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/elopersertifiedunderthe PreCertprogramto have
he 2015Edition“quality managementsystems”

ACRecommendghat ONConly applythis proposalto FDAregulatedSoftwareasa MedicalDevice
(SaMD)roducts. Certaincompaniesievelopboth SaMDsolutionsand other health IT solutionsthat do
not meetthe legal“medicaldevice”definition. Individualcomponentsof FDA'PreCertparadigmare
intendedto inform the others.Forexample, SaMDfrom precertifiedcompaniesubmittedthrough
expeditedPre Certpathways suchasStreamlinedReview are then subjectto realworld performance
assessmenand monitoringin perpetuity. Acompany’recertificationstatusdoesnot provide
reasonableassurancef safetyand effectivenesof all productsmanufacturedoy that company—it
merelyenablesSaMDsubmissiongrom that companyto leverageexpedited





















