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Background

A previous multi-center, prospective blinded study, PRECISE I,
which evaluated safety and accuracy of the new implantable
Eversense CGM system in participants with type 1 or type 2
diabetes (T1D, T2D), demonstrated excellent accuracy and safety.
Data were collected in a new prospective, multi-center unblinded
study (PRECISION) to evaluate performance specifically in the
hypoglycemic range.

PRECISION evaluated the accuracy and safety of Eversense among
adults with TID or T2D. Efficacy measures of percent of system
agreement within 15 mg/dL or 15% (15/15% metric) of Yellow Springs
Instrument (YSI) reference glucose measurements and MARD
between paired Eversense and YSI reference measurements through
90 days for reference glucose values from 40 to 400 mg/dL were
evaluated. The primary safety endpoint was incidence of device-re-
lated or sensor insertion/removal procedure-related serious adverse
events (SAEs) through 90 days post-insertion.

Thirty-five participants received the CGM system (Table 1).
Eighty-five percent (85%) of CGM values were within 15/15% of
reference values over the total glucose range of 40-400 mg/dL
(Figure 1). Hypoglycemic ranges of 40-60 and 61-80 mg/dL
demonstrated 92% and 87% within 15 mg/dL and MADs of 7.2 mg/dL
and 7.6 mg/dL (Figure 1 and Figure 2), respectively. Overall MARD
value against reference glucose values was 9.6% (95% CI: 8.9, 10.4)
(Figure 2). There was an improvement of HbAlc observed during the
course of the trial (Figure 3).

Table 1: Demographics

Efficacy/safety population

Variable

Gender n (%)
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............ Non-Hispanic e SV (B8O)

R8O N1 (0] e

............ CAUCRSIAN e 2 A

............ Black or African American e d 29

............ ASIBN e 20D
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_Typeof diabetestherapy,n (%) ..o
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............ Multiple daily insulin injections 114
Continuous insulin infusion pump 19 (54.3)

aParticipants with T2D

Figure 1: Sensor performance in the 15/15% range
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Figure 2: Sensor performance at different glucose levels
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Figure 3: HbAlc Figure 4: Wear Time %
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Safety

All sensors reached 100% of their expected lifetime. The sensors
were worn for 98% of the maximal wear time (median wear time
23.4 h/d) (Figure 4). There were no device or procedure-related SAEs
reported. There were a total of eight AE’'s among five participants
that were adjudicated as either related or possibly related to the
device or insertion/removal procedures. Most events were
dermatologic in nature, described as mild in severity and resolved
without intervention.

Conclusions

The PRECISION study corroborated the findings from PRECISE Il
of high accuracy and favorable safety of Eversense CGM system
through the 90-day sensor life. In particular, strong accuracy
results were achieved in the hypoglycemic ranges and all sensors
lasted 90 days.
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