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Applies to all products administered or underwritten by Blue Cross and Blue Shield of Louisiana and its subsidiary, HMO Louisiana, 
Inc.(collectively referred to as the “Company”), unless otherwise provided in the applicable contract. Medical technology is constantly 
evolving, and we reserve the right to review and update Medical Policy periodically. 

 
When Services May Be Eligible for Coverage 
Coverage for eligible medical treatments or procedures, drugs, devices or biological products may be 
provided only if: 

 Benefits are available in the member’s contract/certificate, and 

 Medical necessity criteria and guidelines are met. 
 
72 Hour Glucose Monitoring 
Based on review of available data, the Company may consider 72 hour continuous glucose monitoring 
(CGM) in the interstitial fluid using an implantable sensor as a technique of diabetic monitoring to be 
eligible for coverage. 
 
Patient Selection Criteria  
Coverage eligibility for 72 hour continuous glucose monitoring (CGM) in the interstitial fluid using an 
implantable sensor as a technique of diabetic monitoring will be considered when the following patient 
selection criteria are met: 

 Insulin dependent diabetic; AND 
o Inadequate glycemic control as evidenced by unexplained hypoglycemic episodes, 

hypoglycemic unawareness, suspected postprandial hyperglycemia or recurrent 
ketoacidosis; OR, 

o Prior to insulin pump initiation to determine basal insulin levels. 
 

Note: Monitoring would be for 72 consecutive hours, and approved for a maximum of 2 times per year. 
 
Chronic Continuous Glucose Monitoring 
Based on review of available data, the Company may consider chronic continuous monitoring of glucose 
levels in interstitial fluid, including real-time monitoring, as a technique of diabetic monitoring to be eligible 
for coverage: 
 
Patient Selection Criterion  
Coverage eligibility for chronic continuous monitoring of glucose levels in interstitial fluid, including real-time 
monitoring, as a technique of diabetic monitoring will be considered when the following patient selection 
criterion is met: 

 Insulin dependent diabetics requiring 3 or more insulin injections per day or are on an insulin pump 
with recurrent unexplained severe symptomatic hypoglycemia for whom hypoglycemia puts the 
patients or others at risk. 
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When Services Are Considered Investigational 
Coverage is not available for investigational medical treatments or procedures, drugs, devices or biological 
products. 
 
Based on review of available data, the Company considers other uses of continuous monitoring of glucose 
levels in interstitial fluid, including real-time monitoring, as a technique of diabetic monitoring to be 
investigational*. 
 
Based on review of available data, the Company considers the use of continuous monitoring of glucose in 
the interstitial fluid when patient selection criteria is not met to be investigational.* 
 

Background/Overview 
Tight glucose control in patients with diabetes has been associated with improved outcomes. Several 
devices are available to measure glucose levels automatically and frequently (e.g., every 5 to 10 minutes). 
The devices measure glucose in the interstitial fluid and are approved as adjuncts to traditional self-
monitoring of blood glucose (SMBG) levels.  
 
The advent of blood glucose monitors for use by patients in the home over 20 years ago revolutionized the 
management of diabetes. Using fingersticks, patients could monitor their blood glucose level both to 
determine the adequacy of hyperglycemia control and to evaluate hypoglycemic episodes. Tight diabetic 
control, defined as a strategy involving frequent glucose checks and a target hemoglobin A1c (HgA1c) in 
the range of 7%, is now considered standard of care for diabetic patients. Randomized controlled trials 
(RCTs) of tight control have demonstrated benefits for type I diabetics in decreasing microvascular 
complications. The impact of tight control on type II diabetics and on macrovascular complications such as 
stroke or myocardial infarction (MI) is less certain.  
 
However, tight glucose control requires multiple measurements of blood glucose each day (i.e., before 
meals and at bedtime), a commitment that some patients may be unwilling or unable to meet. In addition, 
the goal of tight glucose control has to be balanced with an associated risk of hypoglycemia. An additional 
limitation of periodic self-measurements of blood glucose is that glucose values are seen in isolation, and 
trends in glucose levels are undetected. For example, while a diabetic patient’s fasting blood glucose level 
might be within normal values, hyperglycemia might be undetected postprandially, leading to elevated 
HgA1c values.  
 
Recently, measurements of glucose in interstitial fluid have been developed as a technique of automatically 
measuring glucose values throughout the day, producing data that show the trends in glucose 
measurements, in contrast to the isolated glucose measurements of the traditional blood glucose 
measurements.  
 

FDA or Other Governmental Regulatory Approval 
U.S. Food and Drug Administration (FDA) 
Several devices have received FDA approval. The first two approved devices were the Continuous Glucose 
Monitoring System (CGMS) (MiniMed), which uses an implanted temporary sensor in the subcutaneous 
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tissues, and the GlucoWatch G2 Biographer, an external device worn like a wristwatch that measures 
glucose in interstitial fluid extracted through the skin with an electric current (referred to as reverse 
iontophoresis). While the time intervals at which interstitial glucose is measured range from every 5 minutes 
(CGMS) to every 10 minutes (GlucoWatch), both types of monitoring have been referred to as continuous 
glucose monitoring (CGM). While both devices potentially eliminate or decrease the number of required 
daily fingersticks, it should be noted that, according to the FDA labeling, neither is intended to be an 
alternative to traditional SMBG levels but rather serve as an adjunct, supplying additional information on 
glucose trends that are not available from self-monitoring. Additional devices have been approved in recent 
years. These include devices for pediatric use and devices with more advanced software, more frequent 
measurements of glucose levels, more sophisticated alarm systems, etc.  
 
In evaluating the continuous glucose monitoring systems, it is important to recognize that they may be used 
intermittently, e.g., time periods of 72 hours, or continuously. In addition, it is important to note that all FDA-
approved CGM systems are indicated as adjuncts to traditional SMBG and should not be used instead of 
self-monitoring.  
 
Several continuous glucose monitoring systems have been approved by the FDA through the premarket 
approval process: 

 The Continuous Glucose Monitoring System (CGMS) (MiniMed) in 1999 (approved for 3-day use in 
a physician's office).  

 The GlucoWatch G2 Biographer in 2001. Of note, neither the GlucoWatch nor the autosensors 
have been available after July 31, 2008. 

 The Guardian-RT (Real-Time) CGMS (Medtronic, MiniMed) in July 2005. (MiniMed was purchased 
by Medtronic).  

 The DexCom STS CGMS system (DexCom) was approved by the FDA in March 2006.  

 The Paradigm REAL-Time System (Medtronic, MiniMed) was approved by the FDA in 2006. This 
system integrates a continuous glucose monitor with a Paradigm insulin pump. The second 
generation integrated system is called the MiniMed Paradigm Revel System.  

 The FreeStyle Navigator CGM System (Abbott) was approved in March 2008.  

 The OmniPod Insulin Management System (Insulet Corporation), integrating the Freestyle 
Navigator CGM system with the Pod insulin pump, was approved in December 2011.  
 

Rationale/Source 
Following is a summary of the key literature to date: 
 
Data presented to the FDA Advisory Committee Meeting consisted of studies validating the correlation 
between the measurements of glucose in interstitial fluid with the blood glucose measurements made with 
home monitoring devices. While the individual values between the two may vary, in general, the panel 
found that the overall trends in glucose levels detected by frequent measurements produced potentially 
clinically important information. However, there were no clinical data presented regarding improvements in 
HgA1c measurements or a decreasing incidence of hypoglycemic episodes in those whose antidiabetic 
medications were managed based on more frequent readings of interstitial fluid glucose. However, 
members of the advisory panel felt that more frequent measurements should extrapolate to improved 
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diabetic management. For example, prior studies have shown that HgA1c levels are lowest among patients 
who have the highest frequency of daily blood glucose measurements. Nevertheless, the use of trends of 
daily glucose levels implies a different type of diabetic management compared to traditional methods of 
serial fingerstick glucose methods. 
 
A more recent study on accuracy of CGM devices was conducted by Wilson and colleagues as part of the 
Diabetes Research in Children Network (DirecNet). The researchers evaluated the accuracy and precision 
of the FreeStyle Navigator CGM System in 30 children with type 1 diabetes (mean age 11.2 years). The 
Navigator glucose values were compared with reference serum glucose values of blood samples obtained 
in an inpatient clinical research center and measured in a central laboratory and in an outpatient setting with 
a FreeStyle meter. Median absolute difference (AD) and median relative absolute difference (RAD) were 
computed for sensor-reference and sensor-sensor pairs. The median AD and RAD were 17 mg/dL and 
12%, respectively, for 1,811 inpatient sensor-reference pairs and 20 mg/dL and 14%, respectively, for 8,639 
outpatient pairs. The median RAD between two simultaneous Navigator measurements (n = 1,971) was 
13%. Ninety-one percent of sensors in the inpatient setting and 81% of sensors in the outpatient setting had 
a median RAD of 20% or less. The authors concluded that the Navigator's accuracy does not yet approach 
the accuracy of current-generation home glucose meters, but it is sufficient to believe that the device has 
the potential to be an important adjunct to treatment of youth with type 1 diabetes. 
 
Most of the discussion below focuses on the clinical utility of CGMSs. That is, their ability to provide either 
additional information on glucose levels, leading to improved glucose control or to improve the 
morbidity/mortality associated with clinically significant severe and acute hypoglycemic or hyperglycemic 
events. Because diabetic control encompasses numerous variables including the diabetic regimen and 
patient self-management, RCTs are important to isolate the contribution of interstitial glucose 
measurements to the overall diabetic management. 
 
A Technology Evaluation Center (TEC) Assessment was published in 2003. The assessment reviewed the 
published controlled trials and offered the following discussion: 
 
GlucoWatch Biographer: The evidence consisted of one small, RCT by Chase and colleagues. The study 
included 40 children with type 1 diabetes and reported a small but statistically significant difference in the 
median HbA1c levels between groups after 3 months. However, the relatively small magnitude of 
incremental improvement in HbA1c levels needs to be interpreted in the context of potentially different 
baseline statistics between subjects in the two groups, potential study effects (Hawthorne effect) in the 
Biographer group in this unblinded trial, and potential influences of receiving more intense medical attention 
in the Biographer group. The TEC assessment concluded that it would be very helpful to see the results of 
this trial confirmed by another larger, multicenter RCT and to have further studies explore the durability of 
HbA1c improvements over time. 
 
CGMS: Results of four randomized trials had been reported. The largest trial enrolled 128 adult patients 
with insulin-treated diabetes (90% type 1); it was originally published in abstract form (2003) and then as an 
article by Tanenberg and colleagues in 2004. Patients were randomized to insulin therapy adjustments 
using data from either the CGMS or SMBG using a home blood glucose monitor over a 12-week period. At 
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12 weeks, HbA1c levels and hyperglycemic event frequency and duration did not differ with any statistical 
significance in the 109 patients remaining in the treatment groups (15% dropout rate). However, at 12 
weeks, events of hypoglycemia (glucose 60 mg/dL or less) were found to be significantly shorter in the 
CGMS group than in the SMBG group (49.4 +/- 40.8 vs. 81.0 +/- 61.1 minutes per event, respectively, p = 
0.009). The authors concluded that durations of hypoglycemia can be further reduced by adjusting insulin 
therapy with data from the CGMS rather than using SMBG data alone. Nevertheless, the biochemically 
defined measurements of hypoglycemia (without accompanying evidence of symptoms and/or a clinically 
significant hypoglycemic event) are not compelling outcomes. The next largest randomized study included 
75 patients and, like the Tanenberg et al. trial, there was no statistical difference in HbA1c levels after the 3-
month intervention. The other randomized studies included only 11 and 27 patients, respectively. The TEC 
assessment concluded that the clinical significance of these test results has not been established, i.e., there 
is insufficient evidence showing the link between increased duration of asymptomatic hypoglycemia and 
subsequent clinical outcomes. 
 
In 2008, two systematic reviews of studies on CGM were published. Chetty and colleagues identified 7 
randomized studies comparing CGMS to self-blood finger-stick glucose monitoring in patients with type 1 
diabetes. Studies included a total of 335 patients. Five studies were limited to the pediatric population, and 
study duration varied from 12 to 24 weeks. The review concluded that compared with self-monitoring, 
CGMS was associated with a non-significant reduction in HbA1c levels and that evidence is insufficient to 
support the notion that CGMS provides a superior benefit over self-monitoring for HbA1c reduction. There 
was some indication from this review of improved detection of asymptomatic nocturnal hypoglycemia in the 
CGMS group. 
 
Golicki and colleagues focused on pediatric studies and identified 5 trials with 131 type 1 diabetic patients. 
They pooled data from the five trials and, like the Chetty et al. review, did not find a statistically significant 
reduction in HbA1c levels with CGM compared to a control intervention. The pooled weighted mean 
difference was -0.02% (95% confidence interval [CI]: -0.29 to 0.25). The authors noted the small sample 
sizes and methodologic limitations of the studies that were reviewed. 
 
Several larger randomized trials have been published recently. In 2008, the Juvenile Diabetes Research 
Foundation (JDRF) published results of a study that randomly assigned 322 adults and children with type I 
diabetes to CGM or self-(home) monitoring. With HbA1c as the primary outcome measure, there was a 
significant difference among patients 25 years of age or older that favored continuous monitoring (mean 
HbA1c difference 0.53%), while the difference between groups was not statistically significant for those 
ages 15 to 24 years or 8 to 14 years. Unlike many prior studies, this study was sufficiently large to detect a 
meaningful change in HbA1c levels between groups. The population in this study had relatively well-
controlled diabetes in that entry criterion was glycated Hb of 7% to 10%, but approximately 70% had levels 
between 7% and 8%; in addition, more than 70% of patients were using an insulin pump. No significant 
differences were noted in rates of hypoglycemic events, but the study was likely not sufficiently large to 
detect potential differences. The authors also reported that monitor use was greatest in those patients ages 
25 or older, the group in which 83% of patients used the monitor 6 or more days per week. The 
investigators also conducted a non-blinded single-arm 6-month extension to the randomized trial in which 
patients in the control group were offered a CGM device. A total of 214 of 219 (98%) in the control group 
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participated in the extension. This included 80 (37%) who were at least 25-years old, 73 (34%) who were 
15-24-years old. and 61 (29%) who were 8-14-years old. The mean HbAIc level at the time of initiation of 
CGM use was 7.4 +/- 0.7%. Patients were instructed to use the device on a daily basis. Among the 154 
patients with baseline A1c at least 7%, there was a significant decrease in A1c 6 months after initiating 
device use in the older age group (mean change in A1c -0.4% +/- 0.5%, p < 0.001). A1c did not decrease 
significantly in the 15-24-year olds (0.01 +/- 0.7%, p = 0.95) or in the 8-14-year olds (0.02 +/- 0.7%, p = 
0.85). Greater decrease in HbA1c was associated with more frequent use of the CGM device (p = 0.001, 
adjusted for age group). Frequency of device used tended to decrease over time, with less of a decrease in 
the older age group. At month 6, median use of CGM devices was 6.5 days per week among the older age 
group, 3.3 days among the 15-24-year olds and 3.7 days per week among the children. During the 6-month 
extension, the rate of severe hypoglycemic events was 15 per 100 person-years of follow-up. 
 
An additional randomized trial by the JDRF, published in 2009, studied the potential benefits of CGM in the 
management of adults and children with well-controlled type 1 diabetes. In this study, 129 adults and 
children with intensively treated type 1 diabetes (age range 8-69 years) and HbA1c less than 7.0% were 
randomly assigned to either continuous or standard glucose monitoring for 26 weeks. The main study 
outcomes were time with glucose level at or below 70 mg/dL, HbA1c level, and severe hypoglycemic 
events. At 26 weeks, biochemical hypoglycemia (at or below 70 mg/dL) was less frequent in the CGM group 
than in the control group (median 54 vs. 91 min/day, respectively), but the difference was not statistically 
significant (P = 0.16). Time out of range (70 or less or greater than 180 mg/dL) was significantly lower in the 
CGM group than in the control group (377 vs. 491 min/day, respectively, p = 0.003). There was a significant 
treatment group difference favoring the CGM group in mean HbA1c at 26 weeks adjusted for baseline 
values. One or more severe hypoglycemic events occurred in 10 and 11% of the 2 groups, respectively (p 
not significant). The authors concluded that the weight of evidence suggests that CGM is beneficial for 
individuals with type 1 diabetes who have already achieved excellent control with HbA1c of less than 7.0%. 
This is a relatively small study. In addition, the clinical significance of some of these findings is not certain. 
Some of the patients in this group would likely meet policy statements for use of CGM. 
 
The MITRE trial, published by Newman and colleagues in 2009, was conducted to evaluate whether the 
additional information provided by use of minimally invasive glucose monitors resulted in improved glucose 
control in patients with poorly controlled insulin-requiring diabetes. This was a 4-arm RCT conducted at 
secondary care diabetes clinics in 4 hospitals in England. In this study, 404 people aged older than 18 
years, with insulin-treated diabetes mellitus (types 1 or 2) for at least 6 months, who were receiving 2 or 
more injections of insulin daily, were eligible. The majority of participants, 57%, had type 1 diabetes, 41% 
had type 2 diabetes and 2% were classified as ‘other’. Participants had 2 HbA1c values of at least 7.5% in 
the 15 months prior to entry and were randomized to 1 of 4 groups. Two groups received minimally invasive 
glucose monitoring devices (GlucoWatch Biographer or MiniMed CGMS); the CGMS was performed over 
several days at various points in the study. These groups were compared with an attention control group 
(standard treatment with nurse feedback sessions at the same frequency as those in the device groups) 
and a standard control group (reflecting common practice in the clinical management of diabetes). Change 
in HbA1c from baseline to 3, 6, 12, and 18 months was the primary indicator of short- to long-term efficacy 
in this study. At 18 months, all groups demonstrated a decline in HbA1c levels from baseline. Mean 
percentage changes in HbA1c were -1.4 for the GlucoWatch group, -4.2 for the CGMS group, -5.1 for the 
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attention control group, and -4.9 for the standard care control group. In the intent-to-treat (ITT) analysis, no 
significant differences were found between any of the groups at any of the assessment times. There was no 
evidence that the additional information provided by the devices resulted in any change in the number or 
nature of treatment recommendations offered by the nurses. Use and acceptability indicated a decline in 
use of both devices, which was most marked in the GlucoWatch group by 18 months (20% still using 
GlucoWatch vs. 57% still using the CGMS). In this study of unselected patients, use of CGMs (CGMS on an 
intermittent basis) did not lead to improved clinical outcomes. 
 
A substantial proportion of patients in the MITRE trial (41%), discussed above, had insulin-dependent type 
2 diabetes; this trial did not find a significant additional benefit when CGM devices were used. Several 
randomized trials are underway that are specifically evaluating CGM for people with type 2 diabetes. A 
randomized trial sponsored by the Walter Reed Medical Center is comparing CGM to episodic self-blood 
glucose monitoring in adult patients with type 2 diabetes who have A1c levels between 7% and 12%. The 
intervention period is 12 weeks, and patients will be followed for one year As of February 24, 2010, the 
study is ongoing but not recruiting participants. Another ongoing study, currently recruiting participants, is 
sponsored by the Park Nicollet Institute. The study is including adult patients with type 2 diabetes who have 
an HbA1c of at least 7%. Patients are being randomized to unblinded use of a CGM device or to SMBG 
with fingersticks 4 to 7 times a day. The intervention period is 16 weeks. 
 
Continuous glucose monitoring systems integrated with an insulin pump 
Recent advances in technology now allow linkage between the CGM device and an insulin pump. In 2007, 
Halvorson et al. reported on an uncontrolled pilot trial of ten children with type 1 diabetes. The small size 
and lack of control group limit the ability to draw any conclusions from this study. In a randomized study of 
132 adults and children from France reported in 2009, Raccah and colleagues reported improved HbA1c 
levels (change in A1c of 0.96% vs. 0.55%, respectively) in patients who were fully protocol compliant for 
use of an insulin pump integrated with CGMS compared to those using a pump with standard glucose self-
monitoring. This study is limited by its small sample size and also by lack of comparison to intermittent use 
of CGMS. 
 
The SWITCH Study (Sensing with Insulin Pump Therapy to Control HbA1c) is underway. This is a 
multicenter randomized cross-over study sponsored by Medtronic. The study is evaluating insulin pump 
treatment with and without CGM in patients with type 1 diabetes who are suboptimally controlled with pump 
therapy alone. The study description on clinicaltrials.gov was last updated on September 17, 2010. The final 
data collection date for the primary outcome was stated to be July 2010; study results have not yet been 
posted. 
 
Physician Specialty Society and Academic Medical Center Input 
In response to requests, input was received from one physician specialty society and four academic 
medical centers while this policy was under review in 2008. While the various physician specialty societies 
and academic medical centers may collaborate with and make recommendations during this process, 
through the provision of appropriate reviewers, input received does not represent an endorsement or 
position statement by the physician specialty societies or academic medical centers, unless otherwise 
noted. Those providing input concurred that this technique, particularly intermittent glucose monitoring, was 
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helpful in a subset of patients with diabetes. Reviewers commented that this monitoring can improve 
diabetes care by reducing glucose levels (and improving HbA1c) and/or by reducing episodes of 
hypoglycemia. Reviewers believed that there was persuasive information from case reports to demonstrate 
the positive impact of intermittent glucose monitoring. 
 
Summary 
In summary, the available studies demonstrate that intermittent glucose monitoring provides a different type 
of data than results from fingerstick glucose levels. In addition to providing more data points, it also provides 
information about trends (direction) in glucose levels. This additional information is most likely to benefit 
those patients with type I diabetes who do not have adequate control, including episodes of hypoglycemia, 
despite use of current best practices including multiple (four or more) daily checks of blood glucose and use 
of an insulin pump. Thus, based on the available data and supported by clinical input, intermittent, i.e., 72-
hour, glucose monitoring may be considered eligible for coverage in those whose type 1 diabetes is poorly 
controlled, despite use of best practices. 
 
The data supporting use of continuous (long-term) glucose monitoring are still limited. Studies by the JDRF 
suggest that more frequent use of CGMs may result in better outcomes, but this has not been tested 
prospectively. Using rationale similar to that noted above for intermittent monitoring, continuous monitoring 
can also be used, and can be considered eligible for coverage, to provide additional data for management 
of those who have recurrent, unexplained, severe symptomatic hypoglycemia, despite use of current best 
practices, that puts the patient or others at risk and for pregnant patients with type I diabetes. 
 
Data to support use (that show improved outcomes) of devices that allow wireless connectivity between a 
continuous monitoring device and insulin pump are still limited. Moreover, there is limited evidence on use 
of CGMs by patients with type 2 diabetes and on use of integrated CGMs and insulin pump systems; 
randomized trials are underway that will provide additional data. 
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Coding 
The five character codes included in the Blue Cross Blue Shield of Louisiana Medical Policy Coverage Guidelines are 

obtained from Current Procedural Terminology (CPT
®
)
‡
, copyright 2013 by the American Medical Association (AMA). 

CPT is developed by the AMA as a listing of descriptive terms and five character identifying codes and modifiers for 
reporting medical services and procedures performed by physician. 
 
The responsibility for the content of Blue Cross Blue Shield of Louisiana Medical Policy Coverage Guidelines is with 
Blue Cross and Blue Shield of Louisiana and no endorsement by the AMA is intended or should be implied.  The AMA 
disclaims responsibility for any consequences or liability attributable or related to any use, nonuse or interpretation of 
information contained in Blue Cross Blue Shield of Louisiana Medical Policy Coverage Guidelines.  Fee schedules, 
relative value units, conversion factors and/or related components are not assigned by the AMA, are not part of CPT, 
and the AMA is not recommending their use.  The AMA does not directly or indirectly practice medicine or dispense 
medical services.  The AMA assumes no liability for data contained or not contained herein.  Any use of CPT outside of 
Blue Cross Blue Shield of Louisiana Medical Policy Coverage Guidelines should refer to the most current Current 
Procedural Terminology which contains the complete and most current listing of CPT codes and descriptive terms. 
Applicable FARS/DFARS apply. 
 
CPT is a registered trademark of the American Medical Association. 
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Codes used to identify services associated with this policy may include (but may not be limited to) the following: 

Code Type Code 

CPT 95250, 95251 

HCPCS A9276, A9277, A9278, E0784, S1030, S1031 

ICD-9 Diagnosis 250.00 thru 250.93 

ICD-9 Procedure No codes  

 

Policy History 
Original Effective Date: 03/25/2002 
Current Effective Date: 06/18/2014 
03/21/2002 Medical Policy Committee review 
03/25/2002 Managed Care Advisory Council approval 
06/24/2002 Format revision. No substance change to policy. 
01/29/2004 Medical Director Review 
02/1720/04 Medical Policy Committee review. Format revision. No substance change to policy. 
02/23/2004 Managed Care Advisory Council approval 
02/01/2006 Medical Director review 
02/15/2006 Medical Policy Committee review. Format revisions. Rationale updated. 
02/23/2006 Quality Care Advisory Council approval 
07/07/2006 Format revision, including addition of FDA and or other governmental regulatory approval and 

rationale/source. Coverage eligibility unchanged 
03/14/2007 Medical Director review 
03/21/2007 Medical Policy Committee approval. Real time monitoring added to policy statement. Coverage 

eligibility unchanged. 
05/07/2008 Medical Director review 
05/21/2008 Medical Policy Committee approval. 72 hour continuous glucose monitoring now eligible for 

coverage with criteria. The word “Continuous” was removed from the title. 
12/03/2008 Medical Director review 
12/17/2008 Medical Policy Committee approval. Separated criteria into type I and type II diabetes in the 72  

Hour Glucose Monitoring coverage section. Added, “Type II diabetes in patients who are insulin 
dependent requiring three or more insulin injections per day.” to the 72 Hour Glucose Monitoring 
coverage section. Adopted BCBSA format, title and coverage for chronic continuous glucose 
monitoring as follows: Based on review of available data, the Company may consider continuous 
monitoring of glucose levels in interstitial fluid, including real-time monitoring, as a technique of 
diabetic monitoring, in the following situations to be eligible for coverage: 

 Patients with type 1 diabetes on an insulin pump with recurrent unexplained severe 
symptomatic hypoglycemia for whom hypoglycemia puts the patients or others at risk; or 

 Pregnant type 1 diabetics, when recurrent hypoglycemia cannot be resolved. 
11/04/2010 Medical Policy Committee approval 
11/16/2010 Medical Policy Implementation Committee approval. No change to coverage. 
11/03/2011 Medical Policy Committee approval 
11/16/2011 Medical Policy Implementation Committee approval. No change to coverage. Rationale rewritten. 
03/01/2012 Medical Policy Committee approval 
03/21/2012 Medical Policy Implementation Committee approval. Under the 72 hour glucose monitoring section, 

“Type 1” was removed and “as evidenced by four or more documented blood glucose checks per 
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day with fasting blood glucose levels often greater than or equal to 150 and/or hypoglycemic levels 
of less than or equal to 50 for at least a month” was also removed from patient selection criteria. 

09/06/2012 Medical Policy Committee approval 
09/19/2012 Medical Policy Implementation Committee approval. Patient Selection Criteria for both 72 hour and 

chronic continuous glucose monitoring revised. 
03/07/2013 Medical Policy Committee review 
03/20/2013 Medical Policy Implementation Committee approval. Added “requiring 3 or more insulin injections 

per day or are” to the first bullet for Chronic Continuous Glucose Monitoring criteria. 
06/05/2014 Medical Policy Committee review 
06/18/2014 Medical Policy Implementation Committee approval. Coverage eligibility unchanged. 
Next Scheduled Review Date: 06/2015 

 
*Investigational – A medical treatment, procedure, drug, device, or biological product is Investigational if the effectiveness has not 
been clearly tested and it has not been incorporated into standard medical practice. Any determination we make that a medical 
treatment, procedure, drug, device, or biological product is Investigational will be based on a consideration of the following: 

A. whether the medical treatment, procedure, drug, device, or biological product can be lawfully marketed without approval of 
the U.S. Food and Drug Administration (FDA) and whether such approval has been granted at the time the medical 
treatment, procedure, drug, device, or biological product is sought to be furnished; or 

B. whether the medical treatment, procedure, drug, device, or biological product requires further studies or clinical trials to 
determine its maximum tolerated dose, toxicity, safety, effectiveness, or effectiveness as compared with the standard means 
of treatment or diagnosis, must improve health outcomes, according to the consensus of opinion among experts as shown 
by reliable evidence, including: 

1. Consultation with the Blue Cross and Blue Shield Association technology assessment program (TEC) or other 
nonaffiliated technology evaluation center(s); 

2. credible scientific evidence published in peer-reviewed medical literature generally recognized by the relevant 
medical community; or 

3. reference to federal regulations. 
 

**Medically Necessary (or “Medical Necessity”) - Health care services, treatment, procedures, equipment, drugs, devices, items or 
supplies that a Provider, exercising prudent clinical judgment, would provide to a patient for the purpose of preventing, evaluating, 
diagnosing or treating an illness, injury, disease or its symptoms, and that are: 

A. in accordance with nationally accepted standards of medical practice; 
B. clinically appropriate, in terms of type, frequency, extent, level of care, site and duration, and considered effective for the 

patient's illness, injury or disease; and 
C. not primarily for the personal comfort or convenience of the patient, physician or other health care provider, and not more 

costly than an alternative service or sequence of services at least as likely to produce equivalent therapeutic or diagnostic 
results as to the diagnosis or treatment of that patient's illness, injury or disease. 

For these purposes, “nationally accepted standards of medical practice” means standards that are based on credible scientific 
evidence published in peer-reviewed medical literature generally recognized by the relevant medical community, Physician Specialty 
Society recommendations and the views of Physicians practicing in relevant clinical areas and any other relevant factors. 
 
‡ Indicated trademarks are the registered trademarks of their respective owners. 
 
NOTICE:  Medical Policies are scientific based opinions, provided solely for coverage and informational purposes. Medical Policies 
should not be construed to suggest that the Company recommends, advocates, requires, encourages, or discourages any particular 
treatment, procedure, or service, or any particular course of treatment, procedure, or service. 


