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iestCategories

A Waived Tests

A Moderate Complexity

ests

I Provider Performed Microscopy Procedures

(PPMP)
A High Complexity Tests
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Regulatory,Requirements

A Waived Tests:

i 42 CFRS 493.15(e)(1)

AFo:l |, 0owi--manufacturersoé in
performing the test
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Regulatory,Requirements

A Non-Waived Tests (Moderate, PPMP,-and
High):

Proficiency Testing (42 CFR8 493.801)
Facility Administration (42 CFR8 493.1100)
General Systems(42 CFR8 493.1230)
Preanalytic Systems (42 CFR§ 493.1240)
Analytic Systems (42 CFR§ 493.1250)
Postanalytic Systems (42 CFR& 493.1290)
Personnel (42 CFRS 493.1351)
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Certificatefiypes

A Certificate of Waiver
I Walved
A Certificate of PPMP

I Waived, PPMP

A Cetrtificate of Compliance
I Waived, PPMP, Moderate, High

A Certificate of Accreditation
I Waived, PPMP, Moderate, High
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CLIACertification

Certificates ReEGIONIEX Natlon

waivec

Compliance
Accreditation
TOTAL
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Self-Determined Laborateny: Iypes

Types CA  [Region X INation

POL
Nursing Facility
Home Health Agency
Hospital
Community Clinic
Independent
Ambulatory Surgery Center

CAIS/




SITATISTICS
CLIACertification: ), ~ PO/

Certificates Nation - POL

Walved
PPMP
Compliance
Accreditation

TOTAL 108,907
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CLIACertitication .off Accreditation

Organization Nation
COLA 42%
CAP 35%
JC 21%
AABB 1%
ASHI 0.7%
AOA 0.3%
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A Survey approach remains educational, but
deficiencies identified are cited
I Laboratory has opportunity to correct
I Regulatory explanation &/or resources provided

A In 2006, GAO stated survey consistency concerns

A Training & guidance provided to surveyors
AfiMandatoryo citations deter
A Accelerated enforcement for repeat offenders

A Slight increases in citations occurred
I Due to mandatory citations & areas of training focus
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