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https://www.sentinelinitiative.org/about
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Hypothetical numbers; for illustrative purposes only
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https://www.fda.gov/downloads/drugs/guidances/ucm243537.pdf
https://www.sentinelinitiative.org/sites/default/files/data/distributed-database/Sentinel_DataQAPractices_Memo.pdf
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788 million 
person-years 

of data

16 billion 
pharmacy 
dispensing

64 million 
individuals 
currently 

accruing data

14 billion 
medical 

encounters
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Conduct retrospective studies of medication safety
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Conduct prospective safety surveillance of new medications
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Conduct signal identification studies
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Evaluate impact of FDA regulatory actions
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Examine medication exposure during pregnancy
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Examine medication safety during pregnancy
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Identify potential medication errors
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https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2019/211801Orig1s000ltr.pdf

Conduct post-market requirement studies of new products
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https://www.fda.gov/downloads/biologicsbloodvaccines/vaccines/approvedproducts/ucm142288.pdf

Inform label change
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https://dailymed.nlm.nih.gov/dailymed/lookup.cfm?setid=02e96a51-1d56-460c-8c20-3d6f37e0ce46

Inform label change
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https://www.fda.gov/downloads/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/ArthritisAdvisoryCommittee/UCM629362.pdf

Contribute to FDA advisory committee meeting
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https://wayback.archive-it.org/7993/20170112031650/http:/www.fda.gov/Drugs/DrugSafety/ucm326580.htm
Southworth et al. N Engl J Med 2013;368:1272-1274

Contribute to FDA Drug Safety Communication
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Address emerging safety issues

https://www.cnn.com/2018/07/24/health/viagra-clinical-trial-stopped-baby-deaths-bn/index.html
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Conduct pragmatic trials
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Collect information directly from patients
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Prepare for the next pandemic
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Generate timely evidence during pandemic
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http://www.icmra.info/drupal/covid-19/10may2021

Natural History of COVID-19 among Pregnant Women 
• CONSIGN (Covid-19 infectiON and medicineS In pregnancy) conceptual replication

Enable international collaboration during pandemic
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https://www.sentinelinitiative.org/methods-data-tools/methods/quantitative-assessment-impact-nitrosamine-contamination-and-angiotensin

Enable international collaboration to address global issues
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https://dev.sentinelsystem.org/projects/AP/repos/sentinel-analytic-packages/commits/2e632643a9a4320f2ea1cc4998f61d71682e7413
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https://www.sentinelinitiative.org/assessments/drugs/eliquis-apixaban-pradaxa-dabigatran-and-xarelto-rivaroxaban-2
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https://www.sentinelinitiative.org/sites/default/files/Drugs/Assessments/Sentinel-Report_cder_mpl2p_wp007.pdf



54Sentinel Initiative |
https://www.sentinelinitiative.org/assessments/drugs/eliquis-apixaban-pradaxa-dabigatran-and-xarelto-rivaroxaban-2
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https://www.accessdata.fda.gov/scripts/cder/safetylabelingchanges/index.cfm?event=searchdetail.page&DrugNameID=312
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