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What we heard: ]
Stakeholders provided many suggestions for
further development of the proposed regulatory
framework for AI/ML-based SaMD, including for
the Predetermined Change Control Plan described
In the discussion paper.

What we'll do:
Update the proposed framework for AI/ML-based
SaMD, including through issuance of Draft

I(:5|uidance on the Predetermined Change Control
an

Our goal is to publish this draft guidance in 2021.
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Based Software as a Medical Device (Sa ) Action
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