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New Trend of Pharmacovigilance: Transition from Passive to Active
Surveillance by Using Distributed Drug Safety Monitoring System
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Seoul National University Hospital, *Seoul National University Biomedical Informatics and Systems Biomedical Informatics
Research Center, Division of Biomedical Informatics, Seoul National University College of Medicine, Seoul, Korea

Recent advances in the fields of big data and artificial intelligence are rapidly changing many aspects of
medicine. In pharmacovigilance, passive surveillance such as spontaneous reporting has crucial roles for many
years. However, active surveillances, which attempts to incorporate development of computer technology, is getting
more attention recently. U.S FDA created Sentinel Initiatives, which is an active monitoring system of adverse
drug reactions. Sentinel is a data-driven active monitoring tools based on a common data model (CDM) opti-
mized to active monitoring of drug safety and collaborate with data partners such as insurance companies, hospi-
tals, and other research networks. U.S FDA is now actively monitoring the safety of many drugs by using these
CDM based distributed analysis system called Sentinel Initiatives. Pharmacovigilance in Korea has experienced
dramatic developments in quantity, and this is a result of the active encouragement of passive surveillance such
as individual case reporting system. Recently, government officials, clinicians, and researchers are also interested
in active surveillance systems operated by CDM based distributed approach. In this review, we reviewed the cur-
rent status of pharmacovigilance in Korea and will introduce the U.S. FDA’s Sentinel initiatives and the main
concept of CDM and distributed analysis. (JPERM 2017;9:1-10)
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Figure 1. Overview of the Mini-Sentinel Safety Question Assessment Process. Only those academic institutions with automated
healthcare data will receive safety question for assessment. Data partners will provide summary results from analyses conducted
within their secure data environments. Those summary results will not include directly identifiable health information. US Department
of Health and Human Services, US Food and Drug Administration. The Sentinel Initiative: a national strategy for monitoring medical
product safety [Internet]. Silver Spring: US Food and Drug Administration; 2011 [cited 2011 08-19]. Available from:
https://www.fda.gov/downloads/Safety/FDAsSentinelInitiative/lUCM274548.pdf [accessed 2017 July 28].”"
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Figure 4. Sentinel Common Data Model (ver 6.0). Sentinel Initiatives. Sentinel Common Data Model. https://www.sentinelinitiative.
org/sentinel/data/distributed-database-common-data-model/sentinel-common-data-model [accessed 2017 July 28].40)
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