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Real World Evidence
A Hot topic today… 
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Case Study: Maximize Product Value with Real World Evidence
Maria Kubin, VP Bayer  – Eye for Pharma
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Real-world data (RWD) and real-world evidence (RWE) are playing an 
increasing role in health care decisions

1. Real-World Evidence Generation and Evaluation of Therapeutics (Workshop 2017)

2. Examining the Impact of Real-World Evidence on Medical Product Development I. Incentives (Feb 2018)

3. Examining the Impact of Real-World Evidence on Medical Product Development II. Practical Approaches (Jul 2018)

National Academies of Science (US)

1. Real-World Evidence Generation Scoping Roundtable (Jan 2018)

2. Next steps for using real world evidence (May 2018)

The Academy of Medical Sciences (UK)

US FDA 

1. Publication and Guidance documents incl. submission

2. Framework for FDA's RWE Program (Dec 2018)

HMA-EMA Joint Big Data Task Force

1. Publications incl. Big Data Steering Group workplan for 2020-21

2. Summary Report (Feb 2019)

https://www.nap.edu/catalog/24685/real-world-evidence-generation-and-evaluation-of-therapeutics-proceedings-of
http://nationalacademies.org/hmd/activities/research/drugforum/2017-SEP-19/proceedings-of-a-workshop-in-brief
http://www.nationalacademies.org/hmd/Activities/Research/DrugForum/2018-MAR-06/proceedings-of-a-workshop-in-brief
https://www.nap.edu/catalog/24685/real-world-evidence-generation-and-evaluation-of-therapeutics-proceedings-of
https://acmedsci.ac.uk/more/events/real-world-evidence-scoping-roundtable
https://acmedsci.ac.uk/more/news/next-steps-for-using-real-world-evidence
https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence
https://www.fda.gov/media/120060/download
https://www.ema.europa.eu/en/about-us/how-we-work/big-data
https://www.ema.europa.eu/en/documents/minutes/hma/ema-joint-task-force-big-data-summary-report_en.pdf
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RWE stream @ CDISC EU Interchanges 
2019 & 2020
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Expanding the Use of Real-World Evidence in Regulatory and Value-
Based Payment Decision-Making for Drugs and Biologics (Aug 2019)

Reference: https://bipartisanpolicy.org/report/expanding-the-use-of-realworld-evidence-in-
regulatory-and-value-based-payment-decision-making-for-drugs-and-biologics/

https://bipartisanpolicy.org/report/expanding-the-use-of-realworld-evidence-in-regulatory-and-value-based-payment-decision-making-for-drugs-and-biologics/
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How to ensure that novel analytic methods 
are fit for decision-making (Oct 2019)

https://www.ema.europa.eu/en/news/how-ensure-novel-analytic-methods-are-fit-decision-making

https://www.ema.europa.eu/en/news/how-ensure-novel-analytic-methods-are-fit-decision-making
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Real World Evidence
PHUSE Paper (Jul 2020)

Using RWE may provide advantages 
in cost, cohort sizes and ethical 
considerations. 

This PHUSE paper attempts to collate all related information 
such as sources of RWD (Real-World Data), privacy laws and 
use cases in one document which can act as a reference point 
for individuals or companies who wish to design, conduct, and 
submit studies using RWE (Real-World Evidence). 

It includes FDA’s current direction and guidance as of 
the date of this publication.

PHUSE RWE Paper

https://phusewiki.org/docs/WorkingGroups/Deliverables/PHUSE%20Deliverables%20Jul%202020%20%E2%80%93%20Basic%20Considerations%20for%20the%20Use%20of%20RWE.pdf
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Real World Evidence
Examples
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Example (Jan,2018)

“…INVEGA SUSTENNA® (paliperidone palmitate), a 
once-monthly schizophrenia treatment, is the first and 
only antipsychotic to have the U.S. Food and Drug 
Administration (FDA) approve the inclusion of real-
world data in its product labeling”

J&J performed a pragmatic real-world trial, a 
randomized trial that used measures that are 

collected in clinical practice

https://www.jnj.com/media-center/press-releases/landmark-schizophrenia-data-that-brings-hope-in-breaking-the-
cycle-of-hospitalization-and-incarceration-receives-fda-approval-for-inclusion-in-invega-sustenna-paliperidone-
palmitate-label

Reference: “Real World Evidence in Clinical development, life cycle management and/or repurposing” 
( Julijana Dukanovic, Andrew Leary – Dr. Regenold GmbH, SAS HLS Exec Forum Basel, 25 June 2019 )

What’s scary, and appealing, about real-world evidence (StatNews 2019)

https://www.janssen.com/landmark-schizophrenia-data-bring-hope-breaking-cycle-hospitalization-and-incarceration-receive-fda
https://www.sas.com/sas/events/19/life-science-executive-forum.html
https://www.statnews.com/2019/03/06/whats-scary-and-appealing-about-real-world-evidence/
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Example (Apr,2019)

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

https://www.raps.org/news-and-articles/news-
articles/2019/4/pfizer-uses-ehr-data-to-support-expanded-indicatio

“…The approval is based on RWD from 
electronic health records and post-marketing 
reports of Ibrance™ in male patients sourced 
from three databases: IQVIA Insurance 
database, Flatiron Health Breast Cancer 
database and the Pfizer global safety database”

Reference: “Real World Evidence in Clinical development, life cycle management and/or repurposing” 
( Julijana Dukanovic, Andrew Leary – Dr. Regenold GmbH, SAS HLS Exec Forum Basel, 25 June 2019 )

https://www.raps.org/news-and-articles/news-articles/2019/4/pfizer-uses-ehr-data-to-support-expanded-indicatio
https://www.sas.com/sas/events/19/life-science-executive-forum.html
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Synthetic Control Arms

Link In Post - PHUSE EU Connect 2020

https://www.linkedin.com/posts/stijnrogiers_probablythebestsasteamever-sashls-clinicaldatascience-activity-6715345772927315968-Fyvv
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Real World Evidence
CDISC
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CDISC RWD Connect 

https://www.cdisc.org/standards/real-world-data

https://www.cdisc.org/standards/real-world-data
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Call for Abstracts (incl. RWE stream)

Linked In Post

cdisc eu interchange 2021 (E3C article)

https://www.linkedin.com/posts/stijnrogiers_cdisc-eu-interchange-2021-activity-6716452690492239872--_nA
https://www.cdisc.org/newsletter/issue/third-quarter-2020/cdisc-eu-interchange-2021
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Real World Evidence
How does SAS support our customers ?
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Overcome challenges

DATA STANDARDIZATION
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SAS® Health

SAS® Health 
Solutions

SAS® Life Science Analytics Framework
SAS® Cohort Builder
SAS® Episode Builder
SAS®  Data Mapper 

SAS® Visual Investigator

SAS® Health 
Analytic Insight Modules - AIMs

Payer
Provider

Public Health
Life Sciences

(App Store)

SAS® Analytics 

Manage the complete Analytical Life Cycle 
for Continuous Innovation

https://www.sas.com/en_us/software/health.html

https://www.sas.com/en_us/software/health.html
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SAS® Health – Managing your Data Sources
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SAS® Health – Data Sources insights
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SAS® Health – Collaboration across 
departments and user Profiles
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SAS® Health – Building Cohorts in 
minutes/hours instead of days/weeks 
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SAS® Health – Analysis on Cohorts of interest
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SAS® Health – Analysis on Cohorts of interest
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SAS® Health – Meet Regulatory Requirements
Submit Code and Logs
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SAS® Health – OPEN platform

Developer.SAS.com and SAS on GitHub

https://developer.sas.com/home.html
https://developer.sas.com/github-resources.html
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sas.com

Any Questions ?

stijn.rogiers@sas.com

https://www.linkedin.com/in/stijnrogiers/
Twitter @StijnRogiers

mailto:stijn.rogiers@sas.com
https://www.linkedin.com/in/stijnrogiers/
https://twitter.com/StijnRogiers
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sas.com

Thank you !


