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Note: We revised this article on January 8, 2020, to note that for CDLTSs that are not ADLTSs, the
data reporting is delayed by one year and must now be reported from January 1, 2021 through
March 31, 2021 (previously January 1, 2020 through March 31, 2020). All references to the
2020 data reporting period have been changed to 2021. We added the “CLFS Data Reporting
Period Delayed” Section on page 24 to summarize the changes. All other information remains
the same.

PROVIDER TYPE AFFECTED

This article is for Medicare Part B clinical laboratories who submit claims to Medicare
Administrative Contractors (MACs) for services furnished to Medicare beneficiaries.

PROVIDER ACTION NEEDED

This article will assist the laboratory community in meeting the requirements under Section
1834A of the Social Security Act (the Act) for the Medicare Part B Clinical Laboratory Fee
Schedule (CLFS). It includes clarifications for determining whether a hospital outreach
laboratory meets the requirements to be an “applicable laboratory,” the applicable information
(that is, private payor rate data) that must be collected and reported to the Centers for Medicare
& Medicaid Services (CMS), the entity responsible for reporting applicable information to CMS,
the data collection and reporting periods, and the schedule for implementing the next private
payor-rate based CLFS update. Also, this revised article includes information about the
condensed data reporting option for reporting entities. CMS previously issued additional
information about the CLFS data collection system and Advanced Diagnostic Laboratory Tests
(ADLTSs) through separate instructions.
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BACKGROUND

Section 1834A of the Act, as established by Section 216 of the Protecting Access to Medicare
Act of 2014 (PAMA), required significant changes to how Medicare pays for clinical diagnostic
laboratory tests under the CLFS. The CLFS final rule Medicare Clinical Diagnaostic Laboratory
Tests Payment System Final Rule (CMS-1621-F) was displayed in the Federal Register on June
17, 2016, and was published on June 23, 2016. The CLFS final rule implemented Section
1834A of the Act.

Under the CLFS final rule, reporting entities must report to CMS certain private payor rate
information (applicable information) for their component applicable laboratories. In general, the
payment amount for a test on the CLFS furnished on or after January 1, 2018, is equal to the
weighted median of private payor rates determined for the test, based on the applicable
information that laboratories collect during a data collection period and report to CMS during a
data reporting period. CMS uses crosswalking or gapfilling methods to establish payment
amounts for new Clinical Diagnostic Laboratory Tests (CDLTs) and CDLTSs for which CMS
receives no applicable information.

CMS published the Physician Fee Schedule (PFS) final rule entitled Revisions to Payment
Policies under the Medicare Physician Fee Schedule, Quality Payment Program and Other
Revisions to Part B for CY 2019 (CMS-1693-F) November 23, 2018. In this final rule, CMS
made two revisions to the regulatory definition of applicable laboratory:
1) Medicare Advantage plan revenues are excluded from total Medicare revenues, the
denominator of the majority of Medicare revenues threshold
2) Hospitals that bill for their non-patient laboratory services use Medicare revenues
from the Form CMS-1450 14x Type of Bill (TOB) to determine whether its hospital
outreach laboratories meet the majority of Medicare revenues threshold and low
expenditure threshold.

In addition, for the January 1, 2021 through March 31, 2021 (previously January 1, 2020
through March 31, 2020) data reporting period, CMS will allow reporting entities the option to
condense certain applicable information at the Tax Identification Number (TIN)-level, instead of
reporting for each applicable laboratory individually at the National Provider Identifier (NPI)
level.

APPLICABLE LABORATORY

Section 1834A of the Act defines an applicable laboratory as a laboratory which receives the
majority of its Medicare revenues under the CLFS and/or PFS. It also provides the authority to
establish a low volume or low expenditure threshold.
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Under the revised final policies for the Medicare CLFS, an applicable laboratory is a laboratory
as defined under the Clinical Laboratory Improvement Amendments (CLIA) regulatory definition
of a laboratory (that is, 42 C.F.R. § 493.2) that bills Medicare Part B under its own NPI or for
hospital outreach laboratories, bills Medicare Part B on the Form CMS-1450 under bill type 14x.
In addition, the laboratory must meet a “majority of Medicare revenues” threshold, that is, in a
data collection period it receives more than 50 percent of its Medicare revenues from one or a
combination of the CLFS or the PFS. It also must meet a low expenditure threshold, that is, it
receives at least $12,500 of its Medicare revenues from the CLFS in a data collection period.

For purposes of determining applicable laboratory status under the CLFS, a hospital outreach
laboratory is a hospital-based laboratory that furnishes laboratory tests to patients other than
admitted inpatients or registered outpatients of the hospital. A hospital outreach laboratory bills
for Medicare Part B services it furnishes to non-hospital patients using the Form CMS-1450 14x
Type of Bill (TOB).?

l. Determination of Applicable Laboratory Status Based on the NPI

This section includes information on how independent laboratories and physician office
laboratories that bill Medicare Part B under their own NPl and hospital outreach laboratories that
bill Medicare Part B under their own NPI (separate from the hospital’s NPI) determine whether
they are an applicable laboratory. As discussed later in this article, hospital outreach
laboratories that bill Medicare Part B using the hospital’s NPl must determine applicable
laboratory status based on its revenues attributed to the Form CMS-1450 14x TOB.

There are four steps in determining whether a laboratory meets the requirements to be an
applicable laboratory based on the laboratory’s own billing NP!I:

(1) Is the laboratory certified under CLIA?

(2) Does the CLIA- certified laboratory bill Medicare Part B under its own NPI?

(3) Does the laboratory meet the majority of Medicare revenues threshold?

(4) Does the laboratory meet the low expenditure threshold?

Step 1: CLIA Certification

The CLIA applies to all laboratories performing testing on human specimens for a health
purpose. A laboratory must be a CLIA-certified laboratory to receive Medicare payment.
Therefore, the first step in identifying an applicable laboratory is to determine whether the
laboratory is CLIA certified. The CLIA regulatory definition of a laboratory is codified in
regulation in 42 CFR 493.2. Note that a facility that receives any CLIA certificate (including
a CLIA certificate of waiver) is considered a laboratory as defined in 42 CFR 493.2.

Step 2: NPI

! The Form CMS-1450 14x is a type of bill as defined by the National Uniform Billing Committee. It is used in hospital
claims submission and is associated with hospital laboratory services provided to non-hospital patients.
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The second step is to determine whether the CLIA-certified laboratory bills Medicare Part B
under its own NPI. The NPI is the standard unique health identifier used by health care
providers for billing Medicare and other payors. The National Plan and Provider Enumeration
System assigns NPIs, per 45 CFR 162. CMS uses the laboratory’s own billing NPI as the
mechanism for defining an applicable laboratory.

Step 3: Majority of Medicare Revenues Threshold

For a CLIA-certified laboratory that bills Medicare Part B under its own NPI, to be an applicable
laboratory it must meet the majority of Medicare revenues threshold. A laboratory, by its own
billing NPI, meets the majority of Medicare revenues threshold if it receives more than 50
percent of its total Medicare revenues from payments under the Medicare CLFS and/or
Medicare PFS. The CLFS and PFS are under Medicare Part B, also known as Original
Medicare or Fee-For-Service (FFS) Medicare.

To determine whether a laboratory meets the majority of Medicare revenues threshold, the
laboratory must look to its final Medicare paid claims from their MAC received by their own
billing NPI during the data collection period. See the Applicable Information Section below for
additional information on the concept of final paid claims.

The three steps to determine whether a laboratory meets the majority of Medicare revenues
threshold are:

e First, sum the CLFS and PFS payment amounts received by the laboratory’s own billing
NPI during the data collection period. The revenues from the CLFS include payments for
all laboratory services under the CLFS. The revenues from the PFS include all payments
from all services paid under the PFS (for instance, laboratory services and services that
are not laboratory services such as pathology services, evaluation and management
services, and radiology services). The sum of CLFS and PFS revenues is the numerator
of the majority of Medicare revenues threshold equation.

¢ Next, sum the total Medicare revenues received by the laboratories own billing NPI
during the data collection period. Total Medicare revenues include the sum of all FFS
payments under Medicare Parts A and B, prescription drug payments under Medicare
Part D, and any associated Medicare beneficiary deductible or coinsurance for services
furnished during the data collection period. The sum of total Medicare revenues is the
denominator of the majority of Medicare revenues threshold equation.

Note: Effective January 1, 2019, Medicare Advantage plan payments under Medicare Part
C shall not be included in the total Medicare revenues component of the majority of
Medicare revenues threshold calculation.

e Finally, divide the sum of CLFS and PFS revenues by the sum of total Medicare
revenues received during the data collection period. We provide additional information
on the data collection period below.
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If the Medicare revenues received from the CLFS and/or PFS are greater than 50 percent of the
total Medicare revenues for the laboratory’s billing NP1, the laboratory meets the majority of
Medicare revenues threshold.

The majority of Medicare revenues threshold equation is:
If:

Medicare CLFS revenues (for billing NPI) + Medicare PFS revenues (for billing NPI)

is >50%

Total Medicare revenues (for billing NPI)
Then: The laboratory meets the majority of Medicare revenues threshold.
Step 4. Low Expenditure Threshold

An applicable laboratory must also meet the low expenditure requirements. A laboratory (as

defined under the CLIA regulations) meets the low expenditure threshold if, by its own billing
NPI, receives at least $12,500 in Medicare revenues from the CLFS (under Medicare Part B)
during the data collection period. To meet the low expenditure threshold, the laboratory must
look to its final Medicare paid claims from the MAC received by its own billing NPI during the
data collection period.

To determine whether the laboratory meets the low expenditure threshold, sum all final
payments for the laboratory’s own billing NPI received from Medicare CLFS services during the
data collection period (completed under Step 3: Majority of Medicare Revenues Threshold). It is
important to note that the low expenditure threshold applies only to CLFS services. It does not
include revenues received under the PFS. In other words, to meet the low expenditure
threshold, the laboratory’s own billing NPl must receive at least $12,500 under only the CLFS
during the data collection period.

The low expenditure threshold equation is:
Medicare CLFS revenues (for billing NPI) = $12,500.
These are examples on how the majority of Medicare revenues threshold and low expenditure

threshold are applied to the CLIA-certified laboratory’s own billing NP1 for purposes of
determining whether the laboratory is an applicable laboratory:
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Example 1: A laboratory organization includes five CLIA-certified laboratories. Each CLIA-
certified laboratory has its own unique NPI and bills the Medicare Program (and other payors)
for laboratory tests separately under each NPI. In this example, the majority of Medicare
revenues threshold and low expenditure threshold are applied to each NPI in the laboratory
organization. That is, individually determine whether each laboratory meets the majority of
revenues threshold and low expenditure threshold. Even though all five laboratories may be
under the same TIN, CMS considers each to be a separate laboratory for purposes of
determining an applicable laboratory because each bills Medicare Part B for laboratory tests
using its own unique NPI.

Example 2: A laboratory organization includes five CLIA-certified laboratories. Each CLIA-
certified laboratory has the same NPI and bills for laboratory tests under the same NPI for each
of its CLIA-certified laboratories. In this example, the majority of Medicare revenues threshold
and low expenditure threshold are applied based on the combined revenues of all CLIA-certified
laboratories in the organization that use the same billing NPI. In other words, for purposes of
applying the applicable laboratory thresholds, CMS considers all five CLIA-certified laboratories
in the laboratory organization to be a single laboratory because they all bill Medicare Part B
using the same NPI.

Example 3: A laboratory organization includes five CLIA-certified laboratories. Each CLIA-
certified laboratory has its own unique NPI. However, only one laboratory’s NPI is used for
billing all laboratory tests furnished by all five laboratories in the laboratory organization. In this
example, the majority of Medicare revenues threshold and low expenditure threshold are
applied to the one NPI used for billing all tests furnished by the laboratory organization.

Example 4: An entity consists of five physician offices and one CLIA-certified laboratory. All five
physician offices and the CLIA-certified laboratory have the same NPI and bill for services under
the same NPI. In this example, the majority of Medicare revenues threshold and low
expenditure threshold are applied based on the combined revenues of all components of the
entity that bill for services under the same NPI. In other words, since the physician offices and
CLIA-certified laboratory all have the same NPI and bill Medicare Part B under the same NPI,
CMS considers the entity to be a single laboratory for purposes of applying the majority of
Medicare revenues threshold and low expenditure threshold.

Example 5: An entity consists of five physician offices and one CLIA-certified laboratory. Each
of the five physician offices and the CLIA-certified laboratory have unique NPIs. The laboratory
bills for laboratory tests under its own unigue NPI. In this example, the majority of Medicare
revenues threshold and low expenditure threshold are only applied to the CLIA-certified
laboratory’s own billing NPI.

Example 6: A CLIA-certified hospital outreach laboratory that performs laboratory services for
non-hospital patients has its own unique NPI separate from the hospital’s NPI. The hospital
outreach laboratory bills Medicare Part B for laboratory tests it furnishes to non-hospital patients
using its own unique NPI. In this example, the majority of Medicare revenues threshold and low
expenditure threshold are applied to the hospital outreach laboratory’s own unique NPI and not
to the hospital’s NPI.
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Example 7: A hospital includes three CLIA-certified hospital outreach laboratories that perform
laboratory services for non-hospital patients. Each CLIA-certified hospital outreach laboratory
has the same NPI, separate from the hospital’s NPI, and bills Medicare Part B separately for
laboratory tests under the same NPI for each of its CLIA-certified hospital outreach laboratories.
In this example, the majority of Medicare revenues threshold and low expenditure threshold are
applied based on the combined revenues of all CLIA-certified hospital outreach laboratories of
the hospital that use the same billing NPI that is separate from the hospital’s NPI. In other
words, for purposes of applying the applicable laboratory thresholds, CMS considers all three
CLIA-certified hospital outreach laboratories of the hospital to be a single laboratory because
they all bill Medicare Part B using the same unique billing NPI.

Example 8: A hospital includes three CLIA-certified hospital outreach laboratories. Each CLIA-
certified hospital outreach laboratory has its own unique NPI separate from the hospital’s NPI.
However, the three CLIA-certified outreach laboratories use only one outreach laboratory’s NPI
for billing all laboratory tests furnished by all three hospital outreach laboratories of the hospital.
In this example, the majority of Medicare revenues threshold and low expenditure threshold are
applied to the one NPI used for billing all tests furnished by the three hospital outreach
laboratories of the hospital.

Example 9: A hospital includes three CLIA-certified hospital outreach laboratories. However,
only one (out of the three) has its own unique NPI separate from the hospital’s NPI and bills
Medicare Part B for laboratory services performed for non-hospital patients using its own unique
NPI. Two (out of the three) hospital outreach laboratories bill for laboratory services performed
for non-hospital patients using the hospital’s NPI. In this example, the hospital outreach
laboratory that bills Medicare Part B under its own unique NPI separate from the hospital’s NPI
uses the Medicare revenues attributed to its own billing NPI to determine whether it meets the
majority of Medicare revenues threshold and low expenditure threshold.

The two hospital outreach laboratories that bill for laboratory services performed for non-hospital
patients under the hospital’s NPl must determine applicable laboratory status based on
revenues attributed to the Form CMS-1450 14x TOB. Below, we provide instructions for
determining applicable laboratory status for hospital outreach laboratories that bill Medicare Part
B using the hospital’s NPI.

Il. Hospital Outreach Laboratories That Bill Medicare Part B under the Hospital’s NPI

Similar to the preceding section, in order for hospital outreach laboratories that bill Medicare
Part B using the hospital’s NPI to be an applicable laboratory, the hospital outreach laboratory
must be a laboratory as defined under the CLIA regulatory definition of a laboratory in 42 C.F.R.
§ 493.2 and meet the majority of Medicare revenues threshold and low expenditure threshold.

However, a hospital outreach laboratory that bills Medicare Part B using the hospital’s NPl must
determine whether it meets the majority of Medicare revenues threshold and low expenditure
threshold based on revenues attributed to the Form CMS-1450 14x TOB. In other words, when
using the CMS Form-1450 14x TOB for determining applicable laboratory status, the majority of
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Medicare revenues threshold and low expenditure threshold only applies to the hospital
outreach laboratory portion of the hospital’s NP1, rather than to the NP1 of the entire hospital.

Therefore, if a CLIA-certified hospital outreach laboratory that bills Medicare Part B under the
hospital’s NP1l meets the requirements of an applicable laboratory, CMS only considers the
hospital outreach laboratory to be an applicable laboratory. The hospital laboratory components
furnishing laboratory services to hospital patients are not part of the applicable laboratory
determination.

Majority of Medicare Revenues Threshold

To be an applicable laboratory, a hospital outreach laboratory that bills Medicare Part B under
the hospital’s NPl must meet the majority of Medicare revenues threshold. A hospital outreach
laboratory, by its revenues attributed to the Form CMS-1450 14x TOB, meets the majority of
Medicare revenues threshold if it receives more than 50 percent of its total Medicare revenues
from payments under the Medicare CLFS and/or Medicare PFS. The CLFS and PFS are under
Medicare Part B, also known as Original Medicare or Fee-For-Service (FFS) Medicare.

To determine whether the hospital outreach laboratory (that bills using the hospital’s NPI)
meets the majority of Medicare revenues threshold, the laboratory must look to its final
Medicare paid claims from the MAC for the 14x TOB received during the data collection period.
See the Applicable Information Section below for additional information on the concept of final
paid claims.

The same three steps (as discussed in the previous section) are used to determine whether a
hospital outreach laboratory (that bills Medicare Part B under the hospital’s NPI) meets the
majority of Medicare revenues threshold:

e First, sum the CLFS and PFS payment amounts received by the hospital outreach
laboratory attributed to the 14x TOB during the data collection period. The sum of CLFS
and PFS revenues is the numerator of the majority of Medicare revenues threshold
equation.

¢ Next, sum the total Medicare revenues received by the hospital outreach laboratory
under the 14x TOB during the data collection period. Total Medicare revenues include
the sum of all FFS payments under Medicare Parts A and B, prescription drug payments
under Medicare Part D, and any associated Medicare beneficiary deductible or
coinsurance for services furnished during the data collection period. The sum of total
Medicare revenues is the denominator of the majority of Medicare revenues threshold
equation. As noted previously, effective January 1, 2019, Medicare Advantage plan
payments under Medicare Part C shall not be included in the total Medicare revenues
component of the majority of Medicare revenues threshold calculation.

e Finally, divide the sum of CLFS and PFS revenues by the sum of total Medicare
revenues received during the data collection period. We provide additional information
on the data collection period below.
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If the Medicare revenues received from the CLFS and/or PFS are greater than 50 percent of the
total Medicare revenues received during the data collection period, the hospital outreach
laboratory meets the majority of Medicare revenues threshold.

For hospital outreach laboratories that bill Medicare Part B under the hospital’s NPI, the majority
of Medicare revenues threshold equation is:

If:

Medicare CLFS revenues (based on 14x TOB) + Medicare PFS revenues (based on 14x TOB)

is >50%

Total Medicare revenues (based on 14x TOB)
Then: The laboratory meets the majority of Medicare revenues threshold.

NOTE: Hospital outreach laboratories that bill Medicare Part B under the hospital’s NPI, and
therefore determine applicable laboratory status based on its Medicare revenues from the 14x
TOB, will most likely meet the majority of Medicare revenues threshold. They will most likely
meet the majority of Medicare revenues threshold because their Medicare revenues are
primarily, if not entirely, derived from the CLFS and or PFS. In other words, the revenues from
the CLFS and or PFS services included in the numerator are essentially the same as the total
Medicare revenues included in the denominator.

Low Expenditure Threshold

To be an applicable laboratory, a hospital outreach laboratory that bills Medicare Part B under
the hospital’s NPl must also meet the low expenditure threshold requirement. A CLIA-certified
hospital outreach laboratory meets the low expenditure threshold if, by the Form CMS-1450 14x
TOB, receives at least $12,500 in Medicare revenues from the CLFS (under Medicare Part B)
during the data collection period. To meet the low expenditure threshold, the hospital outreach
laboratory must look to its final Medicare paid claims from the MAC received under the 14x TOB
during the data collection period.

To determine whether the hospital outreach laboratory that bills Medicare Part B under the
hospital’s NPI meets the low expenditure threshold, sum all final payments attributed to the 14x
TOB received from Medicare CLFS services during the data collection period.

It is important to note that the low expenditure threshold applies only to CLFS services. It does
not include revenues received under the PFS. In other words, to meet the low expenditure
threshold, the hospital outreach laboratory must receive at least $12,500 under only the
Medicare CLFS during the data collection period.
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These are examples on how the majority of Medicare revenues threshold and low expenditure
threshold are applied to the CLIA-certified hospital outreach laboratory using the Form CMS-
1450 14x TOB for purposes of determining whether the hospital outreach laboratory is an
applicable laboratory:

Example 1: A CLIA-certified hospital outreach laboratory that performs laboratory services for
non-hospital patients bills Medicare Part B using the same NPI as the hospital. In other words,
laboratory services performed for non-hospital patients are billed on the Form CMS-1450 14x
TOB using the hospital’s NPI. In this example, the majority of Medicare revenues threshold and
low expenditure threshold are applied to the hospital outreach laboratory’s Medicare revenues
received from the 14x TOB.

Example 2: A CLIA-certified hospital outreach laboratory that performs laboratory services for
non-hospital patients has its own unique NPI separate from the hospital’s NPI but does not use
it to bill Medicare Part B. Instead, the hospital outreach laboratory continues to bill Medicare
Part B for laboratory tests it furnishes to non-hospital patients using the hospital’s NPI. In this
example, the majority of Medicare revenues threshold and low expenditure threshold are
applied to Medicare revenues received from the 14x TOB. In other words, since laboratory
services performed for non-hospital patients are billed using the hospital’s NPI (and not the
hospital outreach laboratory’s own unique billing NPI), the majority of Medicare revenues
threshold and low expenditure threshold are applied to the hospital outreach laboratory’s
Medicare revenues received from the 14x TOB.

Example 3: A hospital includes three CLIA-certified hospital outreach laboratories that perform
laboratory services for non-hospital patients. Each CLIA-certified hospital outreach laboratory
bills Medicare Part B under the hospital’s NPI. In this example, the majority of Medicare
revenues threshold and low expenditure threshold are applied based on the combined revenues
attributed to the 14x TOB of all CLIA-certified hospital outreach laboratories of the hospital.

In summary, applicable information (as discussed in the next section) from all applicable
laboratories must be collected during the data collection period and reported by reporting
entities to CMS during the data reporting period. CMS uses the applicable information reported
to CMS to establish payment rates under the CLFS. All CLIA-certified laboratories (that is, both
applicable laboratories and laboratories that are not applicable laboratories) are subject to the
Medicare Part B private payor rate-based CLFS.

APPLICABLE INFORMATION

The applicable laboratory along with its reporting entity (we provide more information about
reporting entities below) are responsible for collecting applicable information and reporting that
data to CMS.

Applicable information includes three major components:

1. The specific HCPCS code associated with the test;
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2. The private payor rate for each test for which final payment has been made during the
data collection period;

3. The associated volume for each test.
Private Payor Defined

The definition of the term “private payor” is:

1. A health insurance issuer as defined in Section 2791(b)(2) of the Public Health Service
(PHS) Act); Or

2. A group health plan as defined in Section 2791(a)(1) of the PHS Act); Or

3. A Medicare Advantage plan under Part C as defined in Section 1859(b)(1) of the Social
Security Act (the Act); Or

4. A Medicaid Managed Care Organization (MCO) (as defined in Section 1903(m) of
the Act).

Note: Applicable information does not include information on tests for which payment is made
on a capitated basis, where payments do not reflect specific HCPCS code-level amounts. (See
below for additional information on payments made on a capitated basis.) Therefore, private
payor rates from Medicaid MCO plans are considered applicable information only to the extent
that the individual HCPCS code for the test, private payor rate specific to the test, and the
volume paid at the specific rate for the test can be identified.

These specific private payor claims data are included as applicable information:

o Laboratory tests subject to the data collection and reporting requirements.
Applicable information includes the specific HCPCS code for the test, each different
private payor rate for the test, and the volume associated with each private payor rate for
the test. You can find a list of laboratory tests subject to the data collection and data
reporting requirements at https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/ClinicalLabFeeSched/PAMA-regulations.html and select: CLFS Applicable
Information HCPCS Codes [ZIP, 57KB].
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¢ Final amount paid by a private payor for laboratory tests after all private payor
price concessions are applied. A final paid claim is the final amount paid by a private
payor for a laboratory test during the data collection period. If a private payor pays a
laboratory for a test but subsequent post-payment activities during the data collection
period change that initial payment amount, the final payment is the private payor rate for
purposes of determining applicable information. For example, if an initial claim was paid
in error 3 months before a data collection period and then the initial claim is corrected,
with final payment made by the private payor during the data collection period, the final
corrected payment amount for the test is considered the private payor rate for purposes
of determining applicable information. However, if an initial claim was paid in error during
a data collection period and then corrected, with final payment made after the data
collection period, the payment amount is not a private payor rate for purposes of
applicable information and, therefore, is not reported to CMS.

o Payments from secondary insurance payors. Final payments from secondary
insurance payors are considered in calculating private payor rates if the final payment
was made during the data collection period. The private payor rate is 100 percent of the
primary private payors’ fee schedule amount which includes the final amount the primary
private payor paid for the test, any patient cost sharing responsibilities required by the
primary private payor (such as patient deductible and coinsurance amounts) and any
payments received from a secondary insurer (if applicable). The important concept here
is the reporting entity reports 100 percent of the primary private payors’ fee schedule
amount for the laboratory test. Reporting entities should not report payments received
from secondary insurers separately.

¢ Any patient cost sharing amounts, if applicable. For purposes of applicable
information, the private payor rate for a test should include any patient cost sharing
responsibilities required by the private payor (for instance, patient deductible and/or
coinsurance amounts). In other words, as noted above, the private payor rate is 100
percent of the private payor’s fee schedule amount for the test.

e Multiple payment rates for the same test. If an applicable laboratory receives more
than one payment rate from the same private payor for the same test or more than one
payment rate from different private payors for the same test, each unique payment rate
along with the associated volume for the test code at each such rate is included as
applicable information. In this case, the reporting entity must report each unique
payment rate and the associated volume for the test at each such rate.

o Appeals resolved during the data collection period. Include payment rates (and the
associated volume of tests) for claims under appeal as applicable information if the final
payment amount is determined and paid by the private payor during the data collection
period. For example, if a laboratory filed an appeal for a test furnished prior to a data
collection period and resolved the appeal so that final payment for the test was made
during the data collection period, the final rate paid is considered applicable information.
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¢ Non-contracted amounts for out-of-network laboratories or services. Applicable
information includes private payor rates for out-of-network laboratories if the private
payor made final payment for the laboratory test during the data collection period. Non-
contracted amounts paid to laboratories include any patient cost sharing amounts (for
example, deductible and coinsurance responsibilities, if applicable).

Exclude these specific private payor claims data from applicable information:

o Private payor rates for laboratory test codes paid only under the PFS. If a
laboratory test code is not paid under the CLFS and is paid under the PFS, the test
code, private payor rate, and the test volume associated with the private payor rate is
not applicable information.

o Price concessions applied by a laboratory. A laboratory’s decision to waive a
patient’s deductible, copay, and/or coinsurance responsibility for a given test(s) must not
be factored into the determination of the private payor rate for a test. Although
laboratories may provide concessions to patients, it does not reflect the rates paid by
private payors. As noted above, the private payor rate is 100 percent of the private
payor’s fee schedule amount for the test.

¢ Information about denied payments. When a private payor denies payment for a
laboratory test, payments of $0.00 are not considered a private payor rate for purposes
of determining applicable information under the new CLFS. In other words, when the
final determination by the private payor during the data collection period is to deny the
claim and therefore does not make a payment, do not report $0.00 for a laboratory test
code. Report only the final paid claim amount and the associated volume of tests paid at
the final paid claim amount.

¢ Unresolved appeals. Where a laboratory test claim is still under review by the private
payor or is under appeal during a data collection period, the amount that has already
been paid is not considered a final payment rate and therefore is not considered
applicable information. Additionally, if the appeal was settled during the data collection
period but final payment was not made by the private payor until after the data collection
period, the payment amount cannot be used for a private payor rate and therefore is
excluded from applicable information.

¢ Payments made on a capitated basis. Generally, a capitated payment is made for
health care services based on a set amount for each enrolled beneficiary in the plan for
a given period, regardless of whether the beneficiary receives services during the period
covered by the payment. Paymentis typically made on a capitated basis under a
managed care arrangement. As there is no way to determine payment specifically for a
given test, it cannot be reported as applicable information. Therefore, applicable
information does not include information about a test for which payment is made on a
capitated basis.
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o Payments where the associated test volume cannot be determined. As discussed
above, the associated volume of tests performed corresponding to each private payor
rate is a component of the definition of applicable information. Where the associated
volume of tests performed corresponding to each private payor rate cannot be discerned
by a laboratory from the private payor’s remittance, CMS does not consider those
payment amounts as applicable information and you should not report them to CMS.

¢ Remittances where the payor has grouped individual HCPCS code payments into
an encounter or claim level payment. When a private payor groups payments for
individual HCPCS codes into a single encounter or claim-level payment that is not
represented by another HCPCS code, those payments are not applicable information. In
other words, if a laboratory bills individual HCPCS codes and the payor bundles the
individual HCPCS codes into groups not represented by other HCPCS codes, the
payor’s bundled payment amount is not considered applicable information.

Note: In general, if a laboratory cannot correlate a private payor payment amount and the
associated volume paid at that rate to a specific HCPCS code, that amount is not a private
payor rate for purposes of applicable information. Estimated private payor rates and volumes
are also not considered applicable information.

SCHEDULE FOR DATA COLLECTION AND REPORTING

The next data collection period (the period where applicable information for an applicable
laboratory is obtained from claims for which the laboratory received final payment during the
period) is from January 1, 2019, through June 30, 2019. A 6-month review and validation period
follows the data collection period and precedes the data reporting period (the period where
applicable information must be submitted to CMS).

During the 6-month review and validation period between the end of the data collection period
and the beginning of the data reporting period, laboratories and reporting entities should assess
whether the applicable laboratory thresholds are met. That is, determine whether each
laboratory component of the reporting entity meets the majority of Medicare revenues threshold
and low expenditure threshold from final Medicare paid claims received during the data
collection period. Applicable laboratories and their reporting entity should also use this time to
review and validate applicable information (private payor data) before it is reported to CMS.

The next data reporting period (the period where applicable information for an applicable
laboratory is reported to CMS) is from January 1, 2021 through March 31, 2021 (previously
January 1, 2020 through March 31, 2020). CMS will use the next data collection and reporting
cycle to determine CLFS payment rates for CY 2022 through CY 2024.

This table illustrates the next data collection and reporting periods for CDLTSs.
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Data Collection and Reporting Periods for CDLTs

Data Six-Month Review Data
Collection and Validation Reporting Uslg'lteonreC;I;:S
Period Period Period
1/1/2019 — 7/1/2019 — 1/1/2021 —
6/30/2019 12/31/2019 3/31/2021 2022 - 2024
1/1/2023 - 7/1/2023 — 1/1/2024 —
6/30/2023 7/31/2023 3/31/2024 2025 - 2027

Continues every
third subsequent
calendar year

Continues every
third subsequent
calendar year

Continues every
third subsequent
calendar year

New CLFS rate
every third year

While reporting is required every 3 years for CDLTSs (that are not ADLTS), reporting entities must
report applicable information annually for ADLTSs, except for ADLTs in an initial data collection
period (in which case a reporting entity will report by the end of the second quarter of the new
ADLT initial period). We have issued additional information about ADLTs through separate

instructions.

REPORTING ENTITY

The TIN-level entity reports applicable information individually for all its laboratory components
that are applicable laboratories. As noted above, an applicable laboratory is a CLIA-certified
laboratory and, using its billing NP1 or the 14x TOB (in the case of a hospital outreach laboratory
that bills Medicare Part B under the hospital’s NPI), meets the majority of Medicare revenues
threshold and low expenditure threshold. Please note that we discuss a condensed data
reporting option later in this section.

. Reporting for an Applicable Laboratory That Bills Medicare Part B Under its

Own NPI

This section provides examples of reporting entities reporting applicable information for
independent laboratories and physician office laboratories that bill Medicare Part B under their
own NPI and hospital outreach laboratories that bill Medicare Part B under their own NPI
(separate from the hospital’s NPI). The examples below illustrate reporting entities that must
report applicable information individually for all NPI-level components that are applicable

laboratories:
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Example 1: A TIN-level entity consists of five CLIA-certified laboratories. Each laboratory bills
using its own unique NPI and all five CLIA-certified laboratories individually meet both the
majority of Medicare revenues threshold and low expenditure threshold. This TIN-level entity
consists of five unique applicable laboratories. In this case, the reporting entity reports
applicable information associated with each individual NPI that is an applicable laboratory (not
collectively for all NPIs that are applicable laboratories under the TIN). The reporting entity
separates the applicable information by each NPl and submits applicable information during the
data reporting period for five applicable laboratories.

Example 2: A TIN-level entity consists of five CLIA-certified laboratories, each billing for
services under its own unique NPI. However, only three of the laboratories individually meet
both the majority of Medicare revenues threshold and low expenditure threshold while the
remaining two laboratories do not individually meet the low expenditure threshold. In other
words, two of the five CLIA-certified laboratories receive less than $12,500 of revenue under the
CLFS during the data collection period. This TIN-level entity consists of three unique applicable
laboratories. In this case, the reporting entity will report applicable information associated with
each individual NPI that is an applicable laboratory, but will not report information on the two
individual NPIs of the laboratories that are not applicable laboratories. The reporting entity
separates the applicable information by each NPI and submits applicable information during the
data reporting period for three applicable laboratories.

Example 3: A TIN-level entity consists of five CLIA-certified laboratories and each laboratory
has the same NPI and bills Medicare Part B under the same NPI. Collectively, the five CLIA-
certified laboratories meet the majority of Medicare revenues threshold and low expenditure
threshold. This TIN-level entity consists of one applicable laboratory. In this case, the reporting
entity reports applicable information for all laboratories associated with the same NPI as a single
applicable laboratory. In other words, in this example, CMS considers the five CLIA-certified
laboratories as one applicable laboratory for purposes of reporting applicable information
because they all have the same NPI and all bill Medicare Part B under the same NPI.

Example 4: A TIN-level entity includes three CLIA-certified hospital outreach laboratories. Each
hospital outreach laboratory bills using its own unique NP1 (separate from the hospital’s NPI)
and all three CLIA-certified hospital outreach laboratories individually meet both the majority of
Medicare revenues threshold and low expenditure threshold. This TIN-level entity consists of
three applicable laboratories. In this case, the reporting entity reports applicable information
associated with each individual NPI that is an applicable laboratory (not collectively for all NPIs
that are applicable laboratories under the TIN). The reporting entity separates the applicable
information by each NPI and submits applicable information during the data reporting period for
three applicable laboratories.
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Example 5: A TIN-level entity consists of three CLIA-certified hospital outreach laboratories,
each billing for services under its own unique NPI (separate from the hospital’s NPI). However,
only two of the laboratories individually meet both the majority of Medicare revenues threshold
and low expenditure threshold while the remaining laboratory does not individually meet the low
expenditure threshold. In other words, one of the three CLIA-certified hospital outreach
laboratories receives less than $12,500 in revenues from the CLFS during the data collection
period. This TIN-level entity consists of two applicable laboratories. In this case, the reporting
entity will report applicable information associated with each individual NP1 that is an applicable
laboratory, but will not report information on the one individual NPI of the laboratory that is not
an applicable laboratory. The reporting entity separates the applicable information by each NPI
and submits applicable information during the data reporting period for two applicable
laboratories.

Example 6: A TIN-level entity includes three CLIA-certified hospital outreach laboratories and
all three laboratories have the same unique NPI and bill Medicare Part B under the same unique
NPI (separate from the hospital’s NPI). Collectively, the three CLIA-certified hospital outreach
laboratories meet the majority of Medicare revenues threshold and low expenditure threshold.
This TIN-level entity consists of one applicable laboratory. In this case, the reporting entity
reports applicable information for all three hospital outreach laboratories associated with the
same NPI as a single applicable laboratory. In other words, in this example, CMS considers the
three CLIA-certified hospital outreach laboratories as one applicable laboratory for purposes of
reporting applicable information because they all have the same NPI (separate from the
hospital’s NPI) and all bill Medicare Part B under the same NPI.

Note: For a hospital outreach laboratory that bills Medicare Part B under its own unique billing
NPI (separate from the hospital’s NPI), the reporting entity reports applicable information by the
hospital outreach laboratory’s own unique billing NPI.

ll. Reporting for Hospital Outreach Laboratories That Bill Medicare Part B Under the
Hospital’s NPI

This section provides examples of reporting entities reporting applicable information for hospital
outreach laboratories that bill Medicare Part B under the hospital’s NPIl. The examples below
illustrate reporting entities that must report applicable information for hospital outreach
laboratories that bill Medicare Part B under the hospital’s NPI that are applicable laboratories:

Example 1: A TIN-level entity includes a CLIA-certified hospital outreach laboratory that
performs laboratory services for non-hospital patients and bills Medicare Part B using the
hospital’s NPI. Based on its Medicare revenues attributed to the Form CMS-1450 14x TOB, the
hospital outreach laboratory meets the majority of Medicare revenues threshold and low
expenditure threshold and therefore is an applicable laboratory. In this example, the reporting
entity reports applicable information for its hospital outreach laboratory that bills Medicare Part B
under the hospital’'s NPI.
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Example 2: A TIN-level entity consists of three CLIA-certified hospital outreach laboratories and
each laboratory bills Medicare Part B under the hospital’s NPI. Collectively, the three CLIA-
certified hospital outreach laboratories meet the majority of Medicare revenues threshold and
low expenditure threshold. This TIN-level entity consists of one applicable laboratory. In this
example, the reporting entity collectively reports applicable information for its three hospital
outreach laboratories that bill Medicare Part B under the hospital’s NPI.

Example 3: A TIN-level entity includes three CLIA-certified hospital outreach laboratories. Two
(out of the three) hospital outreach laboratories bill for laboratory services performed for non-
hospital patients using the hospital’'s NPI. Collectively, the two CLIA-certified hospital outreach
laboratories that bill using the hospital’s NPl meet the majority of Medicare revenues threshold
and low expenditure threshold. However, one (out of the three) bills Medicare Part B for
laboratory services performed for non-hospital patients using its own unique NPI (separate from
the hospital’s NPI) and meets the majority of Medicare revenues threshold and low expenditure
threshold. This TIN-level entity consists of two applicable laboratories.

In this example, the reporting entity reports applicable information for the hospital outreach
laboratories that bill Medicare Part B for non-hospital patients under the hospital’s NPI
separately from the hospital outreach laboratory that bills Medicare Part B under its own unique
NPI.

Note: The reporting entity must report applicable information for hospital outreach laboratories
that are applicable laboratories based on the NPI used for billing Medicare Part B. That is, for
hospital outreach laboratories that bill Medicare Part B under the hospital’s NPI, (and therefore
determines applicable laboratory status based on its Medicare revenues attributed to the 14x
TOB) the reporting entity reports applicable information by the hospital’s NPI.

Only Applicable Information Attributed to non-Hospital Patients is Reported

As discussed previously in this publication, a CLIA certified hospital outreach laboratory that
bills Medicare Part B using the hospital’s NPl must determine whether it meets the majority of
Medicare revenues threshold and low expenditure threshold based on its Medicare revenues
attributed to the Form CMS-1450 14x TOB. If a CLIA-certified hospital outreach laboratory that
bills Medicare Part B under the hospital's NPl meets the requirements of an applicable
laboratory, only the hospital outreach laboratory component of the hospital laboratory (that is,
laboratory tests furnished to non-hospital patients) is considered an applicable laboratory.
Therefore, report only applicable information attributed to the laboratory’s non-hospital patients
to CMS.

The reporting entity for the hospital outreach laboratory that bills Medicare Part B under the
hospital’s NP1, and therefore determines applicable laboratory status based on Medicare
revenues attributed to the 14x TOB, may not report applicable information for other parts of a
hospital’s laboratory business such as testing performed for hospital outpatients or hospital
inpatients.
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lll. Additional Reporting Instructions That Apply to All Applicable Laboratories

This section provides additional reporting instructions for reporting entities reporting applicable
information for its component applicable laboratory(s).

Reporting Entity Must Ensure Accurate Collection and Reporting of Applicable Information

The TIN-level entity along with its applicable laboratory(s) should establish their own approach
for ensuring that the TIN-level entity can report applicable information to CMS. To that end,
applicable laboratories and their reporting entity should determine the best approach to collect
applicable information from final paid claims data and for submitting applicable information to
CMS during the data reporting period.

Voluntary Reporting is Not Permitted

The reporting entity reports only applicable information for laboratory components that are
applicable laboratories (that is, laboratories that meet the definition of an applicable laboratory).
Reporting entities do not report applicable information for laboratories that do not meet the
definition of an applicable laboratory.

Example 1: A TIN-level entity consists of four NPI-level entities. Three of the NPI-level entities
meet the definition of an applicable laboratory, and one NPI-level entity does not meet the
definition of an applicable laboratory. In this example, the reporting entity reports applicable
information to CMS for only the three NPI-level entities that are applicable laboratories.

Example 2: A TIN-level entity includes one hospital outreach laboratory that bills Medicare Part
B under the hospital’s NPI. Based on revenues attributed to the Form CMS-1450 14x TOB, the
hospital outreach laboratory meets the majority of Medicare revenues threshold but does not
meet the low expenditure threshold. In other words, the hospital outreach laboratory does not
receive at least $12,500 in revenues from the Medicare CLFS during the data collection period.
Therefore, the hospital outreach laboratory does not meet the definition of an applicable
laboratory. In this example, the reporting entity does not report applicable information to CMS
for its hospital outreach laboratory.

Reporting Applicable Information is Not Discretionary
Reporting entities must report all applicable information for its laboratory components that are

applicable laboratories. Reporting entities do not have the discretion to selectively omit
reporting certain applicable information.
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Example: An applicable laboratory has various final paid claims for laboratory tests from the
data collection period that are only in “hard copy” paper format. The reporting entity along with
its applicable laboratory perceives that reporting applicable information derived from the paper
claims has minimal impact on the final payment rate calculated for the tests. In this case, the
reporting entity cannot selectively omit reporting applicable information due to the perception
that reporting such applicable information may not influence the final weighted median private
payor rates for a given test. In this example, the reporting entity must report the applicable
information obtained from the “paper-based” claims to CMS during the data reporting period.

IV. Condensed Data Reporting Option

For the next data reporting period, that is January 1, 2021 through March 31, 2021 (previously
January 1, 2020 through March 31, 2020), reporting entities may condense certain applicable
information at the TIN-level, instead of reporting individually for each component that is an
applicable laboratory. You may use the condensed data reporting option when more than one
applicable laboratory under the TIN is paid at the same private payor rate for a specific HCPCS
code.

For example, if three of the reporting entity’s corresponding applicable laboratories are paid the
same private payor rate for a specific HCPCS code, the reporting entity may report one record
of data showing the HCPCS code, the payment rate, and the associated volume, across all
three applicable laboratories, rather than reporting three separate records (that is, one for each
component applicable laboratory). In other words, the reporting entity may combine the volume
paid at the same private payor rate for the same HCPCS code for its component applicable
laboratories.

Under the condensed data reporting option, the reporting entity must select one NPI as the
reporting NPI. That is, the reporting entity will designate one applicable laboratory’s NPI as the
reporting NPI for each instance of condensed reporting. The reporting entity can select any NPI
under the TIN that meets the definition of an applicable laboratory and designate that NPI as the
reporting NPI for reporting the condensed applicable information.

Note that each unique private payor rate for each laboratory test code must be reported to CMS
during the data reporting period. The condensed data reporting option is only permitted when a
specific laboratory test code is paid at the same private payor rate to more than one applicable
laboratory under the same TIN. Unique private payor rates paid to only one applicable
laboratory under the TIN, and the volume paid at such rate(s), must be reported individually by
applicable laboratory.

Reporting entities have the option of condensing the volume paid at the same private payor rate
for a specific HCPCS code during a data collection period across its components that are
applicable laboratories. However, if the reporting entity prefers to report applicable information
individually for each of its component applicable laboratories, they may continue to do so.
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To illustrate how reporting entities may report condensed applicable information when three
different applicable laboratories under the same TIN are paid the same private payor rate for the
same laboratory test code during a data collection period, see the comparative examples below.
These examples are meant to show the difference between the individual applicable laboratory
data reporting method that is, by each component that is an applicable laboratory, and the
condensed data reporting method and are not intended to be representative of every possible
scenario.

TABLE 1a — Example of Individual Applicable Laboratory Reporting for 2021 Data

Submission
NPI HCPCS Code Payment Rate Volume
1 Lab Test Code (1) $15.00 400
2 Lab Test Code (1) $15.00 300
3 Lab Test Code (1) $15.00 200

In this example of the individual applicable laboratory data reporting method, three applicable
laboratories are paid the same private payor rate for “Lab Test Code 1”. Therefore, the reporting
entity reports applicable information individually for each of its component applicable
laboratories.

TABLE 1b- Example of Condensed Reporting for 2021 Data Submission (TIN-Level)

Reporting NPI HCPCS Code Payment Rate Volume

Designated NPI for
Condensed Reporting Lab Test Code (1) $15.00 900

This example illustrates how the scenario presented in Table 1a would be reported under the
condensed data reporting method. The reporting entity reports applicable information by
combining the volume paid at the same private payor rate for the same HCPCS code at the
reporting entity level (TIN-Level). The reporting entity designates one (of its three component
applicable laboratories) as the reporting NPI.

TABLE 2a — Example of Individual Applicable Laboratory Reporting for 2021 Data

Submission
NPI HCPCS Code Payment Rate Volume
1 Lab Test Code (1) $15.00 400
1 Lab Test Code (1) $17.00 100
2 Lab Test Code (1) $15.00 300
2 Lab Test Code (1) $17.00 150
3 Lab Test Code (1) $15.00 200
3 Lab Test Code (1) $17.00 75
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In this example of the individual applicable laboratory data reporting method, three applicable
laboratories are paid a private payor rate of $15 for “Lab Test Code 1” and the same three
applicable laboratories are also paid a private payor rate of $17 for “Lab Test Code 1.” In this
example, the reporting entity reports each HCPCS code and each unique private payor rate and
the volume paid at each unique private payor rate individually for each of its component
applicable laboratories.

TABLE 2b- Example of Condensed Reporting for 2021 Data Submission (TIN-Level)

Reporting NPI HCPCS Code Payment Rate Volume
Designated NPI for
Condensed Lab Test Code (1) $15.00 900
Reporting
Designated NPI for
Condensed Lab Test Code (1) $17.00 325
Reporting

This example illustrates how the scenario presented in Table 2a would be reported under the
condensed data reporting method. The reporting entity reports applicable information by
combining the volume paid at the same private payor rate for the same HCPCS code at the
reporting entity level (TIN-Level). In other words, the private payor rate of $15 and associated
volume is combined, and the private payor rate of $17.00 and associated volume is combined.

TABLE 3a — Example of Individual Applicable Laboratory Reporting for 2021 Data

Submission
NPI HCPCS Code Payment Rate Volume
1 Lab Test Code (1) $15.00 400
1 Lab Test Code (1) $17.00 100
1 Lab Test Code (1) $18.50 50
2 Lab Test Code (1) $15.00 300
2 Lab Test Code (1) $17.00 150
2 Lab Test Code (1) $19.50 40
3 Lab Test Code (1) $15.00 200
3 Lab Test Code (1) $17.00 75
3 Lab Test Code (1) $20.00 30

In this example of the individual applicable laboratory data reporting method, three applicable
laboratories are paid a private payor rate of $15 for “Lab Test Code 1” and the same three
applicable laboratories are also paid a private payor rate of $17 for “Lab Test Code 1”. In
addition, one of the three applicable laboratories is paid a private payor rate of $18.50, another
applicable laboratory is paid a private payor rate of $19.50, and another applicable laboratory is
paid a private payor rate of $20 for “Lab Test Code 1”. The reporting entity reports the HCPCS
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code and each unique private payor rate and the volume paid at each unique private payor rate
individually for each of its component applicable laboratories.

TABLE 3b- Example of Condensed Reporting for 2021 Data Submission (TIN-Level)

Reporting NPI HCPCS Code Payment Rate Volume
Designated NPI for
Condensed Lab Test Code (1) $15.00 900
Reporting
1 Designated NPI
for Condensed Lab Test Code (1) $17.00 325
Reporting
1 Lab Test Code (1) $18.50 50
2 Lab Test Code (1) $19.50 40
3 Lab Test Code (1) $20.00 30

This example illustrates how the scenario presented in Table 3a would be reported under the
condensed data reporting method. As discussed previously, the reporting entity must report
each unique private payor rate for each specific HCPCS code, and the associated volume paid
at each such rate. Since some private payor rates are paid to only one applicable laboratory
under the TIN, a combination of the condensed data reporting method and individual applicable
laboratory reporting is used to report applicable information.

The condensed data reporting method may be used when more than one applicable laboratory
under the TIN is paid the same private payor rate for a specific laboratory test code. In this
example, the volume among the three applicable laboratories for the private payor rate of
$15.00 may be combined and the volume among the three applicable laboratories for the
private payor rate of $17.00 may be combined.

However, condensed reporting would not be permitted for the unique private payor rates for
“Lab Test Code 1” that are paid to only one applicable laboratory under the same TIN.
Therefore, the private payor rate of $18.50 paid to “NPI 1”; the private payor rate of $19.50
paid to “NPI 27; the private payor rate of $20.00 paid to “NPI 3” and the associated volume
paid at each of these unique private payor rates must be reported individually for each
applicable laboratory.

IMPLEMENTATION SCHEDULE

This is the schedule for implementing the next private payor rate-based CLFS update:
e Data collection period for determining CY 2022 CLFS payment rates: January 1, 2019,
through June 30, 2019.
e Data reporting period for reporting entities to report private payor rate data to CMS for
determining CY 2022 CLFS payment rates: January 1, 2021 through March 31, 2021
(previously January 1, 2020 through March 31, 2020).
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e Annual laboratory public meeting for new tests: June/July 2021. CMS will use
crosswalking or gapfilling to set rates for new tests and existing tests for which there is
no private payor data collected for the CY 2022 CLFS.

e CMS publishes preliminary CLFS rates for CY 2022: Early September 2021. The public
will have approximately 30 days, through early October 2021, to submit comments on
the preliminary CY 2022 rates.

e CMS makes final CY 2022 CLFS rates available on the CMS website: Early
November 2021.

¢ Implementation date for the next private payor rate-based CLFS update:

January 1, 2022.

CLFS Data Reporting Period Delayed — Updated January 8, 2020

For CDLTs that are not ADLTSs, the data reporting period is delayed by one year. Applicable
information for CDLTSs that are not ADLTs that was supposed to be reported from

January 1, 2020 through March 31, 2020, must now be reported from January 1, 2021
through March 31, 2021. Reporting entities must report applicable information based on the
original data collection period of January 1, 2019 through June 30, 2019. Data reporting for
these tests will resume on a three-year cycle, beginning in 2024. (Section 105(a)(1) of the
Further Consolidated Appropriations Act of 2020 (FCAA)).

ADDITIONAL INFORMATION

For more information about the private payor rate-based payment system including a summary
of the private payor rate-based CLFS, the CLFS final rule, related press release and fact sheet,
frequently asked questions on our final policies, a PowerPoint slide presentation of the private
payor rate-based CLFS and ADLTSs, visit https://www.cms.gov/Medicare/Medicare-Fee-for-
Service-Payment/ClinicalLabFeeSched/PAMA-Reqgulations.html.

The CLFS final rule entitled Medicare Clinical Diagnostic Laboratory Tests Payment System
Final Rule (CMS-1621-F) is available at https://www.gpo.gov/fdsys/pkg/FR-2016-06-
23/pdf/2016-14531.pdf.

The PFS final rule entitled Revisions to Payment Policies under the Medicare Physician Fee
Schedule, Quality Payment Program and Other Revisions to Part B for CY 2019 (CMS-1693-F)
is available at https://www.govinfo.gov/content/pkg/FR-2018-11-23/pdf/2018-24170.pdf.

If you have questions about requirements for the private payor rate-based CLFS, please email
them to the CLFS Inquiries mailbox at CLES Inquiries@cms.hhs.gov.

If you have questions, your MACs may have more information. Find their website at
http://go.cms.gov/MAC-website-list.
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Date of Change‘ Description ‘

We revised this article to note that for CDLTs that are not ADLTS, the
data reporting is delayed by one year and must now be reported from
January 1 2021 through March 31, 2021 (previously January 1, 2020
January 8, 2020 through March 31, 2020). All references to the 2020 data reporting
period have been changed to 2021. We added the “CLFS Data
Reporting Period Delayed” Section on page 24 to summarize the
changes. All other information remains the same.

We revised this article to delete incorrect information in the section titled
September 5, 2019 | Only Applicable Information Attributed to non-Hospital Patients is
Reported, which is on page 18. All other information remains the same.

February 27, 2019 | Initial article released

Disclaimer: Paid for by the Department of Health & Human Services. This article was prepared as a service to the public and is not
intended to grant rights or impose obligations. This article may contain references or links to statutes, regulations, or other policy
materials. The information provided is only intended to be a general summary. It is not intended to take the place of either the
written law or regulations. We encourage readers to review the specific statutes, regulations and other interpretive materials for a full
and accurate statement of their contents. CPT only copyright 2018 American Medical Association. All rights reserved.

Copyright © 2013-2019, the American Hospital Association, Chicago, lllinois. Reproduced by CMS with permission. No portion of
the AHA copyrighted materials contained within this publication may be copied without the express written consent of the AHA. AHA
copyrighted materials including the UB-04 codes and descriptions may not be removed, copied, or utilized within any software,
product, service, solution or derivative work without the written consent of the AHA. If an entity wishes to utilize any AHA materials,
please contact the AHA at 312-893-6816. Making copies or utilizing the content of the UB-04 Manual, including the codes and/or
descriptions, for internal purposes, resale and/or to be used in any product or publication; creating any modified or derivative work of
the UB-04 Manual and/or codes and descriptions; and/or making any commercial use of UB-04 Manual or any portion thereof,
including the codes and/or descriptions, is only authorized with an express license from the American Hospital Association. To
license the electronic data file of UB-04 Data Specifications, contact Tim Carlson at (312) 893-6816. You may also contact us at
ub04@healthforum.com

The American Hospital Association (the “AHA”) has not reviewed, and is not responsible for, the completeness or accuracy of any
information contained in this material, nor was the AHA or any of its affiliates, involved in the preparation of this material, or the
analysis of information provided in the material. The views and/or positions presented in the material do not necessarily represent
the views of the AHA. CMS and its products and services are not endorsed by the AHA or any of its affiliates.
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