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SUMMARY 

Continuous glucose monitoring system (Guardian Connect®, 
Medtronic) 

Mandate 

The Institut national d'excellence en santé et en services sociaux (INESSS) was 
mandated by the Bureau de l’innovation to assess the relevance of public coverage of 
Guardian Connect® continuous glucose monitoring (CGM) technology for patients with 
type 1 diabetes 3 years of age and older.  

In Canada, its indication is approved for the management of diabetes in patients aged 
3 years and older. Approval is granted as a complement to fingertip blood glucose 
testing. Treatment adjustments should be based on capillary blood glucose 
measurements, not on those obtained with the Guardian's sensor, Sensor 3. The 
Guardian Connect® requires at least 2 calibrations per day, but 3 or 4 calibrations per day 
are recommended. In the presence of glycemic fluctuations, customizable alerts warn the 
patient and a noncustomizable urgent low glucose alert is activated when a value 
≤ 3.1 mmol/L is reached. The Guardian also has a predictive alert that warns the patient 
10 to 60 minutes before hypoglycemic or hyperglycemic episodes occur. 

Assessment approach 

A literature review was conducted to identify the evidence relevant to the evaluation and 
to supplement the information provided by the manufacturer. An advisory committee 
consisting of health professionals was formed to gather experiential and contextual data 
to shed light on the potential benefits, the drawbacks, and the concerns associated with 
the use of the Guardian Connect®. The data gathered and generated by the project team 
were submitted to the Comité scientifique de l’évaluation des médicaments aux fins 
d’inscription (CSEMI) for the purpose of developing recommendations.  

Health needs 

It is estimated that approximately 70% of type 1 diabetics (T1Ds) do not achieve the 
recommended HbA1c (glycosylated hemoglobin) targets. Episodes of nocturnal or severe 
hypoglycemia are also a significant problem in these patients: adult T1D patients 
experience an average of approximately one episode of symptomatic hypoglycemia 
(nighttime or daytime) per week and 0.2 to 3.2 episodes of severe hypoglycemia per 
year, 11% of which reportedly result in complications. Nighttime hypoglycemic episodes 
are especially a problem in T1Ds because, most often, the symptoms are not felt. Lastly, 
approximately 20% of the T1D population have hypoglycemia unawareness. As for the 
pediatric population, young children are at higher risk for severe hypoglycemia, the 
leading cause of mortality and morbidity in children and adolescents with T1D is related 
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to the high frequency of diabetic ketoacidosis and hyperglycemia has a potential impact 
on cognitive development. 

Results 

For the period from 2015 to 2020, no clinical trial involving the Guardian Connect® 
Sensor 3® used alone for blood glucose management was found. Two RCTs, IN 
CONTROL [Van Beers et al., 2016] and CONCEPTT [Feig et al., 2017], both of which 
involved the manufacturer’s previous sensor, the Enlite®, and 4 RCTs that used a 
competing manufacturer’s device (Dexcom) [Heinemann et al., 2018; Reddy et al., 2018; 
Beck et al., 2017; Lind et al., 2017] were found. 

Because of the methodological limitations, the study populations and the large difference 
in accuracy between the Enlite® sensor and the sensor under consideration, the IN 
CONTROL and CONCEPTT studies were not included in this analysis.  

Experts’ perspectives 

The experts consulted believe that, because of their distinctive features, the available 
data for the other interstitial glucose monitors previously evaluated by INESSS, namely, 
the Flash FreeStyle Libre® [INESSS, 2018] and the Dexcom G6® continuous glucose 
monitor [INESSS, 2020], are not useful for assessing the clinical impact of the Guardian 
Connect®. 

DELIBERATION CONCERNING THERAPEUTIC VALUE 
The members of the Comité scientifique de l’évaluation des médicaments aux fins 
d’inscription (CSEMI) are of the unanimous opinion that the therapeutic value of the Guardian 
Connect® has not been demonstrated for the management of type 1 diabetes in adults and 
children over 3 years of age when compared to capillary glucose self-monitoring.  

Reasons for the unanimous position 

• The Committee’s members recognize the significant burden of type 1 diabetes and the 
health needs of patients with this disease; 

• As the technical differences were considered too significant, the Committee’s members 
feel that the available data on the competing devices are not useful for evaluating the 
clinical impact of the Guardian Connect®; 

• Because of the lack of data specific to the Sensor 3 and the limitations of the available 
data concerning the previous sensor, the Enlite®, it is not possible to recognize Guardian 
Connect® as having therapeutic value. 

INESSS’s RECOMMENDATION – GUARDIAN CONNECT® 

In light of the available information, INESSS does not recommend public coverage of the 
Guardian Connect® continuous glucose monitor, as its therapeutic value has not been 
demonstrated. 

 



 

 
 


