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OXUAaHUA U TPeboBaHMA UHAYCTPUM

*  TpeboBaHMA HOPMATUBHO-
NPaBOBbIX aKTOB

*  J1n3aH KAIMHUNYECKUX U
HabnaaTeNbHbIX MeANLMHCKUX
nccneaoBaHUM

* 06ocHoBaHMe ob6bema BbIOOPKMU
* CTraTucTuyeckoe NaaHMpPoOBaHME

* (ObecneyeHne ynpaBaeHUs 1
LLleNIOCTHOCTM AaHHbIX

*  CmamucmuyecKul aHanAu3
* Busyanuszauua pe3ysnbmamos




HopmaTmBHble NpaBoBble akTbl EAIC stat@Rdocs

PekomeHpgauma Konnermmn EBpasmincKom sSKOHOMMYECKON Komuccum ot 17 niona 2018
r. Ne 11 "O PykoBoacTBe no 06w mm Bonpocam KANHUYECKUX nccnegoBaHmn'

PeweHune CoseTa EBpa3nincKon sKOHOMUYECKOM Komnccmm ot 3 Hoabpa 2016 r. Ne 79
"O6 yTBepKaeHun MNMpaBun HagnexKalen KNINHUYECKOoM NPaKTUKK EBpasnimckoro
3KOHOMMYECKOro cot3a"

PekomeHpauma Konnermmn EBpasminckom skoHoMmn4eckomn kommccmm ot 03 Hos6pA
2020 r. Ne 19 "O PykoBoAcCTBE MO NPMMEHEHUIO MPUHLUMNOB BUOCTAaTUCTMKN B
KIMHUYECKMNX UCCNe0BaHMAX NEKAPCTBEHHbIX NpenapaTos”

PekomeHpauma Konnermmn EBpasmincKom sKOHOMMUYECKON Komuccmum oT 12 mapTta 2019
r. Ne 8 "O PykoBoactBe no noabopy A03bl 1EKAPCTBEHHbIX NpenapaTos”

PeweHune CoseTa EBpa3mMicKkon sKOHOMMYECKOU KoMmUccum oT 3 HoAbpAa 2016 r. Ne 85
"O6 yTBEpKAeHMU NpaBua NpoBeaeHNA UccieaoBaHUn OMO3KBUBAJIEHTHOCTH
JIEKAPCTBEHHbIX NpenapaToB B paMKax EBpa3nincKoro skoHoMmmn4eckoro cotsa"

PeweHune Coseta EBpa3mMiMCcKON 3IKOHOMMYECKOM KOMUCCUM OT 3 HoABpA 2016 r. Ne
"O6 yTBEpKAeHMU NpaBua NnpoBeaeHNA UccaeaoBaHUn BUONOrMYECcKUX
JIEKAaPCTBEHHbIX CpeacTB EBPa3snMmnMCcKoro SkOHOMUYECKOro cot3a”




IlepBMYHAA KOHEeYHaA TO4YKa stat&Rdocs

* Bblbop nepBMYHON NEPEMEHHOM [AO/IKEH OTPaxKaTb MAPUHAMbIE HOPMbI U
cmaHOapmel 8 coomeemcmeayrujeli o0baaacmu meouyuHsl.

*  PeKkomeHayeTca MCNoAb30BaTb HaAEXHYIO M BaJIMAMPOBAHHYIO MEPEMEHHVIO,
OaHHble O KOmopol rMnosayYeHbl 8 npeodbIdywux uccnedo8aHUAX unu
onybsauKoeaHbl 8 HaAy4YHOU numepamype.

*  Heobxoaumo npeactaBuTb A0OCTAaTOYHbIE [JOKa3aTe/IbCTBa TOro, YTO NepBUYHASA
nepemeHHas ABNAETCA BaAMAHON U HAAEXKHOU MepoUu KANHUYECKU 3HAYMMOUN U
Ba*XHOM NO/b3bl BMeELLATeNbCTBA A9 nonyaAayuu nayueHmos, onucsbieaemoli ¢
MOMOUWbIO Kpumepuees 8K/I0YEHUS U HeBKMoYeHUA cyObeKToB B UCCneJoBaHMe.

*  T[MepBUYHYIO NEPEMEHHYIO caeayeT UCNONb30BaTb ANA onpeaeneHnAa pasmepa
BbIOOPKMK, ecsiu He 060cHOBAH UHOU M0OX00.

PekomeHpgaunsa Konnernmn EBpasmniickoin skoHommuyeckom kommccum ot 03 HoAabps 2020 r. Ne 19 "O PykoBoaCTBE MO NPUMEHEHMUIO NPUHLUNOB
6MOCTAaTUCTUKM B KIMHMUYECKUX UCCNEeL0BaHNAX NEKAPCTBEHHbIX NpenapaTos”



IlepBMYHAA KOHEeYHaA TO4YKa stat&Rdocs

*  Bo MHOIMX cny4yanax noaxod, K OLEHKEe UCX0A0B MOXKET ObiTb HEOYEBUAHBIM U
AONKeH ObITb TLWATE/IbHO pernameHTUpoBaH (Hanpumep, Hedonycmumo be3
O00Mo/MIHUMENbHLIX YMOYHAWUX ycaosuli 8blbupamb cmepmHOCMb 8
Kayecmee nepsuvyHolU nepemeHHOU; CMEePTHOCTb MOXKHO OLEHUBATb,
cpasHuBaa 007U XUBbIX 8 (UKCUPOBAHHbIE BPEMEHHbIE MOYKU Unu
coriocmassnsaa obuwue pacrnpedeneHuss 8pPemMeHU B8biIHUBAHUSA 8 me4vyeHue
yCmMaHo8seHHo020 UHMepesana).

* [pyrmMm pacnpocTpPaHEHHbIM MPUMMEPOM  ABNAETCA MNOBTOpAlOLWEeecA
cobbiTne; meponm 3dpPekTa BMewaTeNnbCTBa MOXKeT ObiTb npocmasn
oduxomomuvecKaa nepemeHHaa (ntoboe Bo3HMKHOBEHME CODbITUA B TEYEHUE
YCTaHOBNEHHOINO  MPOMEXYTKa  BpemMeHu), epema 00  nepeo20
B803HUKHOBEHUA cobbimusa, yacmoma 603HUKHOoeeHusa (4ncno cobbiTMin B
eaANHULY BPEMEHU HabntoaeHua) u T. A,

PekomeHaauns Konnernmn EBpasminckoit skoHommyeckoit Komumccnm ot 03 HoAabpa 2020 r. Ne 19 "O PykoBoacTBe NO NPUMEHEHUIO
NPUHLMNOB BMOCTAaTUCTUKMN B KIMHUYECKUX UCCNe0BaHNAX NEKAPCTBEHHbIX NpenapaTos”




IlepBMYHAA KOHEeYHaA TO4YKa stat&Rdocs

*  OuyeHKa pyHKYUOHAMbHO20 cmamyca cybbeKkTa nccnegoBaHnA B AMHAMMUKE
NPU U3y4YeHUN BMELIATENbCTBA MPU XPOHUYeCKUX 3a60n1e8aHUAX Bbi3blBaET
3aTpyaHeHuA npu Bbibope NnepBUYHON NEPEMEHHOMN.

*  CyuwecTByeT MHOro BO3MOXHbIX NOAX0A0B, TAaKUX KaK:
¥ CpaBHeHUA OLUEHOK, BbINO/IHEHHbIX B Ha4Ya/1€ U B KOHLE NHTEPBA/i1a Ha6I'IFO,EI,EHM‘r'I;

" CpaBHeHWe OonAa perpecCUoHHbIX NPAMbIX YIrOB HAaK/1OHA, PACCYUTAHHbIX C NOMOLWbIO
BCeEX OUEHOK B Te4yeHne BCero nHTepBasia Ha6fI}O,£I,eHMFI,'

¥ CpaBHeHUA p,oneﬁ Cy6'bEKTOB CO 3Ha4YeHnAaAMun n0Ka3aTenel7|, npesbliwWakOWMMN
OI'Ipe,CI,eJ'IeHHbIﬁ nopor nin onyCKkarowmmmnca Hmxe onpegesieHHoro nopora,

nn
“ CpaBHeHWUA, OCHOBaHHble Ha MeToaaX A/1A MOBTOPHbIX M3MepeHMﬁ AaHHbIX.

PekomeHaauns Konnernmn EBpasminckoit skoHomumyeckoi Komuccum ot 03 Hoabpsa 2020 r. Ne 19 "O PykoBoacTBe MO NPUMEHEHUIO
NPUHLMNOB BMOCTAaTUCTUKMN B KNIMHUYECKUX UCCNEeS0BaHMNAX NEKAPCTBEHHbIX NpenapaTos”



IlepBMYHAA KOHEeYHaA TO4YKa stat&Rdocs

* B nNpoTOKONE K/AMHMYECKOro WuccnegoBaHUs HeobxooMmo  yKa3ameob
rnepeuYyHyro nepemMmeHHyo emecme ¢ 060cHoeaHuem ee eblbopa.

* MepedopmynnpoBKa NepBUYHON NEPEMEHHON NOC/NEe CHAMUSA OCAersaeHus
noymu ece2oa byoem Hedornycmuma, MNOCKOsbKY MPUBHOCUMbIe 8criedcmaue
3Mmo2o cucmemamuyeckue owubKu mpyoHoO Noo00armMcs oyeHkKe.

*  Ecnn KnnHuyeckmit 3ddekT, onpeaeneHHblit OCHOBHOW Uenbio, 6ydem
UsmMepsAMbCA HECKONbKUMU mMemoodamu, B TMPOTOKONE KJAMHUYECKOro
nccnegoBaHUA OAVMH M3 METO40B M3MEPEHUA Heobxoammo YKasatb B
KauectBe NEepBUYHOM MNEepeMeHHOM Ha  OCHOBAHUU  KAUHUYecKoU
3Ha4Yyumocmu, eaxcHocmu, obvekmusHocmu u (unu) Opyaux npumeHUMbIX
€20 XapakmepucmuK — 80 8Cex C/y4Yasax OCyuw,ecmsumMmocmu maKkozo 8bibopa.

PekomeHaauns Konnernun EBpasminckoit skoHommyeckoit Komumccnm ot 03 HoAabpa 2020 r. Ne 19 "O PykoBoacTBe MO NPUMEHEHUIO
NPUHLMNOB BMOCTAaTUCTUKMN B KIMHUYECKUX UCCNeS0BaHMNAX NEKAPCTBEHHbIX NpenapaTos”



n3arHbl MeaAULUHCKNX UccaeaoBaHnm stateJocs

INPUHITHUIIBI

MIPAKTHKA KnuHuyeckas
KJIMHUYECKUX HCCIEJOBAHUMN SHMﬂeMVIO NOM4




MHoroobpasune An3anMHOB stat&ocs

[ B uccnenosaHuMn NnpeaycMOTPEHO BMELLATENLCTBO? ]
[a Het
[ JKCNepUMeHTalbHOe UCCiiegoBanne J [ O6cepBaLMOHHOE WUCCNefoBaHne ]
[ CnyyaiiHoe pacrnpeieneHve YY4acTHUKOB? ] [ CpaBHeHue rpynn? ]
Na Her a Het
A4 Y
PaHaoMM3npoBaHHOE
. (fll-l T onwp . He paHaOMW3MpoBaHHOe AHanuTu4yeckoe OnucartenbHoe
p Py KOHTpONMpYEeMoe MCTbITaHNe uccnefoBaHue nccneaoBaHue
ucnbiTaHue \
HanpaBnenne?
BospeiictBre — Wcxoq BospgeiicTeue «— Mcxoq Bospeiicteue <= Ucxop
KoropTHoe WccneposaHue Kpocc - cekuMoHHoe

nccnenoBaHue cnyqaﬁ - KOHTPOJ1b nccnegoBaHme




ObocHoBaHMe n pacyet

Chapman & Hall/CRC Biostatistics Series

Sample Size
Calculations in
Clinical Research
Third Edition

Shein-Chung Chow
Jun Shao
Hansheng Wang
Yuliya Lokhnygina

CRC Press
Taylor s Frmncis Groug
A CHAPMAN & HALL EOOK

asmepa BbIOGOPKM stateRdocs

44 Sample Size Calculations in Clinical Research

3.1.3 Test for Equivalence
The objective is to test the following hypotheses

versus  H,:le|< b,

The test drug is concluded to be equivalent to a gold standard on average if the null
hypothesis is rejected at significance level a.
When o is known, the null hypothesis H, is rejected at significance level a if

Vw8 g Y -m )
o B

The power of this test is given by

n(E—e)

i

Although the sample size 1 can be obtained by setting the power in Equation 37 to
1~ 4itis more convenient to use the following method. Note that the power is larger than

@7
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n
Hence, the sample size needed to achicve power 1 - 1 can be obtained by solving
(-t
o= ), 8
= 2
This leads to
n (9

@-ey

Note that the quantity in Equation 38 is a conservative approximation to the power.
Hence, the sample size calculated according to Equation 39 is conservative. A different
approximation is given in Chow and Liu (1992, 2000), which leads to the following formula
for sample size calculation:




Ob6ocHoBaHWe 1 pacyeT pasmepa BbIBOPKU stateRdocs

Sam p Ie Size & Power PASS Power Analysis and Sample Size Seftware (PreductDe...

PASS software provides sample size tools for over
1100 statistical test and confidence interval
scenarios - more than double the capability of

any other sample size software. Each tool has
been carefully validated with published articles .
and/or texts.
Sample Size
viewing the video to the right, or exploring this
website.
PASS comes complete with integrated
documentation and PhD statistician support. PLAY DEMO

PASS has been fine-tuned for over 25 years, and

is now the leading sample size software choice

for clinical trial, pharmaceutical, and other

medical research. It has also become a mainstay
in all other fields where sample size calculation or

evaluation is needed.

Get to know PASS by downloading a free trial,




CtaTuctmnyecKkoe naaHMpoBaHue

"nnaH cTaTUCTUYECKOro aHanusa" - [OOKYMEHT,
cogepxalmn  getanu3MpoBaHHOe U ONUCaHHOEe
cneunanmnsnpoBaHHbIM S3bIKOM (C MCMOMb30BaHUEM
TEXHNYECKUX TEPMUHOB) U3MOXEHUE OCHOBHbIX
3NIEMEHTOB aHanusa, ykasaHHOro B npoTokosie, u
BKMNHOYaOLLMIA B cebs AeTann3npoBaHHbIe
npoueaypbl NPoBeAeHNA CTaTUCTUYECKOro aHanusa
NepBMYHbIX U BTOPUYHBIX MEPEMEHHbIX, a Takxke
APYrnX OaHHbIX;

stot&’docs

117. MNnaH cTatucTuyeckoro aHanmaa MOXeT ObITb
npeacTtaBrneH B Buae OTAENbHOMoO [OOKYMEHTa,
COCTaBMAeMOro nocne 3aBeplleHuUd MnoaroTOBKU
NPOTOKOMa KIMHMYecKoro uccnegosaHus. B nnaHe
CTaTUCTUYECKOro aHanu3a MOXHO OCYyLeCTBUTb
donee TEXHUYECKYI0 n AeTanM3npoBaHHYo
NpopabOoTKy OCHOBHbIX XapaKTEPUCTUK, YKa3aHHbIX B
NPOTOKOMEe KNMHMYeckoro wuccnegosaHus. [lnaH
CTaTUCTMYECKOro aHanmM3a MOXEeT coaepXxaTb
AeTannu3npoBaHHble npoueaypsl BbIMNOJTHEHUA
CTaTUCTMYECKOro aHanunsa nepBuYHbIX U BTOPUYHbLIX
nepeMeHHbIX " Apyrmx AaHHbIX. MnaH
CTaTUCTUYECKOro aHanusa HeobxoamMmo
nepecmaTtpmBatb W OOHOBMATL MO pesynbrartam
ocnenneHHoun npoBepKn JaHHbIX (npwm
HeoOXOAMMOCTM) W OKOHYaTeNbHO OMOoPMUTL A0
CHATUA ocrnenneHuns. Heobxoanmo XpaHUTb
OOKYMEHTbI 0 BpPEMEHMU OKOHYaTenbHOro
othopmMneHns nnaHa cTaTUCTUYECKOro aHanusa, a
Takke BPEMEHM nocrnegyroLlero CHATUA

PekomeHaaunsa Konnernu EBpasminckom skoHomunuecREARENSEM A or 03 HoA6pAa 2020 r. Ne 19 "O PykoBoacTBe No

NPUMEHEHWIO NPUHLMNOB BUOCTAaTUCTUKMN B KNIMHUYECKUX UCCNef0BaHMAX NEKAPCTBEHHbIX NpenapaTos”




CTaTuctuyeckoe NAaHNpPOBaHNeE

Statistical analysis plan Simple Intensive Care Studies |

’%'Imnsivc Care Studies
e variobies

Ny
Torevimaion cardiat oviput (SCS ).

DETAILED STATISTICAL ANALYSIS PLAN (SAP)

1. Administrative information
1.1.  Title, registration, versions and revisions

Full study title A prospective observational study on the value of conventional
mortality in critically ll patients

Acronym Simple Intensive Care Studies-1 (SICS-1)

Local project number 201500144

Clinicaltrials.gov number  NCT02912624

Study protocol version 1.1 (23 September 2016)
SAP version 1.0(3 April 2018)

SAP revision history None

SAP revision justification

Statistical snalysis plan Simple Intensive Care Studies-|

Figure 2. linear and a radial hyperpl aSupport Vector Mathine classifier.

Class 1: squares, class 2: circles, and In blue the boundary cases.

Figure 3. Representation of a Random Forest classfier, with ntrees

Patientx

b 3
Sl ess
@

‘The circles represent the nodes, with the red and green ircles signalling the terminal nades, and the
arrows show the “optimal spiit” computed for each nade of each tree. The aggregated vate of all ().
trees 852 final classification, for example, “alive”.

stot&docs




CTaTuctnmyeckoe naaHMpoBaHue stat&Rdocs

Primary analysis of primary endpoint:

The primary estimand is defined to evaluate the hypothetical proper effect of XXX without additional
effect of rescue therapy (hypothetical strategy):

» Taking into account that patients would keep the benefit of the randomized treatment after

» taking into account that patients who are unable to continue taking the study drug

whatever the reason would keep the benefit of the randomized treatment.

Thus, before performing ANCOVA in the FAS, a multiple imputation procedure as if patients
would keep the benefit of the randomized treatment will be used to impute: missing data for the
primary endpoint at 12 weeks (for patients with missing data at W8 and W12 and for patients
with missing data at W12 only), and data collected after rescue therapy for non-controlled

patients.




CTaTuctnmyeckoe naaHMpoBaHue stat&Rdocs

Supplementary analysis of primary endpoint:

* This supplementary estimand is defined to evaluate the effect of XXX:

» under the assumption that rescue medication was not introduced and assuming that
patients will not continue to benefit from the treatment,

» taking into account the unfavorable outcome when patients are unable to continue taking
the study drug due to lack of efficacy or AE,

» taking into account that patients who are unable to continue taking the study drug for other
reason than lack of efficacy or AE would keep the benefit of the randomized treatment.

Before performing ANOVA in the FAS:

- a placebo-based multiple imputation (MI) approach will be used to impute values after rescue
medication and for treatment discontinuation due to lack of efficacy or AE. The copy increment
from reference approach will be applied: once the patient deviates, its post-deviation mean
increments copy those from the placebo group. The patient’s mean profile following deviation
tracks that of the mean profile in the placebo group, but starting from the value of the criteria of
interest already obtained ((the approach will be to impute values post rescue medication and
post treatment discontinuation for AE or lack of efficacy by the slope of the placebo arm starting
from the value of HbAlc observed at the withdrawal visit). Post deviation data in placebo group

is imputed under randomized-arm MAR;

- a Ml approach as if patients would keep the benefit of the randomized treatment will be used to

impute values for treatment discontinuation for other reason.




CTaTuctnmyeckoe naaHMpoBaHue stat&Rdocs

Two other additional analysis will be performed on the primary endpoint on FAS:

e This analysis is defined to evaluate the effect of treatment policy of XXX + rescue medication
VS placebo + rescue medication
» taken.into account values collected after rescue medication (treatment policy),
» taking into_account that patients who are unable to continue taking the study drug
whatever the reason would keep the benefit of the randomized treatment.

Thus, before performing ANCOVA, a multiple imputation procedure as if patients would keep the
benefit of the randomized treatment will be used to impute missing data for the primary endpoint

at 12 weeks. Here data collected after rescue therapy will be taken into account in the analysis.

e Last observation carried forward (LOCF) method will be used to impute post rescue

evaluations and other missing data at 12 weeks for the primary endpoint.

The multiple imputation approach will be based on the regression method to impute values for
each missing data at W8 and W12. Covariate use for the regression method will be auxiliary
variables which might be predictive of both the chance of missing values and the underlying

values themselves. Those additional auxiliary variables will be defined, before the blind is

broken.




YnpaBneHue aaHHbiMK (data management) u

stot&’docs

obecneyeHue LeNocTHOCTU AaHHbIX (data integrity)

8. Hacrosmee PyKOBO,I[CTBO HallpaBJICHO Ha HCIIOIb30BaAHHE
¢ P e KO M e H .ﬂla LIl M ﬂ K On n e r M M PHCK-OPHECHTHPOBAHHOI'O IIOAXOOa K YIIPaBICHHIO JaHHbIMH,

KOTOprfI BKJIIOYAaE€T PHCK, KPHTHYHOCTbL H JKH3HEHHEIH ITHKJ

E J J
B p a 3 M M C KO M JaHHBIX. ITonp3oBarensm HacTosgiero PyKOBO,[(CTBa HEO6XOI[I/IMO
IMMOHUMATE YIIpaBlIeHHE JaHHbIMH (KﬂK JKH3HeHHBI ].[HIUI), JTOOBI

J
3 KO H O M M l"I e C KO M HAeHTHQHUIINPOBAaTE JaHHBIE, OKA3bIBAIOIINE  HAHOONBIIee
BausHHe Ha Tpomeccsl GMP. Hcxoms mu3 3Toro, MOXHO
KO M M CC Vl M OT 1 9 . 09 . 2 O 2 3 ompefeNUT, M BHeOpHTH Hanbolee d>hGeKTUBHBIT H
JleficTBeHHBIIT KOHTPOJIb, OCHOBAaHHBI Ha OIlEHKE PHCKOB, H

r. « O Py KO B O,ﬂ,CT B e rl O 0030p JTaHHBIX.

O6ecnequ M I'O 9. PexoMeHZamMH W MeETOABI, IPHBeJeHHBIE B JTaHHOM
PYKOBOJICTBE, IOJTOTOBIEHB Ha OCHOBe  aHAIIOTHIHBIX

LII e n O CTH 0 CTM pla H H bl X M PYKOBOACTB MENKAYHApPOAHLIX H PETHOHAJILHBIX OpFaHH3aI.IHﬁ

(CucteMBl cOTpymHHYEcTBa (hapMarleBTHYEeCKHX HHCIIEKITHIT

(PIC/S), BcemmupHoit opraHmsamuu 37paBooxpaHeHHs (BO3),
Ba‘n Mpla Llll/| M YipaBieHHs 110 KOHTPOIIIO JI€KapCTBEHHBIX CPEIACTB M H3JIEIHIl
MeJHIHHCKOTO  HasHadeHHS  BemnkoOpuranmm  (MHRA),
KO M I-I b I-OTe p VI 3 I/I p O B a H H bl X MesxknyHapogHoTo ~ oOmiecTBa 10 (hapMarleBTHYeCKOMY

C l/l CT e M » HHKUHHPHHTY (ISPE), Accomuannun TIPOH3BOANTEINEH
JMeKapCTBeHHBIX CpeACTB AN IapeHTepalbHOTO IIpPHMeHeHHS

(PDA)).




YnpaBneHue aaHHbiMK (data management) u

stot&’docs

obecneyeHue LeNocTHOCTU AaHHbIX (data integrity)

Core Component of RBM: Centralized Monitoring

AHHBIE, Ha KOTOPBIX OCHOBAHBI JHOOBIE CIICHIIA, OJIXKHBI . .
A P P 1 Adaptable services drive to _faster RBM benefits

COOTBETCTBOBATE KpurepnaM «ALCOA+». KOTOpEIE BKIKYAIOT B ce0i:

. Lomer TransPa,e
MPOCIEAKIBAEMOCTs (A — attributable) DaHHBIX IO HIIA. CO3TABIIETO v e,

Py
@
Targeted site

support
Improved site level

3aIICh; " Prodictive &

advanced analytics

Statistically driven

TIITAeMOCTh (L - legible) OTAHHBIX, insights for Site and data flow and visit
Study / Project preparation for
Management to increased study
cBOeBpeMeHHOCTE (C — contemporaneous) TaHHBIX., prozctively identy risks Centralized compliance

and prevent issues

moIMMHHOCTE (O — original) ZJaHHEIX

g=))

TOUHOCTB (A — accurate) JaHHBIX: KA1 & trigger Monitoring g Subjectlevel dota
management 3 review/early signal

5 i 5 3 5 5 Identify and manage surveillance
COOTBETCTBIIE OOIIOIHITEIBHBIM TpeﬁOBaHHHM, o0ecIeunBaroIM KRIS [0 reduce rigk Holistic subject reviow

throughout the study improves patient safety
by seeing issues
earlier, ensuring
medical congruency

MOTHOTY  (complete). IocaemoBaTeNBHOCTE  (consistent).  YCTONTIIBOCTE

(enduring) u moctynHOcTh (avallable) maHHBIX (00O3HAYCHHEIX B aKpOHIIME

r
Echno' ogy p\aﬁom‘

CIIMBOJIOM «»).
QO QUINTILES




Cnacubo 3a BHMMaHue!

AnekcaHgp ConoaoBHUKOB, AUPEKTOP MO YNPABAEHMIO KAYE€CTBOM f
e-mail: asolodovnikov@statandocs.com
mobile: +7 919 3776265

www: https://statandocs.com
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