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Feature

Auditing CLIA Compliance:  
A Quick Overview 
By Frank Giancola

Clinical Laboratory Improvement 
Amendments Background 

As a result of inaccurate Pap smear 
test complaints in the 1980s, 

Congress passed the Clinical Laboratory 
Improvement Amendments (CLIA) 
of 1988. The intent of this legislation 
was to ensure the reliability of human 
laboratory testing. The CLIA had its 
greatest influence on large, independent 
laboratories and centralized laboratories, 
but it also affected small, physician office 
laboratories. Congress designated the 
responsibility for regulating laboratories 
to the Center for Medicare and Medicaid 
Services (CMS) even if the laboratory 
only performs tests paid by private 
insurance. 

CMS also works with the Federal Drug 
Administration (FDA) and Centers 
for Disease Control and Prevention 
(CDC) in implementing CLIA. There 
are approximately 220,000 laboratories 
registered in the CLIA program. 
According to CMS, the implementation 
of CLIA has resulted in a significant 
reduction in test quality deficiencies.  

How it works

Regulation of laboratories under CLIA 
is based upon the complexity of testing 
involved. 

Waived Tests. (See 42 CFR 493.15). The 
first level of CLIA certification is for 
Waived Tests which are covered under 
a Certificate of Waiver. These tests 
use methods that are very simple and 
accurate and where there is a negligible 
chance of erroneous results. If the test is 
performed incorrectly there is no potential 
for harm to the patient. These are the 
over-the-counter kinds of tests the FDA 
has authorized for use at home. 

Less than one percent of all laboratory 
tests are considered Waived Tests. 
Laboratories that perform only these tests 
are not inspected, unless complaints have 
been received, however they may be the 
recipient of random testing to determine 
whether they are performing only Waived 
Tests. Each year CMS conducts these 
random on-site reviews, which are more 
educational in nature, for two percent 
of laboratories that have been issued 
Certificates of Waivers.  

Provider Performed Microscopy. (See 42 CFR 
493.19.) Originally referred to as Moderate 
Complexity, the name has been changed 
to Provider Performed Microscopy. A 
test in this classification includes the 
following requirements:

• The examination must be performed 
by a physician or by mid-level 
practitioners, who are employees of 
the practice, on a specimen obtained 
from the provider’s patient or a 
patient of the group practice, during 
the patient visit.

• The test must be in the moderately 
complex category.

• The primary instrument for the 
test must be a microscope limited 
to bright-field or phase-contrast 
microscopy.

• The specimen must be labile and a 
testing delay could compromise the 
accuracy of the test.

• Control materials are not available to 
monitor the entire testing process.

• Limited specimen handling is 
required.

Laboratories performing PPM and 
complex tests face much more 
stringent regulatory oversight. They 
are required to verify the accuracy of 
test results at least two times per year. 
In addition, laboratories must meet all 
applicable requirements of participation 
in proficiency testing, patient test 
management, quality control and quality 
assurance. The Certificate for Provider-
Performed Microscopy Procedures 
(PPMP) allows a laboratory to perform 
cytology procedures.  

Tests of moderate and high complexity (see 
42 CFR 493.20 and 493.25). A Certificate 
of Compliance (COC) or Accreditation 
(COA) allows laboratories to perform tests 

Executive Summary

The Clinical Laboratory Improvement Amendments (CLIA) is the main Federal 
regulatory oversight of human laboratory testing in the United States. CLIA has 
changed laboratory testing over the last 20 years, requiring increased rigor in testing 
processes and accuracy. 

Although typically an area of focus for insurers rather than providers, this 
regulatory process has implications for the coding and billing areas in addition 
to certification. All providers of laboratory services must be aware of the general 
compliance and coding implications of CLIA. An audit of CLIA compliance can be 
both expeditious and mitigate future billing and regulatory headaches.
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ranging from moderate to high complexity. 
For these more robust laboratories, 
human resource, testing, and monitoring 
standards must be established. They must 
also undergo an inspection biennially. 
These inspections are performed by either 
CMS directly, or state- or CMS-approved 
private testing agencies. 

Each of three levels of testing has 
corresponding lists of permitted tests 
that can be performed by the laboratory. 
All laboratories subject to CLIA must 
register with the Department of Health 
and Human Services and pay for a CLIA 
certificate. Sanctions for regulatory 
violations can be severe. They range from 
notification for immediate correction to 
financial penalties to exclusion from the 
Medicare program.

There are some other nuances regarding 
CLIA worth noting. Laboratory workers 

can file complaints with CMS, which can 
then lead to such complaints becoming a 
focus during a CLIA biennial inspection. 

Laboratories providing “Direct Access 
Testing” (DAT) to individuals, without 
a physician’s request, also need to 
follow CLIA regulations. There is a 
rapid response process that CMS can 
conduct under CLIA, if a laboratory has 
significant, publicized testing problems. 

All providers of laboratory services must 
have a CLIA certificate. For an individual 
provider office only performing the 
most basic laboratory tests, achieving 
CLIA certification is not onerous. But 
a healthcare system with multiple 
laboratories and practitioners over a 
large geographic area will find the CLIA 
administration becomes more complex. 

What to look for in a CLIA audit

The first step in a CLIA audit is to 
determine whether corporate-wide CLIA 
policies and procedures exist. When 
policies do exist they should be used as 
the standard to audit against. But you 
also want to think beyond the policies 
and look for what may be missing or 
not addressed. One way a CLIA policy 
and procedure may be lacking is by not 
addressing the complexity of laboratory 
testing that is conducted. Another 
example is if the policy fails to address 
who is conducting the laboratory testing 
in your healthcare system. 

After a policy and procedure review is 
conducted, identify which entities in your 
healthcare organization are performing 
and billing for laboratory procedures. 
If you are auditing a large laboratory 
service with multiple locations, ensure 
that each location has an up-to-date 
CLIA certification.  If you are auditing a 
hospital system, ensure that your central 
and peripheral laboratory testing sites 
have an appropriate CLIA certification. 

In addition, determine if any providers 
are billing and coding for laboratory 
services under his/her name and National 
Provider Identification (NPI) number. 
Technically, this would require the 
provider to have his or her own separate 
CLIA certification, distinct from the 
hospital system. This could become quite 
problematic if these providers have been 
submitting complex laboratory claims, 
but lack the requisite CLIA certification.

Coding and billing concerns

Another set of steps that can be conducted 
for a CLIA audit is evaluating laboratory 
coding. As previously mentioned, there 
are three levels of CLIA certification, from 
waived to complex. Each level of CLIA 
certification allows for certain tests to be 
performed by the laboratory. 

For example, the Certificate of Waiver 
only allows a provider to conduct simple 
tests (roughly 80 pre-manufactured 
laboratory tests). In contrast, a CLIA 
Certification of Compliance or 
Accreditation allows a laboratory or a 
provider to conduct more than a thousand 
moderate to complex tests. 

For each CLIA certification level, 
CMS publishes a corresponding list of 
laboratory procedures with Current 
Procedural Terminology (CPT) codes. 
Often a complex and waived test will 
have the same CPT code; the only 
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difference is the “QW” modifier that 
designates a waived test.

Your audit should select a sample of 
laboratory billed claims. This sample 
should include a range of claims or claim 
lines for CLIA laboratory procedures 
that are categorized as PPM, moderate, 
or complex. This universe can be further 
divided by provider-type. For example, 
if you are auditing for a health system, 
eliminate claims that come from the 
central health system laboratory site. Most 
likely, the centralized laboratory has a 
higher CLIA certification level, allowing it 
to perform any type of laboratory test. 

Focus on lab procedures that are billed by 
individual providers, in the health system 
with their own NPI number. These claims 
should be traced back to the provider who 
conducted the procedures. Ensure that 

the given provider has the appropriate 
CLIA certification level to perform the 
laboratory test. 

Conceivably, Medicaid, Medicare, or 
a private insurer could reject the claim 
if submitted by a provider lacking the 
appropriate CLIA certification level. You 
may often find the issue of a provider 
billing for a waived-test but forgetting 
to add the “QW” modifier. Without the 
modifier this indicates the test was a 
moderate to complex laboratory procedure.  

Summary

CLIA governs the performance of 
laboratory testing. Auditors often audit 
laboratory charges for the tests performed 
to ensure they are correctly billed. 
However it is important to remember that 
even though the test code and price agree 
to the Chargemaster it does not mean 

the test was correctly billed. You must 
consider the requirements of CLIA to 
make that determination.

Much of the background information to 
this article can be found at CMS’s CLIA 
informational web page at www.cms.
gov/CLIA/. NP
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