FDA’s Sentinel Initiative

In May 2008, the Secretary of Health and Human Services and the FDA Commissioner announced the Sentinel Initiative.  The Sentinel Initiative is a long-term effort by the Food and Drug Administration to create a national electronic system for monitoring product safety.  The Sentinel Initiative is intended to augment the Agency’s existing postmarket (primarily passive) safety surveillance systems and to actively gather information about the postmarket safety and performance of its regulated products. As currently envisioned, the Sentinel Initiative will enable the Agency to utilize multiple existing automated healthcare data systems (e.g. electronic health record systems, administrative claims databases, registries) to evaluate safety issues occurring in marketed products.  The data would continue to be managed by its owners, and only data from organizations who agree to participate in this system would be included.  Questions would be sent to relevant participating data sources, which in turn would, in accordance with existing privacy and security safeguards, evaluate their data and send summary results for Agency review.  Two pilot programs, Mini-Sentinel I and Mini-Sentinel II, will be getting underway in Fall 2009, utilizing private data sources and federal data sources, respectively. 
