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Two Separate Issues  

1. HbA1c for diagnosis 

2. HbA1c point-of-care testing 



WHO: Use of HbA1c in the  
Diagnosis of Diabetes Mellitus 

 
The WHO Consultation concluded that HbA1c  
can be used as a diagnostic test for diabetes, 

 provided that stringent quality assurance tests are in 
 place and assays are standardized… 

and there are no conditions present  
which preclude its accurate measurement 

Quality of Evidence is moderate 
Strength of Recommendation is conditional 

WHO/NMH/CHP/CPM/11.1, 2011 



NHANES III 

Prevalence of Retinopathy by Deciles 
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HbA1C 5.1 5.2 5.4 5.5 5.6 5.7 5.9 6.2 

FPG (mg/dl) 90 93 96 98 101 104 109 120 

2hPG (mg/dl) 86 94 102 112 120 133 154 195 

Hb = Hemoglobin; FPG = Fasting plasma glucose; Adapted from: The Expert Committee on the 
Diagnosis and Classification of Diabetes Mellitus. Diabetes Care. 1997;20:1183-1197 



A1c Diagnosis of Diabetes in ARIC and 
NHANES III (n=14,176) 

Selvin et al.  Diabetes Care 34:84, 2011 



A1c versus Fasting Glucose in Obese 
Children and Adolescents 

Nowicka, et al.  Diabetes Care 34:1306, 2011 



Sensitivity and Specificity of A1c in 
Arabs 

Pinelli et al.  JCEM 96:e1680, 2011 



ROC Curve for A1c and Fasting 
Glucose in Chinese 

Zhou et al.  Diabetes Care 33:545, 2010 

Men Women 

Sensitivity =  64.4%      Specificity = 61.6% Sensitivity =  62.3%      Specificity = 63.3% 





American Diabetes Association 
Standards of Care - 2010 

“It is important to take age, race/ethnicity,  
and anemia/hemoglobinopathies into 

 consideration when using the HbA1c to  
diagnose diabetes.” 



Two Separate Issues  

1. HbA1c for diagnosis 

2. HbA1c point-of-care testing 



American Diabetes Association 
Standards of Care - 2006 

“Use of point of care testing for HbA1c allows 
for timely decisions on therapy changes, when 

needed.” 





American Diabetes Association 
Standards of Care - 2010 

First recommended the use of HbA1c testing 
 for diagnosis, but “Point of care HbA1c assays 

are not sufficiently accurate at this time 
to use for diagnostic purposes”  



American Diabetes Association 
Standards of Care - 2012 

“Point of care HbA1c, for which proficiency  
testing is not mandated, are not sufficiently 

accurate at this time for diagnostic purposes.” 



American Diabetes Association 
Standards of Care - 2014 

“Although point of care HbA1c assays  
may be NGSP certified, proficiency testing 
 is not mandated for performing the test, 

so use of these assays for diagnostic purposes 
could be problematic and is not recommended.” 



American Diabetes Association 
Standards of Care - 2016 

“Although point of care HbA1c assays may 
be NGSP certified, proficiency testing 

Is not mandated for performing the test,  
so use of point of care assays for diagnostic 

 purposes  is not recommended.” 







American Diabetes Association 
Standards of Care - 2016 

“Community testing outside a healthcare setting 
is not recommended because people with 

positive tests may not seek, or have access to, 
appropriate follow-up testing and care. 

community testing may also be poorly targeted; 
i.e., it may fail to reach the groups most at risk  
and inappropriately test those at very low risk  

or even those who have already been diagnosed." 



American Diabetes Association 
Standards of Care - 2016 

“Although point of care HbA1c assays may 
be NGSP certified, proficiency testing 

Is not mandated for performing the test,  
so use of point of care assays for diagnostic  

purposes is not recommended.” 
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