
HbA1c levels were monitored for patients with diabetes as part of a 90 day home-based study using the investigational  Senseonics Continuous Glucose Monitoring (CGM) System. The 
Senseonics CGM System is composed of an implantable sensor, a smart wearable transmitter, and a smartphone app. The miniaturized sensor is designed to be implanted in the subcutaneous 
space of the upper arm or abdomen. The transmitter wirelessly communicates with the sensor, calculates the glucose, and sends data via Bluetooth  to the mobile app for real-time display of 
glucose readings to the patient. The objective of the study was to evaluate our system performance and asses clinical health benefits of using a CGM over a 90 day period.  

Smartphone App 

HbA1C Levels Pre-study Post-study 

Average 8.7% 7.7% 

SD 1.5% 0.8% 

A total of 32 sensors were implanted in 
patients with diabetes (T1 and T2 MDI).  
Throughout the study subjects followed 
the therapeutic regimen as prescribed by 
their doctor. In-clinic sessions were 
performed every 14 days, where lab 
reference measurements were collected 
every 15 minutes over duration of 8 hrs.  

HbA1c Assessment 

HbA1c Levels Assessment 

HbA1c measurements were used for the assessment of the clinical health benefit of 
the CGM.  
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The transmitter is an 
autonomous system that 
incorporates Bluetooth 4.0 
capability and continuous 
interfacing via NFC with the 
implantable sensor.  It also 
calculates and logs glucose 
measurements, as well as 
provides discreet, on-body alerts 
and alarms through the vibration 
motor.  
 

The miniaturized Senseonics Sensor 
uses a unique fluorescent, glucose-
indicating polymer to measure 
glycemic variations. The sensor is an 
electrically passive device that must 
be powered by an external, body-worn 
transmitter through a wireless 
inductive link. It is designed to provide 
accurate and reliable readings with no 
sensor part protruding from the skin.  

Wearable Smart Transmitter 
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Subjects 

Pre Study

Post Study

HbA1c levels post study decreased on 
average by 1.0% (SD=1.12%), which 
using the paired t- test was found to 
be significantly different (p=0.001). 

Study Design and System Performance 

Purpose • Evaluate System Performance 
• Clinical Benefits 

Number of Subjects 22 

Population • Type 1 and Type 2 MDI 
• Aged 8 to 5 years 

HbA1C  Levels • HbA1c ≥ 6% an𝑑 ≤ 13.7% 

Calibration 2 SMBG for daily calibrations.   

Sensor Duration 90 days 

Conclusions 

The results of this study showed that the Senseonics CGM had an MARD of 11.0% and a 
indicated lowering of HbA1c levels by 1.0%.  
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The App enables viewing of the real-time glucose readings 
and history through a touch interface. The app also allows 
the user to enter data on daily events, for example, meals, 
insulin bolus administration, and exercise. 

Example of In-clinic Session Throughout The Study 

An overall accuracy of 11.0% (40-400 mg/dL) was achieved. Clarke Error Grid analysis showed 99% 
of the data was in clinically accurate zone A (85.8%) & benign zone B (13.2%). 
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Overall MARD 11.0% 

Accuracy Distribution Plot Clarke Error Grid Plot 

                                 

A = 3088 (87.6%) 

B = 410 (11.6%) 

C = 0 (0%) 

D = 28 (0.79%) 

E = 0 (0%)  


