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FDA Performance on Product FDA Performance on Product 
Clearance ProcessesClearance Processes

510(k) clearance process is working well 510(k) clearance process is working well 
Review of 510(k)s usually less than 90 daysReview of 510(k)s usually less than 90 days
Third party review times are comparableThird party review times are comparable
to FDA review timesto FDA review times
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