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Background on RWD use

® Companies need to
understand what the
technology can mean
as far as value and
that value comes in
three forms. It’s
clinical value,
economic value, and
humanistic value.

® Those three forms of
value need to
translate through the
usage of your
technology.

® That value is
meaningful value
transfer, meaning that
stakeholders receives
some sort of value
through the usage of
the technology or the
implementation of the
technology.

® That all has to start
with evidence-based
practice and
evidence-based
medicine and
evidence-based data.

Acquiring RWD

® The data that the
manufacturer
typically utilizes for
RWD and RWE is an
off-the-shelf kind of
data acquisition or
data asset, for
example, Premier
Database, Market
Scan, SEER Medicare
database.

® These data assets are
well-known and well-
researched.
XAmericas Hernia
Society Quality
Collaborative
(AHSQC) Registry

Type of RWD

® FHR and other data
from data venders
® AHSQC Registry data.

Reliability & Quality
of RWD

® The data that the
manufacturer typically
utilizes for RWD and RWE
is an off-the-shelf kind of
data acquisition or data
asset, for example,
Premier Database, Market
Scan, SEER Medicare
database. These data
assets are well-known and
well-researched.

® Additionally, they use data
exploration and data asset
exploration to really
understand the limitations
and strength of a database.

® The database needs to be
"Fit-for-purpose” for the
end goal in mind

® They do this to understand
the different data fields
within that data asset that
would help them do the
research that they want to
do, as well as analyze
whether the data asset
actually answer the
hypothesis test questions
that they want to ask it.

® Before beginning formal
data analysis, the
manufacturer develops a
protocol and statistical
analysis plan against
which all analyses are
conducted.
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_ RWD challenges & _ .
Utilizing RWD Post-market action

® The manufacturer will
have a team of
researchers that are
working on exploration at
first.

® They'll model the data
and look at different
aspects of the data.
They’ll also run
diagnostic testing on the
data to see how much the
data changes as you
include or exclude
different variables to see
how solid the data is or
how much biasness that
might be intrinsic within
the data itself.

® This analysis is a part of
the process to generating
RWE for a scientific
manuscript, which helps
understand where the
data might have some
bias or limitations.

® The accessibility of
health informatic data
across health systems or
provider bases change
within country. Some
countries, the provider
base is more uniform,
such as countries with
universal Healthcare like
Japan and the UK.

® In the US, it’s completely
decentralized and
fragmented. These data
exchanges that have to
occur in order for you to
harness the data to do
analysis is quite
important.

® In that case, they do a
workaround by having
these large
administrative databases
that you can tap into,
such as , Premier
Database.

® There is a growing appetite
right now for RWD generation
and RWE analysis to support
whether it be a health
technology assessment or a
payer medical coverage
policy, or regulatory aspects,
or product surveillance and
looking at product
surveillance over time

® RWD helps provide greater
decision support across the
healthcare industry, whether
it’s at the point of care all
the way up to the
policymakers and even in
between with the payers and
the hospitals on how to best
direct patients and offer the
best care.

® Premarket: RWE was the
primary source of clinical
data supporting
modifications to the
indications for use statement
to include adding “Ventral
Hernia Repair” under the
cleared “general
laparoscopic surgical
procedures.”

What needs to be done to promote utilization of RWD

® You have to have a solid foundation on the vision of how the data and the evidence can be utilized within the system.

® The second is then once you believe that, how do you start to enable organizations, people, task, technology, and so
on, to come together to solve some of these kinds of complex problems that exist within the usage of real-world data
for real-world evidence generation, but also how it helps solve issues within a complex healthcare system.

® This has to be a shared belief amongst stakeholders that they have to believe that this is going to help unlock that
value.
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