AHTpOMnomMmeTpud

O06Lwasa n ueHTpanbHas XXupoBasi Macca
buoxnmunyeckue,nunnuaHble N rMUKEMUYECKUE N3MEPEHNS
BupycHasa Harpy3ska

Konunyectso CD4

KayecTBO Xn3HU
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OnpepeneHe KOHEYHON TOYKMU

e B GonbLlMHCTBE nccnegoBaHMU NauueHTbl 4YacTo
NPOXOoAAT MOHUTOPUHI (HanpuMmep, Kaxable 4
Hegenu nocrie paHaomMusauumn)

e 3aMaH4MBO ObINIO ObI CPaBHUTL Jle4eHue B
KaXXgon ToYKe — OgHaKo, 3TO He peKoMeHAyeTCH,
NMOCKOJIbKY €CTb PUCK MHOXXECTBEHHOro
TECTUPOBAaHMUA N TOro, YTO TECThbl He ABMSAKOTCA
He3aBUCUMbIMU

e Takmm obpa3om, nccrnegoBaTesniv AOKHbI

BbIOpaTb € AMHCTBEHHYIO TOYKY AN OLLeHKU
nepBUYHON KOHEYHOMU TOUYKU (Hanpumep, 24 unu

48 Hepenb)

e JleyueHue gomxkHO popmMaribHO cpaBHMBaATbLCH
TONMTbKO B 3TOU BPEMEHHOU TOYKe
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OnpepeneHne KOHEYHbIX TOYEK — MpumMep

3ameuwieHuUe abakasupa OJisi HYK/1€e03UOHbIX
aHaJsio2oe y nayueHmoe c aunoampogueu BUY.
Kapp u ap. JAMA (2002); 288: 207-215.

HepBVILIHaFl KOHEYHasd TOYKa .

CpenHeeu3MeHEHNE B XXNPOBOW Macce KOHEYHOCTEN, N3MEPSEMOE
OexCa (DXA) Ha 24 Hepene

BTOpMYHbIE KOHEYHBIE TOYKW:

HexenarenbHble aBneHus /NoboyHble apdeKThl
AHTponomMeTpud

Ob6was n ueHTpanbHas Xuposas macca
buoxnmunyeckue , nunuaHble N rukeMmnyeckmne n3amepeHus
BupycHasa Harpy3ska

Konunyectso CD4

KayecTBO Xn3HU
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KnnHuyeckue/cypporaTtHble KOHeYHbIe
TOYKMW

e MbI 0ObIYHO DOrlee 3anHTEepecoBaHbl B 3dhheKkTe
HOBOrO Jie4eHUs1 OTHOCUTESNIbHO KITMHUYECKOro
pe3ynbrata (Hanpumep, HoBble cny4yau ClOa vnun
CMepTb)

e OpHako, B HacTosiwee BpeMs, ucnbitauna BAAPT,
ncnonb3yuwme KNMHUNYeCKue KOHeYHbIe TOYKHU
AOJMKHbI ObITb OYeHb OONbLUMMU U OO0MKHbI
HabnwgaTb NauMeHToOB OYeHb AOJIro AN TOro, YTooObLI
HabOpaTb AOCTAaTOYHO CUN ANA onpeaerieHNs pa3HULbI
B peXumax rie4yeHus

e [loaTomy Mbl YacTo paccMmaTpuBaemM 3P PeKT pexmma
rie4YeHns No CypporaTHOM KOHe4YHOU Touke (Hanpumep,
nameHeHne CD4, PHK BUY v 1.4.)
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CypporatHble KOHeYHble TOUYKMU

“JlabopaTopHble uamMepeHust unu pmsnyeckmne
NPU3HaKu, ucnosb3yembie Ons 3aMeLleHuns
KNMMHUYECKN 3HAYUMOUN KOHEeYHOUN TOYKU, KOTOpad
n3mepseT HanpPsAAMyIo COCTOsIHME NauueHTa, ero
(PYHKLUMOHANBLHOCTb U BbhXMBaHUe”

Temnn RJ. MHeHne perynmpyrowmnx opraHoB OTHOCUTESNbHO CyppOraTHbIX
KOHeYHbIX To4vek. B: Hummo BC, Takep I'T, eds. KnuHuyeckne namepenHus
B oLeHKe npenapartoB. Heto-Nopk, NY: [xoH Bannn& CeiHoBbS Inc. 1995.

CsuneH KoHoB SEVT Ltd. www.sevt.info



CypporaTHble KOHeYHble TOYKMU

(npoponxeHue)

Ona Toro, YToObI NabopaTopHbLIe MapKepbl ObININ
XOopoLlien cypporatTHom KOHe4YHOU TOUYKOU AOsis
KIMTMHNYeCKOro pesyrnbraTta, OHU OOSMKHbI
YAOBNETBOPATb ABYM KPUTEPUAM:

e Cypporart gomkeH oTpaxaTb, YTO HAXOAUTCSA HA NPUYUHHO-
crneacTBeHHOM My TU npouecca 605e3Hu

e Bechb adhpekT BMelwmaTenbCcTBa Ha KNMMHNYECKUN pe3ynbTaT
AOIMKeH OTpaXaTbCsl B UIBMEHEeHUsIX cypporara

n I3meHeHus YryyLleHHbI
eveHve |mEED> B cypporaTe B |\ Hideckuii pesynbrar
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CypporatHble KOHeYHblIe TOUYKMU
(npoponxeHue)

e KonunuyectBo CD4 no Hayana BAAPT Obino
YCTaHOBJI€HO, KaK HafeXXHaf cypporaTHasi KOHe4YHas
Touka ana ClliOa/cmepTtun

e BoNbLLWHWMHCTBO UCNbITAaHUN cenyac UCMNOSNb3YHOT
PHK BU4, kak cypporaTHyro KOHEYHYH TOYKY
(Hanpumep, BUpYCcHaa Harpy3ka <50 konuu/mn)

e HO — He Becb achdekT neyeHnsa (Hanpumep,
TOKCMYHOCTb) MOryT NPOABAATLCA Yepes
nameHeHue konn4yectea CD4 wnu yposeHb PHK BUY

e MHoOrne KomMOMHaUMN UMEKOT NOXOXYHO
BUpPYCONornyeckyro ahqpeKTmBHoCTb — Apyrue
pe3ynkraTtbl MOryT ObITb cen4yac b6ornee BaXXHbIMU
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OnpepeneHne KOHEYHbIX TOYEK — NpUmMep

3ameuwieHue abakasupa OJisi HYK/1e03UOHbIX
aHaJsio208 y nayueHmoe c siunnoampocgueu BAHY.
Kapp v op. JAMA (2002); 288: 207-215.

HepBI/I‘-IHaFI KOHEYHAaA TOYKA

CpenHee n3aMeHeHne B XXMPOBOW Macce KOHEYHOCTEWU, N3Mepsemoe
Lekca (DXA) Ha 24 Hepene

BTOpnYHbIE KOHEYHBIE TOYKMU

HexxenartenbHble aBneHus /INoboyHble apdeKThl
AHTpOMNomMeTpud

Ob6Las u ueHTpanbHas XXmposasi Macca
Buoxmmmnyeckme,NMMNnaHsIe U rMUKeEMUYECKNE N3MEPEHNS
BupycHas Harpy3ka

Konnyecteo CD4

KayecTBo Xn3HH
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‘HapyLueHne NPOTOKONOB
Mo pA4AY NMPUYnH, NalUNEeHTbl, BKITIOYeHHbIEe U
paHOOMU3NpoBaHHbLIE B UccrieaqoBaHNN MOryT He

«BeCTU cebsi» TaK, KaK HaNMUCaHo B NPOTOKOe
e [laumeHTbl, He oTBevYarwLLiMe KPUTEPUAM — MOTYT

ObITb HAOpaHbI NO oLNOKe

e He npueepxeHHbIe — MOryT 3abbIBaTb
NMPUMHUMATb HEKOTOPbIE UNU BCe npenaparbl,
MOryT NnponyckKaTtb BU3UTbI, NPUHUMATb Apyrue
npenaparbl

e Yxopa naumMeHTOB — He NepPeHoCAT npenaparsil,
MOTYT MEepPEeKNIYUTLCS Ha Apyroe fnevyeHne

BOINPOC: kaK ¢ 3Tum ObITb B paMKax Jfilo6oro
aHanusa?
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AHanuns3 no nauueHTam, npoweawum
paHaomusauuio (MNM1P)

Bce nauueHTsl, PaHOOMU3INPOBAHHbIE Ha Jie4YeHue,
AOJIKHbI ObITb BKIMIOYEeHbl B aHanus3 B rpymnnax, K
KOTOPbIM OHU PAaHAOMU3NPOBAHDbI
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AHanus no nauyueHTam, npoiweaLlmnm
paHgomusauuto (MMP)

e OO6ecneunBaeT namepeHue adgpdgekra neyeHnsa B
peanbHON XXNU3HWU

e EamHcTBEeHHas HenpenB3siTasd OUEHKa
adpheKkTa nevyeHus

e bDBONbLLWWMHCTBO KPYNHbLIX XXYPHanoB TPeoyloT
aHanu3 no MNP

e Bce npe3eHTaunn AOJ1XKHbI BKJTIOYAaTb aHAJIN3

no MNP, kak nepBUYHbLIN aHanNu3 3a
UCKITIOYEeHMEeM criyYaeB, Korga eCTb O4YeHb
cepbe3Hble OCHOBaHUA He Aenartb 3TOro
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AHarnu3 Ha nevYyeHum

BknroyaeT ToNIbKO TeX NaLueHToB, KOTopble
3aBepLUMIIM MOJIHbIN KYPC JIeYeHunsl, K KOTOpoMy
ObINIV PaHAOMMU3UPOBaHbI
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AHarnu3 Ha nevYyeHum

e [IpegnonaraeTcs, YTO NOKa3biBaeT
onTUManbHbIN 3hPEeKT neyeHns, Korga
npuMeHsAeTCd MMEHHO TakK, KaKk Ha3Ha4YeHo

e OpHako, umeeT noTeHUMan Ans oYeHb
npenB3ATbIX OLEHOK 3(p(PeKTOB fevYeHus,
NMOCKOJIbKY Te, Y KOro oyayTt HamxyaLwiuve
nokKasaTtenu ckopee Bcero oyayT TeMu, KTo
BbiNageT U3 nevyeHus/nepeKknrovnTca Ha gpyroe
reyeHue

e [logxoa AacT CANLLKOM NMONOXUTESIbHYHO
oL eHKY 3achdeKkTa HOBOro fie4eHus
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AHanu3 Ha ne4yeHuun - npumep

PKHU c nepBUYHON KOHEYHOU TOUYKOM
BUPYCOJIOrM4ecKon Heyaaum Ha 48 Heperne.
[MauueHTaM MOXHO NepeknYaTbCHa Ha APYryro
Tepanuio, ecriu cnyvymnacb Heyaayva.

5 @
CMEHVNV : ® BwupycHas Harpy3ka
NEYEHWE . > 50 konuun/mn
l : BupycHas Harpy3ka
4 1@ © { P ° F < ]
. CMEHUIV ) < 50 konun/mn
8 NEYEHVE
: 1
>
C3le o o' o _
3 CMEHMIN
8 NEYEHVE
i !
2 1@ @ [ ] °
CMEHUIMN
NEYEHVE

4 8 12 16 20 24 28 32 36 40 44 48
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AHanun3 Ha ne4yeHuun - npumep

PKWU ¢ nepBMYHON KOHEYHON TOYKOM

BUPYCONOrmM4ecKkon Heyaaum Ha 48 Hepene.
[MayuneHTaM MOXHO NepeknYaTbCHa Ha APYyryro

Teparnunio, ecCJrin CJriy4insiiaCb Heyaaia.

Patient number
w
®
o

1@ @ L

0] 4 8 12 16 20
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CMEHWITN
JIEHEHVE
mlu
CMEHWITN
JIEHEHUE
nlu
CMEHWUITN .
JIEHEHUWE .
.1
CMEHWUITN
JIEHEHUE

@ 10

24 28 32 36 40 44

Weeks after randomisation

o
48

BupycHas Harpyska
> 50 konuu/mn

BupycHas Harpy3ka
< 50 konun/mn

[lepBUYHas
KOHEYHasi ToYKa
Ha 48 Hepoene =
1/1 (100%)



AHanu3 Ha neyeHuun

e Ocrarwmecsa Ha paHAOMU3UPOBAHHOM
rneyeHnu Ha 48 Hepgene dyayT, no
onpeAaesrieHNo, TeMU, KTO He UcnbiTarn
BUPYCOJTOrM4eCKOn Heyaauu

e Jlrobou, y Koro cnyuymTcs BMpyconorm4yeckas
HeyAa4ya oo 48 Hegenn CMEHUT fie4YyeHne u
oyaeT NUCKNIOYEH U3 Yucna y4aCcTHUKOB

e [lepBUYHBLIN KypC COOLITUN BCerpa oyaer
6nn3ok K 100% (B 3aBUCMMOCTMN OT TOro, Kak
ObLICTPO CMEHUIIOCHL JIe4YeHUue nocrie
BUPYCOJNIOrM4YeCKoOn Heyaauu)

e [10 3TOU NPUYUHE AHAJIN3 HA NNEYEHUN

HE OOJI>)KEH UCIMOJIb3OBATbLCA OJ1A
NMEPBUYHOIO AHAJIU3A UCCINNIEOOBAHUA
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[Mpobnembl aHanu3a no MNP c
CypporaTtHbIMU KOHEYHbIMU TOYKaMM

Ecnu nauueHTbl He AOCTYMHbLI ANS
COMNPOBOXAEHUSA UMK BbiNnagaloT U3
nccrieqoBaHus, Bpsig Jiu OHM OyayT NpUXoauTb
Ha perynsipHoe ob6cnegoBaHMe U aHaNU3 KPOBMU

XoTs BO3MOXHO nony4vntb nHdpopmauumro no
KNMMHUYECKMUM KOHEYHbIM TOYKaM U3 Apyrux
MCTOYHUKOB, MHpopmaumnsa o konnyectee CD4
nnu ypoBHsax PHK BUY moxeT ObITb
HeaoCTynHa

[ Oe He xBaTaeT AaHHbIX, TaM CJIOXXHO
npoBoanTb aHanus no 1P, B koTopom Bce
nauMeHTbl BKMOYaroTCsA B aHanms3
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AnbTepHaATUBHbIE METOALI aHanMM30B Ha BbIDOpKe
[P (nauneHTbl, Npoliedlne paHgoMm3aLuio)

B Tex cliyyasiX, Koraa aHHbleé O CyppOoraTHbIX
MapKepax OTCYTCTBYHOT, npeariaraetcAd Ucnosib3oBaTtb

psia anbTepPHATUBHbIX CTPaTernn:

e [IIP, JaHHble oTcyTcTBYHOT (O) = Heygaua (H) (MMNP O =
H)

Bce oTcyTcTBYOWME AaHHbIEe B aHanuse
paccmMaTpmMBalOTCA KaK «Heyaavya» BHe 3aBUCUMOCTU OT
nocrnegHero s3Ha4eHus1 — NpPU TakomMm noaxoae Bce
NauueHTbl BKIKOYaloTCA B 3HaMeHaTesnb. Takum
obpasom, Mmbl noniy4yaemMm Hanbonee NeCCUMUCTUYHYIO
KapTUHY B OTHOLUEHUU HOBOIO NIe4YEeHUS.
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AnbTepHaTUBHbIE METOALI aHaNMM30B Ha BbIDOpKe
[P (nauneHTbl, Npolwedlne paHgoMm3aLuio)

B Tex cliyyasiX, Koraa aHHbleé O CyppOoraTHbIX
MapKepax OTCYTCTBYHOT, npeariaraetcAd Ucnosib3oBaTtb

psia anbTepPHATUBHbIX CTPaTernn:

[MepeHoc AaHHbIX nocnegHero HabnrogeHua MINP (MAMNMNH,
unu LOCF)

B aHanun3e ncnonb3yTCcA AaHHbIe NocneaHero HabnwoaeHusa ansa
Ka)goro nauueHta (BHe 3aBUCMMOCTMU OT TOro, 3a Kakoe Bpemsi Ao
KOHEeYHOro rnokasaTtens OHu ObINiu Nofny4YeHbl). ATOT aHanus3
cuutaetca aHanu3som [P, nockonbKy BCce nauMeHTbl BKIHOYaKTCA B
3HamMmeHaTernb. Bnpoyem, OH He O4YeHb NonynsipeH cpeau
perynupyrowmx opraHoB (H-p, YnpaBreHue rno KOHTPOo 3a
npoaykramu n nekapcrtesamm FDA)
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AnbTepHaTUBHbIE METOALI aHaNMM30B Ha BbIDOpKe
[P (nauneHTbl, Npolwedlne paHgoMm3aLuio)

B Tex cliyyasiX, Koraa aHHbleé O CyppOoraTHbIX
MapKepax OTCYTCTBYHOT, npeariaraetcAd Ucnosib3oBaTtb

psia anbTepPHATUBHbIX CTPaTernn:

e [P, JaHHble oTcyTCcTBYHOT (O) = UCKNIOYeHbI

Bce nauueHTbl, ANA KOTOPbIX OTCYTCTBYIOT
cCypporaTtHbié 3Ha4eHUs, UCKNIYarTCH U3
aHanu3a. 9to HE cuutaercsa aHanusom Il1P,
NOCKOJIbKY B 3HaMeHaTeslb He BKN4YeHbl BCe
nauueHTbl, HAOpaHHbIe AnsA npoBeaeHus
nccnenoBaHusa. o cyTu, aTo aHanus Ha
re4yeHumn
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[TpumMepbl pa3nMyHbIX NOAXO0A0B

OCHOBHOW KOHEYHbIN NoKa3saTtenb
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Weeks after randomisation

® BUBYENSH T BIaRY 480 REnun/mn

BupycHas Harpy3ka < 50 konun/mn



[TpumMepbl pa3nMyHbIX NOAXO0A0B
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Weeks after randomisation

® BUBYENSH T BIaRY 480 REnun/mn

BupycHas Harpy3ka < 50 konun/mn

PecrnioHaep:
Ha nevyeHun/
[P oTcyTCcTBYIOT
=NCKIOYEHbI

OCHOBHOW KOHEYHbIN nokas3aTternb

40

44

1
1
1

o

MpoueHT pecnoHaepoB

=73%

=8/11



PecnoHaep:

[Tpumepbl pa3nUYHbIX NOAXOO0B [P orcyTcTayioT

=Heynaqa
OCHOBHOW KOHEYHbIN nokas3aTternb
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Weeks after randomisation

® BUBYENSH T BIaRY 480 REnun/mn

BupycHas Harpy3ka < 50 konuinn/mn = 40%

NMpoueHT pecnoHaepoB = 8/20



PecnoHaep:

[Tpumepbl pa3nUYHbIX NOAXOO0B [P orcyTcTayioT
=MAnH

OCHOBHOW KOHEYHbIN nokas3aTternb
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Weeks after randomisation

® BUBYENSH T BIaRY 480 REnun/mn

BupycHas Harpy3ka < 50 konuinn/mn = 55%

[MpoueHT pecnoHaepoB = 11/20



[MTpuMepbl pa3niM4yHbIX NOAXOAO0B -

3dKIMHO4YeHune
llodxoo lTpoueHm pecrioHOepoe
Ha nedyeHun/
[MT1P oTCYyTCTBYIOT = UCKIOYEHDI 3%
[P oTcyTCcTBYIOT = Heyaa4a 40%

MNP otcytctaytot = MNAMH 55%
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AHanu3bl nogrpynn

3a4yacTyr uccrneaoBaTesim CTPpeMATCH NPOBECTU aHanus3
adpdpeKkTa cxembl Tepanmuu B aHaNIM3NpyemMbIx
noarpynnax

Hanpumep, MOXHO npoaHanu3anpoBaTtb 3 (heKT cxeMbl
rie4eHUs B crieayroLmx rpynnax:

- MY>XYUHbI/XKeHLNHbI

- Hnskas/Bbicokasa BUpyCHasi Harpy3ka B Ha4yane
nccnegoBaHus

- Hnsknn/Bbicokmnm ypoBseHb Knetok CD4 B Hauyane
nccrnegoBaHus

- be3 onbiTa npnema APB (HanBHble)/umeroLwime onbIT
npuema APB B Ha4yane nccrnegoBaHus
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AHanu3bl nogrpynn

e CyullecTByeT psag HIOAHCOB, KOTOPbIe HY>KHO YYUTbIBaTb
NP1 BbINOJIHEHMU GONbLUOro KONIM4YecTBa aHanu3oB

noarpynn.

e B yacTtHOCTK, 3TO NpoONemMa MHOroKpaTHbIX UCNbITaAaHUN
(T.e. pesynurathl HEKOTOPbIX CPaBHEHUN C OONbLLUOU Aoreun
BEepPOSATHOCTU OyAyT NOJly4YeHbl Crly4YanHo)

e HecmMmoTpsa Ha TO, YTO camo uccriegoBaHue oyaeT MMeThb
AOCTAaTOYHYI CTaTUCTUYECKYI MOLLHOCTb OIS
BbISABJZIEHNA pa3nnynn, noarpynnbl 3a4acTyro oyayT
OCHOBaHbI Ha CJIULLKOM MarieHbKOU BbIOOpKe, U Ux
CTaTUCTUYECKaa MOLIHOCTb OyaeT CNULLKOM Mana.
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AHanusbl noarpynnbl - npumep 1

My>X4nHbI JKeHLWUHbI Utoro
A B A B A B
Kon-Bo 110 106 28 30 138 136

nauueHToB

Konuuectso (%) 77 (70%) 90 (85%) 20 (71%) 25 (83%) 97 (70%) 115 (85%)
pecnoHaepoB

P-3Ha4yeHune 0,01 0,44 0,007

(A B cpaBHEeHUMN
c B)

HecmMmoTps Ha TO, YTO pasnunyns cxem fiedeHnsa A n B cxoxu
Y MY>KYUH U XKEHLLUWH, 3TOT peayrbTaT He SBMSAeTCH
CTaTUCTUYECKMN 3HAYUMBIM, MOCKOSIbKY KONMYECTBO XXEHLLUWH
B CCNEOO0BaHNM CIULLKOM Mario.

OTO He ABMsiIeTCHA AOoKa3aTeNbCTBOM TOro, Yto cxema B HeapdrekTMBHA NS XKEHLLNH.
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AHanusbl noarpynnbl - npumep 2

My>X4nHbI JKeHLWUHbI Utoro
A B A B A B
Kon-Bo 110 106 28 30 138 136

naLuuneHToB
KonnyectBo (%) 77 (70%) 86 (81%) 20 (71%) 29 (97%) 97 (70%) 115 (85%)
pecnoHaepoB

P-3HayeHue 0,08 0,01 0,007

(A B cpaBHEeHUMN
c B)

HecmoTpsa Ha TO, YTO cxema fnedyeHud B B aTOM npumepe Kaketcd
bonee adpPeKTUBHON ANSA XKEHLUMH, HEXENN ONA MY>KUYMH,
dopmansHasa npoBepka COOTHOLLEHUA MeEXAY MNOSIOM U rPynrown
nedeHns (p=0,11) nokasbIiBaET, YTO 3TN pe3yribTaThbl, CKOPEE, BCErO,
ObIN Nony4YeHbl B pe3ynsraTtbl Criyyas.
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AHanu3bl nogrpynn

e Ecnu uccnepgoBartenu nonararoT, YTO NpoBeAeHne
aHaNM30B NoArpynn siBNiseTcA BaXHbIM Ans
nccnenoBaHusi, TO HEOGXOAMMO arnNpPuUoOpPU yKasbiBaTb B
NPOTOKONEe MccrnegoBaHMA NPOBOAUMbIE aHANU3bI
nogrpynn.

e WccnegoBaHue OOMKHO ObITb A4OCTAaTOYHO SonbWUM ONd
TOro, YToObI pe3ynbTraTbl aHaNM30B NoArpynn MMenu
CTaTUCTUYECKYH 3HAYNMOCTb.

e [okasaTtenbcTBa 3adpdpeKkTa neyeHms B nogrpynne
AOJMKHbl OCHOBbLIBaTbLCH HE HA CpaBHEHUN pP-3HA4Y€HUMN B
oTAerNbHbIX NoArpynnax, a Ha dopmManbHbIX MPpoBepKax

UHTepecyrLmnx Hac (pakTopoB.
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[lpomMeXxyTo4YyHble aHanu3bl

e B nrobom uccnegoBaHun MoXeT BO3HUKHYTb CUTYaLUA,
Korga ogHa cxema nevyeHus oKka3biBaeTcs CyLEeCTBEeHHO
XyXxe, Yem gpyrue (Hanpumep, oHa MOXeT ObITb ropa3fgo
MeHee 3dpdeKTUBHOU UNn 6oriee TOKCUYHOM)

e B 3tom cny4yae dyaet He3ITUYHO NPOAOITKATL
noaBepraTb NauMeHTOB PUCKY ONACHbLIX MOOOYHbIX
adpchekToB UnNn HeahPeKTUBHOrO JfieYeHUs.

e MoxHo 3annaHMpoBaTb OAWH UM HECKONbKO
NPOMEXYTOUYHbIX aHaNU30B B 3apaHee onpeaerieHHble
nepuoabl BpeMeHU Ofii MOHUTOPUHIa UccregoBaHusA
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[lpomMeXxyTo4YyHble aHanu3bl

e Tem He MeHee, Bcerga CyLecTByeT BepOSTHOCTb TOro, YTo
nepBoHa4yasibHble pe3ynbTraTtbl OyayT Nony4YeHbl Crly4YauHo,
OCOOEHHO ecsiu peYb MaeT o HeOOoNbLOU rpynne NnauueHToB

o anI npoaoJXxeHnn nccecrieaqoBaHus BblsdABII€HHbIE NMPU3HAKUA
MOIyT UCYHE3HYTb

e PelweHue o npekpaleHn nccrnegoBaHUs HaA OCHOBaHUM
pe3ynbLTaToB NPOMEXYTOYHbIX aHAaNU30B AOMKHO ObITb
Bceraa oyeHb B3BeLUeHHbIM

e OObLIYHO pekoMeHAOyeTCH NpeKpawaTb uccriegoBaHme Ha
OCHOBAHUM Pe3yNbTaToB NPOMEXYTOUYHbIX aHArIM30B TONbLKO
B TOM Crly4yae, ecfnv CBUAETEeNbCTBA O Pas3fninunsix Mexay
UCNbITYeMbIMM CXeMaMU OYeHb BeJIuKu (Hanpumep,
p<0,0001)
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[lpomMeXyTo4YHble aHann3bl — Posnb
Komuccum no 6esonacHOCTU AaHHbLIX U
MOHUTOPUHTY

[Npu HeobxoaMMoOCTU MOXHO cobpaTtb Komuccuro no 6esonacHocTun
AaHHbIX U MOHUTOPUHIY

B KoMucCcHI0O BXOAUT psig He3aBUCUMbIX «3KCNepTOB» B AaHHOWM
obnacTtu, 1, Kak NpaBUIbHO, 3KCNEepT B 06/1aCTN CTaTUCTUKN

Komuccusa oueHnBaeTt 6e30nacHOCTb AaHHbIX HA perynsipHoOu OCHOBe
(sTa MHpopMmaLUuAa OObLIYHO He ABNIAETCA MAaCKUPOBaAHHOU) U
npepocTtaBnseT otyeT PykoBoasueMy KOMUTETY UccriegoBaHUS.

Komuccus npm Heo6xoanMmMoCcT MOXET NPUHATb peLieHue o
npexaeBpeMeHHOM NpeKpaLleHMn uccrie4oBaHus
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[fpomexXyTouHble aHanu3bl (NMPoAoIMKeHUe)

Ecnu pe3ynbratbl NPOMEXYTOYHbIX aHaNM3oB NoKa3biBaloT
NPeBOCXOACTBO OQHOIo UX UccneayemMbiX 00 bLEeKTOB, O4HAKO
Komuccusi He pekomeHAayeT NpeKpalleHme nccregoBaHus, TO B 3TOM
cnyvyae nyonukaums pe3ysnibTaToB MOXeT SIBUTbCA NpensATCTBUEM ANS

yCrnewHoro 3aBepleHnsa nccrieqoBaHuA
L naI..I,VIeHTbI, YXKe npouweaguuve paHaomMmm3auumio,

MOrYT NepeKkntYUTbCcAa Ha bornee adhdeKkTuBHOE
rie4yeHue, U NPy 3TOM MNPOLEHT BbiNMaBLUUX U3

nccerieaoBaHmsA Bo3pacTteT

<~ HoBble NayueHTbl He 3aXOTAT y4YacTBOBaThb B
uccriegoBaHUN, eCriu OHM byAyT 3HaTb, YTO
nonyyaemoe nmu ne4yeHme meHee 3ppeKTUBHO.
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[fpomexXyTouHble aHanu3bl (NMPoAoIMKeHUe)

e Ecnu tpebyetcsa onybnukoBaTb AaHHbIE
NPOMEXYTOYHbIX aHANMN30B, BaXKHO JINOO COXPaHUTb
nccnenoBaHue «crienbiMy, IMOO He Npe3eHTOBaTb
pe3ynbsTaThl ANA KaXKA0W rpynnbl B OTAENIbHOCTMW.

e B HekoToOpbIx criyyasx, gaxe MacKMpoBaHHbIe UMK
CMellaHHble AaHHble MOryT yYKa3biBaTb Ha
3achheKTUBHOCTL HOBOro npenapara/koMmoMHauumn
npenaparoB (H-p, B Nnaueb60-KOHTPONMMPYyEeMOM
UCcnbITaHUM)

e B atom cny4yae He cneayeT nyonukoBaTb pe3ynbTaThl,
Kacarolwmecss OCHOBHOIro KOHe4YHOro nokasarens
nccrnenoBaHusA (Aae MaCKUpoBaHHbIE UMK
KOMOWHMPOBaHHbLIE)
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UcnbiTaHnAa Ha NpeBOCXOACTBO

o B CTaHAaApPTHOM UcCclrieaAoBaHUN MbI OObIYHO
npoBoAMM UCTNbITAaHUA Ha NMpeamMmeT CpaBHEeHUA
rmnore3bl O TOM, 4YTO pa3nww||7| Mexnay
BaPpnaHTaMM Jie4eHus He CyLllecTByeT, U
rmnoTe3bl O TOM, YTO pPa3JIMinNAd Mexay
BaAPNaHTaMM Jie4eHUsd CyueCTBYIHOT.

e BaxHo oTMeTUTb, YTO HanpaBfieHue pasnuvnn

He onpeaerieHo 3apaHee (T.e., npenapart A
MOXeT ObITb XYyXe Unu nydie npenapara B)

e JTO Ha3biBaeTcs
, XOTS1 Mbl U HE YKa3blBaem,
KaKou npenapaTt UMeeT NnpeBoCXoaACcTBO
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UcnbiTaHue Ha 3KBUBarieHTHOCTb

e WMHoroa Ham NMPOCTO HYXHO YCTAHOBUTDb, YTO ABA
npenaparta ABJIAKTCA 3KBUBAJIEHTHbLIMU

e JTO HYXXHO OOLIYHO B TE€X Cny4yasix, Korga Ha
pPbIHKEe NOSABMASIETCA Npenapart ¢C NPUMEPHO TeM
xe acdhcpekToM, 0oAHAKO OH MOXET ObITb MeHee
TOKCUYHbIM Uy 6ornee aelweBbIM UITU NPOCTbLIM
B MPUMEHEHUMN

e B mnccnepoBaHusx, KOTOpPbIe AOJI)KHbI NOKa3dTb
JKBUBAJIEHTHOCTb, AeN1aloTCA APYyrne akKueHTbl no
CpaBHEHUIO C UCNbITaHUAMU Ha NMpPeBOCXOoACTBO
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UcnbiTaHuUA Ha npeBocxoAcTBO — 3o heKT
yBerin4eHus BbIOOPKMU

bonee adbdekTnBHO
30 -

20 -

10 -

-10
-20 -

-30 -

40 - v
MeHee a(pdeKTUBHO

-50

Pasnunyue B NnpPOoUeHTHOM COOTHOLLUEHNN

He3Hauunmoe pasnunumue,
HO GOMNbLUAs HEONPEAeNeHHOCTD Cxoxee pasnnyme, HO 3Ha4YMMoe

BClieACTBUe yBerim4yeHus
CTaTUCTUYECKOUN MOLLHOCTH
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UcnbiTaHne Ha 3KBMBaArieHTHOCTb
(npoaonxeHue)

e [lpv BbINONMHEHNN NCNbITAHMM HA 3KBUBaJIeHTHOCTb Mbl B
Oonblen cteneHn (poKycnpyemcs Ha MHTepBariax gosepus
ana adpdekra nevyeHus

e MWHTepBan goBepua AOMKEH ObITb Y3KUM ANs1 TOro, YTOObI
UCKITIOYUTb Jaxe Hebonbluoe pasnunyne

e [nsa aToro Ham OOLIYHO TpebyeTcs bonee KpynHas
BbIOOpPKa, HEXXeNKn B TeX CrlyYasiX, Korga HamMm HY>XHO
nokKasaTb NpPeBOCXOACTBO OAHOro U3 NpenapaTtoB HaA

ApYrvm

e HeoGxooumo anpuopu onpenenuTb, YTO cYUTaeTCcs
«3KBUBaNeHTHbIM»
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Pasnunyune B NnPOUEeHTHOM COOTHOLUEHNN

NMpumep - pasnuyme B NPOLLEHTHOM COOTHOLUEHUN He
onpeaenseTcsa Yyepes 24 Heaenu ¢ UHTepBariom
aoBepus (cxema A B cpaBHeHUM co cxemou B)

20

ANATMNA30OH 3KBUBAJNIEHTHOCTU

-20 -

-30

He3Hauumoe pasnuune, He3Hauumoe pasnuuue
HO Gonbluas HeonpeAerieHHOCTb HO MeHbluas HeonpeaeneHHOCTb
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UcnbiTaHuA Ha 3KBUBAJfIeHTHOCTb

(npoaonxeHue)

e HeobxogMmocCTb YCTaAaHOBUTb MaKCUManbHbIX AWana3oH, B
npeaenax KOTOpPoro ABa Jfie4YeHUs1 MOryT OTNMYaTbCA NpwU
TOM, YTO OHU CYUTAKOTCH IKBUBANIEHTHLIMM.

e Ecnu BepxHsaa (Mnu HMXKHASA) rpaHULa MHTEpPBana gosepus
adpcheKkTa neyeHns He npeBbILWLAET AaHHOe 3Ha4YeHue, To
ABa npenaparta CYMTarTCH 3KBUBANEHTHbLIMU

e Pa3mep BLIOOPKM onpeaensaeTca ¢ y4eToM TOro, Ytoobl
WHTepBan goBepust ahekta nevyeHns ObIN Y3KUM

e OObIYHO B 3TOM crlyyae BbIOOpKa AOMKHA ObITb B ABa pa3a
Oonblue, HeXXenn B crly4yae UCNbITaHUA Ha
He3KBUBarieHTHOCTb
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UcnbiTaHuUA Ha OTCyTCTBUE NMpPeBOCXOACTBa

o Mo CYTUN CXOXU C uCnbiTaHUAMU Ha IKBUBAJIEHTHOCTDb

e HoBbIn npenapaT MoXeT ObITb HEMHOIo MeHee
3ahPeKTUBHLIM, YEM YXKe CyLUeCTBYHOLIMN, HO, BMeCcTe C
TeM, OH MOXeT obnagaTb AONONMHUTENIbHbIMMU
npevmMyillecTBamMu (NpocTtoTa NPUMMEHEHUA, MeHblLlas
TOKCUYHOCTb)

e HeoOxogoumo nokasatb, YTO 3chhekT HOBOro fIe4eHUs He
HUWXe 3apaHee YCTaHOBMEHHOro rnpeaerna oTCyTCTBUSA
npeBOCXOACTBA

e WHTepBanbl goBepus ONATb Xe AOMKHbI ObITb Y3KUMU, a
BblIOOpKa OonbLe, YeM B criy4yae € UCMNbITaHUEM Ha
NnpeBoCXoaACcTBO
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Pasnunyuve B NPOUEHTHOM COOTHOLUEHNN

NMpumep - pasnuyme B NPOLLEHTHOM COOTHOLUEHUN He
onpeaenseTcsa Yyepes 24 Heaenu ¢ UHTepBariom
aoBepwus (cxema nevyeHus A B CpaBHEHUU CO CXEeMOM

ne4yeHus B)
20 - Bonee adhdekTnBHO

10 -

Al NPEBOCXOOCTBO OTCYTCTBYET

MPEMNAPAT MEHEE 3®®EKTUBEH

MeHee a(pdeKTUBHO
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‘pynnoBas pabota
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