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INTERIM ANALYSIS OF AN IMPLANTABLE CGM SYSTEM LONGEVITY DURING A 365-DAY STUDY
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Introduction

This analysis presents sensor survival data for subjects
with TIDM who wore a subcutaneously implanted sensor
during a 365-day study. The trial was a prospective, single
center, non-randomized, non-blinded study with 34 subjects
using the Eversense® CGM System in Romania.

Eversense CGM System
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The system uses an implantable sensor, replaced by a
clinician every 3 months, to continuously and passively
monitor glucose levels. The smart transmitter receives and
analyzes sensor data, sending it in real time via Bluetooth”
Low Energy to the user’s mobile device. No separate
receiver is required. In the PRECISE European Trial
conducted in 2015, 90% of participants said using the
Eversense CGM System minimized the burden of diabetes
in their life.?

Sensor

Long-term, implantable, and made of biocompatible materials
Fluorescence-based and developed for subcutaneous insertion in the
upper arm

No weekly sensor insertion or open wound

Wearable Smart Transmitter

LED
Indicator

Sits over the upper arm with a gentle, silicone-based adhesive
Can be removed without disturbing the sensor

Fully rechargeable in 15 minutes, reusable up to one year
Provides phone and on-body vibration alerts
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Real-time Pre-formatted  Personalized Alerts and
readings and glucose target notifications
trends every  status reports and alert on app
5 minutes settings

Available for Android™, iPhone®, and Apple Watch®
Allows users to discreetly check and manage data on their mobile device
All data stored in a HIPAA-compliant cloud
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Study Site Bucharest, Romania
Population 34 adults

Gender 12 (35%) females; 22 males
Age Mean 30 years, SD 7.9 years
BMI Mean 24 kg/m2, SD 3.6 kg/m2
Years Since Diagnosis 1- 33 years

HbAIC (@ study start) 55-105%

34 adult participants with TIDM were enrolled in a
prospective, unblinded, single-center 365-day study. A
new configuration of the sensor was tested, where the
Dexamethasone collar was moved by approximately 0.3
inches. Sensors were inserted in the upper arm and
assessed every 30-60 (+14) days for sensor longevity,
safety, and effectiveness. An interim analysis of sensor
longevity was performed using the Kaplan-Meier
method to estimate the probability of sensor survival
through 250 days. CGM wear duration was also assessed
to monitor subject compliance. Serious adverse events
related to the device and insertion or removal procedures
were assessed.

Kaplan-Meier Survival Analysis
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Sensor longevity analysis using Kaplan-Meier survival analysis.
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In this interim analysis:

All sensors had a range of 124-365 days.

Survival analysis at post-insertion 90 to 180 days in

increments of 30 days and at 250 days showed an

estimated probability of sensor survival of 97%, 94%,

84%, 80%, and 51%, respectively (Figure 1)

- Median wear compliance of the subjects was 23.1
hours/day (Figure 2).

- No insertion/removal or device-related SAEs were
reported.
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CGM wear duration plot of participants.

Conclusions

The Eversense CGM demonstrates good survival and
safety up to 250 days of sensor wear. Post this interim
analysis and at the conclusion of the study, additional
data will be analyzed, including participant feedback
on the quality of life aspect of a long-term CGM
system up to 365 days.

s Barnard, K. ., Kropff, J., Choudhary, P, Neupane, S., Bain, S. C., Kapitza, C., ... & DeVries, J. H. (2017). Acceptability of Implantable Continuous Glucose Monitoring Sensor. Journal of diabetes science and

technology, 1932296817735123.

$enseonics.




