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CLIA
Test Categories

ÅWaived Tests

ÅModerate Complexity Tests

ïProvider Performed Microscopy Procedures 
(PPMP)

ÅHigh Complexity Tests
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CLIA
Regulatory Requirements

ÅWaived Tests:

ï42 CFR § 493.15(e)(1)

ÅFollow manufacturersô instructions for 
performing the test
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CLIA
Regulatory Requirements

ÅNon-Waived Tests (Moderate, PPMP, and 
High):

ïProficiency Testing (42 CFR § 493.801)

ïFacility Administration (42 CFR § 493.1100)

ïGeneral Systems (42 CFR § 493.1230)

ïPreanalytic Systems (42 CFR § 493.1240)

ïAnalytic Systems (42 CFR § 493.1250)

ïPostanalytic Systems (42 CFR § 493.1290)

ïPersonnel (42 CFR § 493.1351)
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CLIA
Certificate Types

ÅCertificate of Waiver
ïWaived

ÅCertificate of PPMP
ïWaived, PPMP

ÅCertificate of Compliance
ïWaived, PPMP, Moderate, High

ÅCertificate of Accreditation
ïWaived, PPMP, Moderate, High
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STATISTICS
CLIA Certification

Certificates CA Region IX Nation

Waived 13,317 67% 17,773 67% 141,585 66%

PPMP 3,625 18% 4,818 18% 39,630 18%

Compliance 1,523 8% 2,049 8% 20,302 9%

Accreditation 1,341 7% 1,783 7% 16,171 7%

TOTAL 19,806 26,423 217,688

CLIA
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STATISTICS
Self -Determined Laboratory Types

CLIA

Types CA Region IX Nation

POL 57% 57% 52%

Nursing Facility 6% 5% 7%

Home Health Agency 5% 5% 6%

Hospital 3% 4% 4%

Community Clinic 4% 4% 3%

Independent 2% 2% 2%

Ambulatory Surgery Center 3% 3% 2%
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STATISTICS
CLIA Certification - POL

CLIA

Certificates Nation - POL

Waived 55,500 51%

PPMP 33,800 31%

Compliance 13,100 12%

Accreditation 6,500 6%

TOTAL 108,907
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STATISTICS
CLIA Certification of Accreditation

CLIA

Organization Nation

COLA 42%

CAP 35%

JC 21%

AABB 1%

ASHI 0.7%

AOA 0.3%
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ÅSurvey approach remains educational, but 
deficiencies identified are cited
ïLaboratory has opportunity to correct

ïRegulatory explanation &/or resources provided

ÅIn 2006, GAO stated survey consistency concerns

ÅTraining & guidance provided to surveyors

ÅñMandatoryò citations determined

ÅAccelerated enforcement for repeat offenders

ÅSlight increases in citations occurred
ïDue to mandatory citations & areas of training focus


