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Eversense® CGM System Components 

Insertion Tools 
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In-vivo Use of Eversense® CGM System 
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Study Objective 

 

To determine the accuracy of the Eversense® 
CGM 
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Study Design  

• Prospective, single-arm multi-center 

investigation 

• Two sensors inserted in upper arms 

• Subjects asked to wear transmitter over the 

primary sensor at all times & to calibrate twice 

daily 

• CGM data of primary sensor was available to 

the subject throughout the study 
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In/Exclusion criteria 

Age ≥18 years of age 

Diagnosis DM, MDI or CSII 

Excluded for 

Medical 

Conditions 

 

• Severe hypoglycemia or ketoacidosis, past 6 
months 

• Known microvascular complications 
• Requiring MRI 

Excluded for 

Concomitant 

Meds 

 

• Chronic  antibiotics use 
• Chemotherapy for any form of cancer 
• Immunosuppressant therapy 
• Chronic systemic glucocorticoids 
• Anti-coagulant therapy  
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Interim Analyses Previously Presented: 
3-month data ( 90 Days ) 

N=44 Subjects 

Today’s Results Presentation: 
3-month data ( 90 Days ) 

N=71 Subjects 



Baseline Characteristics 
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Variable 3-Month Cohort (n= 71) 

Age (years)(SD) 
[Min, Median , Max] 

41.7 (12.6) 
[20, 43, 68] 

Sex, male (n)(%) 42 (59.2%) 

Body mass index (kg/m2)(SD) 27.0 (4.2) 

Diabetes duration (years)(SD) 22.2 (12.5) 

HbA1c (mmol/mol)(SD) 59.6 (12.0) 

HbA1c (%)(SD) 7.6% (1.1%) 

Insulin pump-use (n)(%) 42 (59.2%) 

CGM use before study (n)(%) 32 (45.1%) 



Primary Effectiveness: Accuracy 
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CGM to YSI 
( Clinic Sessions ) 

Glycemic 
Range 

Overall 
(40-400 mg/dL) 

Euglycemia 
(75-180 mg/dL) 

Hypoglycemia 
(<75 mg/dL) 

Hyperglycemia 
(>180 mg/dL) 

MARD 
(95% CI) 

11.5%  
(11.3 - 11.6) 

11.8% 
(11.6 - 12.0) 

20.3% 
(19.0 - 21.6) 

9.3% 
(9.1 – 9.5) 



Clarke Error Grid 
 

 
A: 84.8% 

B: 14.5% 

C: 0.0% 

D: 0.7% 

E: 0.0% 
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In-clinic MARD over Time (95% CI) 
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Sensor Life, Kaplan-Meier 

90 days, 82% 
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Transmitter Wear Compliance 

 
• Median Wear Time: 23.5 Hours/Day 
• 25th Percentile: 22.0 Hours/Day 

Enrolled Subjects 
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HbA1c Improvement: 

p value= 0.001 

Variable HbA1c (%) 
Mean (SD) 

HbA1c (%) 
95% CI (Lower - Upper) 

p-Value 
 

p-value 
HbA1c >=7.5% 

Day 0 7.6% (0.1%) (7.3% - 7.8%) -- -- 

Day 90 7.1% (0.1%) (6.9% - 7.4%) 0.051 0.001 
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PRECISE Study 
90 Day Analysis Conclusions 

 

• Successful use of the long term implantable 
fluorescence based Eversense® CGM system 

• The Eversense® CGM system was accurate and stable 
over a three-month period 

• Outcomes are equal or better than competing CGM 
products currently on the market 

15 



Eversense Development Status 
 

• PRECISE Study (Europe) 
• 3 month data presented here: MARD 11.5% 
• 6 months full study just completed; results to be presented mid-

2016 
 

• A new, updated algorithm has achieved an overall MARD 
of 10.5% with the PRECISE three months data  
• More details in the upcoming talk “Rate of Change Accuracy 

Assessment and Lag Characterization of an Implantable 
Continuous Glucose Monitoring (CGM) System in the PRECISE 
Study” (Oral Presentation Session 3, abstract #0319) 
 

• PRECISE II Study (U.S.) 
• 3 month study started Jan 2016 
• Same CGM system with the new, updated algorithm 
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Thank you! 

• Questions? 
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