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Annex 22: Artificial Intelligence
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1. Scope (EFA%EH])

2. Principles (&)
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6. Test Data Independency (GB&>—~ DI 4) " -1(? N
7 pharmo.Al |

8.

0.
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3.3. Human-in-the-loop
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Where a model is used to give an input to
a decision made by a human operator
(human-in-the-loop), and where the
effort to test such model has been
diminished, the description of the intended
use should include the responsibility of the
operator. In this case, the training and
consistent performance of the operator
should be monitored like any other
manual process.
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