
        Blood Glucose Monitoring Memorandum 
Based on the CMS S&C Memorandum 15-11, hospitals that use glucose monitoring devices for 
purposes or in populations beyond the FDA approved “Intended Use” or “Limitations” stated in 
the manufacturer’s package insert are engaging in off-label use and default to CLIA high-
complexity.  

East Jefferson General Hospital’s current glucose meter manufacturer’s instructions state: “The 
performance of this system has not been evaluated in the critically ill”. 

In response to this limitation, the Whole Blood Glucose Testing policy GCM-8 has been revised 
(Revision date 5/21/15) with the following precautions: 

a. Per manufacturer recommendation POC glucose meter testing is performed only on 
NON-CRITICALLY ILL patients. 

b. We DO NOT offer capillary glucose testing by glucose meter for patients who are 
critically ill because capillary blood may not reflect intravenous glucose levels. 

c. Critical illness is defined by a complex set of variables interpreted by the patient’s 
treating physician.  It is in the patient’s best interest that his or her physician 
determines if the patient is critically ill at the time of test order.  If so, venous glucose 
testing would be more appropriate in that situation. 

NOTE: The definition of “critically ill” is not well established or uniformly accepted in 
the current available evidence-based medical literature.  There are a number of 
reasons for this, not the least of which is that the variables that contribute to “critical 
illness” are not static and vary in different patient populations (determined by sex, age, 
comorbid illnesses, and a host of other factors).  Also, “critical illness” can be a 
somewhat ephemeral clinical situation that can change quickly (e.g. a patient in the ICU 
may be severely hypotensive at 2:00a.m. but normotensive at 8:00a.m.).  Therefore, 
we feel strongly that the definition of critical illness is not a blood pressure or 
hematocrit.  Critical illness is defined by a complex set of variables interpreted by the 
patient’s treating physician. 

d. The medical staff and nursing have been actively educated that per manufacturer’s 
instructions the meter is not intended for use with capillary blood specimens for 
critically ill patients and that the test is no longer offered at our hospital for these 
patients.  It has been thoroughly discussed with members of the medical staff, the 
hospital Medical Director, and the Medical Executive Committee.  It has been the 
subject of a hospital Grand Rounds CME presentation and discussed and presented in 
meetings with nursing. 



e. The following comment accompanies POC glucose meter results and serves as an 
ongoing reminder emphasizing to our doctors that capillary glucose testing on critically 
ill patients may not be reliable and should not be ordered or relied upon in critically ill 
patients. This comment is not intended to be an “after the fact” response to an 
inappropriately performed test. 

“Point of Care glucose testing should not be used for patients who are critically ill 
because capillary blood may not accurately reflect intravenous glucose levels.   
Determining the status of critically ill patients and appropriateness of glucometer point 
of care capillary testing is the responsibility of the treating physician.  Reliability of 
glucometer testing is questionable in critically ill patients with certain conditions such 
as heart failure, hypothermia, on two or more vasopressors, hematocrit <10% or >65%,  
and peripheral circulatory disease. Venous glucose testing by the laboratory should be 
considered if clinically indicated.” 

f. CAP standard COM.40250 states “Manufacturer Instructions: The laboratory follows 
manufacturer instructions or provides documentation of validation if the test has been 
modified.”  We DO NOT offer capillary glucose testing by glucose meter for patients 
who are critically ill.  This use of POC glucose testing is NOT “off-label”, conforms to 
manufacturer recommendations and rules for waived testing, and requires no 
additional validation studies. 
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