Implantable CGM with daily transmitter adhesive demonstrates high use compliance in a 180 day pivotal trial
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Background and aims: Consistent wearing and use of CGM has been linked to improvements in glycemic control. Poor compliance could be due to issues related to skin reactions or irritations linked to adhesives needed
for CGM transmitters that need to stay intact on the body for several days. The Eversense® CGM System (Senseonics Inc. MD, USA) consists of an implanted fluorescence-based glucose sensor that lasts up to 180 days, a
wearable smart transmitter with a daily silicone-based adhesive patch, and a mobile app to display real-time glucose readings. This system was investigated in the prospective, single-arm, 180 day PRECISE study.
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The Eversense CGM system utilizes a long-term implantable glucose
Sensor powered by an external, wearable Smart Transmitter
through a wireless inductive link. The Sensor is fluorescence-based
and developed for subcutaneous implantation in the upper arm.
The Smart Transmitter wirelessly communicates with the mobile
App to display real-time glucose readings, trends, and alarmes.

Wearable Smart Transmitter
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secure, encrypted BLE link * Disposable, daily adhesive patch is made
Remotely powers Sensor via NFC of gentle, breathable, silicone-based
Provides discreet on-body alerts through vibration motor material
Can take off and on without needing to change sensor

Results
Adverse Events

* Fourteen (14) device/procedure related AEs were reported; no device/procedure related serious AE (SAE)

Study Design
Population e 71 adults with T1IDM and T2DM at 7 clinical sites
Insertion Site * 2 Sensors were inserted bilaterally in the upper arm

* Only 3 adhesive patch related AEs were reported in 3 subjects over a total wear time of 8894 days, on average 1 AE every 2965

* Age 20 to 68 years

* 42 (59.2%) males and 29 females
Population * 66 (93.0%) TIDM and 5 T2DM

* HbAlc 5.1 to 10.6%

* BMI 19.5 to 41.1 kg/m?

days. All three AEs were scored as mild or moderate in severity and resolved within 2 to 18 days by concomitant therapy or
transparent film dressing .

Transmitter Wear Compliance

Calibration * 2 SMBG per day for daily calibration

Study Duration e 180 days

Median wear time of 23.5 hours/day

* During the investigation, adverse events (AEs) in the clinic and during home use were documented.

I 25th percentile greater than 23 hours/day

 An AE was defined as any untoward medical occurrence, unintended disease or injury, or untoward . I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I

clinical signs (including abnormal laboratory findings) in subjects, users or other persons, whether

or not related to the investigational medical device.

Participant Feedback from Sltes in UK and Germany

: : : : : Likeability of Product Features Likeability of Product Features
* Two transmitters were worn by each subject and fresh disposable adhesive patches were provided ! mm !
for dally use 90-day sensor life 6.6 6.2 Ability of display glucose readings on iPod 9.3 9.9
* A study specific questionnaire discussing the device features was filled during the study Ability to remove and replace transmitter 8.2 8.9 Hypo/hyperglycemia alarm detection 8.3 9.5
Alarms/alerts on iPod 7.8 8.0 Projected hypo/hyperglycemia alarm detection 7.7 9.0
Alarms/alerts on transmitter 7.7 8.0 mplanted sensor 7.5 8.9

Mean likeability score ( 1= don’t like as much, 10= like very much) of various product features

Conclusion

Clinical data from the 180-day PRECISE study has demonstrated a high level of compliance of the Eversense CGM system over the full study duration. Use and wear of the daily adhesive patch was shown to be safe,
well tolerated and a highly liked feature, which possibly promoted the high level of wear compliance observed.
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