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Laboratories Regulated by CLIA 1967 and Laboratories Regulated by CLIA 1967 and 
CLIA 1988CLIA 1988

CLIACLIA’’6767 CLIACLIA’’8888 CLIACLIA’’8888
Laboratory TypeLaboratory Type NumberNumber %% NumberNumber %% NumberNumber %%

HospitalHospital 5,1205,120 92.592.5 8,8008,800 5.85.8 8,7008,700 4.14.1
IndependentIndependent 415415 7.57.5 5,7005,700 3.83.8 5,1005,100 2.52.5

Physician OfficePhysician Office -- 89,00089,000 58.858.8 108,700108,700 51.951.9
Nursing FacilityNursing Facility -- 13,00013,000 8.58.5 14,80014,800 7.17.1
Home HealthHome Health -- 7,2007,200 4.64.6 12,00012,000 5.75.7

Community ClinicCommunity Clinic -- 4,8004,800 3.23.2 6,6006,600 3.13.1
Dialysis FacilityDialysis Facility -- 1,9001,900 1.21.2 4,7004,700 2.22.2
PharmacyPharmacy -- 1,4001,400 0.90.9 3,7003,700 1.81.8
OtherOther -- 20,20020,200 13.213.2 45,00045,000 21.521.5

TotalTotal 5,5355,535 152,000152,000 209,500209,500

Prior to 1988 1994 2008



CMS DataCMS Data
Accredited Labs by Agency

TJC
2,640
(10%)

CAP
5,374
(20%)

COLA
7,009
(25%)

CMS
12,261
(45%)



Accreditation for Labs Accreditation for Labs 
Reporting Waived TestsReporting Waived Tests

CMS CMS –– 70%70%
COLA COLA –– 22%22%
Joint Commission Joint Commission –– 6%6%
CAP CAP –– 3%3%
AOA AOA –– 1%1%



Waived Test PerformanceWaived Test Performance
1994 1994 -- 20082008

Group A Strep AntigenGroup A Strep Antigen
Urinalysis pHUrinalysis pH
H. pyloriH. pylori
Fecal Occult BloodFecal Occult Blood
Sed RateSed Rate

1994, 2001, 2004, 20081994, 2001, 2004, 2008



Waived Test PerformanceWaived Test Performance
1994 1994 -- 20082008

Group A Strep Antigen

# Labs % Failure

1994 866 9.9
2001 1300 1.7
2004 3412 2.3
2008 4721 0.9



# Labs % Failure

1994 1055 4.8

2001 3600 0.1

2004 5087 0.2

2008 6365 0.6

Urinalysis pH



# Labs % Failure

1994 53 8.7

2001 760 1.3

2004 1098 0.9

2008 1248 1.8

H. pylori



# Labs % Failure

1994 N/A -

2001 3100 3.1

2004 4395 0.5

2008 5497 3.7

Fecal Occult Blood



# Labs % Failure

1994 N/A -

2001 1020 8.7

2004 1786 14.9

2008 2200 13.7

Sed Rate



ConclusionsConclusions

Failure rates 5 Failure rates 5 -- 10% in 199410% in 1994
0 0 -- 4% from 2001 4% from 2001 –– 2008 except Sed Rate2008 except Sed Rate
9 9 –– 15% Failures for Sed Rate15% Failures for Sed Rate



ObservationsObservations

Testing Sites are Office Labs, Clinics, and Testing Sites are Office Labs, Clinics, and 
POC Locations Within HospitalsPOC Locations Within Hospitals
Testing Personnel are PredominatelyTesting Personnel are Predominately
nonnon--Medical Technologists Medical Technologists 
Sed Rate Failures Higher than ExpectedSed Rate Failures Higher than Expected



Proficiency Testing FailuresProficiency Testing Failures

A Ten Year StudyA Ten Year Study

Laboratory Medicine, April 2007Laboratory Medicine, April 2007



Proficiency Testing Failures Proficiency Testing Failures 
1994 1994 –– 20042004

Selected Microbiology AnalytesSelected Microbiology Analytes

AnalyteAnalyte 1994 1994 
% Failures% Failures

2004 2004 
% Failures% Failures

N. gonorrhoeaeN. gonorrhoeae CultureCulture
Positive SpecimenPositive Specimen 23.323.3 6.06.0
Negative SpecimenNegative Specimen 7.87.8 0.60.6

Strep CultureStrep Culture
Positive SpecimenPositive Specimen 14.914.9 2.82.8
Negative SpecimenNegative Specimen 9.09.0 1.01.0

Urine CultureUrine Culture
Positive SpecimenPositive Specimen 35.035.0 7.37.3
Negative SpecimenNegative Specimen 6.16.1 1.91.9

Strep A AntigenStrep A Antigen 9.99.9 1.31.3



Proficiency Testing Failures Proficiency Testing Failures 
1994 1994 –– 20042004

Selected Quantitative AnalytesSelected Quantitative Analytes

AnalyteAnalyte CriteriaCriteria CDC (a)CDC (a) 1994 1994 
% Failures% Failures

2004 2004 
% Failures% Failures

CholesterolCholesterol ++ 10%10% 13.013.0 18.718.7 3.23.2

GlucoseGlucose ++ 10%10% 15.015.0 15.615.6 2.42.4

SodiumSodium ++ 4 mmol4 mmol 9.79.7 16.916.9 5.55.5

HDL CholesterolHDL Cholesterol ++ 30%30% 11.811.8 16.416.4 3.63.6

CreatinineCreatinine ++ 15%15% 8.38.3 5.75.7 2.42.4

HemoglobinHemoglobin ++ 30%30% 9.19.1 4.34.3 1.21.2

PotassiumPotassium ++ 0.5 mmol0.5 mmol 11.511.5 6.36.3 1.11.1

Prothrombin TimeProthrombin Time ++ 15%15% 6.76.7 12.112.1 3.23.2

a. CDC Study – 1994 Data (Stull et al., JAMA 1998:279; 463-467)



ConclusionsConclusions

Failure rates for all analytes studied have Failure rates for all analytes studied have 
declined over 10 years, but problem areas declined over 10 years, but problem areas 
exist (GC & Urine Cultures)exist (GC & Urine Cultures)

Continuing education is needed for Continuing education is needed for 
microbiology laboratories.microbiology laboratories.



ObservationsObservations

Sodium Grading Criteria Should Be Sodium Grading Criteria Should Be 
ReRe--evaluatedevaluated

PeerPeer--reviewed Publications From Other reviewed Publications From Other 
PT Providers WelcomePT Providers Welcome
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