© AIPM

Onpepeneuna RWD & RWE:
NMOHATUEe; noaxoabl B Poccuu u
ApYyrux cTpaHax

MpoekT «Real World Data: gaHHble, TeXHONOrMu, NPOEeKTbI»

[onbaonHa TaTtbaHa, K.0.H.,
pykoBoauTenb paboyer rpynnbl AIPM no RWE 09 ceHTabpa 2022r




.\ ® Association of  Accoumauun
(Y e International MeXKayHapOAHbIX
OT RWD K NpuUHATUIO peLueHUun / el S
Manufacturers npounssoguTeneil

RWD — RWD studies - RWE
Data collection Data analysis
Real World Data (RWD): data relating to patient Real World Evidence (RWE) is the clinical evidence
health status or the delivery of health care routinely ~ regarding the usage, and potential benefits or risks, of a
collected from a variety of sources [1, 2]. medical product derived from analysis of RWD [1, 2].
Examples of RWD [3] . 7 : ;"IL“IM'Li'“ ;I mIN:NI""-I‘;'I“'.'I'“";""
= electronic health records (EHRs), Yaooein e | ——
= claims data, R

= data from product and disease registries,

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

= data gathered from other sources that can
inform on health status, such as mobile
devices.
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[1] Use of Real-World Evidence to Support Regulatory Decision-Making for Medical Devices. Guidance for Industry and Food and Drug Administration Staff, issued 31 August 2017. URL: https://www.
fda.gov/ucm/groups/fdagov-public/%40fdagov-meddev-gen/documents/document/ucm513027.pdf.

[2] FDA. Considerations for the Use of Real-World Data and Real-World Evidence to Support Regulatory Decision-Making for Drug and Biological Products. Guidance for Industry. Draft Guidance, December 2021
[3] FDA. Data Standards for Drug and Biological Product Submissions Containing Real-World Data. Guidance for Industry. Draft Guidance, October 2021
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Real World Data (RWD)

MosBneHne TepmuHa: Real World Data — 1991r [

/ ™
FDA RWD are data relating to patient health status and/or the delivery of health care routinely collected
from a variety of sources [2]
- Y,
~ N
EMA RWD are defined as “routinely collected data relating to a patient’s health status or the delivery of
health care from a variety of sources other than traditional clinical trials [3]
. Y,

RWD are the data relating to areas such as patient health status and/or healthcare delivery not
collected in conventional RCTs. Examples of RWD are electronic health records (EHRs); wearables;
medical claims data; surveys; and product, patient, and disease registries [4]

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] FDA. Considerations for the Use of Real-World Data and Real-World Evidence to Support Regulatory Decision-Making for Drug and Biological Products. Guidance for Industry. Draft Guidance, December 2021

[3] Cave, A., Kurz, X. & Arlett, P. Real world data for regulatory decision making: challenges and possible solutions for Europe. Clin. Pharmacol. Ther.106, 36—39 (2019) (PDF) Real-World Data for Regulatory Decision Making:
Challenges and Possible Solutions for Europe (researchgate.net)

[4] ISPOR - About Real-World Evidence aocTtyn 08 ceHTabpa 2022r



https://www.researchgate.net/publication/332338878_Real-World_Data_for_Regulatory_Decision_Making_Challenges_and_Possible_Solutions_for_Europe
https://www.ispor.org/strategic-initiatives/real-world-evidence/about-real-world-evidence
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Real World Evidence (RWE)

NoasneHune TepmuHa: Real World Evidence — 1998r [1]

~ N
FDA is the clinical evidence regarding the usage, and potential benefits or risks, of a medical product

derived from analysis of RWD [2]
- Y,

/is then defined as the information derived from analysis of RWD, and it is the acceptability of this
EMA evidence for regulatory decision making in different use cases across the product life that has
Kbecome the subject of intense debate. [3]

ISPOR | is the clinical evidence obtained from RWD, with regard to the use, potential benefits or potential
risks associated with a medical product [4]

[1] Caro JJ, Speckman JL. Existing treatment strategies: does noncompliance make a difference? Journal of Hypertension. 1998;16(7):31-34.

[2] FDA. Considerations for the Use of Real-World Data and Real-World Evidence to Support Regulatory Decision-Making for Drug and Biological Products. Guidance for Industry. Draft Guidance, December 2021

[3] Cave, A., Kurz, X. & Arlett, P. Real world data for regulatory decision making: challenges and possible solutions for Europe. Clin. Pharmacol. Ther.106, 36—39 (2019) (PDF) Real-World Data for Regulatory Decision Making:
Challenges and Possible Solutions for Europe (researchgate.net)

[4] ISPOR - About Real-World Evidence aocTtyn 08 ceHTabpa 2022r



https://www.researchgate.net/publication/332338878_Real-World_Data_for_Regulatory_Decision_Making_Challenges_and_Possible_Solutions_for_Europe
https://www.ispor.org/strategic-initiatives/real-world-evidence/about-real-world-evidence

Pa3Butue HanpaBneHna RWE B Poccum RWE: poct umcna

uccnaepoBaHnii, NnybanMKauum,

NoABneHne TepMMUHOB Mepsoe Nepsoe BbICTYNEHWIA
peryanposaHue perynuposaHue NIS
RWD 1 RWE 5] RWD/RWE & mupe 2] B Poccum [3]

| |

1991 2020 2021 2022

‘ H I MNMepBan
Poct NIS B Poccum aKon/sieHue onbiTa KOHbEepeHUUs 4 Nepsoe )
nposeaenus NIS RWE B Poccum peryampoeaHue
Poccum RWD/RWE B
TepmuHbl RWD/RWE AKTyanusauyus & Poccuu J
6nawoTca B RWD/RWE B flepeas cratbA o
ynotpe RWE B Poccuu (4]
oTpacau oTtpacau B Poccuum

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 PUBLIC LAW 114-255. An Act to accelerate the discovery, development, and delivery of 21st century cures, and for other purposes (215t Century Cures Act). 2016. Accessed November,30, 2020.
https://www.congress.qgov/114/plaws/publ255/PLAW-114publ255.pdf

3 Hadnexawas lNpakmuka ®apmakoHad3opa Eepa3sutickozo corosa, 03 Hosibps1, 2016, Ne 87

4 onsduHa T.A., Cysopos H./. MiccnedosaHusi pymuHHOU KIUHUYECKOU MPaKmuKU: Om rosly4eHusi 0aHHbIX K OUeHKe MeOUUUHCKUX mexHonoaul u npuHamuro peweHul 8 30pasooxpaHeHuu. MeduyuHckue mexHonoeauu. OueHka u

ebibop. 2018;1(31):21-29.
[15 Caro JJ, Speckman JL. Existing treatment strategies: does noncompliance make a difference? Journal of Hypertension. 1998;16(7):31-34.



https://www.congress.gov/114/plaws/publ255/PLAW-114publ255.pdf

Association of Accoumnauyus
International MeXOyHapOoAHbIX
Pharmaceutical dapmaueBTrnyecknx
Manufacturers npounssoguTeneil

HenHTepBeHLUNOHHbIE UCCeaAoOBaHUS — £ AIPM
TePMUWHbI B perynsumax "

HeuHTepBeHUUOHHOE = Haﬁnmp,aTeanoe

/ Clinical trial
o o ) ’ Observational
Esponenckun i | non-interventional
0103 —_—> Low-intervention Clinical trial
C / study = macno
[ . . ) MacnAaHoe
\ Non-interventional study (NIS)
P Clinical trial
CLLA B Poccum Takske:
I Observational study (OS) * HabnopatenbHan
nporpamma,
p < * obcepBauMOHHOE
HeuHTepBeHUMNOHHbIE
Poccus . uccneposanua (HU/HUN)

KnnHuyeckmne nccnepoBaHus




HenHTepBeHUMOHHOE UccregoBaHue B

perynaumax EAISC
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TepmuH MNP AB W/ A Hagnexawen KAMHUYECKON NPaKTUKKU MNP A B U 1 A HagnexKawein NPaKTUKK
(onpepenenune) EAJSC (N2 79 o1 3 Hos6psa 2016 T.) dapmakoHapg3opa EAIC (Ne 87 ot 3 HoA6pa 2016 . )
KnuHnueckoe KNMHUYeckoe nccnegosaHue (ucnbitaHue)" (clinical trial) - kKnMHn4yeckoe «KNUHMYeckoe nccnegosaHue» (clinical trial (study)) — KiMHK4YecKoe
nccnepoBaHue n3y4yeHue, yaoBneTsopsatolLee XoTa 6bl 04AHOMY U3 CNeayoWMX YCIOBUIA:  U3yYeHMe, yA0BAeTBopsAtolee XOTA bbl 04HOMY M3 CAeAyoWMX YCA0BUIA:
Ha3HayeHue CyObeKTy UccieoBaHUA KOHKPETHOM TepaneBTUYECKOM Ha3HayeHue CyOBbEKTY KNAMHUYECKOTO U3YYEHUSA KOHKPETHOM
cTpaTerMm (BMeLLaTeNnbCTBa) NPOUCXOANT 3apaHee M He ABNAETCA TepaneBTMYECKOW cTpaTerMm (BMeLwaTenbCTBa) NPOUCXOAUT 3apaHee U He
PYTUHHOM KNMHUYECKOM MPaKTUKOW B rOCYAapcCcTBe-YeHe, ABNAETCA PYTUHHOMN KIMHUYECKOW NPAKTUKOM (TO eCTb WabAOHHbIMU
nccnenoBaTeIbCKMe LEHTPbI KOTOPOro NPUHMMALOT y4acTue B AaHHOM (oAHOTUMNHBLIMK) MEANLMHCKMMW ANATHOCTUYECKUMU U le4ebHbIMU 4
KIMHWUYECKOM UCCNEA0BAHUN; peLlEHNE O HAa3HAYeHUU UCCesyemMoro npoueaypamu, TEXHONOTUAMU UIN MEPONPUATUAMU, KOTOPbIE
NIeKapCTBEHHOTO NpenapaTta NPUHUMAETCA COBMECTHO C PELUEHUEM O BbINONIHAOTCA ANA AaHHOM rpynnbl NaLMEHTOB UM AAHHOTO CTaHAAPTa
BK/IIOYEHMU CYOBEKTA B K/IMHMYECKOE U3YyYeHMe; CyObeKTam OKasaHusa MeaMLMHCKOM MOoMOLLM) B rocyaapcTBe — YneHe EBpasuniickoro
nccneaoBaHuaA, NOMUMO NPoLeayp PYTUHHOM KAIMHUYECKOM MPaKTUKK, 9KOHOMMYECKOro CO3a, UCCNeA0BaTENbCKME LLEHTPbI KOTOPOro
BbINO/IHAOTCA AONONHUTENbHbIE NPOLEAYPbl ANATHOCTUKU UK NPUHMMAIOT Y4acTUe B AaHHOM KIMHUYECKOM U3YYEHMU
MOHUTOPMHra
HeunHTepBeHUMOHHOE HEUHTEPBEHLMOHHOE K/IMHUYECKoe uccnegosaHue (non-interventional HEUHTEPBEHLMOHHOE uccnegoBaHmne» (non-interventional studies) —
nccnepoBaHue clinical study)» — nccnegosaHue (McnbiTaHWE), KOTOPOE COOTBETCTBYET nccnenoBaHue, KOTOPOE COOTBETCTBYET CIEAYHOLLMM YCI0BUAM:

cnepyowmm TpeboBaHUAM: NeKAaPCTBEHHbIM NpenapaT Ha3Ha4YaeTca B
COOTBETCTBMM C UHCTPYKLMEN NO MEAULMHCKOMY NPUMEHEHUIO;
peleHre 0 Ha3HAYEHUN NALMEHTY ONpPeaeNeHHOMo NeYEHNs He
NPUHUMAETCA 3apaHee COrnacHoO NPOTOKONY UCCNeA0BaHUSA, HO
COOTBETCTBYET NPUHATON MPAKTUKE, N HAa3HAYEHME IEKAaPCTBEHHOTO
npenaparta YeTKO OTAENEHO OT PELEHMA O BKIOYEHUN NALMEHTA B
nccnenoBaHUe; K MaUuMeHTam He NPUMEHAIOTCA Kakue-nmbo
AOMNOJIHUTE/IbHbBIE ANArHOCTUYECKME MU KOHTPO/IbHbIE NpoLeaypbl, a
AR aHANIM3a NONYYEHHbIX AAaHHbIX UCMOJIb3YIOTCA 3NUAEMMNONOTNYECKUNE
MeToAbl

NeKapCTBEHHbI NpenapaT Ha3Ha4YaeTcs B COOTBETCTBMM C 0bLei
XapaKTEPUCTUKOM NEKAPCTBEHHOIO NPenapaTta; pelweHne 0 Ha3HaYeHUM
nauneHTy onpeseneHHOro 1e4eHUs He NPUHUMAETCA 3apaHee CornacHo
NPOTOKONY UCCNEA0BAHUSA, HO PYTUHHOM KIMHUYECKOW MPaKTUKE, U
Ha3Ha4YeHWe IeKapPCTBEHHOIO NpenapaTta YeTKo OTAE/NIEHO OT PELUEHMUA O
BK/IHOYEHWUW NALMEHTA B UCCNEA0BaAHUE;

B OTHOLIEHMM NALUMEHTOB HE NPUMEHSAIOTCA Kakne-1mbo fonoHUTENbHbIe
ANArHOCTUYECKME MU KOHTPO/IbHbIE NpoLeaypbl, a ANA aHaAn3a
NOJIYYEHHbIX AaHHbIX MCMONb3YIOTCA MUAEMMNOIOTUYECKME METOAbI;
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TepmuH N P AB W/ A Hagnexawei KAMHUYECKOUN NPAKTUKKU MNP A B U 1 A HagnexXalleil NPaKTUKK
(onpepenenune) EAJSC (N2 79 o1 3 Hos6psa 2016 T.) dapmakoHapg3opa EAIC (Ne 87 ot 3 HoA6pa 2016 . )
"pyTUHHaA "pyTUHHAaA KAMHMYecKaa npakTuka' (routine clinical practice) - OnpeaeneHue npeacTaBAeHO B paMKax onpeaeneHums
KANHUN4YeCKanAa lWwabNoHHbIe (O,D,HOTI/II'IHbIe) meanunmHCKne AnarHoCtn4yeckme KNINMHNYeCKOoro nccnenoBaHuA

npakTuKa" (routine
clinical practice)

NOCTPErncTPaumoHHoO
e uccnepoBaHue
6e3onacHocTn" (post-
authorisation safety
study (PASS))

NneyebHble Npoueaypbl, TEXHONAOTMU UAN MEePONpPUATHUA,
KOTOpble BbINOAHAOTCA A5 4aHHOM rpynnbl NauMeHTOB UK
AAHHOTO CTaHAapTa OKa3aHMA MeaULUMHCKOM NOMOLLY;

He npeacrasnHo

— nUccnefoBaHue, MMetoLee OTHOLLEHMeE K
3aperucTpMpoBaHHOMY SIEKapCTBEHHOMY Npenapary,
npoBeAeHHOoe B Lenax onpeaeeHna XapakTepucTmuku Unm
KOZIMYECTBEHHOM OLEHKM Yyrpo3bl 6e30nacHoCTH,
noaTeep:KaeHua npoduns 6e30nacHOCTM 1EKAPCTBEHHOIO
npenapaTa Unun oueHKM 3GGEKTUBHOCTM MepP NO YNPaBAEHUIO
puckamu. MNocTperucTpaumMoHHoe nccnegoBaHne 6e3onacHoCTu
OPraHn3yeTcs Kak MHTEPBEHUMNOHHOE KAMHUYECKoe
nccnefoBaHWe UM NPOBOAUTCS KAk Ucc/efoBaHne
Habno4aTeNIbHOrO HEMHTEPBEHLMOHHOIO AN3aliHa, B TOM
Yymcne C UCNONb30BaHNEM AAHHbIX PEasIbHON KIUHUYECKON
NPaKTUKN
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2022r. TepmuHbl RWD n RWE B —~ :
= AIPM
3akoHoaaTtenbcTBe EAJC

B cootBeTcTBUM C PewieHmne CoBeTa EBPAa3MMCKON SKOHOMUYECKON
Komuccum ot 17 mapta 2022 r. N 36 "O BHeCceHUN U3MEHEHUI B

MpaBuna peructpaumnm n akcnepTnsbl J1IC ans megmuUMHCKOro FDA

npumeHeHua"
"AaHHbIE peanbHOW KNMHUYECKON NPAKTUKKN" - RWD are data relating to patient health status
AaHHblE€, OTHOCALLNECA K COCTOAHMIO 3[,0POBbA and/or the delivery of health care routinely
nauueHTa 1 (MKn) K npoueccy oKkasaHUsa MeaULMHCKOM collected from a variety of sources [2]

nomouun, noayvyeHHble U3 Pas3IM4YHbIX NCTOYHUKOB,«

RWE is the clinical evidence regarding the usage,
and potential benefits or risks, of a medical
product derived from analysis of RWD [2]

" AOKa3aTenbCTBa, NOJlyYeHHble Ha OCHOBE AaHHbIX
peanbHOM KIMHNUYECKOU NPAKTUKKN" - KIMHNYECKME
A0Ka3aTe/IbCTBA B OTHOLIEHUWN MPUMEHEHUA U
NOTEHLUMAIbHOM NOJb3bl AU PUCKA NPUMEHEHUA
JIEKApPCTBEHHOrO NpenapaTa, No/y4eHHble HA OCHOBE
cbopa 1 aHann3a AaHHbIX PeasibHON KAMHUYECKOM
NPaKTUKKn",
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Data Study Evidence
(JaHHbIe) (McchepoBaHuA) (lokasaTenbcraa)
J \_ \_ J
" pPYTUHHaA
Real World: " PYTVHHaA kiMHWYeckas

" peasibHas

" peasibHaA KAIMHNU4YeCKaA NMPaKTUKa
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CTOYHMKM OaHHbIX. PaspaboTka
OMK, OTKpbITbIE KOHLlenumu
NCTOYHUKN, PETUCTPBI nccnenoBaHUs
~ R
KayecTtBO
«CbIPbIX»
| A@HHBIX
- ObecneyeHue Ka4yecTBa
KauyecTtBO {oMneTeHLnm
0bpaboTKu (3HaHus,
OaHHbIX YMEeHuUS,

HaBbIKWN)

MeToabl aHanmaa.
MeToasbl paboTbl C

OAaHHbIMW

ncenepno-
BaHUA.
CuUcTeMHbIN
YPOBEHb

ITnyeckas
aKcnepTmnaa

\_ J

[1pO3payHOCTb U
nosepue kK Real World
Evidence

Xomuukasn H0.B., Cysopos H.U., FTonbgmHa T.A. NybamMkaunmn pesynbTaToB UCCAeA0BaHUA PYTUHHOM NPAKTUKKU: NPUHLMMbI, TPpeboBaHMs, MpoLecchl,
npeacrasneHune pesynbrtatos. MeduyuHckue mexHonozuu. OyeHka u sbibop. 2022;44(3):31-40. https://doi.org/10.17116/medtech20224403131

B neyaTtn
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Pa3paboTka / \

% K —

MpuHaTue
pelueHuun B
34paBoOOXpaHeHUn

sonpeaernieHne
TepmuHoB RWD un RWE,
*HOPMaTUBHO-NMpPaBOBOE
perynunpoBaHue B
Poccnn/EAIC,
‘ucnonb3oBaHnmne RWE
ANSA MPUHATUA PEeLUeHUN:
- KNMUHNYeCcKue
pekoMeHaauum,
OLUEeHKa TeXHOJIormm
npaBOOXpPaHEeHus,
.HeceHue
U3MEHEeHun B
UHCTPYKLMUIO no
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Cnacun6o 3a BHuMmMaHue!

www.aipm.org



