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CLIA 1966

Laloeratenes Regulateai by CLIA 1967 and

Prior to 1988 1994 2008
CLIA’67 CLIA’88 CLIA’88
Laberatory Type Number % Number % Number %
Hospital 5,120 02.5 8,800 5.8 8,700 4.1
Independent 415 7.5 5,700 3.8 5,100 2.5
Physician Office - 89,000 58.8 108,700 51.9
Nursing Facility - 13,000 8.5 14,800 7.1
Home Health - 7,200 4.6 12,000 S
Community Clinic - 4,800 3.2 6,600 3.1
Dialysis Facility - 1,900 1.2 4,700 2.2
Pharmacy - 1,400 0.9 3,700 1.8
Other - 20,200 13.2 45,000 21.5
Total 5,535 152,000 209,500




CMS Data

Accredited Labs by Agency

TJC
2,640
(10%)

COLA
7,009
(25%)



Accreditation for Lalbs
Reporting Waived Tests

* CMS — 70%

*« COLA — 22%

« Joint Commission — 6%
« CAP — 3%

« AOA — 1%



Waived Test Performance
1994 - 2008

« Group A Strep Antigen
« Urinalysis pH

« IH. pylori

« Fecal Occult Blood

« Sed Rate

1994, 2001, 2004, 2008



Waived Test Performance
1994 - 2008

Group A Strep Antigen

# Labs % Fallure

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



Urinalysis pH

1994
2001
2004
2008

# Labs

1055
3600
5087
6365

% Faitlure

4.8
0.1
0.2
0.6



H. pylori

1994
2001
2004
2008

# Labs

53
760
1098
1248

% Faillure

8.7
1.3
0.9
1.8



Fecal Occult Blood

# Labs
1994 \JFAN
2001 3100
2004 4395
2008 5497

% Fallure
3.1
0.5
3.7



Sed Rate

1994
2001
2004
2008

# Labs
N/A
1020
1786
2200

% Fallure
8.7
14.9
13.7



Conclusions

« Fallure rates 5 - 10% I1n 1994
« 0- 4% from 2001 — 2008 except Sed Rate
« 9 — 159 [Faillures for Sed Rate



Ohbservations

* Jlesting Sites are Office LLabs, Clinics, and
POC Locations Within Hospitals

« Jlesting Personnel are Predominately
non-Medical Technologists
« Sed Rate Failures Higher than Expected

AN



Proeficiency: llesting Failures

A Ten Year Study

Laboratery Medicine, April 2007



Proficiency Testing Failures

1994 — 2004
Selected Microbiolegy Analytes
1994 2004
Analyte _ :
% Failures | % Failures
N. gonorrhoeae Culture
Positive Specimen 23.3 6.0
Negative Specimen 7.8 0.6
Strep Culture
Positive Specimen 14.9 2.8
Negative Specimen 9.0 1.0
Urine Culture
Positive Specimen 35.0 7.3
Negative Specimen 6.1 1.9
Strep A Antigen 9.9 1.3




Proficiency Testing Failures

1994F— 2004
Selected Quantitative Analytes
Analyte Criteria CDC (a) % Fl:i?jres % s;?jres
Cholesterol + 10% 13.0 18.7 3.2
Glucose + 10% 15.0 15.6 2.4
Sodium + 4 mmol 0.7 16.9 5.5
HDL Cholesterol + 30% 11.8 16.4 3.6
Creatinine + 15% 8.3 5.7 2.4
Hemoglobin + 30% 0.1 4.3 1.2
Potassium + 0.5 mmol 11.5 6.3 1.1
Prothrombin Time + 15% 6.7 12.1 3.2

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




Conclusions

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

« Continuing education Is needed for
microbiology laboratories.

AN



Ohbservations

« Sedium Grading Criteria Should Be
Re-evaluated

« Peer-reviewed Publications From Other
P Providers Welcome
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