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INSTRUCTIONS FOR USE
The services described in Oxford policies are subject to the terms, conditions and limitations of the member's contract
or certificate. Unless otherwise stated, Oxford policies do not apply to Medicare Advantage members. Oxford reserves
the right, in its sole discretion, to modify policies as necessary without prior written notice unless otherwise required
by Oxford's administrative procedures or applicable state law. The term Oxford includes Oxford Health Plans, LLC and
all of its subsidiaries as appropriate for these policies.
Certain policies may not be applicable to Self-Funded members and certain insured products. Refer to the member
specific benefit plan document or Certificate of Coverage to determine whether coverage is provided or if there are
any exclusions or benefit limitations applicable to any of these policies. If there is a difference between any policy and
the member specific benefit plan document or Certificate of Coverage, the member specific benefit plan document or
Certificate of Coverage will govern.
UnitedHealthcare may also use tools developed by third parties, such as the MCG™ Care Guidelines, to assist us in
administering health benefits. The MCG™ Care Guidelines are intended to be used in connection with the independent
professional medical judgment of a qualified health care provider and do not constitute the practice of medicine or
medical advice.
APPLICABLE LINES OF BUSINESS/PRODUCTS
This policy applies to Oxford Commercial plan membership.
APPLICATION
This reimbursement policy applies to services reported using the 1500 Health Insurance Claim Form (a/k/a CMS-1500)
or its electronic equivalent or its successor form. This policy applies to all network and non-network physicians and
other qualified health care professionals, including, but not limited to, non-network authorized and percent of charge
contract physicians and other qualified health care professionals.
OVERVIEW
This policy describes the information that is required on certain claims that are reported for laboratory services under
the Clinical Laboratory Improvement Amendment (CLIA) 1988 statute and regulations.
All services described in this policy may be subject to additional Oxford Reimbursement Policies including, but not
limited to the In-Office Laboratory Testing and Procedures List and the Professional/Technical Component (CES).
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REIMBURSEMENT GUIDELINES
Background
CLIA was established to strengthen federal oversight of clinical laboratories to ensure the accuracy and reliability of
patient test results. CLIA applies to all laboratories that examine “materials derived from the human body for the
purpose of providing information for the diagnosis, prevention, or treatment of any disease or impairment of, or the
assessment of the health of, human beings.” This applies if even one test is to be performed. CLIA regulatory
requirements vary according to the kind of test(s) each Laboratory conducts. All entities that meet the definition of a
“Laboratory” under the CLIA statutes and regulations must obtain an appropriate CLIA certificate prior to conducting
patient testing.
Purpose
For purposes of this policy, a valid CLIA Certificate Identification number will be required for reimbursement of clinical
Laboratory services reported on a1500 Health Insurance Claim Form (a/k/a CMS-1500) or its electronic equivalent.
Claims Submission Process
Laboratory service providers must ensure that the required CLIA information is submitted using the correct loops,
segments, and associated line level qualifiers (X4 and F4). Refer to the ANSI X12N 837 Professional Claim guidelines
and the Medicare Claims Processing Manual Chapters 1, 16, 26 and 35 for more information.
Additional information regarding CLIA, applying for or renewing a certificate, or regarding assigned test complexity
levels can be found at the following website. Clinical Laboratory Amendments (CLIA)
Modifier QW
Inclusion of this modifier when any applicable Laboratory service is reported on a CMS 1500 claim form will be
necessary to evaluate the claim to determine eligibility for benefit coverage of the Laboratory services performed
based upon the CLIA certification. Additional information regarding the categorization of Laboratory tests by CLIA may
be found at the following website. CLIA Categorization of Laboratory Tests
Summary
Any claim that does not contain the CLIA ID, invalid ID, and/or the complete servicing provider demographic
information will be considered incomplete and rejected or denied. Claim line edits will also be applied if the lab
certification level does not support the billed service code. Laboratory service providers who do not meet the reporting
requirements and/or do not have the appropriate level of CLIA certification for the services reported will not be
reimbursed.
DEFINITIONS
Clinical Laboratory Improvement Amendments (CLIA): The Centers for Medicare & Medicaid Services (CMS)
regulates all Laboratory testing (except research) performed on humans in the U.S. through the Clinical Laboratory
Improvement Amendments (CLIA). In total, CLIA covers approximately 251,000 Laboratory entities. The Division of
Laboratory Services, within the Survey and Certification Group, under the Center for Clinical Standards and Quality
(CCSQ) has the responsibility for implementing the CLIA Program. More information is available at: Clinical Laboratory
Amendments (CLIA).
CLIA Waived Test: As defined by CLIA, waived tests are categorized as “simple Laboratory examinations and
procedures that have an insignificant risk of an erroneous result”; see https://www.cms.gov/Regulations-andGuidance/Legislation/CLIA/Downloads/waivetbl.pdf.
Laboratory: The CLIA regulations define a Laboratory to be “a facility for the biological, microbiological, serological,
chemical, immunohematological, hematological, biophysical, cytological, pathological, or other examination of
materials derived from the human body for the purposes of providing information for the diagnosis, prevention, or
treatment of any disease or impairment of, or the assessment of the health of, human beings. These examinations
also include procedures to determine, measure, or otherwise describe the presence or absence of various substances
or organisms in the body.” Refer to CLIA Waived Test.
Referred Laboratory Test: A billed Laboratory service will be considered referred when the testing is performed by
a servicing location other than the billing location. The appropriate claim line qualifier should be applied to indicate
which location (billing or servicing) on the electronic claim applies to the submitted CLIA ID for the billed service code.
Referring Laboratory: A credentialed Laboratory that receives a specimen to be tested and that refers the specimen
to another credentialed Laboratory for performance of the Laboratory test.
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Reference Laboratory: A credentialed Laboratory that receives a specimen from another Referring Laboratory for
testing and that actually performs the test.
QUESTIONS AND ANSWERS
Q:

1

2

Q:

CLIA applicability is determined using the regulatory definition of “laboratory” quoted above. Oxford is
acknowledging the CDC, FDA, and CMS CLIA regulations. Specifically, CLIA applies when:
•
Patient-specific results are reported from the laboratory to another entity; and
•
The results are made available “for the diagnosis, prevention, or treatment of any disease or
impairment of, or the assessment of the health of, human beings.” As stated above, whether a test
service is billed to Medicare has no bearing on CLIA applicability. Therefore, if a facility performs
tests for the above-stated purposes, it is considered a laboratory under CLIA and must obtain a
certificate that corresponds to the complexity of testing performed.
Where is there more information about the ANSI X12N implementation guidelines?

A:

More information can be found at www.x12.org or www.wpc-edi.com.

Q:

Will a billed lab service be considered referred even if both labs are wholly or in part owned/operated by
the same entity?

A:

Yes, the unique CLIA ID and servicing location information is required for every location where testing
was performed. (Refer to the Referred Laboratory Test and Referring Laboratory definitions for
additional information.)

Q:

Should modifier 90 be applied to all line level service codes for testing referred to another laboratory?

A:

Provider should continue to follow the defined coding and billing guidelines for the use of all applicable
modifiers.

Q:

For the purpose of claim line level submission, how should the X4 and F4 qualifiers be applied?

A:

For all billed laboratory services subject to CLIA the as submitted CLIA ID and servicing location will be
verified utilizing the CLIA source validation files. The decision to validate using the billing or servicing
location submitted on the claim is determined by the qualifier applied to the claim line as follows:
•
Testing performed at billing location (test not referred):
o Report the billing laboratory’s CLIA ID number in: Loop 2300, REF02, REF01=X4 for all CLIAcovered laboratory tests submitted on the claim; or
o Report the billing laboratory’s CLIA ID number in: Loop 2400, REF02, REF01=X4 for each
specific CLIA-covered laboratory tests submitted on the claim.
•
Testing performed at a location other than the billing location as submitted on the claim (test
referred):
o Report the referral laboratory’s CLIA number in: Loop 2400, REF02, REF01=F4 for CLIA-covered
laboratory tests referred to another (referral/rendered) laboratory.
(Refer to the Referred Laboratory Test and Referring Laboratory definitions for additional information.)

Q:

Do I need to have CLIA certificate even if I am just performing simple laboratory tests?

A:

Yes, the CLIA regulations apply to all laboratories that examine “materials derived from the human body
for the purpose of providing information for the diagnosis, prevention, or treatment of any disease or
impairment of, or the assessment of the health of, human beings.” This applies if even one test is to be
performed.

A:

3

4

5

6

How do the Centers for Medicare & Medicaid Services (CMS) determine CLIA applicability?

ATTACHMENTS
List of CLIA Waived Tests: https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Downloads/waivetbl.pdf
REFERENCES
The foregoing Oxford policy has been adapted from an existing UnitedHealthcare national policy that was researched,
developed and approved by UnitedHealthcare Reimbursement Policy Oversight Committee. [2019R6000B]
ANSI X12N 837 Professional Claim Guidelines
Centers for Disease Control and Prevention (CDC)
Centers for Medicare and Medicaid Services, Clinical Laboratory Improvement Amendments (CLIA) publications
Centers for Medicare and Medicaid Services, CMS Manual System and other CMS publications and services
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