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Agenda

A Sentinel Overview
A Introduction to Cohort Identification and Analysis (CIDA)
A Creating a cohort of deliveries

. ldentify live birth deliveries

. Estimate pregnancy start

. Create a nodive birth comparator cohort
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4. ldentify medical product use in pregnancy
5. Create exposed and referent cohorts
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. ldentify maternal or infant outcomes



Sentinel Program Overview




What is the Sentinel System?

One of the FDA's biggest jobs is to make sure drugs, vaccines, and medical devices are safe.
FDA wants to know if patients get bad side effects from these products. To make it faster and
easier to learn about problems, FDA created a special program called the Sentinel System.

Sentinel System’s
3 important parts

Information: The
system looks at billing
claims and patient
records.

Expert Team: Sentinel
works with scientists,
doctors and computer
experts.

Computer Programs:
They study large groups
of patients who take
the same medicine, or
use the same device.

https://www.sentinelinitiative.org/sentinelsystemstory

How the Sentinel System Works
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Personal privacy

No one at FDA or the
Sentinel Operations
Center has access to
your name, address, or
any other information
that identifies you.

For more information,
visit sentinelinitiative.org.

Sentinel asks
questions like:

How many patients take
the same drug?

How many patients are
getting bad side effects
(swelling, bleeding,
etc.)?

Are side effects more
common after taking
one drug than after
another drug that treats
the same problem?
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How does FDA use the

information?

FDA can choose to
collect more
information.

FDA can provide
updated safety
information for
patients and providers.

If you have concerns
about your own medical
products, please
contact your doctor.
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Sentinel Data Philosophy

A Includes claims, electronic health record (EHR), and registry data and flexible enough t
accommodate new data domains (e.g., free text).

Z Typically, we do not include empty tablesve expand as needed when fit for purpose.
A Data are stored at most granular/raw level possible with minimal mapping.
Z Distinct data types should be kept separate (e.g., prescriptions, dispensings)

Z Construction of medical concepts (e.g., outcome algorithms) from these elemental data is a
project-specific design choice.

Z Sentinel stores these algorithms in a library for future use.
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knowledge and data expertise.

z Not all tables are populated by all Data Partn@rssite-specificity is allowed.

A Designed to meet FDA needs for analytic flexibility, transparency, and control.



Avallable Data Elements

https://www.sentinelinitiative.org/sentinel/data/distributeedatabasecommondata-model



