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Efficacy assessment

OrMeTbTe, HOXKAYHCTa, TEeMIIepaTypy Tela Ha JaHHEIH MOMEHT
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Ouenure, noxanyicra, cBo 60015
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lloxanylicta, otMeThTe JIIOOBIM yA0OHBIM U1 Bac cnocobom (Hanpumep, BEpTHKILHOM
YepPTOi) OLIEHKY CBOEH D0 Ha 3TOH 1IKane. BepXHssa ToOYKa IIKalbl COOTBETCTBYET
MaKCHMAaJIBHOMY OIIYIIEHHIO O0JIH, HHKHSIS — IMOJTHOMY OTCYTCTBHIO O0TH.

|
|
!
l
|

o

70 80 90
CunbHagr Gonk
o P
I( ";-"'“‘é“ ) ‘( ;;?':9 :
i\ ; f "\ e 3!
NS N A

100

HeBblHOCUMaR
6one




Efficacy assessment © smooth

DRUG DEVELOPMENT

2L
Bpems o1ieHKH: /A yy MM
OueHnTe, NOXaIyicTa, CBOK 00Ib lepea’ BedepHHM NPHMeHeHHeM Npenapara’
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[Toxanyicra, oTMeTBTE JIFOOBIM YA00HBIM U1 Bac crmoco6om (HanmpuMep, BepTHKATBLHOM
4EPTOH) OLCHKY CBOEH 00M Ha 3ToM 1Kasie. BepXHsis ToUKa KAkl COOTBETCTBYET
MaKCHMaJIbHOMY OLIYIICHUIO O0JIHM, HUXKHSSA — TIOJJHOMY OTCYTCTBHIO OOJTH.
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CTeneHb BbipaeHHOCTU 601K B
COCTOAHUKN MNMOKOA
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Hanuuue

CEneryerse Gonm g COCTORHWA NOEOA

Iikana obnerveHun Bonu (PRS)
O Het obnervyexnn -0

O Hefonswoe ofineryexue - 1
O IHauMMOoe oBnerYeHme - 2

O Cunbmoe obnerdeHme - 3

O NMNonxoe ofineryexue - 4
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TabaHua pericTpauuy CKOPOCTH HACTYIIeHus 3¢ (exra

(Bpemsi, KOTOpOe BaM MOHAZOOWIOCH WA HOCTIDKEHMS 3PEKIMH, AOCTATOYHOH JUId COBEPILICHMS
TIOIOBOTO aKTa OT MOMEHTA NpHeMAa [IPenapaTa, ¥ MOMBITKY / COBEPINCHHEIE TIOJIOBBIE AKThI).
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ePRO approach

MNseaHAK NAYREHTA

2. MNomanyncrta, B MOMEHT

HacTynneHua adpexta HaxmMuTe
Knaeuwy “3dpexT!”

JOPEKT!
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OneHka BLIpA)KeHHOCTH 00,1 yepe3 1 uac mocJjie nepBoro NPHMeHeHHs npenapara:

Bpemsd onienku: | _G_ yy, O 2 MM.

OueHka BbIpaXKEHHOCTH 00JIH Yepe3 2 yaca nocJjie nepeoro NpHMeHeHHs npenapara:
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YKaxuTe, MOKaIyicTa, Kakue e JIeKapCcTBEHHEBIE Cpe/ICTBA NPUMEHSUI ceroaus Bamr pedeHok
npotuB OPU kpome uccneayeMoro npenapara:

Hazsanue: KomunuecTBo:
) -
l. WW £ 'T\Tmi_a b _
! " — ﬁ Nueawux nayuwesta UID

K
)

[Moxan ||'|-1 CTa, NepeyncnaTe ConyTCTaYOWYW

repanuo
Mpenapar Jlara vaunna JLaT a Csderiiaen
Vo0 01 082019 01.08 2004d

NOATBEPOMTEL U NPOAOTMHUTE




Concomitant medication SElelejiy
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3all0JIHUTE, N0KaNyHCTa, TabIWEyHE§/ICTABICHHYIO HUXKE
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Data entry and data management (5)smooth
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Assessment parameters Clinical Trial | Clinical Trial I
(per subject) (paper Diary) (ePRO)

The average time for data entry, 2h 52min 22min
validation and queries

The average number of queries 4,8 units 0,1 units
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Study I, Il: Power, %
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Study |, Il: Sample Size Calculation, N'Group
(Power = 80%, Alpha = 5%)
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« ePRO is a more accurate and convenient way to use the
patient diary compared to the traditional paper version.

« The results obtained using ePRO have less variability.

« ePRO is the most effective when the primary endpoint data
are obtained directly from the subject of trials.

 ePRO and the paper diary costs are comparable due to
lowering of the price for data entry and data management.
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