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Topics for Discussion

A Types of CLIA certificates and Florida Clinical
Laboratory licenses

A Application process for CLIA certification and
Florida Clinical Lab Licensure

A General requirements for clinical laboratories
A CLIA requirements
A State of Florida requirements

A Overview of 483.245 F.S. and 596020(14) and
59A-7.037 F.A.C. regarding Rebates prohibited



CLIA History

A CLIA (Clinical Laboratory Improvement
Amendments)

A Passed by Congress in 1988 following false
negative Pap smear readings

A Objective Is to ensure quality laboratory testin

A About 200,000 CLIA labs in the U.S.:
15,000 in Florida



Do | need both a CLIA Certificate
and Florida Clinical Laboratory
License?

A Need both, a CLIA certificate and Florida license
for nonwaived testing if you meet the definition of
a lab

A Need only federal CLIA Certificate of Waiver for
waived lab testing. Only certain tests and test Kits
are classified as owal V¢

A CLIA Internet site listing waived tests:

A http://www.cms.gov/CLIA/10_Categorization
of Tests.asp




Definition of a Lab

A A lab Is any facility performing testing on
human specimens for diagnosis, prevention,
treatment of disease, or assessment of health

A Not needed Iho laboratory tests are done In
your office and all specimens are sent out for
testing.



How are Medicare & Medicaid
reimbursement for lab tests related to
CLIA?

A Clinical laboratories must be properly
certified to receive Medicare or Medicaid
payments.

A The CLIA program does not have direct
responsibilities for Medicare or Medicaid.



AHCA

The Agency for Health Care Administration
(AHCA) handles both the CLIA certification
program for Florida and the Florida licensure
for clinical Laboratories. AHCA does not
handle billing.

Internet site for AHCA:
http://ahca.myflorida.com




