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AID Group Control Group

Adverse Event (N=215) (N=104)
no. of events no. of patients (%) no. of events no. of patients (%)
Any adverse event® 106 64 (30) 2 19 (18)
Specific event
Severe hypoglycemia 1 1 0
Diabetic ketoacidosis or hyperasmolar hyperglycemic syndrome o 0
Other serious adverse eventt 18 16 (7) 7 7(7)
Other adverse event
Hyperglycemia with or without ketosis
Related to trial device 20 13 (6) 0
Not related to trial device 1 1(<1) 2 2(2)
Nonsevere hypoglycemia 10 5 (4) 2 2(2)
Qther reportable adverse event 56 37 (17) 15 14 (13)

*

Reportable adverse events included those that met the criteria for a serious adverse event, were associated with an emergency department visit, led to temporary or permanent discontinuation of the trial device,
affected the patient’s ability to complete a trial procedure, or met the criteria for severe

1

In the AID group, the serious adverse events occurred in 15 patients who were hospitalized for a nonglycemia-related systemic medical condition and 1 each with vitreous hemorrhage, breast cancer, and

pog! ia, for diabetic is or

p perg! or for certain adverse device effects.

inadvertent overdelivery of insulin because of a user error without development of hypoglycemia. In the control group, the 7 serious adverse events all eccurred in patients who were hospitalized with a
nonglycemia-related systemic medical condition, one of which resulted in death from pancrea

and multiorgan failure.



