GLUCOSE VARIABILITY OF INDIVIDUALS WITHOUT DIABETES USING A LONG-TERM CONTINUOUS GLUCOSE MONITORING SYSTEM
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Table 1: Details of Glucose Variability and Time Spent in Ranges

Introduction

Study Metric

Glucose Variability: Mean (SD, CV and IQR) 102 mg/dL (18 mg/dL, 0.7, 21 mg/dL)

The Eversense” Continuous Glucose Monitoring (CGM) System

Prior investigations regarding glucose variability in people 5 % (N
(Senseonics, USA) offers diabetes patients a new alternative to without dlabites measSred b? CgGM have been Ilmy\ted ?0 o?ﬂy ::::::jé:t::: jg :Z/jt :zziii; ?;;/‘O:':;Z;
;ﬁi‘iggSJitChGgrfls.lv/LthAugyDllj:;agteatzlci:zczsrg)(?/fff“@ifé@f&ﬂi few weeks of glycemic data. L\tt\e‘is know_rj abogt what Percent duration 70-180 ma/dL: % (#Subjects) 98.0% (N=20)
and hyperglycemic excursions within 15 minutes In  two defines hea\t‘hy or patho\og\cnglycemm variability. This study Percent duration >140 ma/dL: % (#Subjects) 2.9% (N=19)
) f p investigated “normal glycemia” under daily conditions using a Percent duration >180 ma/dL: % (#Subjects) 017% (N=18)
multicenter trials (PRECISE in Europe and PRECISE Il in the U.S.) Jong-term implantable continuous glucose monitoring system Fareant Graion S350 L W CHe e 505 iy

participants used the system for >23 hours per day over the full Long-term, implantable, and made of biocompatible materials
study duration, or 92.9% of the time. The Eversense CGM System is Fluorescence-based and developed for subcutaneous insertion in the
engineered to improve adherence and resulting efficacy. upper arm Hyperglycemia >200 mg/dl (subject 1) and hypoglycemia <54 mg/dl (subject 2)

No weekly sensor insertion or open wound in healthy individuals under daily conditions.
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in adults without diabetes for 90 days.
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Eversense CGM System Wearable Smart Transmitter Methods
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25 adult without diabetes participants (10 male, 15 female, 17
participants >45 years old) were inserted with the Eversense
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Indicator CGM System. Participants were instructed to continuously /iumem €O comaatbton & s
Glucose Within Target Levels. wear the CGM system during a 90-day period and calibrate the P
& Tooozss T Button system when prompted. Analysis was performed to estimate -
- standardized measures of euglycemia (70-180 mg/dL), hypo- 250
1 0 ma/dL glycemia (<54 and <70 mg/dL), hyperglycemia (>180 and fOZ
TR ... - * Sits over the upper arm with a gentle, silicone-based adhesive >200 mg/dL), and glucose variabilty (Mean, SD, CV, IGR). = ——— L S e e
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Provides phone and on-body vibration alerts Subject 2 B oM CoMalibration A Carbs

Sends data discreetly to the user’s smartphone or Apple Watch”

Smartphone App Conclusions
o Wk W Wam Out of 25 subjects, 5 were not included in the analysis for
om—— ﬁ mﬂ‘ inadequate data. Analysis showed that the average glucose Glycemic variability recorded over extended period of time in participants
)) 1 09 e i value of the adults without diabetes was 102 mg/dL (S- without a diagnosis of diabetes showed similar results as observed by pre-
s - = D=18mg/dL and CV=017), interquartile range was 21 mg/dL. vious researchers over short duration with tight glycemic control. However,
o Average percent time spent in hypoglycemia <54mg/dL and our results from real-life monitoring with the first long-term CGM show
e <70mg/dL, in euglycemia [70-180] mg/dL, in impaired glucose essentially more individuals reaching prediabetic or even diabetic glucose
s Smart Mobile A Watch L ] pron range > 140 mg/dl and in hyperglycemia >180 mg/dL and >200 levels and severe hypoglycemia than suggested with conventional SMBG or
(h: 1§"§?r'.m> Transmitter onte e o i mg/dL is shown in Table 1 even in previous studies with CGM over a shorter period of time. Exposure
o (h: 37.6 mm) ¢ to dysglycemia in non-diabetic individuals during everyday conditions
~ —/ ~ — = —/ seems underestimated. Further analysis, including meal challenge and
The system uses an implantable sensor, replaced by a Real-time Pre-formatted  Personalized Alerts and fasting levels, may prowdg guidance regarding expec.teq values for persons
clinician every 3 months, to continuously and passively readings and glucose target notifications without a diagnosis of diabetes and to set up realistic target ranges for
monitor glucose levels. The smart transmitter receives and trends every  status reports  and alert on app those with diabetes.
analyzes sensor data, sending it in real time via Bluetooth® 5 minutes settings
Low Energy to the user’s mobile device. No separate . i . | Mediover Born Germary
receiver is required. In the PRECISE European Trial + Available for Android™, iPhone®, and Apple Watch 5 Data on e, Senseance 2018,
conducted in 2015, 90% of participants said using the « Allows users to discreetly check and manage data on their mobile device Lé\mr?::niteihg:z‘jg(;‘:;LEQBVZS‘RSE‘C\B;:”‘M‘ K. Bain, S. C, Kapitza, C., .. & DeVries, J. H. (2017). Accuracy and longevity of an implantable continuous glucose sensor in the PRECISE study: a 180-day, prospective, multicenter, pivotal

Eversense CGM System minimized the burden of diabetes + All data stored in a HIPAA-compliant cloud Christiansen, M. P, Klaff, L. 1, Brazg, R, Chang, A. R., Levy, C. J,, Lam, D, ... & Kelley, L. (2018). A Prospective Multicenter Evaluation of the Accuracy of a Novel Implanted Continuous Glucose Sensor: PRECISE . Diabetes technology &
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their life.® Real-time glucose can be monitored by up to 5 individuals S

$enseonics.



