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Additional Updates

The abbreviated 510(k) program has been expanded to outline  The Multiple Function Device Products draft guidance

how sponsors can win clearance for devices after showing describes FDA’s current approach to regulating digital health
they meet certain performance levels, rather than through tools and medical devices that include both medical device
direct comparisons with predicate products. functions and non-medical device functions.

Hear directly from FDA as they examine recent and .
ongoing changes in the regulatory ecosystem for To learn more, visit

combination product development and approval at DIAglobal.org/Combo18
DIA’s Combination Products Conference.
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