y A A ccounauyus
; MexayHapoaHbIx

D apmaueBTUYECKUX
Mpoussogutene

Moaenu npoBeneHuna RWE-
uccrieqoBaHuun: Bbioop, hopMuUpoBaHuUe:
UccneaoBaHUe KakK NpoOEeKT.

MNMpoekT «Auanorn o Real World Data»

[onbaonHa TaTtbaHa, K.0.H.,
pykoBoauTens patodein rpynnsi AIPM no RWE 13 aHBapsa 2023r




Accouyvnauus

f : MexayHapogHbix
Data governance BeousiemTec
RWD _ RWD Ktudies _— RWE
Data collection Data analysis Evidence Decision
N\ ( ) .
Primary& Data sources Traditional = Effectiveness = Reimbursement
Secondary _(external & | methods of = PROs = Purchase
(Existing) ) _Internal) ) analysis = Safety » Therapy strategy
= Regulator
- N\ 4 3 descriptive statistics, = HEOR g .. Y
Drug and Data multiple regression etc . submission
* Disease IGgiSlation Resource
k ) assurance utilization
S g Advanced s = Brand strate
- \ personal data, methods of = Patient journey . Clinical trial 8y
Medical & owpership, archiving, analysis =  Treatment desien
non-medical ethic, etc patterns . Patignt screenin
- g ] Machining learning, = etc &
( ) Data quality Al, data science etc
. Structured & | assurance
unstructured
\ J Relevant, Integrity,

accuracy, transparency,
reliability etc)



Accouyvnauus
MexayHapogHbix

® apMaLeBTUYECKMX
MpousBogutenei

Decision

. RWD based Outputs of RWD
projects based projects

= Electronic Health Records (incl = Real World Evidence (RWE) studies
treatment, health care utilization = Clinical decision support system (CDSS)
data) = Value-based healthcare projects

= Patient data from open sources = Healthcare control projects

= Medical devices data = Patient Screening

* |nternal Sanofi data = Diagnostic projects

(studies, programs) = Different digital projects

= External data lakes " etc

*ToneduHa T.A., Bypmucmpos B.A., Eppumerko W.B., Xopowesckuli B.®. MickyccmaeHHbili uHmennekm e 30pasooxpaHeHuu: Real World Data u Patient Voice — 20mo8bi s1u Mbl K HO8bIM peanuam? MeduyuHckue
mexHosozauu. OyeHKa u 8bibop. 2021;43(2):22-31. https://doi.org/10.17116/medtech20214302122



Accouyvnauus

Real World Data B ocHOBe NPUHATUA peLueHUi _ e

MpousBogutenei

RWD studies/RWD based projects RWD projects outcomes

Data : Real World .
-

NMpuHATUe pelueHnn B

34paBoOOXpaHeHUn
NcTouHMKM gaHHbIX. MK, PaspaboTka nccnegoBaHus.
OTKPbITbIE UCTOYHUKUN U AP ﬂ °pMaT"BH°'"paB°B°e\

CUCTEMHbIN YPOBEHb
perynupoBaHue B
MeTOﬂ,bl ) POCCMM/EAQC,
~ ™
KayecTBo aHanuaa. ‘ucnonb3osaHne RWE ansa
«CbIPbIX» MeTO,EI,bI pa60TbI NMPUHATUA pemeHMVI:
\ OaHHbIX ) C JaHHbIMW - KNnUHun4yeckue
N pekoMmeHOaumm,
- N ObGecneyeHune KkayecTBa _ OueHKA  TEXHOSOMMN
KayecTtBO ITnyeckas 3ApaBOOXPaHEHMs,
06paboTku KoMneTteHuun akcnepTnaa - BHeceHue M3MeHeHUil B
| [aHHbIX (3HaHuA, ymeHus, J NHCTPYKLMIO no
HaBbIKW) NpPMMeHeHMuIo,
‘apMaKoHap[3o0p,
KauecTBO LMdpOBbIX [po3payHoCTb U1 AoBepue K o /
TGXHOHOFV”Z Real WOI’ld EVIdenCG

Xomuukasn H0.B., Cysopos H.U., FonbgmHa T.A. NybavKaummn pesynbTaToB UCCAeA0BaHUIA PYTUHHOM NPAKTUKKU: MPUHLMNbI, TpeboBaHMA, NPOLLeCChl, NpeacTaB/ieHMe pe3y/ibTaToB.
MeoduyuHckue mexHonoauu. OueHKa u ebibop. 2022;44(3):31-40. https://doi.org/10.17116/medtech20224403131. B neyatu
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Accouyvauyus

«dnanorn o RWD/RWE» — nnaHbi 2023 Wil

MpousBogutenei

HAHBapb deBpanb MapTt Anpenb

16- | 23- 13- | 20- 13- | 20- 10- | 17- | 24-
9-15 29 | 29 30-5/6-12 19 | 26 27-5/6-12 19 | 26 27-2| 3-9 16 | 23 | 30

UccneposaHue Kak npoekt. Mogenn RWE-

o 13
nccneaosaHuit: Bbibop, GopmuposaHue.

14

PerynuposaHue un npumeHeHne RWD/RWE pgns
BK/IIOYEHUA MeAULMHCKUX TEXHONOTUiA B cucTemy
rocyAapcTBeHHOro BO3MeLleHUsA C TOYKU 3peHuUs
rocypapcrseHHon OT3

15 20

16 [Opuagunueckue acnekrbl. [lepcoHanbHble AaHHbIE. 27

Ob6ecneyeHmne KauectBa B UCCNeA0BAHUAX: CUCTEMHbIN
17 nopaxoa. PopmupoBaHue CMCTEMbI MEHEAXKMEHTA 3
KauectBa ana RWE-uccnepoBaHuid.

— Ob6ecneyeHune KauyecTBa AaHHbIX PYTUHHO NPAKTUKMU.

18 10
YnpasneHue AaHHbIMM.

Ka4yecCTBa

19 Ctpaterua obecneueHua Kayectsa paboTbl cucrem
— MCKYCCTBEHHOTO MHTE/JIEKTA

17

ObecneyeHune

— 20 My6anKauum pe3ynbTaTtoB UCCnea0BaHUIA PYTUHHOMK
NPaKTUKK

Case-studies. MpoBeaeHne mexgyHapoaHbix RWE-
21 uccnepoBaHUW, MHULUUPOBAHHbIX B Poccuu, B 17
cTpaHax EA3C

RWE Kak nHBecTULuMA: KaK NOCYUTATb OTAAYY 24

UccnepoBaHua, MHULMPOBaHHbIE UcCneaoBaTens.

23 Teopusa + Case-studies.

KomnaHuu, cneymnanusupyrowmeca Ha nabopatopHoi
ANArHOCTUKeE, KaK UCTOYHUK RWD.

NUccnepoBaHuA

24 14




CoaepxaHue

Mopaenun nposepgeHna RWE-uccneposaHum

Vendor oversight

RWE-uccnepgoBaHue Kak NpoekKT




Accouyvnauus

Real World Evidence n ynpaBneHue W Jiocl)

MpousBogutenei

3Ha4YeHMAa U Ucnosb3oBaHMe Cuctema 3HaHUM
TepmnHa RWE o RWD, RWE-uccnepgosaHua

uccnepgosaHmnax n RWE

B PaMKaX KOHKPETHOro
nccnenoBaHuA(i) - Kak
evidence

o ¢* BHeapeHune HarnpasaeHuA, * gap-aHanus,
Crparernyeckui * W3MEHEHWE HanpasAeHUA, *  MeguuUMHCKaA cTpaTerua,
MEHEAKMENT * ¢opmuposaHue u * integrated evidence planning

obHoBneHne RWE-cTpaternm

MpoeKTHbIN * CTpaTerna — 370 NPOEKT > * nccnepoBaHMe — 3TO MPOEKT
MeHeKMEHT NnPMMeHeHne NPUHLUMMNOB - NPUMEHEHUE NPUHLUMMNOB
NPOEKTHOro ynpaBaeHus NMPOEKTHOro ynpaBaeHus
YnpasneHue *  dpopmunpoBaHue TpeboBaHUN, * peanusaums TpeboBaHWM 1
KayecTBOM * pa3paboTka npoueccos, MpoL,.eccos,
* paspaboTKa cucTeMbl * npoueccbl obecneyeHms u

MeHeaXMeHTa KayecTBa KOHTPO/11 Ka4ecTBa



CoaepxaHue

Mopaenun nposepgeHna RWE-uccneposaHum




Accouyvauyus

BHep,peHMe HalnpaBJieHNUA B KOMINaHUU j Peoael

MpousBogutenei

+7 (495) 482-43-29

O\ Mowuck Bce xypmHansb! v Bce ropa v

N3paTtenbcTBO
«Menwna chepa» XXYPHAMbI MOAMUCKA KHWUMM

v Ponb KauecTsa npoBeaeHna nccaefoBaHuim B
NPUHATUM pPeLleHnit B 34paBOOXPaHEHNM

UccnepoBaHus pyTUHHOM NpaKTUKM:

KakK pa3zpaboraTb M BHEAPUTb HOBOE HanpaBneHue. v’ BH eapeHne HanpasneHua «MccnenoBaHuA
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D apmMaLeBTUYECKUX
MpousBogutenei

«Hacmynaem epemst Hogolu napaduamabl. [ Merayapsre }

«HeT pena, Koero ycTponcTso 6bin10 6bl TpyAHee, BeleHUe onacHee, a
ycrex COMHUTe/IbHee, HeXeNn 3ameHa CTapbiX NOPsAAKOB HOBbIMUY

Hukkono MaKkunasennu

Mos1IbKO COBOKYNHOCMb 00Ka3amesnbcme,
Mosy4YeHHbIX KaK 8 K/IUHUYEeCKUX UCC1e008aHUsX,

MAK U 8 UCCNe00B8AHUAX PYMUHHOU KAUHUYecKou
NPaKmuKu npeocmasensiem coboli eOUHY0 00Ka3amesnbHyHo
6a3y u ocHo8y 014 oyeHKU MeOUUUHCKUX
mexHos102ul, U MPUHAMUSA peweHul 8 30pas8ooXpaHeHuU».

| T

loneduHa T. A., Cysopos H. UN. UccnedosaHusa pymuHHOU KAUHUYECKOU MPAKMUKU: om rosay4YeHUs OGHHbIX K OUEHKe
MeOUUUHCKUX mexHOoa02ull U MpuHAMuUo peweHuli 8 30pasooxpaHeHuu. MeduyuHckue mexHonoauu. OyeHka u ebibop. 2018; 1(31): 21-29.



KrnimHn4yeckoe vS HeMHTepBEHLUOHHOEe

MexayHapoaHbIx

® apmaLieBTUYECKUX

C TOYKU 3peHund ynpasneHus npu BHegpeHnn RWE

KIIMHN4YeCKoe HeMHTrepseHUMOHHOe

3aKoHOAaTeNIbCTBO B 06.1aCTH na MoyTn HeT

nposeaeHus

Mpoueccbl B KOMNaHUM na HeT/yacTuyHo/rnobanbHbie/no

KanbHble (NIS)

OnbIT B KOMNAHUK na HeT/yacTnyHo/aa (NIS)

Cncrtema meHeaXXMeHTa na Het/rnobanbHble

KayecTBa

CTtpaTterusa Aa HeTt/rnobanbHbie



Accouyvnauus
MexayHapogHbix

RWE e n V i r O n m e n t gsgx;%za;r:;é:;mx

Medical society Authorities

Real World
Evidence

RWE study sponsor

Vendors:
* Contract Research Organizations

* Owners/Access to data sources

Medical

Affairs m
M o
Digital arket Access
Procuremen & HEOR

Compliance




Accouyvnauus

f : MexayHapogHbix
Data governance BeousiemTec
RWD _ RWD Ktudies _— RWE
Data collection Data analysis Evidence Decision
N\ ( ) .
Primary& Data sources Traditional = Effectiveness = Reimbursement
Secondary _(external & | methods of = PROs = Purchase
(Existing) ) _Internal) ) analysis = Safety » Therapy strategy
= Regulator
- N\ 4 3 descriptive statistics, = HEOR g .. Y
Drug and Data multiple regression etc . submission
* Disease IGgiSlation Resource
k ) assurance utilization
S g Advanced s = Brand strate
- \ personal data, methods of = Patient journey . Clinical trial 8y
Medical & owpership, archiving, analysis =  Treatment desien
non-medical ethic, etc patterns . Patignt screenin
- g ] Machining learning, = etc &
( ) Data quality Al, data science etc
. Structured & | assurance
unstructured
\ J Relevant, Integrity,

accuracy, transparency,
reliability etc)



‘pynnbl npoueccoB, Heobxoanmblie ana BHeapeHna RWE

~  Accoumnauus
MexayHapoaHbix
D apmaueBTUYECKUX

Mpoussogutenei

AHanus npoweccos,
PeCcypcoB U OTBETCTBEHHbIX

Cucrema MeHegxmeHTa
KavecTBa

Mopenb napTHepcTBa
(cnoHcopcTBa)

Bbibop u
Kearnugukayusi
rnocmasuwuka*™

* QopmuposaHue u rnaHuUposaHue
coomeemcmeyruwUX rnpoyeccos

MoarotosuTenbHas cTaaus
(nepepn Ha4aIOM NMUNOTHOIO

nccnenoBaHmA)
Bbi6op u
KBanuukaumns
nocrasLLnKa CtapT 1 nposeaeHune
Cmapm u “ccnenoBaHus
rnposedeHue
uccredosaHus™* Hapnsop 3a
Hagsop 3a peanusauunen
peanusaiien nccnegoBaHus
ncecrnegoBaHmns
NOCTABLINKOM® NOCTaBLUMKOM
ly6nukayus
H pe3yribmamaose
ayarno nepBoro LCCHEd08aHUS
(mnunoTHoro)
uccrieqoBaHusA

Xommugas K.B., OcuHa I.C., HoBogepexkuHa E.A., FlonbamHa T.A. iccnegoBaHna pyTMHHOM NPaKTMKK: Kak pa3paboTaTb v BHEAPUTL HOBOE HanpasneHue. CUCTEMHDIN noaxos B obecneyeHnn KayecTsa
pesynbTaTos. MeduyuHckue mexHonozuu. OueHKa u eblbop. 2021;43(4):16-27. https://doi.org/10.17116/medtech20214304116

___ [llnnoTtHoe
nccnepgosaHue(n)

[My6nukaums
pesynsraTtoB
nccrnenoBaHus

OpobpeHune oT4yeTta
00 nccnegoBaHnu

14



CDOpMVIpOBaHVIe MoAdeJsin. Ha4nHaeMmM C OLEeHKMA
NMPUMEeHNMbIX BHELWWHUX U BHYTPEHHUX peryn;lu,m‘/'l

Accouyvnauus
MexayHapogHbix

® apmaueBTUYECKNX
MpousBogutenei

erynsauum
Perynauvn EMA 1 EDA
oTpacnu

UHbie
MeXayHapoaHble
perynauuun

Mpoueccbl RWE-uccnegoBaHnii B KOMNaHUM

D OKYMEHTbl CUCTEMbI MEHEAKMEHTA KauecTBa
KomnaHuu (ctaHgaptbl, COMbl 1 TN)

15

3ajava:

OLLeHUTb, KaKune
~— Tpe6oBaHUsA ecTb
K HOBOMY BUAY

AeATeNbHOCTU




Gap-aHanu3 gna Cuctembl MeHeaXMeHTa

MexayHapogHbix
® apmaueBTUYECKNX
MpousBogutenei

KayecTtBa

2. OnpepeneHue

* onpeaennTb, KakKnx

® OUEHUTb, Kakue
npoLeccbl Yy Hac
pa3paboTaHbl

® OUEHUTb, Kakune

ctaHpaptbl 1 COMMbl y
HacC yXKe eCTb

1.0npepeneHue

TeKyuwiero CocroaHuaA

\ xKenaemoro

COCTOAHMUA

® OLEHWUTb, KaKkne
npoLueccbl Ham
Heobxoanmbl

® OUEHUTb, KaKkne
ctaHgapTbl n COllbI

\_ HamMm HEO6XO,CI,MMbI

J

MNPOLLeCcoB He XBaTaeT
ANA JOCTUXKEHUsA 3a4au

* onpeaenunTb, KaKMXx

ctaHaapTos u COlos.
He XBaTaeT AnA
AOCTUXKEHNA 3a4a4

3. BbiaBneHue

«pa3pbiBOB”»




PopmupoBaHue moagenu: orgeneHme RWE ot
APYyrux BUAOB OeATEeNbHOCTU

RWD sources

RWD based projects

N

HoBbii
NPoOeKT
«X»

Real World
Evidence?

Marker Research?

Patient Program?

Any other RWD
based projects?

Heobxoaumo otaenuTb
RWE ot apyrmx BuaosB
AeATeNnbHOCTU
opraHusauumu

i

[MpnmeHMMo n ana
CMOHCOpPOB, U AN
napTHepoB/BeHA0POB



Accouyvnauus

Analysis of processes, responsibilities and resources Wl

MpousBogutenei

» Define the full list of processes required for local
RWE studies

> Define the full list of functions to be

involved '
A detailed list of activities will help to:

* understand which exact processes are required to » Assign study responsibilities and roles

realize a study in Medical department
* estimate which company (and vendor) functions (PV,
QA, legal, project manager, medical etc) are required to

Other

realize a StUdy Study key processes and departments
Processes activities

Short description of the

Group of processes Process name Study planning: idea, study outline

process Gap-analysis for data generation/
Study outline evidence definition
Study outline development, Study concept (idea) development
) when it's applicable and required
development prelimanary study by global/regional
planning and approval The study outline (SO) writing
) Prelimanary calculation Ensuring that study is included into
Study planning Clinical Trial Management System
of the study budget. (CTMS)

Approval of the budget.
Budget splitting by years
Investigator fee
estimation

Study budgeting




dopmMuMpoBaHMe cnucka Heo6xoaAuMbIX NPOLLEeCCOB

Accouyvnauus
MexayHapoaHbIx

® apmaueBTUYECKNX
MpousBogutenei

Activities (processes)

Study idea, study outline

CRO selection

Protocol development

Steering Committee, scientific consultants

CRO management, training and oversight

IEC approvals and notifications

General pre-study preparation

Study management

Data source management

Data Management

Quality Assurance (control and management)

Statistics

Study report

Study disclosure

Archiving




OnpegeneHue n nnaHupoBaHMe pecypcoB

MexayHapogHbix

® apMaLeBTUYECKMX

npoeKkTa/HanpaBreHus

OueHKa YesnoBeYeCcKUxX pecypcos

KOMnNaHUu

e Pecypcbl BHYTPU M BO BHE (BEeHA0pPbI) KOMNAHUK / \

* Konuyecrtso un KomrnerteHunu
+ Mopagenb napTHepcCcTBa

(pacnpepeneHus

—
pecypcos U
OueHKa HeobxoaMMbIX Npoueccos
OTBETCTBEHHOCTH)

o J

* Hanunyume npoueccos

e KoHKpeTHble TpeboBaHMA NO Waram NpoLeccos
(«KaK NPUTroTOBUTb AUUYHULLY »)

* TpeboBaHMA K KayecTBy npoLiecca

20



RWE-nccnepoBaHus: @ Aecoveun

MexayHapoaHbIx

() Oapmaqesmuec!mx
2 «WKanbl» NpoLueccoB U MHOXeCTBO Bapuauuu
PacnpeaeneHue npoueccoB uccaegoBaHUAa Mexay PaKTOPbI, KOTOPbIE BAUAIOT
CnoHcopom u seHaopom(amm) Ha BblIboOp moaenu:
¢ 4yesioBeyveCKnue pecypcol
Bce nenaet CnoHcop Bce genaet seHaop(bi)

(Hannumne + Hannume
.
* 3HaHWA, KOMMNEeTEHLU UM
B OpraHmsauum,
* 6roaxeT/PUHaHCHI,

. * KO/IMYecTBo U 0b6bem
@ Mpoueccbl Hap3opa (oversight) Haa BeHaopom(amm) pOLLeCCOB
5 nccneposaHma (obvem
Csobopaa [MONHbIN KOHTPONb 0ab0TbI)



Moagenb npoBeaeHnsa RWE-nccnenoBaHUM: & 2o

MexayHapoaHbIx

® apmaLieBTUYECKUX

MaKCUMManbHoe KOnM4ecTBO NPoLeccoB Yy BeHaopa

Activities (processes) Vendor Sponsor
Study idea, study outline perform g C03,£I,aTb MoZesib Ha h
CRO selection perform ypOBHe rpynn
Protocol development perform oversight, perform npoueccos
Steering Committee, scientific consultants perform - J
CRO management, training and oversight perform
|IEC approvals and notifications perform oversight ‘
General pre-study preparation perform oversight
Study management perform oversight
Data source management perform perform, oversight ( )
Data Management perform oversight ﬂpopa 6oTaTb aeTanu
Quality Assurance (control and management) perform oversight Ha ypoBHe npoueccos
Statistics perform oversight \_ )
Study report perform oversight
Study disclosure perform
Archiving perform




CopaepxaHue

Vendor oversight




Accouyvnauus

Vendor oversight is about Risk Management e

MpousBogutenei

Basic risk management process: [ Identifying risks to the quality of work performed by vendors ]
* identify,
* assess, N Z
. .t. te NV
mitiga [ actively manage those risks ]
* monitor

Z
r\/ ensure quality of evidence ]

* Operational (processes)

— Study risks * QMS requirements
* Regulatory

Risks

» Strategic
— General risks e Financial

\ J e Legal
* Compliance

24



Elements of effective vendor oversight —

systemic approach

MexayHapogHbix

® apmaueBTUYECKNX
MpousBogutenei

Vendor selection and
contracting

Communication strategy

Trainings and Education

Processes and
responsibilities

Risk management

Internal processes and QMS documents
Vendor selection, qualification etc

Processes description
Main contacts, lines of contacts
Types of communication and their frequency

Share of organizational culture, vision, mission, values
General compliance information
Study specific trainings

Planning of processes
Definition and sharing of responsibilities

Identification of risks
Monitoring of project activities



Resource planning of vendor oversight W omorone

® apmaueBTUYECKNX
MpousBogutenei

1. Budget planning

Ne Key activities Sponsor Vendor
1 Study tracking and regular reporting v’ (oversight) v
2 Management of the Project level issues, follow-up v" (oversight) v
3 Communication with Sponsor (e-mails, telecont., etc.) v v

2. Human resources planning

» Project roles which performed oversight (Medical, PV, RWE etc)
» Estimation of job volume and working hours

CBoboaa [TOSTHBIN KOHTPONb



Accouyvnauus

Vendor Oversight Plan W oo

MpousBogutenei

Documentation of

Study Activity Requirements Method of vendor oversight S ——
Develop study CRO develops following Study Participation in the process and the Signed by CRO and
management plans: approval/signature of agreed upon plans, Sponsor study
plans Project Management Plan as necessary based upon content, will plan(s) to be filed in

Data Management Plan serve as CRO oversight (2 reviews + 1 the TMF
Data Validation Plan final)

Statistical Analysis Plan

0 G eS8 CRO develops CRF based on their  Participation in the process and the Approved version
QMS requirements approval of agreed CRF will serve as CRO of the CRF filled in
oversight (2 reviews + 1 final) the TMF

E-mails filled in in
the TMF




CoaepxaHue

RWE-uccnepgoBaHue Kak NpoekKT




Accouyvnauus

UccnegoBaHue — 3TO NPOEKT, COCTOALLMMN U3 NpoLieccoB " JE - %

MpousBogutenei

MNMpouecchl
n _ _ [ Pa3Burtue ] ynpaBneHus CtaTuctnyeckum
poeKT (prOUJeCt) KoHUenumu OAaHHbIMU aHain3

YHuKanbHbIN ripoyecc

- CtapT cbopa
(3.4.1), cocToAwmnmn n3 Passutne Ono6peHme [ AL OT1yeT no
COBOKYMHOCTM npoTokona 3TUYECKOrO uccrneanosaHuio
CKOOPANHUPOBAHHbIX U KOMUTeTa
yrnpasnsiemMbiX BUOOB v v || v
OEeATENbHOCTU C
Ha4arnbHOW 1 KOHEeYHOW PasBuTtne BHeapeHue MpoBeaeHue R DR

> nccnenoBaHUS.

agaramu, npeanpuHATbIN nccnenoBaHuUA nccnegoBaHuUA nccnepoBaHUA ANanns DaHHEIX.
Ons OOCTUXKeHUs uernu
(3.7.1), 1
COOTBETCTBYOLLUN
KOHKPETHbIM NMnaHupoBaHue OKoOHYaHue
mpebosaHusim (3.6.4), CTaTUCTUKU cbopa AaHHbIX

BKIT0MasA OorpaHnUYeHus no
cpokam, CTOMMOCTU U
pecypcam

NMy6nukauua

OCT P NUCO 9000-2015 Bbi6op
nocTaBLUuKa




Accouyvnauus
MexayHapogHbix

Y10 TaKkoe npouecc?

® apmaueBTUYECKNX
MpousBogutenei

Mpouecc - COBOKYNHOCTb B3aMMOCBA3aHHbIX U (MAn) B3anMOAENCTBYOLWMX BUAOB AeATENbHOCTH,
NCMNONb3YIOLWMX BXOAbl AN NO/ly4eHUA HamevyeHHoro pesyabraTta (MCO 9000-2015)

- I - =B
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Accouyvnauus

Mpouecchkl 1 rpynnbl NpoueccoB UccrnenoBaHUsA wr o "

MpousBogutenei

Study idea, study outline

CRO selection

Protocol development

Steering Committee, scientific consultants

CRO management, training and oversight
IEC approvals and notifications

General pre-study preparation

Study management

Data source management

Data Management

Quality Assurance (control and management)

Statistics
Study report

Study disclosure
Archiving




Mouyemy BaxHO pa3pabaTbiBaTb npouecc? & e

MpousBogutenei

= ObecneyeHune
CnefoBaHMA perynsaumam

= DJKOHOMMUA pecypcos
(Bpems, aeHbru,
YyenoBeYecKkue pecypcbl)

= (OcHoBa AanA
COBEpPLUEHCTBOBAHUA U
nouncka 6onee nyywnx
peLwweHnn

# 7.5 vacos
715 km

® 4 vaca &O
2 MUH o

314km ' -

Noponbcx
»

4 yaca 4 vyaca J54acoe 10 wyacos
314km # 296 KM A 715km  # 712 km

«Cnopmaomo-82»

MockBa-beXxeuk Mocksa-

CaHKT-MeTepbypr dPDPEKTUBHOCTDb

KAYECTBO
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Nekomno3unuus &

® apmaueBTUYECKNX
MpousBogutenei

MeToa, niaHUpPOBaHUA, Npeanonaralowmnii pasbneHne cogep>KkaHua NPoeKTa U Pes3yNbTaToB NOCTaBKM MPOEKTa Ha
bonee Menkue U NErko ynpasasdemble 31eMeHTbl A0 TeX Mnop, MNoKa paboTbl MO MNPOEKTY, CBA3aHHble C

BblINO/IHEHUEM COAEPHKAHNA MPOEKTA U obecneyeHnem pe3ynbratOB MOCTABKU, HE onpegeneHbl AO0CTAaTOYHO
I'IOLI,pO6HO ANAa UCNONHEHUA, OTCNIEXXKUBAHUA U MOHUTOPWUHIA 3TUX pa60T.

Work Breakdown Structure (WBS) =

Co3paHue

ST CTpYKTypHas 7EKOMIJO3VILI,VIF| pabor

NepapxuuecKan cTpykTypa pabot (UCP)

HanucaHue
KOHUenuuu

OpobpeHue

KoHUenumun — 3TO OPUEHTNPOBAHHAA Ha pe3y/ibTaTbl
nepapxmyeckaa A4ekomno3numnAa pa60T,
KOTOpbleé A0/1’KHa BbINO/IHNTb KOMaH/Aa

O6cyKaeHue VicnpasneHnue MPOEKTAa AN1A AOCTUXKEHUNA LeNen NPoEKTa
KOHLenuum KOHLenuumn N Co34aHUA Tpe6yeMbIX PE3Yy/1bTaTOB.

HanuncaHue NpoBepka
KOHUEenumnm KOHUenumu
KHNO CnoHcopom

33



D apmMaLeBTUYECKUX
MpousBogutenei

anIMeHeHVIe npoueccHOro noaxoaa. [ Rscoraue i }
KaneHgapHoe ninaHnpoBaHue

October November
Responsib| 19- 26- | 02- 09- 16- 23-
le side 23.10 {30.10| 06.11 | 13.11 | 20.11 | 27.11

Milestones

Protocol development

Protocol development, 1t draft CRO 30.0KT
The 1t step of protocol review by Sponsor 03.Hos
Sponsor
Corrections after 1t step of review CRO 06.Hos
The 2d step of Protocol review by Sponsor 10.Hos:
Sponsor
Corrections after 2d step of review CRO 11.H04
Review and approval of the Final

: Sponsor 12.Ho4
version by Sponsor

Approval of the protocol by local Sponsor 12 Hos

Study Review Committee




20.01.2023,11:00 - 12:30

PerynuposaHne u npumeHeHme RWD/RWE pna BKAIOYEHMA MeAULMHCKUX TEXHOJIOTMU B CUCTEME TroCyAapCTBEHHOro
BO3MeELL,EHUA C TOYKU 3peHua rocyaapcrseHHom OT3
Ha paHHoMm BebuHape Bbl y3HaeTe:

ocobeHHOCTU HopmaTusHoro perynmposaHms RWD/RWE B PO,
noptpeT naeanbHoro RWE c Toukn 3peHuna rocygapcteeHHomn OT3,
peKomeHgaunmn no noarotoske «Heotpasmmoro» RWE,

BO3MOXHOCTM ncnosab3osaHus RWE B KomnaekcHon oueHke J1MN no 871 MM,

BO3MOHOCTU ucnonb3oBaHns RWD/RWE npu coctaBneHUM A0Cbe Ha MeAMUMHCKYIO TEXHONOTMIO MPU BKAKOYEHUUN B
pPa3NYHble rocyaapCTBEHHbIe NPOrpammbl
Cnukep: TopkKaBeHKO ®Puaunn BacunbeBuuy, 3amecTUTeNb Haya/ibHMKaA OTAeNa MeToA0/1I0fMYeckoro obecneyeHus
NPOBEeAEHNA KOMMJIEKCHON OUEHKU TexXHONormin B 3apaBooxpaHeHun PIrbY LUIKKMIT MwuH3apaBa Poccum, accUCTEHT
Kadeapbl SKOHOMUKU, YIIPABAEHUA N OLEHKN TEXHOIO0TUI 3apaBooxpaHeHua ®IEOY ANMO PMAHMNO MwuH3apaBa Poccuu

MpoekT «Ananoru o Real World Data»

[ob6po noxanosaTb!

—— ee—




Accouyvnauus

MexayHapogHbix
® apmaueBTUYECKNX
MpousBogutenei

Cnacun6o 3a BHuMmMaHue!

www.aipm.org



