y A A ccounauyus
; MexayHapoaHbIx

D apmaueBTUYECKUX
Mpoussogutene

KnwyeBblie npouecchbl

RWE-uccnegosBaHuu, Heooxoaumbie ans
obecne4vyeHns KayecTBa pe3ynbrara

MNMpoekT «Auanorn o Real World Data»

[onbaonHa TaTtbaHa, K.0.H.,
pykoBoauTenb paboyeit rpynnsl AIPM no RWE 02 dpespana 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

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



https://doi.org/10.17116/medtech20224403131

NMpuHunnuanbHoe oTnu4ymne B hapmMaueBTUYECKON
MHOYCTpUMU

MauueHT # noTpebutenb/KnmeHT/noKynareno

XXn3Hb v 300poBLeE

nayueHm




® apmaLieBTUYECKUX
MpousBogutenei

ConepxaHue [ e }

MPOLLECCHbIN NOAXO4, U ONUCAHNE NPOLLECCOB Kak OCHOBA
obecneyeHnsa KayecTBa

Kntouesble npoueccbl RWE-nccnegosaHuin: popmmnposBaHume
CMUCKa

ONOKYMEHTbI, B KOTOPbIX MOXXHO ONUCbIBATb NPOLECChl: AOKYMEHTbI
nccnenoBaHmA (NaaHbl, MHCTPYKUMK) N AoKYymMmeHTbl CMK




CopepxaHue & i

® apmaueBTUYECKNX
MpousBogutenei

NPOLLeCCHbIM NOAX0A, U ONMCAaHME NPOLLECCOB Kak OCHOBA
obecneyeHnsa KayecTBa




7 NPUHLUMNOB yrnpaBfeHNUs Ka4eCTBOM
(quality management principles (QMPs)

Accouyvauyus
MexayHapoaHbIx

® apmaLieBTUYECKUX
MpousBogutenei

509001-2015 | IOCTPUCO 90012015 _ [Ommcamwee

QMP 1 — Customer
focus

QMP 2 — Leadership

QMP 3 — Engagement
of people

QMP 4 — Process
approach

QMP 5 —
Improvement

QMP 6 — Evidence-
based decision
making

QMP 7 — Relationship
management

OpueHTaums Ha
notpebutensa

nmaepcrteo

B3aMMOJENCTBUE NtOAEMN

NPOLLECCHbIN NoAxXoa,

yaydleHme

NPUHATUE PELLUEHNN,
OCHOBaHHbIX Ha PaKTax

MeHeIXMEHT
B3aMMOOTHOLLUEHUN

OpraHu3aunm goKHbl MOHMMATb NOTPEeBbHOCTM NoTpebuTtenen,
BbIMNONHATb UX TPeboBaHMSA

PykoBoauTenn obecnevymBatoT e4UHCTBO LeAn U HanpaBaeHUs
NeATeIbHOCTU OpraHMn3aLum

PabOTHUKM BCEX YPOBHEN COCTaB/AKT OCHOBY OpraHM3auuun, U UX NoHoe
BOB/IEYEHME AAaeT BO3MOMKHOCTb OpraHn3aLUmun ¢ BbIrogoM
MCNOb30BaTb UX CNOCOBHOCTH

Henaembin pe3ynbTaT gocturaetcsa aGPeKTMBHEE, KOraa AeATeNbHOCTbIO
N pecypcamm ynpasastoT Kak NpoLeccom

[NocToAHHOE ynydlweHue geAatesibHOCTU OpraHM3aunMmn B UenoM creayet
paccMaTpmnBaTb Kak ee HEU3IMEHHYIO 4YaCTb

3dPeKTnBHbIE pPELLEHNA OCHOBbIBAOTCA Ha aHA/IM3€e AaHHbIX U
MHPopmMaLlmu

OopraHn3aunn ynpasaarot CBOUMMU B3aUMOOTHOLLEHNAMMU C
COOTBETCTBYHOLWLMMWN 3aUHTEPECOBAHHBIMU CTOPOHAMMU - TAKUMMU, KaK
NOCTaBWHNKH



Accouyvnauus
MexayHapogHbix

Y10 TaKkoe npouecc?

® apmaueBTUYECKNX
MpousBogutenei

lNMpouecc - COBOKYNHOCTb B3aMMOCBA3aHHbIX U (M) B3AUMOAENCTBYOLWMX BUOOB AEATENTBHOCTM,
NCNONb3YOLWNX BXOAbl ANa nonyvyeHns HamedeHHoro pesynerarta (MCO 9000-2015)

o P e P

[NpuroToBneHne omnerta

aneMKa MalWKWHbI

]

B PEMOHT
Ha I yparleoro PaaGopka MalLuHbI Coavya mallunHbl
Ha c6opo4HbIe B SKcnnyaTaumm
o eauHULE! (yanel)
* Ailya — 2 wWr. Cxema NpuUroToB/eHUs ¥ i
. 30 Pazbopka cBopou- Cknapn
Mosioko — MpOBEpHTL KAYECTBO ANL, BLIMBITS HX. BRCLSE Saio SSRGS LR
 Macno — 10 3eneHb nepebpars, MPOMBITL 1 HapesaTe. T f ;
l YucTka n moika
° — = HerogHule getann
Conb - 0,5 MPUroTOBUTEL AMYHO-MO/IOUHYIO CMEC, BbITUTE diandy 05:5‘;0";;;:;??“3
* 3e/1eHb Ha pasorpeTyto ¢ Mac/iomM CKOBOPOAY W XXapuTb. v AL
T KoHTpone u copTun- r
v poBka geTanei OAHEIE ASTANM T
Kak Tonbko macca HauHeT yCTeTb, Kpas ee l c6
OpKa
3aBEPHYTb C A1ByX CTOPOH K cepefjuHe B Buge [etanu Ha Jn _ MamﬁHbl
NUPOXKA. POMOHT » PeMoHT geTanei \ T
MoNoXnTk rOTOBbI OMNET Ha Tapenky, NoNuThL Cknap sanacHbix ,| KomnnekrosaHue C6opka
aerTanen Y3Nnoe —| y3noe

pacTon/ieHHbiM MacaoM, NOCkINaTb 3€/1EHbI0 U
nogartb Ha CTO/.

infourok.ru

cBopOoYHbIX eaunHMLL

cBopoYHbIX eauHNL

5fan.ru
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KapTa npouecca (process map)

Accouyvnauus
MexayHapoaHbIx

® apmaueBTUYECKNX
MpousBogutenei

[ Bxog (Input) ]

PeweHue: Na 3asmpak
bydem omiri

LLlar npouecca

Onpedenums
UH2peoueHmMbI

aa
Pewe- LLlar npouecca
Hune poul

Bbixog (Output)

Omnem ecomos

Cmewamep

Bce nu uHepedueHmol UH2060UeHMBb]

ecmb?

HeT

LLlar npouecca

Cxo0umpb 8 Maz2asuH

LLlar npouecca

Bbinumsb Ha
CKOBOPOOKY



Accouyvnauus

CumMmBonbI B KapTax npouecca W oo,

MpousBogutenei

CuMBOJBI

O - Ha4yano (npoueaypbl) U KOHewl,
(npoueaypbl)

- obpaboTKa, nencreue,
3aTtan paboTbl

[ - pokymeHnt
O - NPUHATUE peLLeHuns
<> -npoBepka
U - popaboTka

O O O - TOYKM nepeaayu

- IMHUN coeanHeHus
cnMmBOIoOB




Accouyvnauus

[Moyemy BaXkHO pa3padbaTbiBaTb npouecc? Wk —h

MpousBogutenei

< MECT ¥ appecos Q & 21 Ceménoe O
B = ObecneyeHne

; 04.10 =~
04.10 cnegoBaHUA
Kowe v
Bxop (Input) |« G 10310 peryaaumam
\ 01.10 > Kctoso Heoxcapm .
Bbixog, = 03.10 ucxono e JKOHOMMUA pecypcos
___(Output) ) cpemons- r 3 (Bpemsa, aeHbru,
U e p i Xpyc ;'I::-nu.l : lepepos
1610 . Mypow Nege T o yesioBeYyeckme
2, "IN 06.10 pecypchbl)
Konowes Crac” " OcHoBa ans
Cepryxon s COBEpPLUEHCTBOBAHUA U
Paia de noucka 6onee nyyLmx
-‘\nc;(nu peLueHMﬁ
poms N 07.10 Kapoy
Hooougcxoocu
Crommn
m B Huu(g’!n( X Gaemn.
- KAYECTBO
Edpemcn a5 Ky 3Heux 3¢¢EKTM BHOCTb
NeSesne 08,09.10 D _

My PUrCK
(o]



MoyemMy BaxHO pa3pabaTtbiBaTb npouecc?

Accouyvauyus
MexayHapoaHbix

® apmaLieBTUYECKUX
MpousBogutenei

R T e e enpapru
OpPeTVIPEIHTE 24 DOTIACA, UTO SIeM
10:20 —10:40 | 20 pun 21 | ¢ Jlaeeimoeo — . [laTaxsan
10:40-11:10 c. Jaraxmmp | Veagpba bezobpazopsmx Pyunel, He Mysei
11:10-11:25 | 15 mmm 15 | c. Ilazagmso - r. Kamemkoro
11:30 —-13:00 154 r. Kamemxoeo | Heropuko-kpacsemqaecksii Mmysei V. Jlennna, o.2.
(BmecTe ¢ Myseem bopommna — ogao | Be — Tompko mo 3akasy
0210 vyvs. OobenuaeHHE) Tem: (49248) 2 -44 59
(ec) Hauano skckypeam e 11 30 -
JOTOBOPHIIACH
HanmomewuTe 0 cebe 3a geHE
13:00—-14:00 | 60 vum 63 | r. Kamemmoro - c. [Tarmoeckoe
14:00 - 15:00 c. [Tarnoeckoe | Myze# «Ycansba gevx remepanoe» | C. [Tarmoeckoe, [llkonenas yo., 2
(Bmecte © y¢. | aHeeREE OMHO co.mc 09:00-15-00
MY3.008ca)
15:00—15:20 | 20 pum 22 | c. Ilagnoeckoe - c. Maprummo
15:20—-17:00 Myszefi-ycagpba Taneepnx er-Bc 11:00-18:00
17:00 - 18:00 | 60 num 65 | c. Mapusmso - Basasku
213 | Hounes: BAzHHER
9:00 - 13:10 Bazpukn | [Iporyinka no ropogy. apXHTEETVRA,
MOHACTEIPA, 2 0D20pHEIE NIOIMATEH
03.10 13:10-14:30 | 1a20m | 79 | Bazmwmrwu - Bomogapex
. | 14:30—-16:30 Bonomapck | Bomogapcksii MyseHHEIH HEHTD yiu. Koyoman, 1. 6; gg-gz 8:00 —
() {ocobrak Byrpora) 16 — 30, obex 1200-1300
60 61 | Bomomapck — ; :
140 | Houzes: I‘[BJEHIH Htmrupn.u
745 - 9' 00 la 41 | Hexumii Hoeropog - banaxaa

ObecneyeHune
cnefoBaHUA perynayumam
JKOHOMMUA pecypcos
(Bpems, aeHbru,
YyenoBeyeckme pecypchbl)
OcHoBa ans
COBEpPLUEHCTBOBAHUA U
nouncka bonee ny4wnx
peLwweHnin

KAYECTBO
dPPEKTUBHOCTD



Accouyvnauus

MeTon cTUKepoOB Npu pa3paboTke npoLlecca W e

MpousBogutenei

 Llarn npouecca nuwem
Ha OTAEeNbHbIX CTUKepax

* Ecnu He yuynu war um
HY*HO BBECTU —
CTUKepPbl NEerKo
nepecTaBuTb

* Wcnonb3oBaHune
CTUKEPOB Pa3HbIX
LBETOB

* Pabora Kak B rpynne, Tak
N CAMOCTOATE/IbHO

kfcpromo.ru


http://yandex.ru/clck/jsredir?from=yandex.ru%3Bimages%2Fsearch%3Bimages%3B%3B&text=&etext=9090.enmwv1afOuwfp1GyaLBJ-3L3XqMUM5ewI-UIrMS6Hkfr8LAub36g9MHFcCHxpZj0ZesAS9Ys13gKoDaLGllS0eUwvVlYgzXICix7wzF337WlvVhCxdqxEzSNWa9bZ4wQ5sP_WfEgggDmF34ZAGF9VQ.b5b44d4f76d7e07256d1f7c36489b602da845d92&uuid=&state=iric5OQ0sS1mPitaa3mxJE61AVKS1Y9siPMmVFsWPIWEtrEgMmapww,,&data=eEwyM2lDYU9Gd1VROE1ZMXhZYkJTVklSS2ExZTNDeGxqamxnMVNjUXJsR0E3cGk2dDI3Q0V6cEpIeUVIX1ZZOE50WDU0MkNLZ29DSDJBZUdSNHg4VFZLbUFVNVEwUVJDdFZyMUFmYk1JSDhoRTNaVl9fZkJpZyws&sign=fcf9398c62f46f2caa382bfd8d0311cf&keyno=IMGS_0&b64e=2&l10n=ru

CopepxaHue T R

® apmaueBTUYECKNX
MpousBogutenei

Kntouesble npoueccbl RWE-nccnegosaHuin: popmmnposBaHume
CMUCKa




‘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

15



Accouyvnauus

UccnegoBaHne — 3TO MPOEKT, COCTOALLMM U3 NPOLLeCCOB yI o

MpousBogutenei

MNMpouecchl
M . Passutne ynpasneHus CTaTUCTUYECKMIA
POEKT (pr?JeCt)- KOHLenuum AaHHbIMU aHanus

YHUKanbHbIW r1poyecc S

y CrapTt cbopa
(3.4.1), cocToAwmnn 13 Pa3BuTne OnobpeHue [ A OTyeT no
COBOKYMHOCTU npoTtokona 3TU4YEeCKOro nccnengoBaHunio
CKOOPAMHMPOBAHHbIX U KoMuTeTa
yrnpaBnsiemMbIX BUOOB v v 1 v
OEATENBHOCTU C
Ha4anbHOW 1 KOHEYHOM Pa3Butue BHeapeHue MpoBeaeHue EELITC

v nccneaoBaHus.

aartamu, NpeanpuHATLIN uccrenoBaHus nccrenoBaHus nccrienoBaHus R AT
ONS OOCTWXKEHNS uesu
(3.7.1), 1
COOTBETCTBYOLLUN
KOHKPETHbIM MnaHvpoBaHue OKoH4aHue
mpebosaHusm (3.6.4), CTaTuCTUKK cbopa AaHHbIX

BKIT0MasA OorpaHnUYeHus no
cpokam, CTOMMOCTU U
pecypcam

NMy6nukauunsn

oCT P MCO 9000-2015 Bbi6op
nocrasLUMKa




Accouyvnauus

dopmMmuMpoBaHMe crnucka Heob6xoa4uMbIX NPOLIECCOB W oo,

MpousBogutenei

Groups of processes/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




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




Process development & e

MpousBogutenei

Group of processes Processes
POTp Process hame Short description of the process
Study planning Study outline development ztpupdr:;\(l)aultllne development, prelimanary study planning and

Steering Committee development and maintaince. Or
involvement of national coordinator (national scientific leader).
Or involvement external scientific consultants.

Steering Committee development and

Scientific support .
PP maintaince

Study submission to IEC/IRB and the MoH (if

Ethical expertise Study submission to IEC/IRB and the MoH (if applicable)

applicable)
Study team management. Study control. The main activities
Study management during the study stages. Oversight by Global Medical Affairs.
Budget management.
Study management Protocol deviations Protocol deviations management

Medical monitoring and medical oversight Medical monitoring and medical oversight processes

Study management plans Project Management Plan. Calendar Project Plan.
Data management oversight. Data transfer. Data validation
Data Management (including statistical validation). Data base. Data management

Data Management Plan. Data Validation Plan. Data Transfer Plan.

CRF development CRF development. Data base specification




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

Accouyvnauus
MexayHapogHbix

® apmaueBTUYECKNX
MpousBogutenei

erynsauum

Perynauvn EMA 1 EDA
oTpacnu UHLIe

MeXAyHapoaHblie
perynsauuu

Peaynsayuu
Poccuu

Mpoueccbl RWE-uccnegoBaHnii B KOMNaHUM

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

20

3ajava:

OLLeHUTb, KaKue
~— Tpe6oBaHuA ecTb
K HOBOMY BUAY

AeATeNbHOCTU




npOLI,eCCbI ynpaeneHnAd AaHHbIMU
Ha NPOTAXeHUNn nccnenoBaHuA

Data validation. Query
Generation and handling

[

Accouyvnauus
MexayHapogHbix

® apmaueBTUYECKNX
MpousBogutenei

[ Passutue ] OpnobpeHue A CTaTMCTM Data transfer
YecKum
KOoHLienuum Tnyeckoro { Start of data \ ec from vendor
Komurera collection arene to Sponsor
[ Data ]
i PasButue
mapping
[ npotokona J Data bata ]
anonymization - 1 anonymization - 2
v M vl 1 v

BHegpeHue

NMpoBeaneHue

nccnegoBaHus nccnenoBaHus

1

OKOoHYaHue

NMnaHnpoBaHune

3aKpbiTue

nccnegoBaHus. AHanus

OaHHbIX.

cbopa .D,aHHbIX]

CTaTUCTUKHU

| 1

J

\

Data
coding

-
Data transfer from
data sources

I

|

Data management
planning

.

) )

Data Quality Control

]\

[

] [ OTtyeT No

nccnegoBaHu

o

Data base
lock




CopepxaHue T R

® apmaueBTUYECKNX
MpousBogutenei

AOOKYMEHTbI, B KOTOPbIX MOXHO OMNMUCbIBATb NPOLLECCHI: AOKYMEHTbI
nccnegosaHua (NaaHbl, MHCTPYKUMK) N AoKymeHTbl CMK




Accouyvnauus

OT npouecca K 4OKYMeHTaM KayecTBa T

MpousBogutenei

LleHHOCTb co3gaeTcsa He AoKyMeHTaMmu. LleHHoCTb co3pgaeTtca gencreuamm!

A OKYMeHT

Llenn co3gaHus OKYMEHTOB:

COI - He = onpegerneHve MeTooB 3dPdMEKTUBHOIO yrpaBeHns 1 pasBUTUS:;
GropokpaTus * OLieHKa 3(PPEKTUBHOCTU (PE3ynLTaTMBHOCTH)
= CO3[aHNe KpUTEPUEB NPOBEPKN CUCTEMBI YPABIIEHNS;

COIl - aTo = JOCTWXEHMe COOTBETCTBUA TpeboBaHUsaM notpebuTens u
npouecc YIYy4LLEHUIO Ka4eCTBa;

= obecnevyeHne COOTBETCTBYHOLLIEN NOATOTOBKN KaapoB.;
= NOBTOPSAEMOCTb U NPOCNEXNBAEMOCTb;
= obecnevyeHnto OObEKTUBHBLIX JOKa3aTeNbLCTB



Kakum opraHnsaumsim BaXXHO UMeTb CUCTEMY & oo

MexayHapoaHbIx
® apmaueBTUYECKNX

MeHeO)XMeHTa KayecTBa?

<Rea| World Evidence>

OpraHuszaunam, peanmsyrowmm RWE-nccnegosanums
(OoT NnpoueccoB Ha YPOBHE UCTOYHUKA AaHHbIX A0 HanucaHUa otyeTa 06 nccneaoBaHmK)

Vendors:

* Contract Research Organizations
* Owners/Access to data sources
* Data management companies

Study sponsor



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




Accouvauus
MesxgyHapogHbix

OueHKa cyLecTBYHOLWUX perynsaumm KoMnaHum wE - =

yl.l.l.ecTByIOl.l.IVI
perynauumn

PPerynsaumumn
N Perynsauumu . EMA uEDA /
‘ oTpacnu % UHbie
) ~ MexayHapoaHble '
perynsiuum

KOMMNaHun

CyuwecTByrowume
perynsiuMm KoMmnaHumm

Pezynsyuu
Poccuu

/
/
’
' /
\
\
\

Npoueccbl RWE-uccnesoBaHuii B KomnaHumn

-

AOKyMeHTbI CUCTEMDbI MEeHeAXMEeHTa KayecTsa
KomnaHum (ctangaptol, COMbi 1 TN)

no obnactn npumeHeHus

/ \

Ectb ansa RWE Ectb ana KA (Het
B Leriom ana RWE/NIS)

EcTb ANA peTpOCNeKTUBHbIX
nccnengoBaHMN/NOCTPOEHHbIX
Ha 6a3ax AaHHbIX

OTtcytcTBYIOT
perynsauum B Lenom




MoxxHo nu noctpoutb CMK ona RWE-
MccnenoBaHum B Lenom? e

Accouyvnauus
MexayHapogHbix

nccneaoBaHMA PYTUHHOM
NPaKTUKK
/ N0 NPUHLUMUNY NHTEPBEHLUN \

NHTepBeHUMNOHHbIE HeEUHTEePBEHUMNOHHbIE
nccneagoBaHumA nccneaoBaHuUA




UHble

® OUEHWUTb, KaKkne
npouecchl y Hac
pa3paboTaHbl

® OLUEHUTb, Kakne

ctaHaapTbl n COMbl y
HacC y*Ke ecCTb

1.0npepgeneHune

TeKyuwiero CoctoaHumnA

MeXAayHapoaHble

Perynauuu
EMA n FDA

Poccuu

Gap-aHanu3 ana Cuctembl MeHegXXmeHTa
KayecTtBa

perynsuuu

Perynauuun
Pezaynsauyuu oTpacnu

2. OnpepenexHune

»Kenaemoro
COCTOAHUA

® OLIEHUTb, KaKkune
npoLueccbl Ham
Heobxoanmbl

® OLEHUTb, Kakue
ctaHgapTbl n COlbI

\_ Ham Heobxoanmbl

Accouyvnauus
MexayHapogHbix

® apmaueBTUYECKNX
MpousBogutenei

J

onpeaenunTb, KaKNX
NPOLECcCcoB He XxBaTaeT
ONA NOCTUXKEHUs 3a4au

onpeaennTb, KaKMNX
ctaHgapTtos 1 COllos
He XBaTaeT ANnA
AOCTUXEeHMA 3a4a4

3. BbiaBneHue

«pa3pbiBOB»




GAP-ananus. WWar 1. OueHKa TeKkywero CocTossHUS [ m:mzn:z:ﬂ::zw

MpousBogutenei

Bap. 1. B KomnaHuM y}Ke eCcTb AO0KYMeHTbl KauecTtBa (ctaHgapTbl, COMbI 1 ap) B
obnactn RWE

> OL,eHKa NnpumMmeHMMocTu (MOUCK) AOKYMeHTOB KayecTBa K rpynne RWE

NMpumeHUM K peTpocneKxT.
Ne |Bep.| Aarta adpd. Ha3BaHUe AOKYMeHTa MpumeHum K npocnek. NIS [Uccn./uccne 6as paHHHbIX U Ap

> OLEeHKa, Kakue npoueccbl y Hac pa3paboTaHbl

Study processes QMS documents

Group of processes Short description of the )
Process name process number title

Study outline development,
Study outline development [prelimanry study planning
and approval

Study budgeting Study budgeting

Study planning




Accouyvnauus

GAP-aHanu3a. lWar 1. OueHka TeKyLero CoOCTossHUA Wl

MpousBogutenei

Bap. 2 . B KoMnaH1UKM HEeT AOKYMEHTOB KayecTtsa B o6aactu RWE

2.1. CMK HerT B uenom ansa uccnepoBaHum
1.0npegeneHue TEKYLLEro -0 Lar 2, onpeaensem
COCTOAHMUA — ¥enaemoe cocToaHue

2.2. CMK ectb ana KAIMHUYECKUX nccaeaoBaHum

1.0npegeneHune TEKYLLEro jl> ar 1, onpeaensev, Kakue
AokymeHTbl CMK B 06nactn KU
MOTYT ObITb NOTEHLMANBHO
npumeHnmbl K RWE-obnactu




Accouyvnauus
MexayHapogHbix

® apmaLieBTMYECcKnX
Mpoussoagutenei

erynsauum

Perynauuu EMA u FDA
MeXxayHapoaHble
T perynauum
Peaynayuu
Poccuu

Mpoueccbl RWE-uccneaosaHuii B KOMnaHum

[ OKYMEHTbI CUCTEMbI MEHEAKMEHTA KayecTBa
KomnaHuu (ctangaapTbl, COMbl 1 TN)




GAP-aHanus. lUar 3. BbisiBneHue «pa3pbIBOB»

Accouyvnauus
MexayHapoaHbIx

® apmaueBTUYECKNX
MpousBogutenei

Group of processes

Study processes

Process name

Short description of the process

QMS documents

Study management

management. Study control. The main
activities during the study stages.

number title
Study outline development,
. . lanni
Study planning Study outline development prelimanry study planning and XXX XXXXX
approval
Study budgeting Study budgeting
Protocol and amendment Protocol and amendment
development and up-dating development, approval and up-dating
Study documents ‘ ICF developmfer\tand up-datmg‘:‘ ‘
. ICF development and up-dating protocol sepcific, country-specific, site XXXXX XXXXX
development and up-dating e
specific.
. Translation of essentional study
Translation
documents
Vendor selection, qualification and
Vendor selection Audit
anagement ov:arsi ht and Defenition of activities transferred to
L udit & ’ & CRO oversight CRO. Sanofi-CRO study contract. Study OO OO
& plans, CRO oversight. CRO oversight
Plan.
Ethical & regulatory approvalStudy submission to IEC Study submission to IEC, LEC
General requirements to study
Study management management. Study team XXXXX XXXXX

Study termination

Study termintation

Protocol deviations

Protocol deviations management




Kakum opraHnsaumsim BaXXHO UMeTb CUCTEMY & oo

MexayHapoaHbIx

® apmaLieBTUYECKUX

MeHeO)XMeHTa KayecTBa?

Geal World Evidence>

OpraHuszaunam, peanmsyrowmm RWE-nccnegosanums
(OoT NnpoueccoB Ha YPOBHE UCTOYHUKA AaHHbIX A0 HanucaHUa otyeTa 06 nccneaoBaHmK)

Vendors:
* Contract Research Organizations
* Owners/Access to data sources
 Data management companies

= =

dopmmpyeT mogenb NPoLLEeccos, OnpepenaeT YeTKYO MoAe b NPOLLEeccoB
aganTupytowytoca nog TpebosaHna CMK
CnoHcopa

Study sponsor




Kakue pokymeHTbl CMK pa3pabartbiBaTb? ® oo

® apmaueBTUYECKNX
MpousBogutenei

CopoepxaHue
Uepapxua aokymeHtos CMK
(YpoBEHb ONUCAHUSA)
PyKkoBoactso 5 5
No KayecTsy, LIeHHOCTHbIN ypOBEHb cmpamecu4deckuu
NOJINTUKU U
T.N.
CraHgapTbl/ TpebosBaHus makmu4eckuu
NOJINTUKU
CrtaHAapTHble onepaumoHHble Mpouecchl

npoueaype! (COMbi) oriepayUoHHbIU

Paboune MHCTPYKUMU, WabnoHbl U T.1. [lpouecchl B aetansx




TpeHA Ha ynpoleHue

P * B8 COlNe mHoOro aetaneun
* 1 COIl = HecKoNbKO npoLeccos



Utor dbopmuposaHua CMK gna RWE

Accouyvnauus
MexayHapoaHbIx

® apmaueBTUYECKNX
MpousBogutenei

CNUCOK YTBEPXKAEHHbIX
cTaHAapToB (= onncaHue
TpeboBaHUM K
npoBeaeHunto
nccnenoBaHuin)

Cnncok yTBepXKAeHHbIX
CONos (= onucaHue
NPOoLLeccoB NpoBeaeHUs
nccnegoBaHnn™®)

* 1NA KOMNAaHUI B
obnactu pabotbi C
[AHHbIMM, BKAOYaA
npoueccbl obecnevyeHms
KayecTBa AaHHbIX U
paboTtbl cuctem UU

AokymeHTbl CMK
OonucbIBalOT BCe
HeobxoAnMbIe
npouecchbl B
COOTBETCTBUM C:

* perynaumsamm,

* WHbIMM
TpeboBaHUAMM,

* Mopenblo
npoBeAeHuUs
nccneaoBaHUMn

MocToAHHOE
yay4ylwieHue
CMK



OGecneyeHune KayecTBa: NapTHEPCTBO CMOHCOpPa U

MexayHapogHbix

® apmaLieBTUYECKUX

Be Hno pa Mpoussogutenen

AokymeHTbl CMK AokymeHTbl CMK MnaHbI
CnoHcopa BeHAopa(oB) * uccnepoBaHus

Project Management Plan
Data Management Plan
Data Validation Plan

Data Transfer Plan
Statistical Analysis Plan

N op

= CTaHOapTbl " CTaHnapThbl
n Conb| u Conb|
» paboyme MHCTPYKLMKn

OnuncaHue Bcex TpeboBaHUM U NpoOLLECCOB AJA UccriegoBaHus



ObecneyeHue KayecTBa: NapTHEpPCTBO CMOHCOpAa U & Accouwauns

MexayHapoaHbIx

® apmaLieBTUYECKUX

Be H n o p a MpousBogutenei
Group of Hoxkymentsl CMK Hoxkymentsl CMK Hoxkymentsl CMK
Processes/Process CnoHncopa Benngopa-1 Bengopa-2

General requirements

Study documenation

Ethical approval

Study management

Data management

Trial Master File




Kakune ctanpgaptbl n COlbI gormxeH 3HaTb RWE lead?

Real World

GxP standards Evidence on-interventional
studies

Scientific Study planning and condt
D Data management

Publications Project management

Statistics and study report

Study disclosure

etc

Quiality Assurance Vendor
selection

Pharmacovigilance Compliance @

Vendor QMS
documents

39



Accouyvnauus

MexayHapogHbix
® apmaueBTUYECKNX
MpousBogutenei

Cnacun6o 3a BHuMmMaHue!

www.aipm.org



