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Il MexxayHapoaHaa KoHpepeHUuUa « X KU3HEHHbIU NyTb
NNeKapCTBEeHHbIX CPeacTB: NPOCTbie U CNOXKHbIe 3a4a4n»

RWD/RWE — MHCTPYMEHTbI uccneaoBaHusa peasibHOM

KAMHUYECKOU NpaKTUKKN. Pa3paboTKa nccnenosaHmnm ¢
UCNoNb30BaHMEM AAHHbIX PYTUHHOW NPAKTUKNY»
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10 IET

Ha pblHKe KU

BXOAMM B

TOMN-5

CRO no Konunyectsy

JIOKAJ/IbHbIX MPOEKTOB.

OnbiT CRO CPD B OpraHunsauuu n nposeaeHnu
NPOCNEKTUBHbIX HabaloaaTeNnbHbIX
uccnenoBaHUM:

BbINnO/IHEHO NPOEKTOB OT UAen Ao OT4ETA: 8
Pa3paboTKa OCHOBHbIX AOKYMEHTOB uccneagosaHua: 10
[MpoBeaeHme cTaTucTU4eckom obpaboTkm u paspaboTKm
NTOroBOro OTYéTa: 4
UToro: 22 npoekKTa

OxBayeHHble

HO30/10MUMN:
Kapauonorua —4
[lynbmoHonorua — 4
JDHAOOKPUHONOrMNA — 3
[acTpoO3aHTEpPONOrMA — 6
Hedponorna —4
COVID -1

g



Ana yero papmKkomnaHum u
HayyHaA obwecTBeHHOCTb
NAaHUPYeT npoBeaeHue
RWD/RWE?

Henb3a oTpuuaTb TOT PaKT, yTo,
npeaperncTpaumoHHbIEe
PAaHAOMU3NUPOBAHHDbIE
KOHTPOIMpPYyEeMbIe NCCNea0BaHNA
(PKW) asnatoTcsa «3010TbIM
CTaHAAPTOMY» A0OKA3aTE/IbHOM
MeaANLUNHbI, OHWN AAtOT
ybeauTenbHble AOKa3aTeNbCTBA
apdekTa JIM.
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Ho, uncrnonb3ya paHHble TONbKO PKWM Mbl CcTankmBaemcAa C
OrPaHUYEHHOCTbIO AaHHbIX 06 adpPeKTUBHOCTU N Be3onacHOCTH
JIeKapCTBEHHOro  npenapata/mMeauUMHCKOrO  MU3A4enus Mo
cneayowmm NpUYNHaMm:

OrpaHWYEeHHOCTb BbIOOPKMW.
Manoe Konn4yecTso perncTtpaymoHHbix PKU
bonblioe KoNnyecTBo KpuTepues
BK/IIOYEHMA/HEBKIIOYEHUA/NCKNIOYEH S,
OrpPaHUYMNBAIOLLLMX NONYNALMIO.
[NoacTtpanBaHMe KpuTepues nog npenapar 4nAa
CHUXEHWUA PUCKOB YCNeLwHOCTN NpoBeaeHunA
NpPOEKTa.
OrpaHWYeHmAa B CONYTCTBYHOLWEN TEpPaANUM.
Manbin CpOK HabaaeHUA 3a cybbekTamu
nccnenoBaHuA.
Bce onncaHHble NPUYUHBI HaCTo NPUBOLAT K
HEeBOCNPOU3BOAUMOCTU NONYYEHHbIX Pe3ybTaTos,
HEBO3MOXHOCTM UX MOBTOPEHNA B PeaIbHOM
NpaKTUKe.
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[loKa3aTenbcTBa, cCObpaHHble B peasibHOM KIMHNYECKOU NpaKTUKe,
MOryT OTBETUTb Ha A0NOJ/IHUTE/IbHbIE BONPOCbl B 06/1aCTU PYTUHHOTO
npUMeHeHUA NeKapcTBeHHOoro npenaparta/meavUMHCKOro usgenma:

* 3¢dPeKTUBHOCTb N 6E30NaCHOCTb NUCCeAYEMOro NPOoAYKTa B A0/TOCPOYHON NEPCneKkTUBe B peasnax
HWU3KOro KOMM/IaeHCca 1 NOAUNParmasum.

* [lpemyliecTBa 1 He4OCTATKM NO CPAaBHEHUIO C APYTMMU NPeacTaBUTeNIAMU Knacca Unn gpyrumm
Knaccamwm J1M1.

* [loTeHUManbHble MeX/1eKapCTBEHHbIE B3aUMOAENCTBUS.

* BanaHue conyTtcTBytowen natonormum Ha JIM v JIMN Ha conyTCTBYOLLYO NAaTONOTMUIO.

* MecTo /11 B NOCTOAHHO M3MEHAIWMXCA KIMHUYECKNX PeKOMeHAaUMAX U CTaH4apTaxX Tepanuu.
* BaunsAHMeE reHeTUYECKUX, PacoBbiX, NOJIOBO3PACTHbIX GAaKTOPOB.

° CO3,£I,aHl4€ CUCTEM MPUHATUNA peweHMVI MeONLNHCKOIO XapaKTepa.

BAJKHO! RWD/RWE He OnucaHHble NPUYNHBI MOAYEPKUBAIOT, YTO UCCNEA0BaAHUA PeaIbHOMN KNNHUYECKOM
sameHa PKU Ha Tekyliem NPaKTUKM 3a4acTyto ABAAOTCA €AUHCTBEHHbIM MCTOYHUKOM AaHHbIX O
STane pa3BuTMA OTPacH, JIN/MegnumMHCKOM U3aenmm, n Takue uccaenoBaHMNAa A0NXKHbI ObITb BKAOYEHbI B

5TO HeobxoaMmoe nx COBOKYMHOCTb 4OKa3aTe/NIbCTB, YYNUTbIBAEMbIX MPU KOMMNIEKCHOM OLEHKE

[0MO/THEHME. NN/MeanunMHCKUX U3aenuni.
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KoJ10CcCa/ibHaA 3aTpaTa pecypcos (He TONbKo
$PUHAHCOBDbIX, HO U BPEMEHHDbIX).

Y10 Ham AnA 3TOro Hy»*KHO ANA rPAMOTHOrO NJIAHMPOBAHUA AEUCTBUU NO
nonyyeHuto RWE?

* ChoKycmpoBaTbCA Ha CTPATENMU U METOA00MMUYECKN BbIBEPEHHOM
NJAaHUPOBAHUM.

* [IPUMEHNTb MHCTPYMEHTbI CTPAaTernyeckoro aHanmsa. GAP-analysis (aHanms
Pa3pPbIBOB, BblABNEHME HECOOTBETCTBUM).

¢ OI'IpE,EI,EI'II/ITb Kakne nccaenosaHuA yxxe nposegeHsobl. KaKkune nosayyeHbl BbiBOAbl U
KaKOlo ypoBHA AOKa3aTe/IbHOCTW.

* OUEHUTb Kakne TpebyoTcA HOBble A0KA3aTeNbCTBa A1 AOCTUKEHUA KeNaeMoM
Lenu.

e Co34aTb CNUCOK HEOBXOANMBIX MHCTPYMEHTOB AnA cbopa RWD c nocneaytowmm
nepexogaom B RWE, TO eCTb TO, UTO NOMOXKeT NpeoaoieTb «Pa3pbiBbl».




YTO HY}KHO ANA NpoAYMAHHOro
COCTaBJ/IEHUA NPOTOKO/1a NPOCNEKTUBHOTO
HabnloaaTenbHOro uccnepoBaHua?

* OnpegennTb NEPBUYHYIO LeNib NPOEKTa:
A. 3pPeKTUBHOCTb.
6. besonacHOCTb.
B. MpunBepxeHHOCTb K /Ie4eHuto.
I. KauecTBO *XU3HMWU.
[. AHanus 3aTpart.
*  Mcxoaa ns uenu onpesenmtb HYXKHYH NONYAALUIO U HO30N10TMUI0.

* [paBunabHO BbIOPATb NEPBUYHYIO (€AMHUYHYIO NN KOMOMHUPOBAHHYIO) M BTOPUYHbIE
KOHEYHble TOYKM.

*  KNcnonb3yto meToabl CTaTUCTUYECKOrO aHaIn3a U AaHHble INTepaTypbl paccymTaThb
pasmep nonynsauuu.

*  YyuTbiBaA CTAaHAAPTbl OKa3aHMA MeAUUMHCKOM NOMOLM ANA BbIBPaHHOM HO3010MMK
NOCTPOUTb CETKY BUSUTOB M OLLEHUTb Te AaHHbIE, KOTOPbIE MOTYT NOJIYY€EHbI NPU
npoBeAeHUM HabnoaaTeNbHOro UCcAef0BaHMA

*  YyecTb M NpoAyMaTb HaMune BO3MOKHbIX/HEN3BEXKHbIX CMeLLatoLWmnX paKkTopoB
(confounding) n cuctematnyeckux ownbok (bias).

* MpoaymaTtb QA/QC npu npoBeaeHUM NPOeKTa.
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Kntouesoe otanume PKU ot
HabnoaaTenbHOro nccieaoBaHuUSA
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HabnopatenbHoe
PKU f
uccnepoBaHue



KntoueBol BONpOC, Ha KOTOPOM Mbl AOXKHbI OTBETUTb
NPV NNAHUPOBAHUN NPOEKTA

Kntouesble NnpyHUUNDbI

pa3p3601-|(|4 RWS KoHuenuuu «A KaK B pPyTUHHOM NPaKTUKe?»

1. YTO onmncaHo B CTaHAAPTaX OKa3aHMs MeAUNLUHCKOMN
NMOMOLLM ANA AaHHOIo KOHKpeTHoro 3abonesaHunA?

HE AONYCTUMO 2. Kakue tunbl/naTrepHbl Mbl 3HaEM B PYTUHHOM
BMELLUATE/IbCTBO B npaKTUKe?
PYTUHHYIO NPAKTUKY!!! 3. Kakne nauueHTbl B pyTUHHOW NpaKkTUKe (y4ecTb
AONYCTUMA TOJIbKO OLUEHKA CONYTCTBYIOLLYIO TEPaNUIO, KOMM/IAEeHC,
PYTUHHOMN NPAKTUKN!!! nosmnparmasmio)?
OLIEHU PYTUHHYIO MPAKTUKY 4. KaK 4acTo NauMeHTbl Xo4AT Ha NPUEM K Bpaydy?
NOTOM |'|j'|AHMPyl71 NMPOEKT!!I 5. Kakme meTtoapbl MHCTPYMEHTaIbHOIO M NabopaTopHOro

obcnenoBaHMA NPOBOAATCA HA AAHHbIX BUSUTAX U KaK
4aCTO Mbl MOXEM UX BCTPETUTL?

E E 6. Kak gonro gautca rocnutaansayma B PyTUHHOM
NpPaKTUKe? /-
- A :’:I:I;‘R M
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Habn o4AaTeNbHOro uccnenoBsaHuA

Paspen OnucaHue

Ha3BaHue nccnepoBaHus KpaTKoe (y3HaBaemoe) 1 NosIHoe Ha3BaHWe NPOoeKTa

O60cHOBaHUE UCCNea0BaHUA RWE gaps, aM3anH, nonynauua, 3aga4ymn npoekxTa.

Llenb nccneposaHus OCHOBHaA uenb NpoekKTa.

3apaum uccnepoBaHuA OnucaHue Bcex 4oNyCTUMBbIX M 3anIAHUPOBAHHbIX 3343au4.

Uccnegyembi npenapar OnuncaHue nccnegyemoro NpoayKTa, ero NpUMeHeHuUn

Nonynauua OnuncaHue uccnesyemon NonynsaUnmn, KpUTepMeB BKAOYEHUA/HEBKIIOYEHMUA.

KoHeuHble ToukuM MepBuYHan/ble U BTOPUYHbIE TOKWU, KOTOPbIE MOMOTYT AOCTUYb LIEIN N PACKPbITb 3a4a4u
NpOeKTa

[On3aiiH uccnepoBaHun MpocnekTMBHOe/peTpocneKkTMBHoe nan obbeanHEHHOe, cpaBHUTENbHOEe. O6OCHOBaHME
AW3anHa Ha OCHOBAHUW LUENN 1 3a43au.

MNnaH nccnepoBaHuna YacTtoTa n KonM4ecTBo BU3NTOB. BbinoiHAEMbIe Npoueaypbl, onucaHne AaHHbIX ans cbopa.

CpOKM npoekTa BpemeHHble paMKM OCHOBHbIX 3TanoB NpoeKTa. [Mpoao/KNTENbHOCTb Y4aCTUA B UCCNea0BaHNMU
KaXK40ro nauneHTa.

O6o0cHOBaHUe BbI6OPKMU Cratuctnyeckoe obocHoBaHMe pa3mepa BblIOOPKU, COCTaBNEHHOE HAa OCHOBAHUM AaHHbIX
nnTepartyp.

CraTtucrtnueckmne metoabl MeToabl CTaTUCTUYECKOTO aHaIM3a NOJIY4YEHHbIX AaHHbIX: MEPBUYHbIA CTaTUCTUYECKMN aHaANU3,

MEeTO/Abl MHOrOMEPHOTrO aHan3a.

ITUUYECKUE U PErynaTopHbIe acnekTbl [prvmMeHUMbIe 3aKOHOAATEebHbIE U PEryaaTOPHbIe JOKYMEHTbl Ha KOTOPbIX OCHOBaHO
npoBseAeHne NccneaoBaHms.

OEAHO



CLIN OpAHO|
Kakue Hanbonee sHaYMmbie MOMEHTbI @ DEVELOPMENT %
oTan4yatoT npotoKon PKU ot npoTtoKona
HabnaaTeNbHOro uccneaoBaHUA

NMonynauus

[lpocneKkTuBHOeE.
KoHTponunpyemoe .
PaHaooOMKU3MpPOBaAHHOE.
Cnenoe.

Y3Kue pamku, 4acto
OrpaHMYUBAOLLME HE TOJIbKO
KOHKPETHbIN BMA onpeaeNéHHOM
HO30/10rMKn, HO U CTEMNEHb eé
BblPa*E€HHOCTW.

OrpaHn4yeHmne No ConyTCTBYIOLLEN
naTonoruun.

_

PeTpocneKTusHoe.
[NpocneKTuBHoOe.
ObbeanHEHHOE.
OTKpbITOE.

KoHTposb He obA3aTeneH.

bBonee WwWMpoKmMe pamKu nccneayemom
nonynaumMmn, BO3MOXKHOCTb BK/IHOYEHUA
NaUMEHTOB C Pa3/IMYHbIMU HO30/IOTUAMMU
OAHOM rpynnbl.

MeHblue orpaHUYeHNM Mo
KomopbuaHon natonormu.



Pasmep Bbi6OpKMU

MnaH uccnepoBaHua

PaHpomusauyma n
Ha3Ha4yeHue
uccneayemoro NnpoaykKra

PaboTa c nony4yeHHbIMMU
AAHHBIMU U UX aHaANU3

OrpaHuyeH n3-3a MHOXKeCTBa aCNeKTOoB:
brogxer.

Cpokun.

Pucku.

BbinonHAemoCTb

e  KEcTko onpegenéHHaa 4actoTa BU3UTOB U
BbIMOHAEMbIX NpoLenyp.

e  JlabopaToOpHble N MHCTPYMEHTAIbHbIE MEeTOAbI
obcnenoBaHUA, BbIXogALME 33 PAMKM
06A3aTenbHbIX NPM BEAEHNM NALNEHTOB B PYTUHHOM
npakTUKe.

HasHaueHne npenapata NpPOMCXOAUT WCKAKOUUTENBHO

nocne npoBeAeHMA npoueayp CKPUHWUHIA U OLEHKMU

KpUTEPUEB BKIOUYEHUA/UCKNIOYEHNS

e [IpaKTM4YeCKM BCce MeToAbl BOCMONHEHUS AAHHbIX
pa3paboTaHbl ANA KAMHUYECKUX UCCNeA0BaHUN

® ¥ npeanonaratoT CAY4aMHOCTb UX OTCYTCTBUA.

e YETKoe pasgeneHme Ha UTOrosble NONYyNALUUN —
ITT/PP.

e  B0O3MOXXHOCTb BK/ItOYEHMSI BONbLLOFO KONMYECTBA NALMEHTOB.

e  [lpnYmnHbI 3TOrO:

e bosiee HU3KNI BroaKeT.

e  bbiCTpasa CKOPOCTb BK/IHOYEHUA MALMEHTOB.

e bonbwoi pasbpoc nonyvyaembix gaHHbIX, BEPOATHbIE
CUCTEMHbIE OLWMOKM M NPONYLLEHHbIE 3HAYEHUS.

e  YacToTa BU3UTOB U BbINO/IHAEMbIX NpoLeayp COOTBETCTBYyeT

PYTUHHOM NPaKTUKE BeAEHMA NALMEHTOB.

NabopaTopHble N MHCTPYMEHTaNbHble MeToAabl 0bcnenoBaHmA

NAAHUPYETCA UCXOAA U3 peabHOM BO3SMOMXKHOCTU UX

nosy4yeHuA

HasHaueHve npenapaTa He MOXeT ABAATbCA Npoueaypomn
npoToKoAa. OHo ABNAeTCA 4acTbio Kputepues
BKNOYEHMA/HEBKNOYEHMA, KOTOPbIE OLIEHNBAIOTCA Ha CKPUHUHTE.

e HeobXxoAMMOCTb ONMCAHUA BO3SMOXKHOCTU U METOA0/10MNU
BOCMNO/IHEHWNA NPONYLLEHHbIX AAHHbIX.

e OnpeaeneHme UCTOYHUKOB CMELLLEHWNIN, CUCTEMATUYECKUX
OWMBOK N UX YUYEeT B aHaNu3e.

e  OueHKa PUCKOB OTCYTCTBUS 3HAUNTENIbHOIO 06bemMa AaHHbIX
WAWN CTENEHU HECTPYKTYPUPOBAHHOCTM, 3aTpyAHAOWME
BblAE/IEHME HYXHbIX 3/IEMEHTOB A1 aHan3a.

e [lpMMeHeHMe MHOFOMEpPHbIX MEeTOA0B CTaTUCTUYECKOIO
aHanusa.
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Pernctpbl naunMeHTOB KaK 3fIleMeHT NleKapCTBeHHOW
6e3onacHocTu: chokyc Ha PemaecuBup

JlaprowkuHa EneHa AMuTpmueBHa

Cnyx6a knmHuueckomr papmakonoruum [3M

XypasneBa M.B., Ky3sHeuoBa E.B., KameHeBa T.P., Kyaukos A.H., AHgpeeB C.C,,
LLlaxosa T.B.

22.10.2021r.
r.Apocnasrnb



MexaHusm gencteus PemgecmuBupa

 PemaecuBup - NpoTUBOBUPYCHbIW Npenapar, KoTopbln nHrmounpyet PHK-3aBncumyto

PHK-nonumepasy, Heobxogumyto ang pennukaummn PHK Bupycos

* PemaecuBup nposiBnseT aHTUBMPYCHY aKTUBHOCTb MPOTUB psiaa O4HOLIENOYEYHbIX
PHK-cooepxaliux supycos (Bupyc 36ona, Bupyc Mapbypra, pecnupatopHo-
CUHUMTMAanNbHbIN BUPYC, BUPYC [XKyHWHA, BUpYC nuxopaaku Jlacca, Bupyc XeHapa u

KopoHaBupychl (Bkntoyasa Bupycbl MERS n SARS))

* PempgecuBup - nporiekapCcTeo, KOTOPOE NnpesBpaLLaeTca B aKkTUBHYIO popMy
pemaecusmpa tTpudocdart (GS-441524). AHanor ageHo3MHOBOro Hykreotnaa GS-
441524 npenaTtcTeyeT gencteuto BupycHon PHK-nonnuvepassbl, Bbi3blBAET CHUXEHNE

npoaykuum smpycHom PHK

http://grls.rosminzdrav.ru/Grls_View v2.aspx?routingGuid=b9523548-aa9f-4305-9d99-8648f7ffea29&t=



Ucnonb3oBaHue PemaecuBupa npu COVID-19

14 okTabpsa 2020r. B cooTBETCTBUK C [TOCTAaHOBNEHUEM
[MpaButenbctea PP ot 03.04.2020r. Ne441 no ocobomy
PeryrnatopHoMy MexaHu3my, npeanosiaratoLlemy
NPUMEHEHME NeKapCTBEHHbIX NpernapaToB B YCNOBUAX
Yrpo3bl BO3HUKHOBEHUSA N NUKBMOALUN Ype3BblYanHbIX
cutyauumn, B Poccmnnckomn deaepavmm obin
3aperncrtpupoBaH npenapart Pemgedpopm (MHH:
Pemoecusup, kog ATX: HE MPUCBOEH)

26.10.2020r. B 9-11 Bepcun BpeMeHHbIX MeToanvecKnx
pekomeHaauun M3 P® no npodunnakTuke, gnarHoCcTuke u
nevyeHn0 HoBoW KopoHaBupycHon nHgekuum (COVID 19)
PemaecnBup Obin1 pekoMeHO0BaH K UCMNOfb30BaHUIO B
KadecTtBe atmotponHon Tepanun COVID-19

19.05.2021r. rocygapcTBeHHasi permcrpauus

BPEMEHHbIE
METOANYECKWE
PEKOMEH}J,ALI,I/II/I

NPOPUNAKTUKA, AUATHOCTUKA
N NEYEHUE HOBOW KOPOHABWUPYCHON
NHDEKLUWN (COVID-19)

Bepcus 10 (08.02.2021)
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PempecuBup npun COVID-19

[NokasaHue: neyeHme COVID-19 y B3pocCnbIX C MHEBMOHUEW,

TpeObyloLLlen AONONHUTENBHON OKCcUreHoTepanum

PeXXum npuMeHeHUA: pekomeHayemaqa aosa npenapara ans
B3pOCnbIX cocTaBndeT B nepsbin aeHb 200 mr Pemaecusupa,
3atem no 100 mr Pemaecusunpa ogHokpaTHO B BUAe

BHYTPUBEHHOW NHY3NK 1 pa3 B CYyTKM.

O0wasa npoaoMKNUTEeNbHOCTb JIe4eHUs cocTaBnseTt He boree 10

OHEN

http://grls.rosminzdrav.ru/Grls_View_ v2.aspx?routingGuid=b9523548-aa9f-4305-9d99-8648f7ffea29&t=



Pempaecusup B PKV
Adaptive COVID-19 Treatment Trial (ACTT-1, ACTT-2)

UccaenoBanme ACTT-1 Bxirouano 1062 manuenTa: rpymnma peMaeCuBUpa U rpyIa mianeoo

* B rpyre peMaecuBupa cpeaHee BpeMs BbI3oposieHus -10 gueit (95% noBepurenbHbN naTepBai [ 1] oT 9 no
| 9% p pacp p p p p

11); B rpynme miame6o - 15 gueit (95% JAU: ot 13 go 18) (cooTHomEeHne nokazaresneu BeizaopoBiaeHus — 1,29; 95%
JM: 1,12-1,49; p<0,001 mo log-rank-kpurepuro).

 [Ilo onenke kpuBbix Kamnana—Meiiepa, cMEpTHOCTb cocTaBuiia 6,7% s pemaecuBupa u 11,9% s mnanedo Ha 15-
it nens u 11,4% nis pemaecuBupa u 15,2% mis mamne6o Ha 29-i nesb (otHOIeHue puckos [OP] — 0,73; 95% JIU:
0,52-1,03).

UccaenoBannme ACTT-2 Bxirouano 839 yenosek 408 pemaecuup+iuviaiedo, 431 pemaecuBup+oapuIiiuTUHUO

* Bbapurutuan6 + pemaecuBrp MPEBOCXOINI OJUH PEMJICCUBHUP B COKPAIICHUH BPEMEHH BBI3JIOPOBICHUS 1
YCKOPEHUH YIyUIIEHUS KIMHUYECKOTO cTaryca cpeau nanueHToB ¢ Covid-19, ocoOeHHO cpeay Tex, KTO Hoydall
BBICOKOIIOTOYHBIN KHUCIOPO MM HEMHBa3WBHYIO BeHTHIIsAIHMIO Jterkux (95% I, 6 to 8), as compared with 8 days
(95% [IM, 7 to 9) with control (rate ratio for recovery, 1.16; 95% J11, 1.01 to 1.32; P = 0.03)

Kalil AC, Patterson TF, Mehta AK, et al. Baricitinib plus Remdesivir for
Hospitalized Adults with Covid-19. N Engl J Med. 2020 Dec 11. doi:
10.1056/NEJM0a2031994, https://dx.doi.org/10.18565/pharmateca.2020.13.17-20




Pempaecusup B PKV

SOLIDARITY

» UccnemoBanme Solidarity Bxmroumno 2750 mamueHToB, MOTyYIaBIINX
PEMICCHBUP

* PemaecuBup o0namaeT HE3HAYUTEIBHOU MW HYJIEBOM 3(P(HEKTUBHOCTHIO C
TOYKH 3peHUs NpodunaakTuku cMepTHoCcTH 0T COVID- 19 nnu cokpalieHust
IPOAOIKUTEIILHOCTH T'OCIUTAIM3ALMN AUECHTOB  (KOA((PUIIUECHTHI

cMmepTHOCTH (€ 95% AW u ynciaoM ymepmmx/paHoMU3UPOBAHHBIX) COCTABUIIN:

OP - 0,95 (0,81-1,11, p=0,50; 301/2743 akTuBHBIX 1poTHB 303/2708
KOHTPOJIS))

Taxkum 00pazoM, peMIECUBUP HE CHU3WI JOCTOBEPHO CMEPTHOCTH (MALIMEHTOB
0€3 BEHTWJISILIMK WK B JJH000M APYTroM MOATPYIIIE UCXOAHBIX XapaKTEPUCTHK),
HAYaJI0 BEHTWIALMU UJIA TIPOAOIKUTEIIBHOCTD TOCIIUTAIU3 AL,

https://dx.doi.org/10.18565/pharmateca.2020.13.17-20




Ha Tepputopun PO 3apernctpmpoBaHo 3
nccnenosaHna PemagecunBupa

TL-RMD-I-01 «MHOroneHTpoBOE€ OTKPHITOE PAHIOMHU3UPOBAHHOC NCCIICOBAHHE
s dhexTuBHOCTH 1 Oe30mmacHocTH npemnapara TL-RMD-| mo cpaBHeHUIO CO cTaHIApTHOM
TE€paNMUeEn B MAPAIUICIIBHBIX TPYNIAaX Y TOCIUATAIM3UPOBAHHBIX MAIMEHTOB C KOPOHABUPYCHOM

nadexnueit (SARS-CoV-2/COVID-19)», npoBoaurcsi

WA42511 «MHOroneHTpoBOE, IBOMHOE CIeNoe, paHI0MU3UPOBAHHOE UCCae0BaHue 3-11 a3kl ¢
11EJIbIO0 OLCHKHU 3(PHEKTUBHOCTH U 0€30MaCHOCTH PEMASCUBUPA B KOMOMHAIIAHU C
TOLIMJIM3YMaOOM B CPaBHEHUM C PEMICCHBHPOM B KOMOMHAIIUM C IIAIe00 y
TOCHUTAIIM3UPOBAHHBIX MAMEHTOB € TshxéEnon COVID-19 naeBMoHMEN», MPOBOAUTCS

REMVR-2020/1 «MHOTrOneHTpOBOE OTKPBITOE NPOCIEKTUBHOC PAaHIOMU3UPOBAHHOE
CPaBHUTEJIbHOE UCCIIEA0BAHUE M0 U3YYECHUIO 0€30IMacHOCTH 1 3(PHEKTUBHOCTA NPUMEHEHMS
npenapara Pemaedopm (MHH: pemaecuBup), mroduiam3ar 1y IPUTOTOBICHUS pacTBOpa JIs
BHyTpUBEeHHOTO BBeAcHUA, 100 mr (AO «®apmacunTesdy», Poccus) B cocTaBe KOMILIEKCHOU
Tepanuu y MaueHToB, rocnutain3upoBaHHbix C COVID-19», 3aBepmieno, pe3yabTaTbl He
0ny0JHKOBAHBI

http://grls.rosminzdrav.ru/CiPermitionReg.aspx



HayuyHoe 060cHOBaHMe NnpumMmeHeHuna pemaecusupa y naumeHrtos ¢ COVID-19

* Pe3ynbTarhl HECKOJIBKUX PAaHIOMU3UPOBAHHBIX KIMHUYECKUX UCCICA0BAHUM
peMeCUBHpa MOKA3bIBAIOT, YTO MaIUEHTHI, Hykaatomuecs B O2-repanus, UBJI,
OKMO (Sp0O2< 94%), nonyyaBiine peMASCUBHUP, II0 CPABHEHHIO C MAllUEHTaAMHU
MOJTYYaBIITUMH TLTAIe00, MENTH KIMHUYECKOE YIyUIIeHNE, CHUKEHUE CPOKOB

BBI3IOPOBJIEHUS U 4acTOThl MBJI

* B kimHnyeckux HCCJICAOBAHUAX HC ITOJTYYCHDI Y6CI[I/IT6JIBHBIe JaHHBIC BJIUSHUA

mpernapara Ha UCXObl, B TOM uncie u cMepTh npu COVID- 19

K.b. Mup3zaes, B.M. [IetoB «®apmareka», Nel3, Tom 27, nexadpp 2020 roga



PerncTp - MTHCTPYMEHT AnA XapakTepUCTUKN NeKapCTBEHHOro
npenaparta B peasibHON KITIMHUYECKOU NpaKTUKe

* Ciyx001 KIIMHUYECKOHN (papMaKoJoruu
JI3M ObL1 co3aan Peructp manyeHTos,
KOTOPBIM B YCJIOBUSIX CTAllMOHAPHOU
nmoMomu HauuHas ¢ 25.12.2012, B
MEIUIUHCKUX opranu3anusax /[3M
HA3HAYaJICA B PyTUHHOM MIPAKTUKE

JIEKAPCTBEHHBIN npenapar PemaecuBup

 JlanHas HaOmrogaTeabHas (perucTpoBasi)
Hay4YHO-MCCIIeIoBaTeIbCKas MporpaMmMa Obliia
o00peHa MockoBCKkUM ['0pOJICKHM ATHUYECKUM

KOMUTCTOM
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S o W

NToro:
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/9
111

433
257
59
86

93
1220



AHanu3 Peructpa nauymeHToB, nony4yarowmx Pempecusup (n=1220)

Pacnpezle.ﬂenne MNannucHTOB 110 HOJIy Pacnpezle.nenne NnainmmucHToOB 110 B03paCTy
0
-l 46,6% ot 18 go 30
ot 31 go 40
34, 7% ot 41 oo 60
mor 61 0o 80

ctapwe 80 net

45,9%

10,5%

597U

KEHCKUM MY>CKOW KOMWYECTBO MNALMEHTOB
HaubGomnbliiee konm4ecTBO MallMeHTOB OBLIO B BO3pacTe oT 61

1o 80 et m or 41 1o 60 ner



AHanus Perucrtpa naumeHToB, noayvarowmx Pemaecnsup (n=1220)

PacnpenejieHue NAaUEHTOB 10 cTeneHu TsikecTn TedeHust COVID-19

P 1 6%

[IpeoGmamaeT cpeqHETIKEOE U THKEI0E

teueane COVID-19

m KpanHe Taxenas

B Taxenas
CpenHeTsikenas
Jlerkas



AHanu3 Peructpa nauymeHToB, nonyyarowmx Pempecusup (n=1220)

KoMiuiekcHas onieHKa creneHu Tsakect Tedenuss COVID-19

Pacnpenenenue maiueHToB 1Mo cymMme 6asuioB 1o mikaie NEWS Pacripeiesienune malMeHToB 10 YPOBHIO MOPAYKEHUS JIETKHUX

21% 39%

19% 20%

KonnyectBo naymeHToB

0,8% 0,7% 0,39% 0,4%

0 il 2 3 4 5 6 7 8 9 10 11
Cymma 6annos

KTO KT1 KT2 KT3 KT4

Tsoxects Teuerns COVID-19 onenuBanachk KOMIDIEKCHO: ¢ TTIOMOMIBIO MIKaiasl NEWS
(National Early Warning Score) u tsbkecTr mopaXeHHs JIETKUX 10 JaHHBIM KOMITbIOTEPHOM ToMOoTpaduu



AHanu3 Peructpa nauymeHToB, nony4yarowmx Pempecusup (n=1220)

PacnipenesieHre NaAEHTOB MO PeKUMAM MPOTHBOBHPYCHOM Tepanum

PEMOECVBWP 81,0%

KOMBNHNPOBAHHAA 19 0%
NMPOTMBOBUPYCHAA TEPATNA 70 ‘ ‘
|

0,0% 20,0 40,0% 60,0 80,0% 100,0%

SABUTTNMPABUP 47,8%

PUAMNITIOBUP 47,3%

rMMAOPOKCUXNOPOXWH 3,4%

PUAMUITIOBUP+OABUTTMPABUP 1,5%

0,0% 10,0% 20,0% 30,0% 40,0% 50,0% 60,0%

* 81% manueHToB MoJIy4aii B KAYECTBE
IIPOTUBOBUPYCHOU TEpAIUU
Pemuecusup

* 19% nony4yanu KOMOMHUPOBAHHY IO
MPOTHUBOBUPYCHYIO TEPAMHIO



AHanu3 Peructpa nauymeHToB, nony4yarowmx Pempecusup (n=1220)

PacnpenesieHre NanueHTOB MO MPOTHBOBOCIAJIUTEILHOM yIIPeKAAI0IIel
Tepanuu

* [IpoTUBOBOCTIAIMTEbHAS YIIPEK TAOIIAS
Tepanus NPOBOAUIACH Y OOJIBIITMHCTBA
narmerToB: 92%

E [1poBogunacb

He nposogunacbh
TAPIETHBIE MNMPEMAPATDI _ 38%

* BoJIBIIMHCTBO NMALIMEHTOB MOJyYaln TAPIETHBIE MPEMAPATbI + MKC 41%
KOMOMHHUPOBAHHYIO ITPOTUBOBOCIAIUTEIBHY IO "

TCPAIINIO: I'KC + TAPTCTHLIC IIPCIIAPAThI 0% 5% 10% 15% 20% 25% 30% 35% 40% 45%




AHanu3 Peructpa nauymeHToB, nonyyarowmx Pempecusup (n=1220)

Hcnoan3oBaHue IIPOTHBOBOCHAJUTCIBbHBLIX TAPIr€¢THLIX IIPC€IIaparoB

TOUWNJTM3YMAB 61%
1 TAPTETHbIV NPEMAPAT 56%
OJIOKN3YMAB
2 TAPITETHBIX TMPEMNAPATA = IMVAR
BAPUUNTUHUNB
3 U BOJIEE TAPIETHbIX
NMPENAPATA CAPUITYMAB
| \ ‘
0% 10%  20%  30%  40%  50%  60% TOSALUMNTUHNB
| |

0% 10% 20% 30% 40% 50% 60% 70%



AHanu3 Perucrtpa nauyueHToB, noay4vyarwowmx Pempaecusump

Pacnpenesenne koMopouaHoii maroaoruu (N=1220)

BPOHXNAJIbHAA ACTMA

XOBbI

XCH

XPOHUYECKAA BOJNE3Hb NOYEK
CAXAPHbIV OWABET

OXWPEHUE

APTEPUAJIBHAA TMMNEPTOHNA

0%

10%

20%

30%

40%

50%

60%

60%

70%

BoJbIIMHCTBO MAIMEHTOB ObLIIM KOMOPOU/THBI.
B cTtpykTrype koMopOMAHON TATOJIOTMU HauboJiee
4acTO BCTPEUAINCH: apTepUaIbHas TUIIEPTOHUSI,

OKUPEHHUE, CaXapHbIM Jua0eT



AHanus Perucrtpa naumeHTtoB, nonyvarowmx Pemaecmnsup (n=1220)

Kinnnueckue HCXOAbI MPOJCYCHHBIX
IHanueHroB

B HeT gaHHbIX

E CmepTb
Yny4weHve
B YxygweHve



AHanu3 Peructpa nauymeHToB, nony4yarowmx Pempecusup (n=1220)

He:xesiaTesbHbIC peaKkUUi, CBSI3aHHBbIE ¢ IPUMeHeHueM PemaecuBsupa

KonuuecTso OueHka 6e3onacHOCTH

HexenatenbHas peakuus .
peakuumn

PempaecmBupa oueHuBanach c
otek KBuHke 1

1 NnoMoLblo permctTpauunun

ToKcukogepmus, nobileHne yposHa AJTT, ACT
nosblileHne yposHs AJlT, ACT 6 CMNOHTAHHbIX COO6LL|,eH|/||7| o)

pPa3BUTUN HEXEJTIaTEeJIbHbIX peaKund

B AUC «DapmakoHaasop»

Mo gaHHbIM Pernctpa, obino 3adpukcupoBaHo 8 (0,7%) HexenaTenbHbIX peakunn, Kotopble dbinn

paspeLleHbl 40 BbINUCKW U3 cTaumoHapa



BbiBOAbI:

1. V nanuentoB ¢ COVID-19, koropsle monydanu PemaecuBup B COCTaBe KOMIUIEKCHOW Tepanuu B
MEIUIIMHCKAX OpPTaHU3aIUsAX TOCYTapCTBEHHOW CHCTEMBI 3[IPaBOOXPAHCHHsI TOpoaa MOCKBBI B PYTHHHOM

KJIIMHUYECKOU MPAKTUKE, BHI3IOPOBICHUE JOCTUTHYTO B 84%.

2. MCI[I/IaHa BPEMCHHU N0 HACTYINICHUA KIIMHUYCCKOIO YIIYUYIICHHA Y MMAIIMCHTOB, BKIIFOYCHHLIX B PGFI/ICTp, I10

mkaie NEWS cocrasumna 4,8 nneii.

3. CpenHsst NpoAOIKUTENBHOCTD JUXOPAJKN Y TAIIMEHTOB, BKIIOYEHHBIX B Peructp, cocraBuna 4 1Hs OT
Hayalia BBEACHUS pEMIECUBUPA

4. CpenHsisi IPOJOJKATENBHOCTh NPEeObIBaHUS B CTAlMOHAPE Y AIMEHTOB, BKIIOYEHHBIX B Peructp,
cocraBuia 11,1 mueii.

5. ¥V 92% nanueHToB, BKIIOYEHHBIX B Peructp, mnorpeboBaioch MPOBEACHUE MPOTUBOBOCHAIUTEIHHON

YIIPEKIAIOIIEN TEPAIUH.

6. Y mamueHToB, BKJIIOUCHHBIX B Peructp, mpoaeMOHCTPHUPOBAH OJAarompusATHBIN Npoduis 0e30macHOCTH

Pemnecusupa (y 0,7% nanueraToB ormedeHsl HP).



CIIACUBO 3A BHUMAHUE



& Webiomed

DNEKTPOHHbIE MEANLIMHCKME KapTbl Kak
MCTOYHUK AaHHbIX PYTUHHOW KITMHUYECKOW

NPaKTUKWU: NMePCneKkTnBbl N Npobnemobl

['yceB AnekcaHap, K.T.H., AMpEKTop no pa3sututo busHeca, Webiomed




MnaTtdopma NPOrHO3HOM aHAMUTUKN @ W EB 1O M ED

2] 5:¢ =] O6paboTka 0b6e3nmnyeHHbIXx DMK ans oueHKn pUCKOB pa3BuUTUS 3aboneBaHnn U1
T BblSIBEHNS NOAO3PEHMI C MNOMOLLBIO TEXHOOMMM UCKYCCTBEHHOMO MHTENNEKTa

WEBIOMED - 370:

MepBas u eaAMHCTBEHHas Poccuiickas cuctemMa noaaepxxkm
NPUHATUS BpadebHbix peweHun (CTMBP),

JInpep cpean poccumnckmnx NMN-ctaptanos ans

3[paBOOXpaHeHns *

3aperucTpupoBaHHas kak MeanUmHckoe nsaenuve (SaMD) V MobeanTenb B HOMUHAUMK «LindpoBsble pelueHns s
3QpaBOOXPaAHEHNS» KOHKYPCa AHAIMTUYECKOrO LIEHTpa Npw
AHanm3 06e3NMYEHHbIX JaHHbIX NaLMEHTOB, OonpeaeneHne MpasuTenscrse PO

3a60n1eBaHnn N KIMHUYECKUX COCTOSAHUMN
Vv UundpoBsoe pelleHne, pekoMeHA0BaHHOE K BHEAPEHUIO U

SKCMEepTHOE «BTOPOE MHEHWe» Afs Bpaya 6e3 pyyHoro BBOAa TMPAXMPOBAHUIO B CybbekTax Poccuickon deaepaumnn
NaHHbIX 1 06paboTkn NHPOPMaLM BO BpeMs Nprema Vv MobeanTens B HOMMHaLMK «Ipopbis roga» npemum Digital
Health Awards 2020

Vv Tllobegutens B HOMMHaumn «LindpoBas meanumnHa»

BHYTpEHHWIN KOHTPOb KaYecTBa OKa3aHusi MeANLIMHCKOM

nomMoLin
KOHKypca «Craptan-pannun 2020»
089/ TO4HOCTb M3BNEYEHNS 5(Q MNPOrHO3HbIX V' Tlobeamntenb KoHKypca Sanofi cpefn MHHOBALMOHHbIX
AaHHbIX 13 DMK mMogenen MPOEKTOB B 061aCTV LMPPOBOro 34paBoOOXpaHEHNS
o . V TobeanTtenb KOHKypca «TeXHOMIOrMM YMHOWN KITMHUKN>»
92% TouHoCTb NporHo30B 25 NLP-mopenei CMBMPCKOro rocyAapCTBEHHOMO Mef.yHVMBepcuTeTa

OT4er «PedTuHr CTapTarnoB UCKYCCTBEHHOIO UHTE/I/IEKTA. MMEPCIIEKTUBBI A/18 34paBooxpaHeHns Poccum», https.//evercare.ru/news/reyting-startapov-iskusstvennogo-
intellekta-perspektivy-dlya-zdravookhraneniya-rossii



https://evercare.ru/news/reyting-startapov-iskusstvennogo-intellekta-perspektivy-dlya-zdravookhraneniya-rossii

CxeMa cbopa RWD un3 «cblpblX AaHHbIX» DMK

dopmMmnpoBaHNe KadyecTBeHHbIX HabopoB AaHHbIX (data set) peanbHOM KNMHWMYECKON MPaKTUKK
(RWD) 13 aneKTpoHHbIX MeanUMHCKUX KapT (IMK) MOXXHO CpaBHUTL C NPOU3BOACTBOM
BbICOKO-OKTaHOBOIr0 6€H3nHa 13 cbipon HedTH

«[lobblua HedpTn» «Cbop HepTn» «M3BneyeHne beH3nHa» «3anpasBka notpebutens»

Cucrembl Cucrema Cucrema Cucrema
BeaeHnsa DMK LEeHTPaIM30BaHHOIO N3BIe4YEeHNS dopMMpoBaHuS
cbopa «CbIpbIX» LOaHHbIX HabopoB
OAHHbIX (NLP-cepBuc) AAHHbIX MO
(Data Lake) TpeboBaHUsM

Natural Language Processing (NLP) - 06paboTka ecTteCTBEHHOIO 53biKa, HarpaB/iEHNE TEXHOIOM UCKYCCTBEHHOIO MHTENI/IEKTA, 334343 KOTOPOro — O0yYUTL MALLUMHY
[OHUMAaTL 1 06pabaTtsiBaTh S3bIK HE/NOBEKA, hitps.//ru.wikipedia.org/wiki/o6paboTka e€CTECTBEHHOIO A3bIKa



https://ru.wikipedia.org/wiki/обработка_естественного_языка

[ naBHblE NpuynHbl Nnpobnem ¢ MK kak RWD

VNICTOYHUKM MeaMLMHCKOM JNeKTpOHHas OcobeHHOCTU BeaeHnsa DMK
AL MEAMLIMHCKAS KapTd « 1o 80% 3anucei — TeKCTOBble AOKYMEHTHI,

Py4Hoe BHeceH1e AaHHbIX HECTPYKTYPUPOBAHHbIE AAHHbIE

B vHTepgenc SMK Yem 6onee hopManm3oBaHHas akpaHHas hopma

[NS BHECEHMS MHADOPMaLMN — TEM BblLLE

KaueCTBO U HUXKE CKOPOCTb 3arosHEHUS]

dopMann3oBaHHbIN NEPBUYHBIA OCMOTP
Mopsinka 500-900 nonewn, cnpaBOYHUKM
3Ha4yeHuNn, cp. BpeMs 3anosHenns — 30-40 MuH.

Mopsiaka 12 nonen, wabnoHbl FOTOBLIX TEKCTOB,

. MepBUYHBIN OCMOTP Ha OCHOBE LLAB/OHa
i Cp. BpeMs 3aroJiIHeHns 3-7 MUH.

« [loBTOpHOE Ncnosnb3oBaHue (KonMpoBaHKUe)
OaHHbIX U3 NpeablayLwmnx JOKYMEHTOB
« OTcyTcTBME OPMATHO-NTOMMYECKOro KOHTPONS

. /;BaT:rb?;V(')‘fggg;y”ﬂeopBeaia:ﬂa NOMHOTBI M JOCTOBEPHOCTU AaHHbIX
[aHHble C ANArHOCTNYECKOrO B8 MUC « [naBHbIN KpuTepun IMK — yno6CTBO 1 CKOPOCTb

obopyaoBaHus BHECEHUS MHDOPMaLINK




O6beM cobpaHHbIX «CbIPbIX» AaHHbIX

2 P 8 [launeHTOoB

MJ1H

1 1 1 [1OKyMeHTOB

19 AMBYaTOPHbIX
=~ Clly4yaes

1 ’ 5 NcTtopmn 6one3xu

MJ1H

23 Buaa CoM/loB

Cratucruka Ha 01.09.2021

Tun pokymeHTa

[MpoToKON BpayebHOro ocMoTpa

[MpoTokon NabopaToOpHOro nccneaoBaHus
ONEKTPOHHbIN peuenT

WHCTpyMeHTanbHOe nccnegoBaHme

SNMKPKN3 No 3aKOHYEHHOMY Crly4aro aMoynaTopHbIN
JINCTOK BPEMEHHOM HETPYA0CMNOCOOHOCTH
PesynbTaT AgncnaHcepusaymmn/npodocmoTpa
AHKeTa an4a rpaXkgaH B Bo3pacTe o 65 net

KapTa Bbl30Ba CKOpO MegULUHCKOU MOMOLLU
AHKeTa ansa npodocMoTpa / AncnaHcepmsaumm
MeauUMHCKOE CBUAETENbCTBO O CMEpPTU
[lpoTOKON onepayumn

AHKeTa an4a rpaXkgaH B Bo3pacTte 65 neT n crapule
INMKpPU3 B cTauMoHape BbIMUCHOW

AKT Me[. oCBMAETENbCTBOBAHUA Ha COCTOAHMUE
OMNbsAHEHMUA

AHKeTa CKpUHWHra 340poBbA

MeanunHCKOe CBUAETENbCTBO O NepuHaTasibHOW
cMepTH

49,51
24,75
10,59
9,05
2,25
1,89
0,62
0,49
0,22
0,29
0,16
0,08
0,07
0,02

0,01
0,01
0,00



He Bcd DMK — 3TO «nnoxue» AaHHble

MpuemnemMas 4OCTOBEPHOCTb AAHHbIX. COMHUTESbHbIE

[aHHble

Ownbkn meHee 5%

X
0 f
% L N B N B 3 N _§N &N N _§B N N N N _§N _§N _§ N B N _§B N _§B N & N _§B N _§N &N N _§N N _§ _§N _§B_§N | I N
= :’ 5% SMK: 30Ha BbICOKMX PUCKOB, OLIMbKa >5% i
> . Kaptbl BbibbIBLLErO 13 CTaLMOHapa ¥ TanoHbl aMby1aToOpHOro navmeHTa i
é S (OMC, meanumHCKas CTaTUCTUKA), 3aKTI0UYNTE/bHBIE ANArHo3bl "
g -----------------------------:------ I N
O ‘ 49% SMK: 30Ha yMepeHHbIX p1CcKoB, owwmnbka 1-5% N
3 | MpoToKOsbI BpaiebHbIX OCMOTPOB, 3aMOJ/IHEHHbIE HA OCHOBE |
o : LLab/I0HOB, aBTOMATUYECKM CreHEPUPOBAHHBIE BbINMUCHbIE i

|
P S AMMKPULL
-
U L B B N N N N B B B B § &N §B §B B B §B B §B B &N _§B B B B B | s I N
% o™ S S S s ~ -
= " 46% DMK: 30Ha MMHMMasbHbIX PUCKOB, OWMbKa < 1% :
Qo . TpoTokosnbl NabopaTOpPHON M UHCTPYMEHTANbHOW | :
Q. : .
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UCTOYHUK: pe3yJIbTaThl AHA/IN3 AaHHbIX r1aTgopmsl Webiomed [Oonsa 3anucen B IMK



BbiBOAbI O COCTOSIHUM «CbIPbIX>» AaHHBbIX.
AHanuntnka Webiomed.

Vv B cpegHeMm 80% S5MK naumeHTOB coaep>XUT MUHUMAJTbHO-
Heo6xoaMMyo MeaULIMHCKY0 MHOPMaLNIO

Vv [lo 50%b DMK coaepxaT AaHHble He 6onee yeM 3 nocneaHux roaa
Vv Jlnwb 26% DMK coaepxaT naHHble HabnoaeHnsa ot 5 ao 10 net
Vv Okono 50%o 35MK — 3TO NpOTOKO/bl BpadebHbIX OCMOTPOB

YV Okono 33% 2MK- npoTokon n1abopaToOpHOro U MHCTPYMEHTAIbHOIoO
obcnenoBaHus

YV Tlopaaka 95% S5MK MOXHO A0oBEepAaATb NpU YCIIOBUM NPaBUNbLHOIO
N3B/ieYeHnsa AaHHbIX N KOHTPO/Ie KayecTBa

[aHHbIM DMK MOXXHO BepuTb M UCNO/Ib30BaTh.

HO KOHTPO/b KayecTBa AaHHbIX KPUTUYECKU BaXkeH!



‘(‘J BEEMOMEA NCKYCCTBEHHbIN UHTENNEKT

B 340paBOOXPaHEHUN

https://webiomed.ai/ @ BKoHTakTe

https://vk.com/webiomed

Facebook
https://www.facebook.com/webiomed/

®
(t) Twitter
®

https://twitter.com/webiomed

Telegram
https://t.me/webiomed

YouTube
https://www.youtube.com/

Cnacunbo 3a BHUMaHuel!


https://webiomed.ai/
https://vk.com/webiomed
https://www.facebook.com/webiomed/
https://twitter.com/webiomed
https://t.me/webiomed
https://www.youtube.com/channel/UCObOwO7A_F_LG-DxcCNNFrg/featured

SANOFI .2

PaboTa ¢ gaHHbIMWN PYTUHHOW MPAaKTUKN NPU
pa3paboTke nccreqoBaHum

TatbaHa onbgnHa, K.0.H,

PykoBoanTens HanpaBneHusi No AaHHbIM PYTUHHOW NPaKTUKK
y an P a Py P 22 okTAbpa 2021r
N HAY4YHOM KOMMYHUKaLNWK,

MeguumHckun genaptameHT



«Kapmy 2opoda, kak Bceedaq,
muameNnbHoO U3YUUA 3apdaHee, eue
domMa, — 3my uacmb nod2o0mobkKu
NOOUN edBa Nu He doAbue, UeM camo
nymewecmbue, U HUukKo20a He Kanren Ha
Hee BpemMerHus.

Om meopuu K
npakmuke

O Makc Opau
O 5 «CKA3KU cmapoz2o BuAbHrocd [l»

}) KnouyeBble NOHATUA. AICTOYHUKN OaHHBIX

LUudpoBble TexHonornn Ha nonb3y RWE

’ O6GecneyeHue KayecTBa AaHHbIX
SANOFI g



SANOF

MeToaonorns Methodology

MeouuMHCKKMe TexHoNOrMK. JOUeHEA W BuIGop Medical Technologies. Assessment and Choice
2020, Me3 (41), cc. 9-16 2020, no. 3 (41), pp. 9-16
https:/ /doi.org/10.17116/medtech2020410319 https://doi.org/10.17116/medtech2020410319

Jlannble pyTuHHO#M npakTHKH (real-world data): oT nnanupoBanus K aHaau3y

© Al COAMOAOBHMKOB', E.HO. COPOKMHA', T.A. TOABAMHA®

"OO0 «Cramanaokce, Ekatepunbypr, Pocows;
*AD «Canotm Pocouax, Mocksa, Pocous

PE3HOME

B nocaeanue neckosbko aeT B POCCMM 3HAYMTEABHO BHIPOC MHTEpPEC (apMaluesTHYeCKOd OTPAcAH M MEAHMLIMHCKOTD coobie-
CTEA K HanpaBaeHuo real-world evidence (RWE, coBoky nHOCTE AOKa3aTEALCTE B PYTHHHOA KAMHWYECKOR npakTuke). [pu 3Tosm
AQ CHX NOP HE CYWECTEYET EAMHOH PYCCKOA3LIMHOA TEPMHHOAOTHH B 3TOH 00AaCTH, 3 TAKKE YETKOrO NOHMMAaHHA BOex Heobxo-
AMMBIX NPOLSCCOB AAA PEAAH3IAUMH HOCABAOBAHMH, COIAAHHLX HA OCHOBE AAHHBIX PYTHHHOR NPAKTHEM. LIEAMO HACTOAWER CTa-
ThH ABAAETCA AKTYAAM3ALUMA H OLUEHKA C PasHbIX CTOPOH POAM W OCODEHHOCTH AHHLIX [y THHHOW npakTHkk (real-world data, EW D)
B npouecce (hOpMHpOBAHHA HAYYHLIX AOKa3aTeabcTE. B cTathe yTouHROTCR noHaTHA KW D u BWE, Braoyan ocobenHocmy pycoko-
A3BMHOA TEPMUHOADTMH, NPEACTABASHA KAACCHIHMKALIMA HCTOMHHKOB AAHHLIK, NOCTPOEHHAN NO THNY MCTOMHWKR, ONWCAHB 0CoBeH-
HoCTH RW D, OueHka M aHAAMS 3THX COCTABARKIOWMY AAHHBIX SBARIOTCH KPHTHYECKH BAKHBMM NPH NAAHHPOBAHMM HOCASADBAH WA
M, KaK CABACTBHE, MIPAKT Oy WECTBEHHY 10 poAb B 0DecneveH kavecTea W aocToseprocTi EWE. B cTathe npeacTaBaeHbl KAKHE-
Bhie (haKTOPH W NPaKTHYECKHA AATOPHTM NAAHMPOBAHMA WOCASAOBAHMA, NOCTPOEHHBX HA AAHHEX PYTHHHOA NPaKTHKW: NPOBE-
AEHHE gAp-aHAAHIOE M MHOMOMAKTOPHAA OLEHKA AGHHBIX PYTHHHOA NPaKTHKW. 3TH ACNEKTH NO3BOARIOT CHOPMYAHPOBATE Kave-
CTBEHHOE WCCABAOBAHME, nocTpoerHoe Ha RWD. Avasmz RWD, B oTaMuME OT aHaAM3a AGHHBIX KOHTPOAHPY EMBIX KAMHHYESOKHX
HCCABAOBAHHA, XaPAKTEPUIYETCA 3HAYHTEALHO BOALWIMM AKLEHTOM B CTOPOHY BLIABAEHHA, KOHTPOAR H KOMMNEHCAUWH BOIMOKHBIX
ovewawwnx daktopos (confounding) m cucTemaTiueckux ownbok (bias). B ceasm © 3THM B cTaThe ChopMYyAHPOBAHE! GCHOBHEE
33A34H H NPOBAEME, KOTOPHE HeobXoAMMO pEWHTDL Ha 3Tane anasksa RWD. Ha ocHoBe npeacTaBAEHHOMD MATEPHAAA CAEAAH Bhbi-
Boa 0 Tow, 4To VWD MrpanT ocHOBONOAAranWwy D poab, ASKAT B OCHOBE BCEX NPOLECCOR M NOCASAOBATEALHOCTH WAaros, Hanpas-
ABHHEX Ha noayvetne FWE W, Kak cABACTEHE, NPHHATHE pelleHA. CHCTEMHBIA NOAXOA, OCHOBAHHLIA Ha MHOMOCTOPOHHER paboTe
¢ WD, Byaet cnocobBCcTEOBATE NOBHWEHHID KAYeCTBa noaydaembx KW E. Crates mveeT BoAblIOS NPHKAAAHOE 3HAYEHHE: Npea-
CTABAEHHBIE AATOPHTME M OLEHKH MONYT DbiTh BHEAPEHB OPraHH3aTOPaMH M HCNOAHHTEARMM HCCAEADBAHWA B PY THHHYID NPaKTHEY.
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By|v|a>|<Hb|e N SJN1IEKTPOHHbIE MEANLUNHCKUE KaPThbl

MeauuumHckue
KapThbl

BymaxHble KapTbl
nauueHTOB

v" Nctopun bonesHen
v AmbBynaTtopHble KapTbl

v PesynbraThl
ONarHoCTUKM (BKIo4as
nabopartopHble
aHanmsbl)

SANOFI \J

Py4Hou BBOA

v

[TlpocnekTnBHoOE,
PETPOCNEKTUBHOE

[locTtyn B apxuB

TekyLwine 3anmcu, ecnu
naumeHT nopa
HabnaeHnemM nnu
HebornbLas rnybuHa
cbopa gaHHbIX

Case Report Form (CRF) =
NHanBmayanbHaa pernctpaumoHHas

Kapta (MPK)

MuHycbl:

[ToTepun BpeMeHu Ha
NepeHOC OaHHbIX,
Banuaauuo gaHHbIX U
opraHusaumio
nccrnenoBaHms
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Real World Data — onpeaeneHue (FDA)

Real-World Data (RWD) are data relating to patient D e
health status and/or the delivery of health care D
routinely collected from a Variety of sources*

Examples of RWD include data derived:
= from electronic health records (EHRS),
= claims data,

“I’!pﬂl HICHRIHE TR BERAC TREHHRTY CENCTR

ATl npe mesTyTIETHY AJ npa nanmcke

CRRCIEMOBAH K nps seniacks:
CHH AHRINS Kposd

= data from product and disease registries,

= patient-generated data including in home-
use settings, and

= data gathered from other sources that can
Inform on health status, such as mobile
devices.

*”Use of Real-World Evidence to Support Regulatory Decision-Making for Medical
SANOFI «p Devices” Guidance for Industry and Food and Drug Administration Staff, 2017



Real World Data (RWD) — paHHble pYTUHHOW NPaKTUKU

MNosBneHne TepMNHOB: [ Real World Data — 1991r [1] }

«real-world» B nepeBofe C aHrm: «uUMerwul OMHOWeEHUE K rnpakmu4ecKomy,
OelicmeumeribHOMY, 108ceOHEe8HOMY OflbIMy UJIU rpakmu4yeckou akmusHoCcmuy,
rpomueoriocmasrisii meopemuyeckumMm cumyauyusim unu crieyuasibHo co30aHHbIM
yCI108USIM, 8 MOM 4HUC/IE YCI1I08USM Hay4YHO20/r1abopamopHOo20 oribimax.

o 2018r. yeTKMX pyccko-
A3bIYHbIX TEPMUHOB He
ObIno BooOLe

2018r. 2020r.
JaHHble PYyTUHHON [JaHHble pyTUHHON [aHHbIe peanbHOWU ﬁ
KINTMHUYECKOU NPaKTUKN NMPaKTUKn KITMHNYECKOMU NMPaKTUKHN

Real World Data — 910 AaHHbIe, cObupaemMblie BHE TPaAMNLMOHHbLIX PaHOOMU3UPOBAHHbIX
KIMUHUYECKMX UCCIIeaOBaHUM N UCMONb3yEMble B 34paBOOXPaHEHMN ONS MPUHATUS peLlEHNI
[3] (onpeneneHune International Society for Pharmacoeconomic and Outcomes Research,

ISPOR)

1 Woolery L, Grzymala-Busse J, Summers S, Budihardjo A. The use of machine learning program LERS-LB 2.5 in knowledge acquisition for expert

system development in nursing. Computers in Nursing. 1991;9(6):227-234.
2 Caro JJ, Speckman JL. Existing treatment strategies: does noncompliance make a difference? Journal of Hypertension. 1998;16(7):31-34.

SANOFI 3 Garrison L. P., Neumann P. J., Erickson P., et al. Using Real World Data for Coverage and Payment Decisions: the ISPOR Real World Data Task
- Force Report. Value Heal. 2007; 10(5): 326—335



VICTOYHMKM AaHHbIX PYTUHHOW NpakTUKnM (RWD sources, Data sources)

UccnepoBaHusa Cucrema MaumeHT / yenosek
3/paBOOXpaHeHUA

MepuuymnHckue un

HOCMMbIE YCTPOMUCTB

- ’ = [ CouuanbHble
KnanHunyeckune ny | — )
= ) » CeETH Cuctembl
) . B [ ® } | HenpepbIBHOIO
- - OpyMbl -
LI‘Iparmaquecxmel CTpaxoBble L _ MOHWTOpUHra
- w - KomnaHum  CoumanbHble | -
L dapmako- CMW [ntoKomeTpbl
_ 3KOHOMMYECKUE | ) ‘ ’
NabopaTtopumn e a
- 2 \ J MpunnoxkeHuna ToHOMeTpbI
dapmakKo- ) 119 BBO/A
annaemmonoruy Perncrpbol MHAOPMaLLUM O duTHeC-
L ECKNE ) (Anar+o3os, 34oposbe 6pacneTsl,
) . __Npenapatos) CMapT-4achl U
HabntopatenbHbl o
o ..
AnTeKku

CornoodosHukos A.l., CopokuHa E.FO., [onbduHa T.A. HaHHble pymuHHou rnpakmuku (Real-World Data): om nnaHupogaHusi K aHanusy.
MeduyuHckue mexHonoauu. OueHka u 8bibop. 2020;41(3). https://doi.org/10.17116/medtech202041031

SANOFI \7 "
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M cKyccTBeHHbII HHTEIIEKT B 31paBooxpaHeHuH: Real World Data
1 Patient Voice — roToBbl Ji1 Mbl K HOBbIM peajIusiM?

© T.A. TOABAMHA', B.A. BYPMWCTPOB', 1.B. EDMMEHKO?, B.®. XOPOLLUEBCKMIA®

'AO «Canodm Poccun», Mockea, Poccun;

2000 «Cemantur Xab», Mocksa, Poccus:

'OIY «DeaepasbHBIA MCCACADBATEABCKHUA LEHTP «MudopmaTrka u ynpaeaenmer PoccuiAckon akasemun Hayk» Munobpraykn Pocoun,
Mockea, Poccun

PE3IOME

B HacToswee BpeMs OAMH M3 OCHOBHBIX TPEHAOB LM(PPOBM3ALMKM 3APABOOXPAHEHWST — WCMOAB3IOBAHWE METOAOB M CPEACTE MC-
KYCCTBEHHOrO MHTeAekTa (M) 1 HOBBIX MH(POPMALMOHHBIX TEXHOAOTHA AAS MOAASPKKH NPUHATUSA PEeHnid B AAHHOR obAacTw.
[lpr 3TOM B 4ACTH MEAMLIMHCKMX TEXHOAOTMA BCE DOABLIE BHUMAHHA YABARETCA NAUMEHTOOPMEHTHPOBAHHOMY noaxoay. B aan-
HOM CTaTLE CMCTEMATM3MPOBAHBI METOAB M CPEACTBA MM NPUMEHMTEABHO K 3APABOOXPAHEHMIO M (PAPMALEBTMYECKOR OTPACAM,
MAEHTHM(PHUMPOBAHBI HOBBIE TEPMMHBI B KOHTEKCTE HOBBLIX PEAAMA C YHETOM BO3HMKAIOWMX 33434, BbI3OBOB M BO3MOXKHBIX PEaAKUMA
Ha HMX, aKTYaAMIMPOBAHE IHAYEHHE W OCOBEHHOCTH AdHHEIX PYTMHHOR npaktukk (Real World Data, RWD) B unpposeix TexHo-
Aoruax. RWD Aexart B OCHOBE MHOMMX MPOLECCOB M 33A34 KaK B 3APABOOXPAHEHWHM, TaK M B (PAPMALIEBTHHECKOR OTPACAM, Urpas
BAXHYIO POAB B LEMOYKE YNPABAEHWA AaHHBIMM. CHCTEMBI NOAAEPXKKH NPUHATHA Bpadebbix pewenni (CITNBP) caeayeT pacoma-
TPHBATE KAK MEAMLIMHCKKE TexHOAOrMKM; Hapaay ¢ Real World Evidence (RWE) oHM MoryT BeITE HCNOAB30BAHEI B 3APABOOXPAHE-
HWKM B MPUHATHK peleHiA. Takum obpazom, B CBA3M C pasBMTHEM UM(PPOBBIX TEXHOAOTHA NPOCAEXKHMBAETCH CHCTEMHBIA MOAXOA
B OTHOWEHMH KK CAMMX TEXHOAOTWA, TAK M OAHOR M3 OCHOB ux paboTte — Real World Data. Cywectayiowme B HACTOAWES BPE-
MS 33A3AYHM M OFPAHMHEHHA TAKKE ABARIOTCA ODWMMK AR Takux HanpaeaeHui, kak MK, RWD w RWE.

SANOFI 2



|1. EHR RWD: from raw data to research ready data
* BeeneHue: LIMpoBbiE TEXHONOTHMK B 3apasooxpateHnu (30 Digital in Healthcare).
* EHF K@K 3HA4YMMBIA M AKTMEHD PACTYLWHIA MCTONHKME 0aHHbX AnA noTpebHocTed 30

* [pousccs pafioTsl C gakHsMA OT [ayw data 1o research ready data_- CMCTEMHBIA BHA [*mamo

cdenamb KopmMUEKY)
* Heckoneko OTAENbHLIX DAOKOB MOET Bbimh: MNpowecckH padoTel C AaHHBIMK OT [aW dala 1o

researchready data - GOKYC HA KOHKPETHRIE NPOLUECCEl PA0OTHI C AZHHBIMM
B pamHax Kasooro Gnoxa O@Th: ONHCEHWE, NPMMED HE KOHKPETHbIX OaHHBI, NPMMED POK

ngouecca & oBeCneYeHHM KaYecTea
- Cocroadue EHR B peanbHOCTH
* [pHMMER KOHKPETHBIA No AT
* RWD-based HOHUSNUKMA - npouecchl [ay data to research ready data, npMBOOAT K
GOPMUDOBAHHID KAYSCTBEHHOMD MyNa A3HHBIX AR PA3AWUYHBIX AKTMEHOCTEN B
30paBOoXpPaHEHHH.

*  JEKKYEHME: ponb KadecTea from raw data to research ready data e ofeneyeHHH KayecTea
evidence

2. From RWD to RWE: kmouyeerie npoweccsl gna obecneyeHHa HaYecTea
* BeeneHWe: ponk kKavecTsa from raw data to research ready data B odecneyeHnH Ka4yecTsa
evidence (denoem cea3xRy NPedbidyilel CMOmbU ¢ HWHEWHED mokus ofpasam)

*  HAouyeswe Npowecckl padoTsl © AaHHBIMK 4R 08eCNeYeHMA KEYECTEa - CUCTEMHBIR B
{*romro cdename Kopmunky)
Nanee packpsIEEEM 3TH NPOLECCE - ONHCEHKWE, MPUMER HE KOHKPETHBIX JaHHBIXK, [“momo
cdenamb KopmMUEKY)

* [|pOTOKOA HCCAEO0BAHHA KaK HHCTEYMEHT D33080r0 NAGHMPOBAHKA PaboThl C 4aHHBIMM [HKakKe
aCNeKThl HeobX04WMMO BHELDHTE B NPOTOKSA NPM MAGHWPOBIHKMH)
# [lpouwsccel yNpaeneHKHA gaHHbIMK (data managemeni)
*  BanMOauMAa pETDOCNEKTHEHBIX AaHHBIX
*  CT3TMCTHMUYECKMIA 3HANKM3 — OT NNaHa 40 OTYETS
SANC *  JAKNKYEHKHE: ponb obecneyeHHA KaYeCTES B KAKYEBRIX NPOUSCCax




KntoyeBoun npuHUun pas3paboTkn KOHLUENUMnU nccnegoBaHus
PDYTUHHOW MPaKTUKK

HET BMELLATEJIBCTBA B PYTUHHYIO NMPAKTUKY —

OLIEHKA PYTUHHOW NMPAKTUKW

KnroyeBon BONpocC: Kak ... B pPyTUHHOU NpaKTuke?

Hanpumep:

* YT0 OonucaHo B pyKOBOACTBE MO fle4eHnto 3aboneBaHnsa U Kak 3TO NPONCXOOUT B
PYTUHHOM NPaKTUKe?

» Kakue Tunbl/naTTepHbl NIeYEHNA S 3HAK0 B PYTUHHOW NPaKTUKE?

» Kakue naumeHTbl B pyTUHHON NpakTuke?

« Kak y4yacTto naumeHTbl B pyTUHHOM NPakTUKe XOO4AT Ha BU3UTLI K Bpady?/Kak gonro B
PYTUHHOW NpaKkTUKe ANUTCA rocnutanmaaums

 UTA.

SANOFI v -



Pa3paboTka uccnegoBaHnsa PyTUHHOM NMPAKTUKN
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Hayu4Hble
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/
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|
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|

¥

>_

.~

nuccnenoBaHusA

.

¥ PaspaboTka

KOHL,enuuu

PYTUHHOM
NPaAKTUKN

%




RWD B ocHOBe npoL,eccoB

COBOKYMNHOCTb

[JaHHble pyTUHHON AoKa3aTenbCTB

npakTtku (RWD)

——— WccnepoBaHna pyTMHHOUW
NPaKTUKN

C60p AaHHbLIX AHanus COBOKYNHOCTb
AaHHbIX AOKa3aTenbCTB
MepBUYHbLIE K UcTouHmnkm Knaccuyeckue = HayuHele
BTOPUYHbLIE AaHHbIX ) MeToabl (3 heKTNBHOCTD.
. aHanusa BesonacHocTb,
Y Ob6ecneyeHune o nyTb NauneHTa,
O npenapare u 3akoHopaTenb nncarenbHasd 3NMAEMMNONOTUS 1
”| o 3aboneBaHUAX cTBa CTaTnUCTUKa, op)
J
’ [MepcoHanbHble MHOMECTBEHHA? =  dapmMako3KOHOMNY
P perpeccust U T.A4.
é CTpykTypMpoOBa A AaHHble, 3TU4eCKne eckme
acnekTbl U TI.
HHbIE U HoBble
MeToAbl
HECTPYKTYypupo O6ecneyeHune
aHanusa
BaHHblE kayecTBa
\ Y, AaHHBIX TexHonorum
MCKYCCTBEHHOro
LlenoctHocte, MHTennekKTa

AJOCTOBEPHOCTb U T.MM.

SANOFI 2

PYTUHHOMN NPaAKTUKU

— [lpumeHeHune

MpuHaTue

pelieHnm

OueHka MeauLMHCKNX
TEeXHONMornm
CTparterna n TakTuka
neYvyeHns u
ANarHOCTUKN
PerynatopHble
peweHns
dapmakoHag3op
[n3ainH
ncecregoBaHum

N ap
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Pa3paboTka uccnegoBaHnsa PyTUHHOM NMPAKTUKN
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KapTupoBaHune gaHHbix (Data mapping)

@ OnucaHve NCTOYHUKOB:
. MyTn/
akvie UCTOMHMKM AaHHbIX NOAXOAAT CTOUHMKN e
* NS MOEro MUccrenoBaHus/Hay4HOM

334341 Unm Kopomkoe 3adayu ons Kakum
* UN3y4yeHud peaucmp, ornucaHue OdasibHeliwez20 obpasom
y / . coyuaribHble aHanusa aHanusupyem
npenaparta/TepaneBTn4eCcKou F— LCMOUHLK
obnactu hOpyMbI
NeTanbHbIM aHANU3 NCTOYHUKOB
OueHKa NCTOYHUKOB JaHHbIX

Kakne gaHHble?
. Kak nonyunTtb AOCTYN K AaHHbIM?
Bbibop nyTen ana aHannsa NCTOYHMKA

Kak nepegaTtb AaHHbIE?
SANOFI vp
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Ll,eJ'Ib nccerieaoBaHn4d - KOHE4YHaA TO4Ka - laHHbIE

Llenb nccneposaHuma

SANOFI 2

KoHeuyHana Touka

OaHHble

!

KnnHnyeckune nccnegoBaHus

Study Objective

Study End points

To evaluate HbAlc level dynamic
at month 6 in total population

e Percentage of patients
achieved individual target
HbAlc defined by treating
physician by Month 6

‘ UccnepoBaHus pyTUHHOM

NPaKTUKN
Data needed to receive evidence
Baseline Month 3 Month 6
predefined
individualized N/A or HbAlc HbAlc
HbAlc level
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KnrouyeBble cocTaBnsawoLwme KoHUuenumm nccriegoBaHus

[ Study objectives ] - [ Study end points (KoHeuYHble ]
ccrnenosaHme (Llenn nccnepoBaHuns) TO'-IKI/I uccregoBaHus)
PyTUHHOM i
NMPaKTUK
Plan of observation Data collection
[ Study objectives ] - [ Study end points (KoHe4Hble ]
(Llenn nccnepoBaHuns) TOYKM nccnenoBaHus)
KnnHnyeckoe
nceclriegoBaHue

Study schedule Study procedure
(Fpadhmk uccnegoBaHun) (Mpouenypbl nccregoBaHUs)

SANOFI\J .,



PoKyC Ha Ka4yeCcTBO - Ha4YMHaKLWUNCA TpeHa
pa3BuTuAa HanpasneHna RWE B Poccuun

/ \ / onpepeneHue

TepmuHos RWD n RWE,
°* HOpPMATMUBHO-NpaBOBOE
perynuposaHue B
Poccumn/EAIC,
[1po3payHOCTb * wucnonb3oBaHne RWE
n goBepue K AnA NPUHATUA
Real World pelieHuit:
Evidence - K/IMHUYeCcKue
pekomeHAaauum,
- OUEeHKa TeXHo/normm
3/,paBOOXpPaHEHMUS,
- BHeceHue
U3MeHeHUMn B
WHCTPYKLUMUIO no

\ NPUMEHEHUIo /

SANOFI 2 5

OObOecneyeHMe KayecTBa

KoMmneteHuuu
(3HaHuA, ymeHus,
HaBbIKW)




of their patients

with the help of Al
leveraging multilingual Natural Language Understanding

Irina Efimenko, founder and global CEO,
PhD in Computational linguistics, Associate Professor




KomMaH[a U ImapTHEPHI

= Oodwucel: LLBenuapud, Poccud, Kntam

» Bonee 100 neT onbiTa B o6nactm MM, NLP (mcxogHaa ob6nacTb KOMOeTeHU M),
ceMaHTU4YecKux texHonoruum. OgmMH mM3 ocHoBaTeneun (O.1.H., npod. B. O.
XopoLweBCcKMiM) — ocHoBaTelb CoBeTckoum (Poccmmckomn) Accoumanmim NI

= 50+ neT npealwecTBytoLWEero onbitTa B 6uotexe, MeguumnHe un dapme

= Bonee 100 yen/neT MHBECTUPOBAHbI B
COOCTBEHHYIO MYNbTUA3bIYHYIO NLP-

nnatdopMy B 0611acTU peaKux u apyrmx Harvard *
TSHKeNbiX 3a6on1eBaHUN Business =

i Harvard
A

3

: ad Business

= CoTpyaoHM4YeCcTBO C BeayLnMm (e
MeOULMHCKNMU BKCNepTaMU, NaumMeHTCKUMIM c © Review
OpraHusauraMu, TMAePamMn MHeHNN cpenm r DATA SCIENTIST
MaLMEHTOB (patlent advocates) h?f’*"i?é% The Sexiest Job of the 21st
= 300+ Hay4yHbIX cTaTen, 10+ IP | Century
m RWE from patient VOice WWW.FACEBOOK.COM/EMCACADEMICALLIANCE EMC
= [lapTHepbl: BonbwWmMHCTBO KOMMaHWK Ton-30
Big Pharma v me)XxpyHapogHbie buorex-
KOMMaHuUu




—g‘v
60+ YCIIEIIHBIX IIPOEKTOB B 30+ CTPaHax

LNCTH QLESN.
Logew St

[
Hipet Ty e Sar

NORTH 4 NORTH:
YL OLET ATLANTEIC
SN
Al‘c(." ]

LINYA RGP

PACTRIX tTLANTIC

QCLEAN

W

FHERN S OCE

Semantic Huboﬁ%




Pelrraemsie 3a1auu

PaHHee BbisgB1eHUe
HeANArHOCTUpPOBaHHbIX peAKUNX
naLuumMeHToOB

AHanwv3 onbiTa / NyTY NauMeHTa KakK
OCHOBA yCMNEeLwHOro JIoH4Ya Tepanuu
Nouck naumeHToB anga K1

AHoHMMM3auma no GDPR
NepeBoa C «NAaLUEHTCKOro» fi3blKa
Ha KJIMHUYEeCKUU

Semantic Hubo)fg



[TopTdennb moKazaHHUH

/
TepaneBTUYeCKMe obactum

= Oncology incl. rare tumors
= Neurology

= Hematology

= Autoimmune diseases

= |mmunology and allergy

= Dermatology

= Cardiology

= Respiratory diseases

= Endocrinology

= Lysosomal storage diseases
= Ophthalmology

= Gastroenterology and hepatology
= Nephrology

= Psychiatry

= Rare infectious diseases

Semantic Hubo\,cfg

60+ peOKNX U OpYyrmx TaxKenblix
3aboneBaHUI:

= OHkonoruqa: ~20
= Pepkue 3aboneBaHms: ~30

= [Opyrue TshXenble 3aboneBaHus,
Bbl6OpPKUN, COOTBETCTBYIOLLUE
CNOXXHOM cUcteMe Kputepme: 10+



Bce 3T0 — 6maromapsi naljieHTamMm

MaumneHTbl U X 6IU3KMNE NPEaOoCTaBNAAIOT AeTallbHble CBeAEeHUSA O CBOEM ONnbiTe
(dparmeHT peanbHOro coobuieHus)

O6pALLAOCb K BOM C O4EHb CPOYHbBIM U C/TOXKHbBIM BOMPOCOM: 18 MIOHS 3TOro roga Mosi Mama
(66 nieT) 6b171Q NMpoornepmpoBAHA Mo rnoeody PMMXK (mepBmMUHO-MHOYXKECTBEHHbIN CUHXPOHHbIN
PAaK). PaankasbHAs MAQCTAKTOMUKS o MaaganeHy. [AnarHo3 rnocse ornepaLmoHHbIN: NepBUYHO-
MHOXKECTBEHHbIWN CUHXPOHHbIN PAK. PAK rnpaBou Mos1o4HOU xeneldbl 1A cT., pTICNOMO Cl.
JItoMuHQIbHbBIVM TUM A. Pak neBout mosiodHou ykesne3bl 1 A cT., pTICNOMO GI. JIloMUHQIbHbBIN
Tmn A. IIF’X kotopas rnpoBoan/1ack 4o oriepaumnmn: cripasa Ki 10%, crneBa cripasa Ki 19%. 3a
MecsdLu 4o U cpa3y rnocsie onepaumnii Ha3HA4YuMIm AHQCTPO30/1, KOTOPbIM OHA U rnbeT. K
COXXQJIEeHUIO, pe3y/1IbTATbl HOM roToBU/IN 1.5 MecsuqQ! B npoLuecce HaOM roBopuin, YTO
aHQA/IM3bl xopoLimne u, ckopee Bcero, XT He 6yneTt v Mbl 1.5 CMIOKOMHO XAa/11, HO KOrAd
rnpuvexasin 3a 3aK/rYeHeM, HaOM CKA3a/1u, UTO PEKOMEHAYIIOT 4 KypCa XMW, HO pelleHue
30 PAMOHHbIM OHKOJ/Torom! A Bpems To yxxe rnpoLusio! Noka xaasav 3arice K PaArioHHOMY
OHKOJIOry Cbe3an/in B 2 KITMHUKKM Megcur HQ KOHCY/IbTAQUMKO, rae v 3aBedyroLas
XUMMOTEPArNeBTUYECKMUM oTAeIeHUEM (XXXXXXX) 1 KoOHCuUInym Bpayen B KITMHUKE HA
BOTKMHCKOM O4HO3HAYHO cKkA3asim XT He AesiadTh, T K. He BUAAT CMbIC/IA B HeN. CUUTAKOT, YTO
puckm XT Bbille 4eM OT He€ BO3MOXKHbIW pe3y/1bTaT. Korgd rnornasam K PAMOHHOMY OHKOJIOTY
OHQ CKA3Q/1d, YTO XUMUWIO Ae/1IQTb HOA4O U A/19 Hee NoKA3adHMeM SB/ISEeTCH BbIMUCKA U3
6onb/-/1/1ub/ H BAC yYMOJISKO B CPOYHOM MNOPSAKeE, €C/1M 3TO BO3IMOXKHO, MOCMOTPETb BbIMNCKY U
BbICKQ3ATh CBOE MHEHUE, T. K. IN6O HOM{LCPOYHO HAYUHATb KYPC XUMUM, JTNOGO HET...




3aueM 37ech «ITTyOOKass CEeMaHTHKa» ¢ -
MaKCHUMaIbHO HeCTPYKTYPUPOBAHHbBIE TaHHbIE ]

MHo20 n1em cmpadar muepenamu... [Ioro X, HoO nomouwb om He20, 0c06eHHO 8 nocaedHee
epeMs, (pakmuyecku Hy1e8asl.

MHozo nem cmpadaio muzpeHamu... )KuzHb He 8 padocmb, Ha pabome 8ce Hcaayromcs
Ha MOH HU3KYIo 3pdpekmusHocms. HedasHo mHe nponucaau Y, epode, nomozaem, cmasao
noJezve,

Semantic Hubo)f{,j



3aueM 37ech «ITTyOOKass CEeMaHTHKa» ¢
MaKCUMaJIbHO HeCTPYKTYPUPOBaHHbIE JaHHbIe

» 5] OpocHA IPUHUMATE 3TOT IIpenapar, Tak Kak 3dhdekra —
HOAB»
» (3ayeM TPATUTh AeHbIU Ha 3TH AOPOryIie TabaeTKH? Bcece
PaBHO KakK MePTBOMY IIpHIIAPKA...» O

= 4] ckazana Bpauy: «He momoraeT MHe Bail X... ToABKO
SKeAYI0K 6oAanT». MHE TYT HEJABHO IMOCOBETOBAAH MACAO

nraadped, Tak 94To, AeBOYKHU, AyUIlle OVAy Ma3aTbCd HM»

\ 4

Omcymemeue npugepiKeHHoOCmu no NPUYUHe omcymemaeust Semantic Hu ba%

Sd)d)@ﬁmueﬂﬂﬂmu Helping pharma see around the corner
© Semantic Hub



N -nnaTdopma
rTyOOKOro CEMaHTUUYECKOr0 aHaJIM3a
Semantic Hub,

OCHOBAHHAsI Ha TEXHOJIOTHUSAX
[TIOHMMaHMS eCTeCTBEHHOI'0 SI3bIKa,
TpaHCPOPMUPYET MUIMOHBI PeaTbHBIX
alMeHTCKUX MCTOPHH
(HeCTpYKTYpUPOBAHHAS TEeKCTOBAs
nHdopMaIyg) B 6a3y 3HaHUU



OT HECTPYKTYPUPOBAHHOM MHAOPMAIIUHU K
CTPYKTYPHUPOBAHHBIM JJaHHBIM (0a3e 3HaHWH )

" «Mune 60 nem, PM>K T2NOMO. Cetiuac npoiideHo 6 kypcoe XT: 4 Kypca doxkcopybuyur + sHdoxcaH u 2
Kypca naxkauxkmarrkcenda. Pewuuna nepenposepume pesynemamost MI'X u menepes oueHsb coxasaier, umo
He cdenana smozo parsiue. Omceymemeue Er u Pr nodmeepiunocs, HO MaKikKe 06HAPYAIUNUCE
pacxoxmderusi: Ki 67 — 80% (no nepeomy 3axnwoueHuo bwolno 60%) u Her2 — 0 (no nepgomy

3aKiroueHuro 3+)...»

AAparmepluz0ednbos m

Amarzos Hamasre HI'X
PMZK T2NOMO ER =0, PR = 0,
Ki = 67-80%, Her2 = 0
- IIpemapar
MPUHULMATT b {(ToxcopyGHITHE
NanuenT SHAOKCAH
XYZ, moa = K, MAKAHTAKCEN}

O
Bo3pacT = 60 aer Semantic HUbOX

hitps:/ Swww. flaticon.com,/ free-icon/dna_946375 (enacubo za urxoHxu!)



OT HeCTPYKTYPHUPOBAHHOU I/IHq)o6pMaU,I/II/I K
CTPVKTYPUPOBAaHHBIM JIJaHHBIM (0a3e 3HAaHUU) |

My daughter is 2 years and 6 months old this pear. She was \
born in fidll term. She is the second child (the first child is 8 \ !
wears old, and she iz OK). The daughter was able to stand ‘.
when she was § months old and walked when she was 1 year -
and 2 months old. The walking posture is not normal {toes are 3
on the ground, valgus foot), she is now 2 years and & months

old, she is mot able to stand freely, she needs suppor?, thighs” |
muscles are thin and weak, this is mainly relevant for lower = A )
limbs (previously, the thighs were quite normal. When she was AR .

1 year and 6 months, she had a lowgrade fever for 1 week., . _-

is to triple negative? If it is, no I'm oestrogen positive. I've - - —. -
been stage 4 for 3 years, got dx 2 years ago but had pain N\ Ay,

in my ribs for a year and docs kept telling me it was
costocondritis. I'm on epirubicin ( | think lol ). | get it once —
a week for 2 weeks then a week off. I'm the same, we Do —— W
used to go all over but hardly go anywhere now. I'm so 3 s

tired all the time and been really depressed lately. Think A ; \

steroids haven't helped only had a 3 week course but : ' " s
they've knocked hell out of me. Gave me XXX cause | was 2’ | . R
getting pain from my liver and it was inflamed. However ’ y \ )

Jjust after | felt pain which was something | wouldnt wish 2 3 H

on anyone .it was all night long | couldn't even walk to the '

toilet...I hope you get chance to get out a bit =

W Semantic HubO,Y{;




OT 6a3pI 3HAHU
\

4

Rost C Birobidzha

Belorussm
Moldova (2)
Ukraine

Center
Excellence*

*Hospitals provided for each relevant city, town or region



IJlaHHBIe, KOTOPbhIE Bbl He HaleTe B

OIPYIOM MecTe (Jaxce npu 8bICOKOM
Kauecmaee UCMOUYHUKO8)

KaueCTBO XN3HU

Bpema 3aboneBaHmsa M CyLLECTBYIOLLEro NedyeHnsa (B HEKOTOPbIX
cny4yaax — eAUHCTBEHHbIN MCTOYHMK PapPMaKOIKOHOMMYECKMX OaHHbIX)
KpuTepum ycnewHoOCTV Tepanmm B rMa3ax MNauneHToB

IHCanTbl B o61acTm 6e30macHOCTU U 2PpPeKTUBHOCTU (DaKTbl U
BOCpuaTHe)

[dpanBepbl M Bapbepbl, CTPaXM NaLMEHTOB N NX BNMN3KMX

[Mpobnembl gocTyna (KOTopble HMKOr4a He MoAaBATCA B OPULMNASTbHbIX
OAHHbIX...)

Stakeholder mapping



B Hamien 6a3e — 4,8 MIIp[I. UeIOBEK



['oymoc marnyeHTa Kak uCToOUYHUK RWD: ripeficTaBiieHUe
pe3yJIbTaTOB UCCIIeOOBAaHUY Ha BeOYIIINX MeKOVHAPOOHBIX
MEPOIIPUATUAX

Euretina 2021 Virtual Abstracts

Type Free Paper

Title Presenter
Semantic analysis of patient voice in wet AMD and diabetic retinal disease: Olga Zaytseva Russian Federation
Patients’ journey and healthcare experience

Co-Author 1

Vladimir Neroev

Co-Author 2
Purpose Yurii Zhulev
The purpose of the study is to analyze Patient Voice (messages from patients
with wet age-related macular degeneration (wAMD) and diabetic retinal Co-Author 3
disease (DRD), or their caregivers) from open Internet resources in the Russian
Federation, using artificial intelligence (AI) methods: technologies for Vera Petrakovskaya
automated analysis of unstructured natural language texts, incl. semantic
technologies. The study provides valuable information, not only on patients’ Co-Author 4
characteristics and treatment patterns in real-world management of retinal
diseases, but also on patients’ attitude to the disease, diagnostic and Anna Paleeva
treatment-related procedures, their needs and barriers to treatment. The need
for such data is explained by the fact that there are no available comprehensive Co-Author 5
reviews of country-specific patients’ ‘journeys’ assessed from patients’ ) )

. N L s Maria Trifonova

perspective and analyzed by extracting insights from ‘big data’. Moreover,
recent publications show that the healthcare system is ready to recognize such
information as an important source of real-world data (RWD). The intensive Co-Author 6
development of the virtual environment boosted by COVID-19 pandemic also Irina Efimenko
highlighted the responsibility of healthcare stakeholders to develop digital
solutions for different groups of patients (apps, remote monitoring tools, web- Co-Author 7

Semantic Hubo\ﬁg



['oymoc marnyeHTa Kak uCToOUYHUK RWD: ripeficTaBiieHUe
pe3yJIbTaTOB UCCIIeOOBAaHUY Ha BeOYIIINX MeKOVHAPOOHBIX
MEPOIIPUATUAX

ANNALS ¢
ONCOLOGY

GOOO SCIENCE

Submit Article ESMO Member Access  Log in

BEST PRACTICE

ABSTRACT ONLY | VOLUME 31, SUPPLEMENT 3, S93, JULY 01, 2020

internet postings focused on CRC (iPatient study)

Y. Khomitskaya = A. Paleeva ¢ A. Ivankov ¢ ... N. Saburkina = A. Grishin ¢ A. Krotkevich « Show all authors

Open Archive » DOI: https://doi.org/10.1016/j.annonc.2020.04.094

Background

Methods

Results

Conclusion

Editorial

acknowledgement

Background

As healthcare in general is gradually becoming more patient-
centered, patients’ perspectives on their disease, diagnosis, and
treatments grow in relevance and significance. Recent
advances in colorectal cancer (CRC) treatment have led to
prolonged patient survival, measured in years even at the
metastatic stage. That, together with a growing incidence, has

PDF [79 KB]
P-12 A descriptive analysis of patient characteristics from Russian

Subscribe

B S B ©

Save Share Reprints Request

o PlumX Metrics

most

Each week our Editorial
Boards meet to:

Review all relevant literature and

Semantic Hubo\,c{r;



bonpinuve nanHbie: Web X.0

Web 5.0 (Internet of Everything) l

» HOBbIE UICTOYHUKM
RWD

al | EHRs
a

Patients Posts I

Patents I

Scientific Papers |

Smart Hospital

mHealth [

Web 3.0 (Internet of Knowledge) I
Web 2.0 (Internet of People) I
‘ . o T
Web 1.0 (Internet of Documents) I Semantic Hub =y
: Helping pharma see around the corner




C Randy Glasbergen
9lsibergen com

“You have to learn about thousands of discases, but
I only have to focus on fixing what's wrong with ME!
Now which one of us do you think is the expert?”

MpbI BepuM B
[malyieHTa

Semantic Hubo\;fg



We are looking forward to our cooperation!

Semantic Hub

Please send us your request (an indication of your interest and the research
questions)
— so that we could prepare a detailed vision and the proposal for you,
to help you better address the needs of your patients
And please stay safe!

semantic-hub.com
le@semantic-hub.com

@)

Semantic Hubo\,cfg



Pa3paboTka nccnegoBaHus,
NMOCTPOEHHOro Ha AaHHbIX

PYTUHHOM MPaKTUKWU

Xomunuykasa HO.B., K.M.H.,
MeOouunHCKUN QUPEKTOpP
CepBbe

>
[«

Credit photo : Franck Jue

22 okTabps 2022 .
* —
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. STAMblI NCCNEQOBAHWN PYTUHHOW MNPAKTUKU

Crapusa

nccnenoBaHuUsA lpynna npoueccoB/npouecc

AHanus cyliecTByloLlEeN foKa3aTenbHOW 6a3bl,
BbIfiBNieHWe ee npobenoB, oopmynupoBaHue

notpebHocTten B RWE
PoxpeHue
KOHLenuuu

¥ =

—= SERVIER
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POXOEHWE KOHUEMUAW

AHanu3s cywecTByroLen aoKa3aTenbHOU 6a3bl,

BbisiBNeHue ee npobenos, hopmMynnpoBaHue
notpeb6Hocten B RWE

» B Xoge aHanusa 3aboneBaHusi, MNaToONOrMYEecKOro COCTOSAHMS, MOKa3aHusl (NOTPEOHOCTb B OLEHKEe
pacnpoCTPaHEHHOCTU COCTOSAHUSA, O0MN AMArHOCTUPOBAHHbLIX, APYrNX 3NUAEMUONOINMYECKNX OaHHbIX, NOAXOA0B K
ONarHoCcTuKe 1 neveHuto, bpemeHn 3aboneBaHusi, BbiSIBIEHNE HEYOOBNETBOPEHHbLIX NOTPEOHOCTEN);

» B xode aHanusa npobenoB gokasaTtenbHon 6a3bl Ana nekapcTBEHHOro npenaparta (HeobxogMMOCTb B OLIEHKE
9PPEKTUBHOCTN N BE30MACHOCTU NIEKAPCTBEHHbIX NpernapaTtoB B PYTUHHOW NpakTUKe, OUEHKN 3(PdEKTUBHOCTU B
pasnn4YHbIX rpynnax, pyTMHHOro MOHUTOpUHra 6esonacHoctn JIC B NOCTperncTpaunoHHbln nepuoa 1 1.4.);

» B KOHTEKCTe dhapMakoannmaeMmnonorm4eckoro n gapmMakodKkoHOMMYECKOrO aHann3oB (OLeHKa COOTHOLLEHUS 3aTpart-
ahdPEeKTUBHOCTN, BpeMeHn 3aboneBaHust U T.4.) ONS peleHus BONPOCOB AOCTyna Ha PbIHOK (Hanpumep, npu

noaroToBke gocbe Ans BkntodeHus J1C B orpaHnymnTEeribHbIE nepeqHM)

¥ =

—= SERVIER
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. STAMblI NCCNEQOBAHWN PYTUHHOW MNPAKTUKU

Crapusa

nccnenoBaHuUsA lpynna npoueccoB/npouecc

AHanu3s cyuwiecTBylOLIEN AoKa3aTenbHOU 6as3bl,
BbIfiBNieHWe ee npobenoB, oopmynupoBaHue

notpebHocTten B RWE
Poxpenue PaspaboTka nnaHa nony4eHus
KOHLienuuu P nony

AoKasaTenbHoun 6a3bl

Pa3pa6oTka KOHLUenuumn nccrieqoBaHus

¥ =

—= SERVIER




POXOEHWE KOHLUEMUAW

Pa3paboTka KoHuenuuu

nccecrnenoBaHus

easl b I e to F (feasible) — oTBeT Ha Hero ocyLeCTBMM C TOYKM 3PEHUSA pasmMepa nonynaumn,
3KCNepTu3bl nccnegoBaTenen, PUHAHCOBLIX N BPEMEHHbIX 3aTpaTt, AOCTUXKMUMOCTH
answer P A P P par, A

Lenu;
A gO_Od r_esearch _ N (novel) — obnagaet Hay4YHON HOBM3HOW;
question Is FINER: .
_ E (ethical) — cOOTBETCTBYET 3TMYECKMM MpUHUMNAM M npowno opobpeHune
He3aBUCMMOrO 3TUYECKOro KOMUTETA;
_ R (reliable) — cooTBeTcTByeT COBpPEMEHHbIM Hay4YHbIM MPEeAcTaBneHnsAM O

npo6neme, Tpe6OBaHI/IFIM KIMTMHNYECKOM NPakKTUKN N CUCTEMbI 34PpaBOOXpPaHEHUA

| (interesting) - NpeacTaBnsieT Hay4YHbIN MHTEPEC;

6yﬂ,yLLl,I/IM Hay4HbIM U3bICKaHUAM.

Hulley S, Cummings S, Browner W, et al. Designing clinical research. 3rd ed. Philadelphia (PA): Lippincott Williams and Wilkins; 2007. * =
—= SERVIER
-82-




. POXOEHNW KOHUEMLUNW

Pa3paboTka KoHuenuuu

nccnegoBaHus

( )

|_|OI'Iy1'IF|LI,I/IFI ncecneagoBaHmAd, To eCtb KpUTeEPUN BKITHOYEHUA/UNCKITIOYEHNSA B
. nccnegoBaHme M noaxoabl K HAbopy NauneHToB
[ YTo ABNsieTCcA NpeaMeToM nccreaoBaHns (MeaMKkameHTo3Hasa Tepanus, XMpypruiyeckoe

Patients (nauneHTbl)
Intervention
neveHne, AnarHoCTUYEcKas N CKPUHMHIoBas npoueaypa U T.4.), SBASeTCs N BMeLLaTenbCTBO
(BMeLUaTeﬂ bCTBO) (_CTaHOAPTOM [IeYEHUS, COOTHOCUTCS 1Y OHO C AU3aNHOM UCCNEeA0BaHNUSA U T.A. J
>
Comparators AnbTepHaTUBHas Tepanus Unu ee oTCyTCTBUE, MPUHATO N BO BHUMaHMe
(CpaBHEHME)

L CpaBHEHNE B NJjiaHe CTaTUCTNYECKOIro aHalJin3a

(nepBl/NHble N BTOPUYHbIE KOHEYHOWN TOYKM; ABNSAKTCS NN UCXOObl MOUCKOBLIMWU UM )
NOATBEPXXAALLNMU; ABMSAOTCS N OHWU BanuUAMPOBaHHbIMU, Kak OHW OyayT
Outcomes (I/ICXO,EI,bI) N3MepaTbCs; OyayT Nu 3aBUCUMbIE N HE3ABUCKMMbIE NEPEMEHHbIE
KONMNYECTBEHHbIMUW, KAYECTBEHHBIMU UMW NOPSAKOBLIMW; JOCTATOYHO NN
\_CTaTUCTNYECKON MOLLYHOCTM ANt JOCTUXKEHUSA BTOPUYHBIX KOHEYHbIX TOYEK

= 4
Time frame ByneTt nu nccnegoBaHue nNonepeyHbIM N NPOAOSbHbLIM, NPOAOCIKUTENBHOCTb
(=lelsll= i Essh ol | Habopa naumeHToB 1 cbopa AaHHbIX, C Kakoii YacToTon ByayT OLEHNBATLCS NCXOAb

¥

—= SERVIER

J
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J
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STAMblI NCCNEQOBAHWN PYTUHHOW MNPAKTUKU

Cragus
nccneaoBaHuA pynna npoueccos/npoLecc

AHanus cyliecTByloLlEeN foKa3aTenbHOW 6a3bl,
BbIfiBNieHWe ee npobenoB, oopmynupoBaHue
notpebHocTten B RWE

HOTERTD Pa3paboTka nnaHa nony4yeHus
KOHLUenuuun P nony
[oKa3aTenbHoun 6a3bl
PaspaboTtka koHUuenuuu nccrneaoBaHuA
OueHKa AaHHbIX PYTUHHOW NPAKTUKKX

Bbi6op KMO, GuocTtaTMCTUYECKOro areHTCTBa U T.4.

MoaroToBKka MaTepuanoB uccnegoBaHus

-84 -
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% POXOEHME KOHLEMLMW

NMoaroroBka matepuanoB

nccnegoBaHunA

CornacHo kogekcy AIPM, obocHoBaHMe 1 Lenn nccnegoBaHnsa OOMKHbI ObiTb OTPaXKeHbl B MPOTOKOSIE UCCEA0BaHUS

[MnaH ctatuctudeckoro aHanmsa (MCA) gormkeH ObiTb 0go0bpeH 40 3akpblTUsa 6a3bl AaHHbIX. KntodeBble ocobeHHocTn P 1 nx aHanus,
MHTepnpeTauus AoMKHbI BbITh Takke nponucaHbl B [MCA.

YuutbiBasi, 4to MHorme WPIT NOCTPOEHbl C BTOPUYHLIM WCMOMNb30BaHMEM [OaHHbIX (PETPOCMEKTUBHLIE UCCNegoBaHuUs), ocoboe
BHUMaHWE crneayeT yaensaTb npoueccamMm ynpasreHusl AaHHbIMW: Banuauusi OaHHbIX (B TOM YUCNE M BTOPUYHBIX), TpaHCcdep AaHHbIX,
cnusiine OPI1 n3 pasHbIX MICTOMHUKOB — BCE 3TN U ApYyrne acnekTbl MOryT 6biTb onvucaHbl B [naHe ynpasneHna gaHHbIMK, MnaHe Banvaaumm
AaHHbIX 1 [naHe TpaHcdepa gaHHbIX. KoHTposnb KadecTtBa PLI1, Ha4MHaa ¢ X UCTOYHUKA, ABNSETCA O4HOW U3 KINHOYEBbLIX COCTaBMSAOWMX B

obecneyeHne kayecTBa pesynsratos VNPT

¥ =

—= SERVIER
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STAMblI NCCNEQOBAHWN PYTUHHOW MNPAKTUKU

Cragun
nccrnenoBaHus

Mpynna npoueccos/npouecc

AHanus cyuiecTBylollen goKasaTternbHoun 6asbl,
BbisiBNeHWe ee Npob6enos, hopMynmpoBaHue
notpebHocTten B RWE

CE LT Pa3paboTka nnaHa nony4yeHus
KOHLUenuuun P nony
[AoKa3saTenibHou 6a3bl
PaspaboTtka koHUuenuuu nccrneaoBaHuA
OueHKa AaHHbIX PYTUHHOMW MPaKTUKK

Bbi6op KO, 6MocTtatMcTUYecKoro areHTcTea u T.4.

MoaroToBKa maTepuanoB UccriefoBaHUA
MoaroTtoBKa K
uccriegoBaHuUIo Opo6peHue nccnegoBaHUA U €ro JOKYMEHTOB
BHYTPU OpraHu3auuu
AKkcnepTU3a aTUYECKOro KomuTeTa

Peructpauusa uccnegoBaH1sA Ha OTKPbITbIX canTax

perncrpaumn KnMHN4YeCKux nccnenoBaHUn

- 86 -
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STAMblI NCCNEQOBAHWN PYTUHHOW MNPAKTUKU

Cragun
nccrnenoBaHus

Mpynna npoueccos/npouecc

AHanus cyuiecTBylollen goKasaTternbHoun 6asbl,
BbisiBNeHWe ee Npob6enos, hopMynmpoBaHue
notpebHocTten B RWE

Poxaenne Pa3paboTtka nnaHa nony4yeHus
KOHLUenuun P nony
[AoKasaTenbHoun 6asbl
PaspaboTtka koHUuenuuu nccrneaoBaHuA
OueHKa AaHHbIX PYTUHHOMW MPaKTUKK
Bbi6op KO, 6MocTtatMcTUYecKoro areHTcTea u T.4.
MoaroToBKa maTepuanoB UccriefoBaHUA
MoaroTtoBKa K
uccriegoBaHuUIo Opo6peHue nccnegoBaHUA U €ro JOKYMEHTOB
BHYTPU OpraHu3auuu
AKkcnepTU3a aTUYECKOro KomuTeTa

Peructpauusa uccnegoBaH1sA Ha OTKPbITbIX canTax
perucTpauum KnMHM4YeCKuUX uccrnegoBaHum

C6o0p aaHHbIX/TpaHcdep AaHHbIX/PaboTa ¢
HECKONbKUMU UCTOYHMKaMU AaHHbLI

O6paboTka gaHHbIX/Bannpauusa gaHHbIX
Hagsop Hapg peanusauumen uccrnenoBaHus

A CtaTucTUYeCKni aHanm3 " UTOroBbIN OTYET 00
Hanu3 AaHHbIX. MeCnenoBaHNM

MpoBeneHue
nccnenoBaHus

My6nukauus

-87-
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STROBE - STRENGTHENING THE REPORTING OF
- OBSERVATIONAL STUDIES IN EPIDEMIOLOGY

STROBE Statement—checklist of items that should be included in reports of observational studies

Ttem
No Recommendation
Title and abstract 1 (a) Indicate the study’s design with a commonly used term in the title or the abstract
(b) Provide in the abstract an informative and balanced summary of what was done
and what was found
Introduction
Background/rationale 2 Explain the scientific background and rationale for the investigation being reported
Objectives 3 State specific objectives. including any prespecified hypotheses
Methods
Study design 4 Present key elements of study design early in the paper
Setting 5 Describe the setfing, locations, and relevant dates, including periods of recruitment,
exposure, follow-up, and data collection
Participants 6 (a) Cohort study—Give the eligibility criteria. and the sources and methods of
selection of participants. Describe methods of follow-up
Case-control study—Give the eligibility criteria. and the sources and methods of
case ascertainment and control selection. Give the rationale for the choice of cases
and confrols
Cross-sectional study—Give the eligibility criteria. and the sources and methods of
selection of participants
(b)y Cohort study—TFor matched studies, give matching criteria and number of
exposed and unexposed
Case-control study—For matched studies, give matching criteria and the number of
controls per case
Variables 7 Clearly define all outcomes. exposures, predictors. potential confounders, and effect
modifiers. Give diagnostic criteria, if applicable
Data sources/ 8 For each variable of interest. give sources of data and details of methods of
measurement assessment (measnrement) Describe comparabilitv of assessment methods if there
Bias 9 Describe any efforts to address potential sources of bias
Study size 10 Explain how the study size was arrived at
Quantitative variables 11 Explain how quantitative variables were handled in the analyses. If applicable.
describe which groupings were chosen and why
Statistical methods 12 (a) Describe all statistical methods, including those used to control for confounding

(b) Describe any methods used to examine subgroups and interactions

Results

Participants 13*  (a) Report numbers of individuals at each stage of study—eg numbers potentially eligible.
examined for eligibility. confirmed eligible. included in the study. completing follow-up. and
analysed
(b) Give reasons for non-participation at each stage
(c) Consider use of a flow diagram

Descriptive 14*  (a) Give characteristics of study participants (eg demographic. clinical. social) and information

data on exposures and potential confounders
(b) Indicate number of participants with missing data for each variable of interest
(c) Cohort study—Summarise follow-up time (eg, average and total amount)

Outcome data 15%  Cohort study—Report numbers of outcome events or summary measures over time
Case-control study—Report numbers in each exposure category, or summary measures of
exposure
Cross-sectional study—Report numbers of outcome events or summary measures

Main results 16 (a) Give unadjusted estimates and, if applicable, confounder-adjusted estimates and their
precision (eg, 95% confidence interval). Make clear which confounders were adjusted for and
why they were included
(b) Report category boundaries when continuous variables were categorized
(c) If relevant, consider franslating estimates of relative risk into absolute risk for a meaningful
time period

Other analyses 17 Report other analyses done—eg analyses of subgroups and interactions. and sensitivity
analyses

Discussion

Key results 18  Summarise key results with reference to study objectives

Limitations 19  Discuss limitations of the study, taking into account sources of potential bias or imprecision.
Discuss both direction and magnitude of any potential bias

Interpretation 20  Give a cautious overall interpretation of results considering objectives. limitations. multiplicity
of analyses, results from similar studies. and other relevant evidence

Generalisability 21  Discuss the generalisability (external validity) of the study results

(¢) Explain how missing data were addressed

(d) Cohort study—TIf applicable. explain how loss to follow-up was addressed
Case-control study—If applicable, explain how matching of cases and controls was
addressed

Cross-sectional study—TIf applicable, describe analytical methods taking account of

sampling strategy

Other information

(€) Describe any sensitivity analyses

Funding
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Give the source of funding and the role of the funders for the present study and. if applicable.
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STAMblI NCCNEQOBAHWN PYTUHHOW MNPAKTUKU

Cragun
nccrnenoBaHus

Mpynna npoueccos/npouecc

AHanus cyuiecTBylollen goKasaTternbHoun 6asbl,
BbIfiBNieHWe ee npobenoB, oopmynupoBaHue
notpebHocTten B RWE

HOTERTD Pa3paboTtka nnaHa no e
KoHLenLmm paboTka nnaH nony4exus
[AoKa3saTenibHou 6a3bl
Paspa6oTka KoHLenuMu nccrnegoBaHus
OueHKa AaHHbIX PYTUHHOMW MPaKTUKK

Bbi6op KO, 6MocTtatMcTUYecKoro areHTcTea u T.4.

MoaroToBKa maTepuanoB UccriefoBaHUA
MoaroTtoBKa K
uccriegoBaHuUIo Opo6peHue nccnegoBaHUA U €ro JOKYMEHTOB
BHYTPU OpraHu3auuu
AKkcnepTU3a aTUYECKOro KomuTeTa

Peructpauusa uccnegoBaH1sA Ha OTKPbITbIX canTax
perucTpauum KnMHM4YeCKuUX uccrnegoBaHum

C6o0p aaHHbIX/TpaHcdep AaHHbIX/PaboTa ¢
HECKONbKUMU MCTOYHUKAMM OaHHb]

O6paboTka gaHHbIX/Bannpauusa gaHHbIX
Hagsop Hapg peanusauumen uccrnenoBaHus

A CtaTucTUYeCKni aHanm3 " UTOroBbIN OTYET 00
Hanu3 OaHHbIX. MeCnenoBaHNM
My6nukauus
KomMmmMyHuKkauus/ nybnukauuma pesynbtaTtoB
nccnenoBaHuaA
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MYBITMKAUNA PE3YJIBTATOB NCCIIEQOBAHNA

Appendix Table 1. Authorship Criteria

ICMJE 2013 Criteria

GPP3 Guidance

Substantial contributions to the conception
or design of the work or the acquisition,
analysis, or interpretation of data for the
work

Drafting the article or revising it critically for
important intellectual content

Final approval of the version to be published

Agreement to be accountable for all aspects
of the work in ensuring that questions
related to the accuracy or integrity of any
part of the work are appropriately
investigated and resolved

"A substantial contribution is an important intellectual contribution, rather than technical assistance,
without which the work, or an important part of the work, could not have been completed or the
manuscript could not have been written and submitted for publication” (19). Simply collecting
data (e.g., enrolling many patients) would not necessarily be considered a qualifying criterion for
authorship.

Some examples of what might represent a substantial intellectual contribution include actively
guiding the scientific or medical content of the publication or presentation, statistical analysis and
interpretation, crafting of the discussion, and developing the protocol.

This criterion refers to revisions beyond minor corrections for grammar, language, formatting, or
layout. The key is sustained intellectual contribution, the provision of substantial comments, and
approval of the final version. Although preferred, it is not always feasible or necessary for authors
to comment on every stage of manuscript development.

To give final approval, it is necessary to have carefully read the entire manuscript from start to finish.

Each author is accountable for the work and should have confidence in the integrity of the other
authors' contributions. Each author should be able to identify who wrote each section.

GPP3 = Good Publication Practice 3 guideline; ICMJE = International Committee of Medical Journal Editors.
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MYBITMKAUNA PE3YJIBTATOB NCCIIEQOBAHNA

Appendix Table 2. Common Issues About Authorship

Issue GPP3 Guidance

Number of authors Consideration should be given to the number of qualified authors needed to take responsibility for
the publication. To some extent, this will depend on the complexity of the research and of the
publication, but it would be unusual in biomedical research (with few exceptions) to require >10
authors to meet this need. A high number of authors calls into question whether they could all have
provided "substantial intellectual contribution.” Fewer authors are often preferable, and others can
be acknowledged (e.g., as nonauthor contributors or collaborators). Some journals limit the
number of authors allowed on a publication.

Author sequence Authors should decide how this will be determined at the initiation of the work, including the
designation of the lead and corresponding authors, who may or may not be the same person. Final
order, however, should be based on authors' actual roles and contributions in the development of
the publication (and therefore cannot be agreed upon until this is complete). Those who made the
greatest contribution are generally listed first, but alphabetical order may also be used. It may be
useful to describe in the contributorship section of the publication whether alphabetical order or
some other convention was used to determine author order.

Addition or removal of author In certain circumstances during the development of a publication, it may be necessary to add or
remove an author (e.g., if an author fails to provide a substantial contribution or approve the final
version of the work). In such cases, all authors should agree to the change. Only in rare cases, such
as the work substantially changing in response to reviewer comments, should addition or removal
of an author be considered after submission.

For encore presentations of abstracts at local language congresses where presenters are required to
be an author, an additional name may be added to the author list (with all authors' permission) for
the purpose of presenting on behalf of the group in the local language. This person should be
clearly identified as “Presenting on behalf of. . ." in the abstract author byline if possible but at least
in the presentation.

Death or incapacity of an author Should an author die after completing a major part of the work (i.e., fulfilling criteria 1 and 2 in the
Table), posthumous authorship can be considered if agreed to by all other authors. We suggest, as
a first step, seeking advice on correct attribution and process from journal instructions or the
editorial office.

If the journal agrees to posthumous authorship but requires submission forms to be signed, then in
the case of a sponsor-employed author or a contractor, a supervisor may be the most appropriate
proxy. Otherwise, a family member or person with power of attorney should be approached (19). In
all cases, efforts should be made to contact the family of the deceased author to inform them of the
intention and request their consent to the listing or acknowledgment.

Change of affiliation If an author changes affiliation before the work is published, his or her affiliation should reflect where
the major part of the work was done. The current affiliation and contact details should be listed in a
footnote or in the acknowledgment section. Change of affiliation alone is not a valid reason to
remove an author from a publication if he or she meets authorship criteria.

Company- or sponsor-employed Sponsor-employed scientists and clinicians are often qualified to participate as authors of

authors company-sponsored research publications and should have that opportunity. Such authors should
not be denied authorship because of concerns about perception of bias. Whatever criteria are used
to determine authorship should be applied equally to company employees, contractors, and
others.

Professional writers as authors Professional medical writers who meet applicable authorship criteria should be listed as authors. If
writers do not meet authorship criteria, their contribution should be disclosed (e.g., as a nonauthor
contributor in the acknowledgment section). Writers who were not involved with study design, data
collection, or data analysis and interpretation (e.g., those developing a primary publication from a

clinical study report) generally do not meet ICMJE authorship criteria. However, professional writers * =
working on other types of publication (e.g., literature reviews) may qualify as authors. For guidance
on professional writers as authors, please see section 2.4. < SERVIER

GPP3 = Good Publication Practice 3 guideline; ICMJE = International Committee of Medical Journal Editors.
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[loTeHUManbHbIE PUCKU

° HeaKTyaJ'IbHOCTb ncernenoBaHm4

°* HenpaBuibHbI BbIDOP LENEBbIX NALIMEHTOB

°* Hun3koe Ka4yecTBO AaHHbIX

°* MearneHHbi Habop NauneHToB

° YBenuyeHue CPOKOB UCCJ1eJOoBaHNA
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HcciegoBaHHA PYTHHHOH NPAKTHKH: KaK pa3padoTaTh H BHeJPHTh HOBOe Hampas.iaeHHe. CHCTeMHBIH

noaxoa B odecnedeHHH KadecTBa Pe3yIbBTATORE

FOB. Xorpmgas!, I.C. Ocuea?, E A Hosogepessnma®, T A. Tonpmema®
1 AD «Ceprpen, Mocksa, Poccna; “AQ «Pom - Mocksaw, *000 "Hogaprac $apua”, Mocksa, Pocens; ‘Tlpegcrasmrenscteo AQ «CangdB-agesTae
v, Mocksa, Poccaa

Pesmone

CoBOEYIHOCTE JOKASaTeNscTs, MOMYVUEHHER Kak B KIHHHYIeckHx Hoctegobanmax (KR, Tak B B mccnegopammax pyTHEECH npakTHEH (HPID)
IpeACTAENEeT CO00H eJHHYVID JOKASATENBHYID 0asy H OCHOEY N4 OUSHEH MeJHITHHCKHX TEXHOIOTHH, H NPHHATHA PEIISHHH B 3ApaE0OXPAHEHHH.
Emowessie faxropsl g mpeEATHE HPII perynaTopHEIME OpraHaMH H AreHTCTEAMH [0 OLEHEE MEeTHITHHCKHX TEXHOIOTHH - E39ecTEC HCXOJHEIX
JAHHEIX H HCOONBIOBAHHE NPAEHIEHEIN METONOE A NOMyHeHHE J0KASaTeNbCTE HAa OCHOBZHHH 3THX JaRHEX. OTCYTCTEHE eHHOH HOPMATHEHO-
MPABOECH DaskEl IIAHHpOBaHHA H npobefeHnd HPI] sHAURTeNBHO OCHCEHAET STV 53429y B JaHHOH CTaThe ENEpERIE B POCCHACEHMX ITYOIHEAITHAX
MpeJcTAETEH CHCTEMHBIH MOOX0S B paspaboTke, EHSIPEHAN B peannsanun HanpaeleHHa HPII B xoumasns — mogxo], HATPAETEHHEIR Ha cOeclIedeHHe
KEa9ecTEa pesyIbTaTos.

[TpeacTaeneno Docned0EATEIEHOS ONHCAHAS ECeX K0T COCTARTAIMINX, HeoOXoHMEIX 1 paspaboTER H EHeapenmt Hanpagnernd HPII
E KOMIZHHH. paspadoTEa CTPaTeTHH, AHATHS BHYTPEHHEH H BHEIIHeH cpedsl, cHCOTeMA MeHeTsMeHTa EadecTea (CMED), dopumpopanme mogemsn
MapTHEPCTER M NpOLSCccH paspaCoTEH, EHegpeHnd H peamzanas HPTT. ChopuynHpoEassl 0CHOEHEIE 33T39H H JeHCTEHE, EOTOpPEE HeOOXOIHMO PEIIaTE
H pEeATHSOBBEIEATE B EAEJ0M H3I 3Tanok. [IoxasaHa cEASh EAEJOT0 STana ¢ oDecmeusHHeM KauecTsa pesyabTaTce HCII Boeperie B pyccEORSEIMHOH
HayuHOH mHTeparope CHOpMHpOBAHC ONHMCAHHE EMMOYEERX BHYTPEHHHXK OPOUeccOE EoMIaHEH E obmactH HPII B uMmERMaThEC HeoOXOZHMEIX
TpeDOBEHAH IMA EAEJOTO HS Opoumeccob. MemonpsoBaHHe ONHCAHHEIX CHCTEMHEX OPHHEIOHOOE NOSEOMAET HCONIBESOEATE MpPefNaracMEBN IIOTXOT
EHePEHHA HOBOTO HANPAETSHNA He TOMBEC B QapMaleETHIeCKHX EOMIIAHATX HITH EOHTRAETHR-HCeIe oEaTensckix opramrsameax (KHO), 5o Taxse B
EOMIEHHAX-IEPTHepaX, COSCIeYHEAFOIIEE A0CTYI K JaHHEM H/HITH HEGQOPMAUHOHHEE TEXHOIOTHH, E OpPTAaHHSAMHAX SOPaEOCXpaEHeHHA H HAy9HO-
HCCIeI0BATEeNbCEHY HECTHTYTaX. Peammsansi OpHHEIHICE, TPeOOBEAHHH, MeTOO0E, AMTCPHTIMOE B SHAYHTEIEHOR CTENeHH CIIOCOOCTEVIOT BHEIPEHHID
HanpaeTeHHa HPII & kounamms 1 GopuepyioT CHCTeMHRIR D0ZX0T B 0DeCIeUeHIH KadecTEa PesYIETATOE.



KntoyeBou npmvHUMN pa3paboTku KOHLUENUNMnU nccrenoBaHus
pPyTUHHOW NpakTmku (NPI)

HET BMELLATEJIBCTBA B PYTUHHYIO NMPAKTUKY —

OLIEHKA PYTUHHOW NMPAKTUKW

KnroyeBon BONpoc: Kak ... B pPyTUHHOM NpaKTuke?

Hanpumep:
* YT0 onucaHo B pyKOBOACTBE MO JfIe4eHU0 3aboneBaHns U Kak 3To NPONUCXoaunT B
PYTUHHOW NpaKkTuke?
Kakue Tunbl/naTTepHbl NeYeHna s 3Hato B PYTUHHOM NPaKTUKE?
Kakne naumeHTsbl B pyTUHHON NpakTuKe?
Kak 4yacTo naumeHTbl B PyTUHHON NPaKTUKE XOOAT Ha BU3NTbI K Bpady?/Kak

A0J1ro B pyTVIHHOVI NpPakTuKe OJnTCA rocrimtasrin3aunad

SANOFI. G T4
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KnrouyeBble cocTaBnsawoLwme KoHUuenumm nccriegoBaHus

[ Study objectives ] - [ Study end points (KoHeuYHble ]
ccrnenosaHme (Llenn nccnepoBaHuns) TO'-IKI/I uccregoBaHus)
PyTUHHOM i
NMPaKTUK
Plan of observation Data collection
[ Study objectives ] - [ Study end points (KoHe4Hble ]
(Llenn nccnepoBaHuns) TOYKM nccnenoBaHus)
KnnHnyeckoe
nceclriegoBaHue

Study schedule Study procedure
(Fpadhmk uccnegoBaHun) (Mpouenypbl nccregoBaHUs)
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UccnepoBaHUA PYTUHHOM NPAKTUKU — CYObEeKTbl AU NALUEHTbI?

KnnHuyeckune IccnenoBaHUS
nccrieaoBaHus PYTUHHOW NPaKTUKN
4 N\ 4 N\
cybObekT nayneHT
BnusaHue, BnusaHue,
UMHTEPBEHLUUA - A UHTEPBEHLUUA - HET
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BapMaHTbl p,usai/'lHa B 3dBUCUMOCTU OT TUINA UCNO/Nb3yeMbiIX AdHHDbIX

[MyT HOCTMXKEHNA KOHEeYHbIX TOYeK uccregoBaHumn

BTopu4yHoe ‘/ l \‘ NMepBuYHbIE
ucnonb3oBaHve RLEHILCUEIZELDE peTpo- u npocnekTneHoe AaHHbIe

AaHHbIX NPOoCneKTuBHoe

Hauyano nevyeHus KoHeuYHble KoHeu4Hble
TOYKM TOYKM

\

NMonynauna naunmeHToB AN PETPOCHEKTUBHOIO N NPOCNEKTUBHOIO
nccnegoBaHUN

Hayano nevyeHus KoHeyHble Hayano nevyeHus KoHeuyHble

y -y -\

— —
Monynsauns naumeHTOB AnNs Hadano Monynsauus nauneHToB
peTpoCneKTUBHOro nccnenoBaHus ANA NPOCNEKTUBHOTO
uccnenoBaHuUA uccregoBaHumn

SANOFI\J ., 104




KnuHunyeckoe nccrnegoBaHue: Kputepum
BKI1HOMeHUsA/HEeBKNIOYeHUSA

A Study to Assess the Efficacy and Safety of Dupilumab in Participants With Severe Atopic Dermatitis (AD) That

Are Not Controlled With Oral Cyclosporine A (CSA) or for Those Who Cannot Take Oral CSA Because it is Not
Medically Advisable*

Criteria
 MHoro kputepuesn
1. Ik or female, 18 years or okier
2. Bervere, Chranic AD, (according to Amedcan Acaderny of Dermatalogy Consensus Critera [Eichenfield 2014]) for whom restment with polent TCS is indicated
3. EAS soore 220 al the screening and bassire visis BKn mquMﬂ M
4. K3A =coee 23 on the 0 o 4 K5 scale) at the scresning and baseline visis
B. 210% body surfaos arss [BEA) of AD irnvolvement at the soreening and baseline visis
B. Doeumented resent histong faithin & manths before the sereening visit] of inadeguate resperee (o trestment with TCS H e B Kn mq e H M ﬂ
7. IHawe i stabibe dose of sapicaal ermallient (moisturizer) teice chaly for i beast the 7 conse e days immecdely bedos the bossine visit
&. Documented hisiory by a physicin of eithes:
@ Mo priar CEAexposune and nal cumently a candidate for CSA treatment due o

= izl eorfrmingivations (g, uncontrelied hypemension an medicstion), or

» uss of prohibited concomitant medications (eg, statine, digmdn, macrolide, andbictics, barbiburastes, anti-seinre, nonstencids i y drugs, diunstics, i inhibitors, St Jofrs Wort, efc), or

= ireresed sussaptibiity o CSAcinduned nanal dormage (shevaied crasfinie) and fver daroge (seoted function test), o

——— 3HaYUTeNbHbLIM Obpa3om

= Iypensensitily 1o CRA actie substanos o mxipients OR
b Previously exposed o CSA, and CEA treetmaent should niat be cortinusd or restarted due o

-
= irtoerance ardior unacoeptable toxicty (ep elevabed crsstinine, eevaed ber hunclion tests, uneoniolkd bypertension, parsesthesia, hasdiche, rausea, hypertrichosis, eic), or y H M ¢ M u M p o B a H a

v iresdiguate resporie s CBA (defined as are of AD o CSA bypering afier a masdmum of 8 wesks of high dess (5 mghg/dy] bo mainiersnces dase |2 b0 3 mhisidy] or 3 Rave aber 3 mismum of 3 menthe on mainbenance doss]. Flars is defined s incresss in sigrs andier symptoms lkeading o escalation of Sy, which can
TCS, or the start of ancther sysiemic nor-stercidal immunosuppressive dnag or

= recuiremert for CSA af duses =5 mohpday, or duration beyond hose speclid in e prescriting irfomaton (+1 year) on H o p on H aﬂ n o n ynﬂ u M ﬂ

Exclusion Criteria:
1. Participation in & prioe dugilumeh dinisal stdy
2. Tresatmenn with an investigational chug witin 8 wesks o within S Failies (f knoan), whichever & knger, befre e soeering vist [ q aCTo He 6 bl BaeT oc06 blx
3. Hyperssrmithity andior inlerance b corticasknti i o 1o arty ofer ingredients cortained in the TCS product wasd in the study
4. Systerric CSA, systemic coriastercids, or phatotherapy wilkin 4 weeks piice 1o sersening, and azathiaprine JAZA), methetrexas (MTX), mycophenctate mofst (MME), ar s kinase [JAK) ihisans within 8 weeks g 1o screning
5. Traatmiees with TC! within 1 wesk Bifoes the sermaning vasit
B

e i b v rpynn naumneHToB

+ ity codl-denileting ageris inchuding but ot lirmited 1o itud e within & manthe befone the scoeering sisit, o Ll henghocyte count retums o nonmal, whicheer is knger
+ Ctber bickogics: within 5 helfives [if known) or 16 weske prioe o e soreening vist, whichaer i longer

P (noxunble, TAXenNbIE

Tresatime with a live [atenusted) vaccie within 12 weeks before the screening

ctiver chionic or acute infection reguinng treatmernt with, systernic arvibictics, antiviraks, antiparesitios, anfiprotaroats, or artifungals within 2 weeks befone the soreening or superficial skin irecions witin 1 week before the screening visit. NOTE: patierss may be rescreened no soones than 2 wesks after infecion resohves CTa M M 3a 6 on e Ba H M ﬂ M Tn
10, Ernn ar suspected history of immunosugpressien, including history of irvasive opportunistic infections (g, iubsuoss [TB], bi Listeriasis, i prisurocysioss, aspergilosis] despile infection resclutian; or unususlly Srequent, recument, or prokengesd infecions, per investigalon judgresT,

1. Presence of any 1 of the folkneing TB aiter

=

a. A positive ibenculin skin test ot the screening visi
b. A posttive Bloed OuantiFEROME-TE ar T-Spal best b e sereening vist
& Chest iy (pasterice-areiar and laberal views) at screaning o within  manthes befors the screening vib! (radidogy repert must be swaibsile) with resulls sosstert with price TB infecSion [inckiding bt ot rited o apical ssaming apicsl fbross, or mullige sakifed granrs). This doss ot inchide non-caseating gran ot

U it o i 8 TR i sl M. Pulirdsiatll A5 o b i s ks Bl s B WAl o Bl s 5 W e i o P s ot s e boreiinle

§5A N O F | J *https://clinicaltrials.gov/ct2/show/NCT02755649?term=Dupilumab&cond=Atopic+Dermatitis&cntry=RU&draw=2&rank=2
i
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Kak paspaboraTb KpUtepun BKIIOYEHUA/HEBKITIOYEHNA?
llar. 1 AHanus

eTeporeHHas BospacT, non Ae nonyunTtb

nonynauusa - . UHdbopmMaLuuro?
Tunbl, cTagun 3aboneBaHus

W g w 7

NMaTTepHbI ANArHOCTUKMU

LLar 1. AHanus. - ’
a ™ » CobCcTBEHHbIE 3HAHUS
OnuwuTe MaTTepHbI neyeHns 3
nonynauuio B | (BKN.naTTepHbl Tepanuu) HaHWs konner
PYTUHHOM NMpaKTUKe - y *  KnuHunyeckune
OcobeHHOCTH 3aboneBaHus pekoMeHAaLMm 1
Kakue naumeHTbl B (nporHocTnyeckue hakrTopsbl, cTaHOapTbl nevYeHuns
o \ chakTOpbI PUCKOB U AP) D .
PYTUHHOM ) ’ gKCI'IeprI
o _ ° neunasinmcCrbl
NPakKTUKe : L MopTpeT naumeHTa ) 371PABOOXPAHEHNS
( )

CTpaTVId)VIKaLWI;I nauneHToB B
IMN)QJ:’ vy L Cyﬁ-rpynnbl )




Kak paspaboTtatb KpUTepmUn BKIMOYEHUSA/HEBKITIOYEHNA?

Llar. 1 CuHTes

OnucaHue nauveHToB
B PYTUHHOM MNMpPaKTUKe

Lar 2. CuHTes.
Onuwinre
nonynsuyuio
nccnepnoBaHus
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OnpepenuTte «TOUYKy oTcYeTar:
yCroBHbIN Baseline visit =
XapaKTepucTUKy naumeHTa B

< MOMEHT Ha4yara coopa AaHHbIX )

g ChoenauTte CNUCOK AaHHbIX, O0e3 h
KOTOpPbIX COOp AaHHbIX NauneHTa
TepsAeT CMbICN — KaK Min AaHHble
\_ ANA nNepBUYHON Uenu )

Cos3paunTte rpadpmk/KapTUHKY
nyTW nauumeHTa (ne4vyeHve u

L AWarHoCcTuKa) D
é )
Cdopmynupyurte ctpatbl (Cy6-
nonynsumum)

. W,

Hauvarno npuema npenaparta
[NlocTaHOBKa
anarHosa/Havyano
onpeneneHHon ctagmu
3aboneBaHus

JTaBopaTtopHble aHanu3bl
[NogTBepxaoeHne gnarHosa

nap

Tunel 3aboneBaHns
[1o xapakTepucTukam
nauneHTa (non, Bo3pacT 1 Tn)

N op



RWE nccnegoBaHue: Kputepun BKIMIOYEHNUA U HEBKITHOYEHUSA
(SOLO study)

Kputepuun BKknroyeHus

1.
2.

C[2 Obin gnarHocTnpoBaH B ftobON MOMEHT A0 Hadana Tepanuu npenapaTom

[MauueHT Hadan nonyyartb npenapart (MHOEKCHOe cobbITUE) B pamMKkax Tepanuu
C[l2 B TeyeHne nepunoga BKOYEHUA B nccnegoBaHue ¢ Hosiops 2018 roga go uonsa 2020 roaa.

[na naumeHTa OOCTyNHA peTpocnekTuBHasa MeguumuHckaa nHpopmauma He meHee, Yem 3a 180 gHen oo
Ha4ana Tepanuu npenapaTrom

MauuneHTy 6bINo 18 1 Gonee nNeT Ha MOMEHT Havyana Tepanuu npenapaTom

[Mlo pesynbratam camoro rnocriedHero aHanusa, KOTopbii nnorenu R TeueHue 90 gHen Oo I/I/I/IJ'II/I B
TedyeHue 14 gHen nocrie Hadyana Tepanun npenaparom HbAlc coctaBun 27%
(krroueBon nokasatenb HbALc).

[na naumeHTa OOCTYNMHO HE MEHee OOHOro AOCTOBEPHOro pesynbrara aHanmsa kpoBu Ha HbAILc B
TeyeHne 150-210 pgHen nocrne Hadana Tepanuu npenapaTtom (pesynberaT
oTnnyaeTcsa oT ucxogHoro nokasarensa HbAlc), npeanovTuTernbHO Nocre o Mec. Tepanum (+/- 1 mec.).

noknag "Miccneposanume SOLO : foCTynHble NHHOBALMW B peasbHOW KMHUYECKOMW npakTuke». HA. lemnaos
https://webinar.rae-org.ru/2409202 1nacionalnyy-kongress-endokrinologov-innovacionnye-tehnologii-v-

1%%9(!:’ v . endokrinologii-bolshoy-zal


https://webinar.rae-org.ru/24092021nacionalnyy-kongress-endokrinologov-innovacionnye-tehnologii-v-endokrinologii-bolshoy-zal

KpVITepVIVI BKJ1IHOHMeHUA B UCClrnegoBaHusA pyTMHHOVI NMPAKTUKUA

Parameters The main description

Age Usually - = 18 years of age

Sex Usually - male and female patients . Exception:
gynaecology, men’s health

Study Can be more than 1 disease.

disease Confirmation and duration of diagnosis if required.

Previous/curr Types of previous treatment, untreated. Treatment at the

ent disease start of patient observation

treatment

Study drug Must be only with accordance routine practice. As

monotherapy or as a part of combined therapy. Types of
combination therapy may be written — but only for moment
of enrollment

1%%9(!: ’ vy

« [1na npoCneKTUBHbIX
nccneagoBaHUN:

Herb34 BIINATb Ha PYTUHHYIO
NPaKTUKY — B KPUTEPUSX
BKIMOYEHUSA MOXXHO
3adomkcmpoBaThb JfievyeHne
Tonbko Ansa Baseline visit
(Oanbwe nauneHT dyaet
NEYNTbCA B COOTBETCTBUM C
peanbHOCTbLHO)



[Tnan HabntogeHua (plan of observation)

Knro4yeBor BONPOC: Kak NaumMeHTbl B PYTUHHOM MPaKTUKe NpuxogaT Ha BU3UTLI?

UccnepoBaHue SOLO
B NP1 He moxeT ObITb:

Meproa A0 MHAEKCHOTO cOBbITUA Mepuop nocne MHAEKCHOro cobbITHA
(ncxogHble noKasaTtenwu) (oueHKa KOHeYHbIX To4YeK)
* [paduk npouenyp | 1
(Schedule of procedures) [ | |
: I :
« TOYHbIX 4aT BU3NTOB | ! |

(oaxe Tvna +/- 7 gHen)

NMnaH HaOnroaeHus 3 mec. 6 mec.
6 mec. 40 MHAEKCHOTO UHaeKcHoe 12 mec. nocne
non)l(eH OTpa)l(aTb cobbiTHA cobbiTHE WHOEKCHOro
( cobbiTHA
PYTUHHYIO NMPaKTUKY repamn
npenaparom

noknag "Miccneposanume SOLO : foCTynHble MHHOBALMW B peanbHOU KMHUYECKOUW npakTuke». H.A. Jemnaos
https://webinar.rae-org.ru/24092021nacionalnyy-kongress-endokrinologov-innovacionnye-tehnologii-v-

1%%@5’ n vy endokrinologii-bolshoy-zal



https://webinar.rae-org.ru/24092021nacionalnyy-kongress-endokrinologov-innovacionnye-tehnologii-v-endokrinologii-bolshoy-zal

Llenn nccnegoBaHns U KOHEYHbIE TOYKU

Llenb uccnegoBaHnA - Kak > WUcnonb3oBaTb rNnaron
3agava
- E.g.: 2. Onwucarb y nauneHTtos ¢ C[12
M3MeHeHUA MaccCbl Tena nocnae 6 n 12 mec.
KoHeuyHasa To4yKa — Tepanuu npe >Ctap®
U3ImepeHue uenu
uccaepoBaHuA

» WUcnonb3oBaTb cyuiecreuTtesibHoe

E.g..o0 A6contoTHOE M OTHOCUTE/IbHOE
nameHeHua cpegHero (CO) 3HauyeHUn

« Exact parameter of measurement, Macchbl Tena ¢ ucxoaHoro go 3, 6 u 12 mec.
nocne HacTynaeHUa MHAEKCHOrO
cobbiTuA.

Study end point should have:

 Time frame of measurement

1§1A|‘%9C!: ’ vy



Llenn, KOHeYHble TOYKU U AaHHbIe — MHCTPYMEHT

YpoBseH . .. . Data needed to receive evidence
- Study Objective Study End points Baseline Month 3 | Month 6
. e Percentage of patients achieved individual predefined
Primary '::Oi\iil%ait:tgfslcole:f;t?g:amlc at target HbAlc defined by treating physician by individualized N/A HbAlc
Pop Month 6 HbAlc level
Second To evaluate percentage of patients e Percentage of patients achieved individual predefined
ar achieved individual target HbAlc at target HbA1lc defined by treating physician by individualized | HbA1lc N/A
Y Month 6 Month 6 HbAlc level
. predefined
To evaluate percentage of patients . . T e .
Second achieved individual target HbA1c at e Percentage of patients achieved individual individualized HbALc HbALc
ary Month 3 target HbAlc at Month 3 HbAlc level
and HbAlc
To evaluate percentage of patients . .
1c <7,09
Second |, 1 ieved HbA1c <7,0% at Month 3 and ||| ccentage of patients achieved HbAlc <7,0% N/A HbAlc | HbAlc
ary at Month 3 and Month 6
Month 6
Second To evaluate percentage of patients over e Percentage of patients over 65 years who
65 years who achieved HbAlc <7,5% at . 8 P Y age HbA1lc HbAlc
ary achieved HbAlc <7,5% at Month 3 and Month 6
Month 3 and Month 6

SANOFI 7




OT gaHHbIX PYTUHHOW MPaKTUKKN K pe3yrnbratam

L T
PaspaboTka HoBLIX NpenapaTtos ] PaspaGoTka
npenaparta
Hay4Hbie uccnenosaxus ‘ - -
i T
KnuHuueckmne
l K nuHMYSCKMe WCCNea0BaHHA J HCCNeaoBaHHA
m " .
2
[ Real World Evidence (RWE) ] -] PervcTpauma
@
(=5 F -
4 JaHHbIe ' =
~ $apMasKoHO MHMECKHE MCCMEN0BAHKA M MCCNEeN0BaHKA WCXD 008 2
PYTHHHOR 5
fpakThKK Wecnenosanus, MHMLMADYEMBIE WoecnenosaTenamu/[ paHTsl Ha uoone HHA ]E
h neq « MHALMWpye: nen pa AoBa | ; Ho:rperncrpn—_
(Real World | . " v E l::;:ﬂ:"
\ KPHHMHI 0BLie NporpammiyTporpamMme! Nogae pruau NayueHToR
\ Data, RWD]J \ €
- Il'u
\ ®apmakoHanop
- L v,
MporHo CTHHECKaR aHANUTHKA
\ Map e TuHIoBLIE WCCnegoBaHA
1 [pyrve npoesT bl
LN
S A N O F | u loneduHa T.A., Bypmucmpos B.A., EdpumeHrko U.B., XopowescKuli B.®. VickyccmeeHHbIlU uHmennekm e 30pasooxpaHeHuu: Real World Data u Patient Voice — 2omossi nu

Mbl K HO8bIM peanuam? MeduyuHcKue mexHonozuu. OueHKa u eblbop. 2021,;43(2):22—31. https://doi.org/10.17116/medtech20214302122



Pa3paboTka nccrnegoBaHum ¢ UCMOSIb30BaHMEM AaHHbIX
PYTUHHOW NPaKTUKU

MpuHaTue
ICTOMHUKN OaHHbIX. Pa3paboTka peweHnn B
OMK, OTKpbITbIE KOHLenuum 3ApaBoOXpaHeHun
NCTOYHUKN, PETNCTPbI nccnegoBaHuA 4 I /
‘onpeaeneHune
Paspabotka TepmuHos RWD n RWE,
Kadectso nccneno- *HOPpMAaTUBHO-NMpaBoOBOE
«CbIPbIX» BaHUA. peryamposaHue B
\__AaHHbIX CrcTemHbI Poccumn/EAIC,
OGecneyeHue KayecTBa ypOBEHb ‘ucnonbsosaHme  RWE
g KayecTBO A \_ ), ANIA NPUHATUA PELLEHMIA:
0bpaboTku Ko'(\g:‘;LeMHﬂ”"" - KIMHNYecKue
| AaHHbIX ymeva: pekomeHaauuum, )
HaBbIKU [Mpo3pavyHoCTb U - OLEeHKa TEexXHOJOorui
nosepue Kk Real 3paBOOXpPaHEHHUS,
MeToabl aHanumsa. World Evidence - BHeceHue
MeTonbl paboThl C ITUIecKan U3MEeHeHUN 3

naHHLIMK aKcnepTn3a MHCTDYKLMIO 1o
NPUMeHEeHUIo /
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