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MLE 1999 vs. 2009MLE 1999 vs. 2009

Year 1999 2009

Total Enrollment 3000 2900

International 0 400



1999 Top 5 Waived Modules by Enrollment1999 Top 5 Waived Modules by Enrollment

1.1. Whole Blood GlucoseWhole Blood Glucose

2.2. Urinalysis dipstick and hCGUrinalysis dipstick and hCG

3.3. Fecal Occult BloodFecal Occult Blood

4.4. HemoCue Glucose/HemoglobinHemoCue Glucose/Hemoglobin

5.5. Strep A Antigen DetectionStrep A Antigen Detection



2009 Top 5 Waived Modules by Enrollment2009 Top 5 Waived Modules by Enrollment

1.1. Urinalysis Dipstick (no change)Urinalysis Dipstick (no change)

2.2. Urine hCG (10% increase)Urine hCG (10% increase)

3.3. Fecal Occult Blood (50% increase)Fecal Occult Blood (50% increase)

4.4. Glycohemoglobin* (18% decrease)Glycohemoglobin* (18% decrease)

5.5. Strep A Antigen Detection (140% increase)Strep A Antigen Detection (140% increase)

*Only 1 Waived platform available in 1999 (DCA 2000)*Only 1 Waived platform available in 1999 (DCA 2000)



Modules Selected for ComparisonsModules Selected for Comparisons

HemoCue Module (Hemoglobin/Glucose)HemoCue Module (Hemoglobin/Glucose)

Rapid Antigen Detection (Strep A)                    Rapid Antigen Detection (Strep A)                    
(2 challenge)(2 challenge)

Whole Blood Glucose Module (2 challenge)Whole Blood Glucose Module (2 challenge)



HemoCue Module HemoCue Module –– Lab ComplexityLab Complexity

Year N Waived Non-Waived PPM
1999 142 21% 52% 27%
2009 159 22% 64% 14%



Rapid Strep A Antigen Detection Module Rapid Strep A Antigen Detection Module ––
Lab ComplexityLab Complexity

Year N Waived Non-Waived PPM
1999 124 18% 63% 19%
2009 297 21% 61% 13%



Whole Blood Glucose Module Whole Blood Glucose Module ––
Lab ComplexityLab Complexity

Year N Waived Non-Waived PPM
1999 259 21% 61% 18%
2009 231 26% 60% 14%



HemoCue Module HemoCue Module –– Type of Waived LaboratoryType of Waived Laboratory

19991999 20092009



Rapid Strep A Antigen Detection Module Rapid Strep A Antigen Detection Module ––
Type of Waived LaboratoryType of Waived Laboratory

19991999 20092009



Whole Blood Glucose Module Whole Blood Glucose Module –– Type of Waived Type of Waived 
LaboratoryLaboratory

19991999 20092009



HemoCue Module HemoCue Module –– POL SpecialtyPOL Specialty

19991999 20092009



Rapid Strep A Antigen Detection Module Rapid Strep A Antigen Detection Module ––
POL SpecialtyPOL Specialty

19991999 20092009



Whole Blood Glucose Module Whole Blood Glucose Module –– POL SpecialtyPOL Specialty

19991999 20092009



Waived labs in States with Laboratory Waived labs in States with Laboratory 
Facility RegulationsFacility Regulations

1999 2009
HemoCue Module 50% 66%
Rapid Strep A Antigen Detection Module 59% 53%
Whole Blood Glucose Module 73% 69%



Accreditation Participation Accreditation Participation –– Waived Labs Waived Labs 
HemoCue ModuleHemoCue Module

19991999 20092009



Accreditation Participation Accreditation Participation –– Waived Labs Waived Labs 
Rapid Strep A Antigen Detection ModuleRapid Strep A Antigen Detection Module

19991999 20092009



Accreditation Participation Accreditation Participation –– Waived Labs Waived Labs 
Whole Blood Glucose ModuleWhole Blood Glucose Module

19991999 20092009



HemoCue Module HemoCue Module –– Waived vs. NonWaived vs. Non--waived waived 
performance performance -- HemoglobinHemoglobin

1999 Passing Percentage1999 Passing Percentage 2009 Passing Percentage2009 Passing Percentage



HemoCue Module HemoCue Module –– Waived vs. NonWaived vs. Non--waived waived 
performance performance -- HemoglobinHemoglobin

1999 Passing Percentage1999 Passing Percentage 2009 Passing Percentage2009 Passing Percentage



HemoCue Module HemoCue Module –– Waived vs. NonWaived vs. Non--waived waived 
performance performance -- GlucoseGlucose

1999 Passing Percentage1999 Passing Percentage 2009 Passing Percentage2009 Passing Percentage



HemoCue Module HemoCue Module –– Waived vs. NonWaived vs. Non--waived waived 
performance performance -- GlucoseGlucose

1999 Passing Percentage1999 Passing Percentage 2009 Passing Percentage2009 Passing Percentage



Rapid Strep A Antigen Detection Module Rapid Strep A Antigen Detection Module ––
Waived vs. NonWaived vs. Non--waived performancewaived performance

1999 Passing Percentage1999 Passing Percentage 2009 Passing Percentage2009 Passing Percentage



Rapid Strep A Antigen Detection Module Rapid Strep A Antigen Detection Module ––
Waived vs. NonWaived vs. Non--waived performancewaived performance

1999 Passing Percentage1999 Passing Percentage 2009 Passing Percentage2009 Passing Percentage



Whole Blood Glucose Module Whole Blood Glucose Module –– Waived vs. Waived vs. 
NonNon--waived performancewaived performance

1999 Passing Percentage1999 Passing Percentage 2009 Passing Percentage2009 Passing Percentage



Whole Blood Glucose Module Whole Blood Glucose Module –– Waived vs. Waived vs. 
NonNon--waived performancewaived performance

1999 Passing Percentage1999 Passing Percentage 2009 Passing Percentage2009 Passing Percentage



Quantitative Comparison 2002 Quantitative Comparison 2002 
CoaguChek S Waived vs. ModerateCoaguChek S Waived vs. Moderate

WPT-6  2002 Prothrombin Time N Mean SD CV Median

Roche CoaguChek S 39 24.85 2.12 8.6 24.9

Roche CoaguChek S – moderate 25 26.15 2.75 10.5 25.5

WPT-7  2002 Prothrombin Time N Mean SD CV Median

Roche CoaguChek S 38 15.19 1.24 8.2 15.2

Roche CoaguChek S – moderate 25 15.10 0.70 4.6 15.0



Quantitative Comparison 2009 Quantitative Comparison 2009 
CoaguChek S Waived vs. ModerateCoaguChek S Waived vs. Moderate

WPT-6  2009 Prothrombin Time N Mean SD CV Median

Roche CoaguChek S 56 21.40 1.52 7.1 21.1

Roche CoaguChek S – moderate 23 21.46 1.66 7.7 21.4

WPT-7  2009 Prothrombin Time N Mean SD CV Median

Roche CoaguChek S 56 13.39 0.82 6.1 13.3

Roche CoaguChek S – moderate 26 13.69 0.70 5.1 13.6



Quantitative Comparison 2002 vs 2009Quantitative Comparison 2002 vs 2009
CoaguChek S WaivedCoaguChek S Waived

WPT-6   Prothrombin Time  N Mean SD CV Median

Roche CoaguChek S 2002 39 24.85 2.12 8.6 24.9

Roche CoaguChek S 2009 56 21.40 1.52 7.1 21.1

WPT-7  Prothrombin Time N Mean SD CV Median

Roche CoaguChek S 2002 38 15.19 1.24 8.2 15.2

Roche CoaguChek S 2009 56 13.39 0.82 6.1 13.3



Quantitative Comparison 2002 vs 2009Quantitative Comparison 2002 vs 2009
CoaguChek S ModerateCoaguChek S Moderate

WPT-6   Prothrombin Time  N Mean SD CV Median
Roche CoaguChek S –
moderate 2002 25 26.15 2.75 10.5 25.5

Roche CoaguChek S –
moderate 2009 23 21.46 1.66 7.7 21.4

WPT-7   Prothrombin Time N Mean SD CV Median
Roche CoaguChek S –
moderate 2002 25 15.10 0.70 4.6 15.0

Roche CoaguChek S –
moderate 2009 26 13.69 0.70 5.1 13.6
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