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NACB: Guidelines and Recommendations for Laboratory Analysis in the Diagnosis and Management of Diabetes Mellitus


         David B. Sacks, David E. Bruns, David E. Goldstein, Noel K. Maclaren, Jay M. McDonald, Marian  Parrott


Table 1:  Classification of Diabetes Mellitus*


I. Type 1 diabetes

      A.  Immune mediated

B.  Idiopathic

II. Type 2 diabetes

III. Other specific types

A.  Genetic defects of (-cell function

B.  Genetic defects in insulin action

C.  Diseases of the exocrine pancreas

D.  Endocrinopathies

            E.  Drug- or chemical-induced 

            F.  Infections

            G. Uncommon forms of immune-mediated diabetes

      H. Other genetic syndromes sometimes associated with diabetes

 IV.      Gestational diabetes mellitus


*From ADA (1)
Table 2:  ADA Evidence Grading System for Clinical Practice Recommendations

	Level of evidence
	Description

	A


	Clear evidence from well conducted, generalizable, randomized controlled trials that are adequately powered including:

 E        Evidence from a well-conducted multicenter trial

· Evidence from a meta-analysis that incorporated quality ratings in                

· the analysis

· Compelling non-experimental evidence, i.e., “all or none” rule           developed by Center for Evidence Based Medicine at Oxford*

	
	Supportive evidence from well-conducted randomized controlled trials that are adequately powered including:

· Evidence from a well-conducted trial at one or more institutions

· Evidence from a meta-analysis that incorporated quality ratings in     

· the analysis

	B
	Supportive evidence from well-conducted cohort studies

· Evidence from a well-conducted prospective cohort study or registry

· Evidence from a well-conducted prospective cohort study

· Evidence from a well-conducted meta-analysis of cohort studies

	
	Supportive evidence from a well-conducted case-control study

	C
	Supportive evidence from poorly controlled or uncontrolled studies

· Evidence from randomized clinical trials with one or more major or    

· three or more minor methodological flaws that could invalidate the     

· results

· Evidence from observational studies with high potential for bias     

· (such as case series with comparison to historical controls)

· Evidence from case series or case reports

	
	Conflicting evidence with the weight of evidence supporting the recommendation

	E                     
	Expert consensus or clinical experience


*Either all patients died prior to therapy and at least some survived with therapy, or some patients died without therapy and none died with therapy.  Example:  use of insulin in the treatment of diabetic ketoacidosis. 

	Table 3:  WHO Criteria for Interpreting 2 h OGTT*



	
	0 h
	2 h

	Impaired Fasting

Glucose
	> 6.1 mmol/L (110 mg/dL) < 7.0 (126)
	< 7.8 (140)

	Impaired

Glucose tolerance 
	< 7.0  (126)
	> 7.8 (140) - < 11.1 (200)

	Diabetes
	> 7.0 (126)
	> 11.1 (200)


*Any single abnormal value should be repeated on a separate day.

	Table 4:  Criteria for interpreting 100-g Oral Glucose Tolerance Test



	
	mmol/L
	                 mg/dL

	Fasting
	5.3
	                   95

	1 h
	10.0
	                 180

	2 h
	8.6
	                 155

	3 h
	7.8
	                 140

	The test should be done in the morning after an overnight fast of between 8 and 14 h and after at least 3 days of unrestricted diet (( 150 g carbohydrate per day) and unlimited physical activity.  The subject should

be seated and should not smoke throughout the test.


Table  5:  Minimally and Non-invasive Methodology for in Vivo Glucose Monitoring*
	

	
1. Transcutaneous needle-type enzyme electrodes

2. Totally implanted sensors


            (    Enzyme electrodes


            (    Near infrared fluorescence-based

3.  Sampling technologies

            (   Microdialysis

            (   Reverse iontophoresis

4. Non-invasive technologies

            (   Near infrared spectroscopy

            (   Light scattering

            (   Photoacoustic spectroscopy




*From Pickup et al. (91)
Table 6: Lifetime Risk of Type 1 Diabetes in First-Degree Relatives*

(proband diagnosed before age 20) 


       Relative
Risk (%)

Parents
2.2 ( 0.6%

Children
5.6 ( 2.8%

Siblings
6.9 ( 1.3%

   HLA non-identical sib
         1.2%


   HLA haploidentical sib
         4.9%

   HLA identical sib
       15.9%

            Identical twin
       30-40%

General population 
          0.3%

*From Harrison (205)
Table 7: Definitions of Microalbuminuria and Clinical Albuminuria*

	
	mg/24 h
	ug/min
	ug/mg creatinine

	Normal
	< 30
	<20
	< 30

	Microalbuminuria
	30-300
	20-200
	30-300

	Clinical albuminuria†
	>300
	>200
	>300


    †Also called “overt nephropathy”
                          *From ADA (14)
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