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Disclaimer

The views expressed are my own and are not necessarily 
those of the U.S. Food and Drug Administration

I have no conflicts of interest to disclose
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Background

• FDA’s medical product active safety surveillance system 
– To assess the use and safety of regulated medical products and to inform FDA’s 

understanding of how real-world data can generate real-world evidence for medical product 
effectiveness

– To develop data, informatics, and methodologic capabilities to support these activities
– Created in response to a U.S. Congressional mandate

• Key components: 
– Electronic healthcare data
– Common Data Model
– Distributed network of Data Partners 
– Pre-defined, parameterized, reusable routine querying tools
– Sophisticated quality assurance process

https://sentinelinitiative.org

https://sentinelinitiative.org/
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Sentinel Common Data Model
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Sentinel’s Data Partners

* As of April 2022

https://www.sentinelinitiative.org/about/who-involved#sentinel-data-partners

https://www.sentinelinitiative.org/about/who-involved#sentinel-data-partners
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Key Database Statistics

Members currently 
accruing new data

64.3 million 

Pharmacy dispensings
15.5 billion 

Deliveries with a 
mother-infant linkage

5.6 million 

Unique patient identifiers 
from 2000 to 2021 

360.2 million 

Members with at least one 
laboratory test result

40.9 million 

Unique medical encounters
14.3 billion 

https://sentinelinitiative.org/about/key-database-statistics

https://sentinelinitiative.org/about/key-database-statistics
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Mother-Infant Linkage

• Established in 2018 and routinely refreshed (four data partners)
• 79.1% linkage rate
• Mostly deterministic linkage approach
• Used to identify:

– Deliveries that resulted in a live birth
– Mother-infant pairs
– Certain infant characteristics

• Pregnancies can be selected from linked mother-infant pairs
• All deliveries or only linked deliveries

https://www.sentinelinitiative.org/sentinel/data/distributed-database-common-data-model/mother-infant-linkage-table

https://www.sentinelinitiative.org/sentinel/data/distributed-database-common-data-model/mother-infant-linkage-table
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Pregnancy-related Sentinel Analyses 

Identification of potential adverse events related to the use 
of medical products in pregnancy without prespecifying an 
outcome of interest

Signal Identification 

Association between exposure to a certain medical product in 
pregnancy and a prespecified outcome of interest among 
infants 

Inferential Analyses

Descriptive Analyses
Medical product use among pregnancies with live-birth 
deliveries
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Pregnancy Activities in Sentinel

https://sentinelinitiative.org/featured-topics/pregnancy
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Pregnancy Activities in Sentinel

https://sentinelinitiative.org/news-events/meetings-workshops-trainings/sentinel-public-training-maternal-health-and-pregnancy

https://sentinelinitiative.org/news-events/meetings-workshops-trainings/sentinel-public-training-maternal-health-and-pregnancy


14

• Background and database statistics
• Pregnancy activities
• Sentinel’s PDUFA VII pregnancy commitments

Overview



15

Sentinel’s PDUFA VII Commitments

PDUFA VII: FY 2023-2027

https://www.fda.gov/media/151712/download

https://www.fda.gov/media/151712/download
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Sentinel’s PDUFA VII Commitments

M. ENHANCEMENT AND MODERNIZATION OF THE FDA DRUG SAFETY SYSTEM

1. Modernization and Improvement of REMS Assessments

2. Optimization of the Sentinel Initiative
a. Maintenance of the Sentinel Initiative Capabilities and Continued 

Integration into FDA Drug Safety Activities

b. Enhancement of the Analytic Capabilities of the Sentinel Initiative to 
Address Questions of Product Safety and Advance the Understanding of 
How Real-World Evidence Can Be Used for Studying Effectiveness

i. Pregnancy Safety

ii. Use of Real-World Evidence – Negative Controls
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• By Sep 30, 2023:
– Hold a public workshop on 

post-marketing safety 
studies in pregnant women

• By Sep 30, 2024:
– Publish a workshop report 

describing the proposed 
framework 

Sentinel’s PDUFA VII Commitments
Pregnancy Safety
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• By Sep 30, 2027:
– Update the proposed 

framework and develop a 
guidance or MAPP/SOPP as 
appropriate to implement a 
standardized process for 
determining necessity and 
type of pregnancy 
postmarketing studies 
including PMRs 

Sentinel’s PDUFA VII Commitments
Pregnancy Safety



https://sentinelinitiative.org/

https://sentinelinitiative.org/
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