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ConepxaHue

RWE-3akocuctema

KntoueBble 3anHTepecoBaHHbIE NnLa
RWE-3kocuctemsbl

[MpuopuTeTHble 0B6NAcTM pasBuUTUA
RWE B Poccumn

CoTpyaHMNYECTBO KakK KNnoveBom
anemeHT pa3sutnsa RWE-akocuctemsl



Disclaimer: Hraweu yenbto aensgemcs akmyanu3auusi
memMbl Ha 0aHHOU risiowaoke U 3a c4em 3moeao —
yCcKopeHue passumus HanpassneHus Real World
Evidence e Poccuu



B mupe Bo3pactaet pornib RWE B npyHATUM pa3fIUYHbIX peLleHun B
340paBoOOXpPaHEeHUU

RWE e npuHsamuu peweHuu. [Npumepbi UCnob308aHUS

. KoninvectsBo nybnukaumn ¢ tTepmuHom “Real
World Evidence” Bbipocno >4em B 10 pa3 3a
nocrnegHue 10 netd

. 85% onobpennn FDA cogepxanu RWE, Tep
o6nacTu - OHKONOrns, MHAPEKLNOHHbIE
3aboneBaHuda n Hesponorus (2019-21)2

. 38% noga4y EMA cogepxanm RWE (2018-19)2

.Hucno HTA aocbe ¢c RWE Bbipocrio ¢ 4% B
2011 go 30% Bo 2 nonoBuHe 20214

. B Poccuu: TepmMmHONOrnsa2, MOCKOBCKUM
9KCNepMMEHTE, MOCKOBCKOe HabntogaTenbHoe
nccnepoBaHuel n ap.

Perncrpaumsa HoBon Monekynbl

FDA approves larotrectinib for solid tumors
with NTRK gene fusions

PacmupeHMe MOoKa3aHUu
Regulatory Focus™ > News Articles » 2019 » 4 > Pfizer Uses EHR Data to Support Expanded Indication for B

Pfizer Uses EHR Data to Support Expanded
Indication for Breast Cancer Drug

PenmbGepcmeHT

Atezolizumab: feasible second-line therapy for patients with non-small cell lung
cancer? A review of efficacy, safety and place in therapy

Fanny Jean, Pascale Tomasini, and Fabrice Barlesi

CornaweHue o pasgerieHUM PUCKOB

NICE endorses shared-risk
scheme for Velcade

1. Value of Real-World Evidence in Health Technology Assessment The Economist Impact, 2022 2. Purpura C. et al. The Role of Real-World Evidené&id'"BRIRPproved New Drug and Biologics License Applications, 2021 3.
Flynn R. et al. Marketing Authorwewwtdggization Applications Made to the European Medicines Agency in 2018-2019: What was the Contribution of Real-World Evidence? Clin Pharmacol Ther. 2022. 4. IQVIA HTA Accelerator.
5. PeweHune CoeTta EBpa3suiickoi akoHomu4eckon kommccum ot 17 mapta 2022 r. N 78 "O BHeceHUn nameHeHun B Npasuna perncTpaumm n 3KCnepTm3bl IEKAPCTBEHHBLIX CPEACTB AN MEAULMHCKOro NpUMeHeHusi« 6. mosmed.ali
7. https:/lvademec.ru/news/2022/01/11/moskva-provedet-nablyudatelnoe-issledovanie-10-preparatov-dlya-svoey-onkoprogrammy/


https://drive.google.com/file/d/1kP85Tb3KtzHHnb-BWzmIXM2sCZTvws8E/view?usp=sharing

Moyemy Mbl NnpoBOAMM 3TOT BeOUHap

KomnnekcHocTe RWE cpefpbl, BKtoYaroLwen pasHoobpasHbIX
B3aMMOCBSI3aHHbIX CTENKXONAEPOB

Beibop npasunbHoro nogxoga (bnsHec mogenu) BnudeT Ha yCnewHOCTb
BHeapeHna RWE B Poccuu

Heobxoammo aktyanuanpoBaTb NpuoputeTHble obnacTtu pa3sntusd RWE B Poccun,
NHMLUMATUBBI N KINoYeBble bapbepsl

[MoHnmMaHue KapThbl CTeIZKXOﬂD,epOB N 3TANHOCTU OABMXEHUNA ABJIAIOTCA
LEeHHbIMU MPU pa60Te B YCJ10BUAX HEONpeaesieEHHOCTN



There are two key components of any ecosystem: ecosystem
participants and the environment

___________________________________ —~
( Ecosystem is a community of organisms interacting with each other and their environment. They

compete and collaborate on available resources, co-evolve, and jointly adapt to external
| disruptions?® 2.3

Organisms interacting Their environment
with each other

 Bopa (TeyeHue,
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* BogHble akocucTeMbl. Buabl BOOHbIX 3KOCMCTEM, KX XapaKTepPUCTUKN

1.Tansley AG. 1935. The use and abuse of vegetational concepts and terms. Ecology 16: 284-307.2. Lindeman RL. 1942. The trophic-dynamic aspect of ecology. Ecology 23: 399-417.3. Hutchinson GE. 1948. Circular causal systems
in ecology. Annals of the New York Academy of Sciences 50: 221-246. 4. James Moore “Predators and Prey”, Harvard Business Review, 1993



A business ecosystem is an economic community ...of interacting
organizations and individuals across industries?!

Ecosystem Business - ecosystem

1. Organisms
interacting with each
other

it |

1.Stakeholders interacting
with each other

| “We are entering an era of ecosystem where most companies will heavily utilize ecosystem business |
| models to drive innovation” - EY? l

1. James Moore “Predators and Prey”, Harvard Business Review, 1993 2. EY “What business ecosystem means and why it matters” — April 2021
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Understanding an ecosystem landscape, and that of stakeholders

In particular, iIs essential to drive the purpose forward
Examples of company internal and external stakeholders
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@ 1960s — stakeholder is an

individual, group or organization Internal stakeholders External stakeholders
that can affect or is affected by

the decisions of another Societ >
organization? (Empmyees oclety

Government

& external
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@ Ecosystem leader — intermittent
ecosystem member that enables
movement towards shared
visions, investments alignment
and finding mutually supportive
roles3

Board of
Directors

Distributors

)
)
)

anestors

Link: Friedman, A.L. and Miles, S. (2006). Stakeholders: Theory and Practice. Oxford: Oxford University Press. 1. Alex Murdock: Stakeholders /International Encyclopedia of Civil Society/ 2010 2. Johnson, G, and Scholes, K ed. 1999,
Exploring Public Sector Strategy. 5th ed., Prentice Hall 3. James Moore The Death Of Competition - Leadership And Strategy In The Age Of Business Ecosystems., 2021

Competitors >

Link
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https://www.healthknowledge.org.uk/sites/default/files/documents/publichealthtextbook/5b/5b2.pdf

Jkocucrtema RWE — npumep 6M3HeC 3KOCUCTEMbI, B KOTOpOU
UrPOKU B3aMMOOEUCTBYIOT OJ1S1 OOCTUXEHUs obLen uenu

RWE business-ecosystem

Different companies/stakeholders Environment
Interacting with each other

1 Technolo
Patients Regulators Regulations qy

Infrastructure

a “Golden
Vendors Industry standard” Processes
Medical Capabilities
community




JKkocuctema RWE ueHTpupoBaHa BOKpYr nauyueHTa

Real World Evidence kak akocucmema

Physician?
Improving clinical decisions

Policy maker?3
Targeted policy making

Care-giver?!

Payer! _
nstruments to Improve care

Allocating budget
more effectively
(VBHC etc)

Patient

Right treatment at the
right time

Regulator!?

Evidence to authorize innovative
medicines

Industry

Increasing effectiveness of
the value creation chain

VBHC - value-based healthcarel. Khosla S et al. FL000Res 7:111 (Version 2) 2018; 2. Lewis JRR et al. JCO Precision Oncology 2017:1:1-11. 2. Advancing Real World Evidence in APAC — key considerations for policy-makers,
APACMED. 3. https://nam.edu/programs/value-science-driven-health-care/learning-health-system-series/



NMpumepbl MUPOBLIX UHULMATUB NO rapMOHMN3aLUN HOPMATUBHO —
npaBoBbIX U MeTOA0JIOrM4YecKux ocHoB ana npumeHeHna RWE

* WHO

Duke @

* ICH
* ICMRA
* CIOMs

®* Duke Margolis Center For Health
Policy

— RWE Collaborative
ISPOR RWE transparency initiati\

— ISPOR-ISPE Protocol
Harmonization efforts

WHO — World Health Organization; ICH —
The International Society for Pharmacoeconomics and Outcomes Research; ISPE -

MARGOLIS CENTER
for Health Policy

ScienceDirect

Contarts lists availabl

ELSE\ lER .

Improving Transparency to Build Trust in Real-World Secondary Data
Studies for Hypothesis Testing—Why, What, and How: Recommendations

World Health
¥ Organization

le at sciencedirect.com
Journal hamepage: www elsevier.com/ocate jval

ICH

harmonisation for better health

Cl MS

s

and a Road Map from the Real-World Eviden = Tr oo e ettt e

Lucinda S. Orsini, DPM, MPH," Marc Berger, MD, William Crown, PhD, G
Wim Goettsch. PhD, Jennifer Graff, PharmD, John Guerino, MHS, Pall Jon
Brigitta Monz, MD. MPH, MA, C. Daniel Mullins, PhD, Sebastian Schneew
Shirley V. Wang, PhD, ScM, Richard ]. Willke, PhD

Real-world daa (RWD) and the derivations of these data into |
informing healthcare decisions at the patient and health system ley
regulatory approvals and coverage. Recent examples include the
therapy for male breast cancer and the inclusion of RWE in the label
has created an urgency to develop processes that promote trust i
decision-makers include patients and their healthcare providers;
bodies and payers; pharmacoepidemiclogists and other clinical re|
regulatory issues. A key to optimal uptake of RWE is transpareni
evaluate the quality of the methods used and the applicability of
Registration of RWE studies—particularly for hypothesis evaluatin
mserd to imnrove transnarency. frust_and research renlicahilite

Original Report

Good Practices for Real-World Data Studies of Treatment and/or
Comparative Effectiveness: Recommendations from the Joint
ISPOR-ISPE Special Task Force on Real-World Evidence in Health
Care Decision Making

® CrossMark
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New Yark City, NY, USA; *Erigham and Women's Hospital, Harvard Medical School, Baston, MA, USA: “Bocconi University, Milan,
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International Council for Harmonization; ICMRA - International Coalition of Medicines Regulatory Authorities; CIOMS - Council for International Organizations of Medical Sciences; ISPOR -
International Society for Pharmacoepidemiology



Pabounn nnaH koopamHaumoHHoro komuteta EMA no Big Data
TaKXXe OCHOBaH Ha CUCTEMHOM noaxone n cCoTpyaHn4YecTBe

o 4 studies initiated 'S} 16 studies per year 50 studies per year ® 100 studies
DARWIN EU 10 data partners 10 additional data partners 10 additional data partners per year

Support RWD analysis pilot through EHDS 10 additional
Pilot RWE use in health crisis with ECDC data partners
Develop pilots with HTA & payers

Phased routine access to RWE for EMRN:
PRAC COMP & PDCO CHMP & CAT

@ workshop on data qualification process @ Workshop on data quality
Data quality & Support EHDS data quality & labelling work

representativeness Develop good practices on regulatory data science, management and software

Deliver
Publish data quality recommendations Publish RWD quality
framework v.1. (V) on data qualification | considerations

Data dISCOVerabﬂlt‘,' data analytics RWD catalogue catalogues’ maintenance and catalogue to veterinary data
) extension process sources (V)
Publish metadata & catalogue

good practice guidance (v-)
Share standard legal TReIease new TReview utility of Reuigw utili:_\,-T
data access agreements analytics tool eHealth data of social media

Deliver Big Data curricula training through EUNTC (V)

EU Network skill
U Network skills Offer training modules to patients, Survey EMRN training needs (V)
healthcare professionals & academics (v-)

Adopt genomics

i it ol data curriculum

curricula (v-)
Publish use cases Revise use cases
EU Network processes Develop portfolio of use cases for use by EMRN @) O

Publish COMP and Publish EU network RWE Publish report of RWE in
PDCO pilot reports 0 processes overview (v-) O regulatory decision-making (v-)

[ Publish official o Publish CHMP and @
glossary (v-) CAT pilot reports

I @ Workshop on patient experience Workshop on proto_coll lLau nch European Review RWD and metadatal Extend RW metadatal

Big Data Workplan 2022-2025 (europa.eu)



https://www.ema.europa.eu/en/documents/work-programme/workplan-2022-2025-hma/ema-joint-big-data-steering-group_en.pdf

PasHble Mogenu gocTtyna K AaHHbIM B N1l0O0OM cnyyae
nogpasymMmeBalOT CUCTEMHOCTb U COTPYAHNYECTBO

Complexity, required expertise and significant costs

RWD value creation chain

Analysing
De-identifying
Aggregating
Curating
Collecting

Determining

Continuous process

Emerging Models

Model 1 (e.g. Finland, UK)

Public entity with the task of establishing a nationwide, structured, de-
identified RWD database, which in turn enters into contractual
(commercial) arrangements with public or private entities for its

utilisation in research and healthcare practice

Model 2 (e.g. US)
Permit the initial holders of RWD (e.g. hospitals) to enter

into contractual arrangements directly

Model 3 (International harmonisation)
Desirable to increase RWD’s impact as demonstrated in

the recent press release from ICMRA



https://icmra.info/drupal/sites/default/files/2022-07/icmra_statement_on_rwe.pdf

lNoyemy BO BHegpeHun RWE B Poccum BaXkeH 3KOCUCTEMHbIN
noaxon

. : Need for
Status of RWE in Variety of ;
. Interdependencies ecosystem
Russia stakeholders
approach
» Limited regulations: « Patients and patient * Inside the organization
terminology fixed on EAEU organizations . o . Better efficiency & effectiveness
level, Concept and Guidance * Outside the organization _ o
under approval * State (MoH, HTA) - Time to decision
- Limited experience using Zrivate ?_ectorlglpharma & - Better processes
RWE for regulatory and HTA etSSOCIa lons, 11, agencies, — Better resource allocation
decision-making _ _ - Progress monitoring
S » Medical community _
» Healthcare digitalization - Learning loop
underway » Innovation driver



Real World Evidence aBnaeTca 3KOCUCTEMOMN, YNeHbI
KOTOpOW B3aMMOLEUCTBYIOT APYr C APYron u cpegom

)

[MpuoputeTHble obnactn ana RWE: nHterpaums B
NPUHATNE KITMHUYECKUX PeLleHni, OLEHKY TEXHOMOMnm
30paBOOXpaHeHUs, PerynaTopuky

Take-away

&

MesSSages

w
lj]] B3anmogencreme KroYveBbIX CTENKXONAEPOB, BKIIHOYas
rocygapcTtBo, Heobxoammo anga passutmna RWE
aKocucTtembl B Poccum

é? OTanHOCTb ABMKEHMUS B HanpaBrieHn Knio4eBbIX
NPMOPUTETOB CNOCODOCTBYET NX AOCTUMXKEHUIO




