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ABSTRACT

In this work, a safety layer called the SAFE loop [1] is reformulated to be employed during clinical trials in two different ways: the Time Enable
mode, which gives a criterion for the transition between open and closed-loop therapy in hybrid configurations, and the Amplitude Enable
mode, which diminishes the risk of an hypoglycemic event when testing fully closed-loop algorithms by delimiting the Insulin-On-Board (I0OB)
profile of the new control algorithm with the IOB profile corresponding to the usual open-loop therapy of the patient (or a factor of it).
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Fig. 1. Basic scheme of a glucose control loop with the SAFE algorithm.
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Fig. 4. Time Enable: Time evolution when performing an IOB sweep (left) and a Kp sweep (right)
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Fig. 2. Time Enable: Main signals of mode of operation on Adult 10 of UVA /Padova simulator
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