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Real World Data for Human Centric Healthcare

Early Discovery and

Development

Preclinical Research Clinical Research

* Disease and patient
understanding

* Human centric target discovery

* Precision healthcare
development

A

The drug development process by FDA

Model selection » Trial Design * Regulatory Submissions * Drug effectiveness and
Biomarker discovery » Patient recruitment & » Regulatory decision making adverse events monitoring
management * Unserved patient
* Endpoint selection subpopulation identification
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https://www.fda.gov/patients/learn-about-drug-and-device-approvals/drug-development-process
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What Makes a Patient a Patient:

Understanding disease with RWD in Pharma R&ED

So, what does he have?
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Data Access: A Barrier to Big Data Al
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Why do you need my data?

Data owner

https://xkecd.com/1269/

THE CRYPTO NUT:

MY DATA 15 SAFE BEHIND

SIX LAYERS OF SMMETRIC

AND PUBLIC-KEY ALGORITHMS,
[ WHATDATA IS IT?

MOSTLY ME EMAILING
WITH PEOPLE ABOUT

THE EXHIBITIONIST:
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There are 5 patients with matching Data-Fields ?!

Data Scientist

MMMM, T SURE HOPE THE NSA
ISN'T WATCHING ME BITE INTO
THESE. JUICY STRAWBERRIES!!

00F% T DRIPPED SOME ON
My SHIRT! BETTER TAKE ITOFF.

GOOGLE, ARE YO THERE?
GOOGLE, THIS LOTION
FEELS S0000 GOOD.
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Novo Nordisk®

in R&ED

THE NIHILIST: THE. CONSPIRACIST:
JOKES ON THEM, GATHERING THESE (EAKS ARE JUST
ALL THIS DATA ON ME THETiP OF THE ICEBERG.
AS IF ANYTHING T DO THERE'S A WAREHOUSE
MEANS ANYTHING. IN UTAH WHERE THE NSA

HAS THE E:A/IT/?E ICEBERG.

T DONT KNOW HOW
THEY GOT IT THERE.
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It seems that you don’t have access to
project TBD057 on our platform.

Data Engineer

* Not so big data at all

» Complex transformation before access

* Linking data at individual level without risk of
re-indetification

» Cohort/trial design not fit for the specific
research questions in mind


https://xkcd.com/1269/
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The Hurdle from within

[ Data Foundation ]

ALL MODERN DIGITAL
INFRASTRUCTURE

T e

A PROJECT SOME

RANDOM PERSON

IN NEBRASKA HAS
L . BEEN THANKLESSLY

MAINTAINING
SINCE 2003
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https.://xked.com/2347/

[ Cost effectiveness ]

Novo Nordisk®
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https://xkcd.com/2347/
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Together, we can make a change
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What we propose:
An Open Letter on RWD Data Principles to promote public trust and collaboration* %
B

L
What do we need: Insights on current data practice and RWD needs, network to t"
reach patients, policy makers and other relevant stakeholders h-{

How can you help: reach out to project group and/or corresponding m[ ]
PA strategic lead for general support and/or sign up for participation

*On going project by Pistoia Alliance Pharma Innovation Council, Working Group 1: Improving efficacy and efficiency in pharma R&D



