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Origenes del termino evidencia de la vida real

Using Real-World Data for Coverage and Payment Decisions:
The ISPOR Real-World Data Task Force Report Vodume 10- Number § - 2307

VALUF IN HMEALTH
Louts P Garrison Jr, PhD (cochair),' Peter | Neumann. ScD (cochair),’ Pennifer Erickson. PhD.'
Deaborah Marshall, PhD,* C. Dandel Mullins, PhD

Contenidos:

- Contexto

- Definiciones

- Fuentes

- Importancias, limitaciones, consideraciones
practicas
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Que entendemos por RWD en 20177

What Is Real-World Data? A Review of Definitions Based on
Literature and Stakeholder Interviews VALUE I HEALTHE 20 (20171 853

Amr Makady, MSc'“", Anthontus de Boey, MD, PhD’, Hans Hillge, PRD’, Ofaf Klungel, PhD",
Wim Goettsch, PhD', (on behalf of GetReal Work Packnge 1)
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Utilizacion de RWD para evaluacion de tecnologias: donde
estan 6 agencias europeas en 2017

ThHE

Policies for Use of Real-World Data in Health Technology AT e S
Assessment (HTA): A Comparative Study of Six HTA Agencies

Amr Makudy, MSC', Kemekr tem Hum, MSc®, Anthonis de Boer, MDY, Nang Hidlege, 1D,
Olaf Klunge, PAD, Wim Goettsch, PhD™, on behalf of GecResl Workpackage 1

Fig. 1 - Coding sch developed to conduct coding
analysis. CRS, conditonal reimbursement scheme; IRD,
initial b disc >
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analysis; RWD, reai-world data.
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Usos
de

RWE

Seqguridad

Reembolso / HTA
Expansion de prospecto
Reclutamiento en estudios clinicos
Mejoramiento de la calidad
“Value-Based” Healthcare
Decisiones de tratamiento

Salud poblacional
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Tres aspectos esenciales para desarrollar evidencia
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Tres aspectos esenciales para desarrollar evidencia
de lavida real — Una comparacion cualitativa

[ US-Europa } LATAM
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Ejemplos de estudios con RWD en LATAM
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Sistemas de informacion en América Latinay el foco
internacional
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National electronic health records and the digital disruption of moral
orders
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Utilizacion de grandes bases de datos para entender y
reducir disparidades en salud

.'Zvi-u.‘m:p o Niseare, Valoma 27, Namher 2. ﬂprln; w7

BiG DATA Science: OPPORTUNITIES
AND CHALLENGES TO ADDRESS MINORITY
HeAttH AND HEALTH DISPARITIES

IN THE 21sT CENTURY

We outline how Big Data Opportunity I: To Incorporate
Social Determinants
Information and Improve
understanding of minorizy ~ Quality of Care for

Underserved Populations
health and reduce health Opportunity II: To Improve

may be used to advance

/i = /i Public Health Surveillance and
disparities and (15t Address Health Disparitics
recommendations for Opportunity i Ta

Understand Etiology and to

Guide Interventions to Reduce
Disparitics

moving the freld forward.
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Innovative Medicines Initiative (IMI)

The IMI is a unique Public-
Private Partnership (PPP)
between the pharmaceutical :
industry represented by the BRI
EUrOpean Federation of 5 Billion Euro
Pharmaceutical Industries and
Associations (EFPIA) and the

European Union represented by ohita
the European Commission. P

2.5 Billion Euro 2.5 Billion Euro
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Plataforma EMIF

- Desarrollar un marco para evaluar, incrementar y
efp’i‘a proceer acceso seguro a datos sobre salud humana

en Europa, para apoyar dos areas de investigacion en
particular y la investigacion sobre datos en salud en
general

Fuente: Bart Vannieuwenhuyse, Janssen
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Proyecto EMIF — Resumen
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Datos disponibles a través del consorcio

= | arge variety in “types” of data

® 0O =

B 50 A

—
Primary care Hospital data Administrative Regional Registries and Biobanks
data sets data record-linkage cohorts (broad
systems and disease

specific)

» Data is available from more than 53 million subjects from
seven EU countries, inclugng

more than
25,0 94,000
subjects in subjects in
AD cohorts

metabolic cohorts
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Objetivos del proyecto

EMIF-Platform

Develop a framework for evaluating,
enhancing and providing access to human
health data across Europe, support EMIF-
Metabolic and EMIF-AD (the specific topics
below) as well as support research using
human health data in general

VL e
T

EMIF-AD

Identify predictors of
metabolic
complications in
obesity, with the
support of EMIF-
Platform

Identify predictors of
Alzheimer’s Disease
(AD) in the pre-
clinical and
prodromal phase,
with the support of
EMIF-Platform
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Grupos colaborativos en RWE

Example GetReal Outputs

PR Methods
il - Dotection of bias
Original research *  Adjustment of bias
‘é = Drivers of effectiveness * Agaregate RWD in NMAs
+  Analytical mothods * Individual patent RWD in NMAs
*  Prediction models
«  Methodological guidance
Tools
e v Software
= _S“'S'E":::; + Checklists & templates
. Souv:es of data . Dagrninicin for
o Metiads ~ Case studies pragmatic chnical trials

+  Retrospective analyses of

relative effectiveness issues
*  Disease area specific issues
+  Stakeholder views

Literature reviews

PABstotive exomuves - 00F @ conpete BT of GetRen! sulputs
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ISPOR Europa, 2016
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Not enough innovation

R&D investment as % of GDP, 2009
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Note: Data marked with an asterisk (*) are for 2008.
Source: Start-up Latin America: Promoting Innovation in the Region, OECD, 2013.
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Colaboraciones: America Latina no esta en el
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Mapping of Existing Disease-Specific Data Sources in Latin America for the
Conduct of Real-World Studies
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Conclusiones: RWEyY ETS

¢ RWE se esta volviendo un estandar con los tomadores de decision

¢ Continua verificandose el crecimiento y la utilidad de los grupos
colaborativos

¢ Los mismos se focalizan especialmente en aspectos de transparencia,
calidad del dato y calidad de estudios

¢ Continuan existiendo oportunidades de colaboracion en evidencia de

la vida real, a nivel de diversos actores del sistema de salud, por
ejemplo:

— Colaboraciones de los aseguradores, proveedores, academia e industria para
explorar plataformas de investigacion

— Estandares de informacién y herramientas de manejo de la misma para la
investigacion



Conclusiones: una agenda pragmatica alrededor de
la RWE en América Latina

e Debemos continuar creando entendimiento y capacidades en el area:

— La diseminacion local de articulos centrales sobre RWE a traves de capitulos
locales del ISPOR es una opcion atractiva

— La replicacion de estudios internacionales en LATAM es un segundo paso de
interes

— A medida que el espacio evolucione, veremos aumentar la oferta de
entrenamientos relevantes en la region

e Las oportunidades de colaboracion en evidencia de la vida real, a
nivel de diversos actores del sistema de salud, son enormes

e El didlogo acerca del valor de la evidencia de la vida real con
perspectivas de distintos actores, y con una creciente presencia de
ejemplos regionales o locales, es un paso inicial

¢ Las colaboraciones para explorar plataformas de investigacion que
integren informacion, son atractivas, si bien parece ser relativamente
escasas 0 ho publicas en la region, y requieren madurez en
plataformas de sistemas de informacion

Gracias!

Gerardo Machnicki, MSc., PhD.
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17 de Septiembre de 2017



