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Clinical Laboratory
Compliance Issues

While Similar to Other Health Care Services, It Is
Important to Note How They Are Different

Robert E. Mazer

linical laboratory compliance issues have some
similarities to compliance issues that apply to
other types of health care services. They also have

significant differences from many such services, how-
ever. There are at least four reasons for the differences.

1.

Clinical laboratory services are subject to unique
payment rules. The Medicare statute includes spe-
cific provisions stating how clinical laboratory ser-
vices are paid, including who may bill Medicare for
lab services."* Anatomic pathology services, gener-
ally referred to by Medicare as physician pathology
services, are paid under Medicare principles appli-
cable to other physician services but are subject
to special rules prohibiting mark-up of diagnostic
services.?

Clinical laboratory tests are high-volume services.
If there is a systemic problem in billing for such
services, thousands or tens of thousands of claims
could be affected, even if the problem relates only to
a single test.

Clinical laboratory tests are frequently performed
at the request of unrelated physicians. These physi-
cians generally have the only documentation of the
test’s medical necessity and may hold the only docu-
ments demonstrating that the test was ordered.
Many physicians believe that clinical laboratory tests
are fungible. Some such physicians may attempt to
select a clinical laboratory based on the benefits
that he or she may receive under the arrangement,
resulting in a tension with the federal anti-kickback
statute (AKS) and the federal self-referral law (Stark
law). Many arrangements with physicians raise
issues under the AKS and Stark law that are unique
to clinical laboratory services, such as the placement
of a phlebotomist in a physician’s office to collect
specimens from his or her patients.

This article will focus principally on compliance issues

of special interest to clinical laboratories, including
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application of general prohibitions to pro-
viders of clinical laboratory services.

CompPLIANCE WITH RELEVANT RULES

Laboratory  compliance  arrangements
should include at least three elements: (1)
an intent to comply with relevant legal, regu-
latory, and third-party requirements (rules);
(2) knowledge of the rules; and (3) a process
that results in continuing compliance with
the rules, including recognition of ongoing
changes that impact their application.
Clinical laboratories are subject to a
long list of rules, including federal and
state licensure, certification, and enroll-
ment requirements; Medicare, Medicaid,
and other third-party payer requirements
related to claims for payment; and restric-
tions related to financial relationships
with physicians and other referral sources
under federal and state laws. It is impos-
sible to comply with the rules without
knowledge of the rules. Therefore, the
compliance process requires participation
of individuals who know the rules.*
Those charged with ensuring compli-
ance must be aware of all relevant facts as
they may change over time, i.¢e., “those who
need to know need to know.” For exam-
ple, to evaluate the potential renewal of
a lease arrangement with a medical prac-
tice for collection of patient specimens,
the individual responsible for the decision
should know if the laboratory recently
established a patient service center in the
same building as the leased space.
Clinical laboratories, like many other
health care providers, have submitted
many different forms to various federal
and state agencies. A laboratory may suf-
fer significant adverse consequences
when the relevant agency is not advised
of changes to its operations, personnel, or
other information that was submitted pre-
viously by the laboratory, as required. In
one recent decision of the Departmental
Appeals Board (DAB), Medicare enroll-
ment and billing privileges of an emer-
gency physicians group (ER Group) were

revoked because a physician listed as one
of its managing employees was convicted
of health care fraud and the ER Group
failed to timely report his conviction, even
though, according to the ER Group, the
physician had stopped working for them
months earlier.® Timely notification of this
change would have prevented the imposi-
tion of sanctions. Health care compliance
is an ongoing responsibility, and related
decisions need to be based on the rules and
relevant facts, as they change over time.

MEeDICARE ENROLLMENT ISSUES
Few providers of clinical laboratory ser-
vices can survive without the ability to bill
Medicare for its services. Medicare regula-
tions permit the Centers for Medicare &
Medicaid Services (CMS) to revoke a clinical
laboratory’s Medicare privileges based on
specified bases, including noncompliance
with Medicare enrollment requirements.®
Revocation may also result from a pattern
or practice of submitting claims that do not
meet Medicare requirements, including
potentially claims for services that are not
reasonable and necessary.” Although CMS
is required to consider the “reason(s) for the
claim denials” in deciding whether or not to
revoke Medicare billing privileges, it need
not find that there was an improper intent
or even negligence before it can do so.?
Similarly, Medicare enrollment regula-
tions permit revocation of billing privi-
leges for including false or misleading
information on a Medicare enrollment
application.® In a recent DAB proceeding,
an administrative law judge (ALJ) stated
that the signature of an authorized official
on the enrollment application made the
laboratory responsible for false or mislead-
ing information included on the applica-
tion, even though the laboratory claimed
that it reflected negligence of the consult-
ing firm that handled this task. According
to the ALJ, the regulation did not require
proof that the supplier intended to provide
false information, only that it did certify
as true misleading or false information.'
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Medicare enrollment regulations also
require that a laboratory be “operational”
in order to receive Medicare billing priv-
ileges and that it continue to remain
operational. A laboratory’s enrollment
application was denied when it was not
open and accessible to the Medicare con-
tractor’s inspector when he attempted to
inspect the facility.!? Similarly, a clinical
laboratory had its enrollment revoked
when it was found to be not yet operat-
ing a few months after its enrollment
became effective.’> A new clinical labo-
ratory must coordinate filings to avoid
an onsite review before it is actually per-
forming tests. Similarly, a laboratory that
closes or relocates should promptly advise
the Medicare contractor (as well as CLIA
authorities) to avoid a determination that
it is not operational and resulting adverse
consequences.

CLiNICAL LABORATORY IMPROVEMENT
AMENDMENTS oF 1988

Generally, a laboratory testing human
specimens for the diagnosis, prevention,
or treatment of any disease or impairment
of an individual or an assessment of his or
her health must have a certificate under
the Clinical Laboratory Improvement
Amendments of 1988 (CLIA).!* CLIA cer-
tification is also a condition for Medicare
and Medicaid payments.'> CLIA regulations
specity requirements for performance of
testing, depending upon whether the lab-
oratory performs only waived tests, tests
of moderate complexity, or tests of high
complexity.'® In the case of a violation of
a CLIA “condition” (conditional-level defi-
ciency) by a moderate or high complex-
ity laboratory, CMS can impose sanctions
against the laboratory, including revoca-
tion of its CLIA certificate, cancellation of
its right to receive Medicare payments, or
lesser sanctions.!”

CLIA regulations include specific provi-
sions for imposing penalties based on actions
of a laboratory’s owner or operator or one
of'its employees, and for improper referrals

of proficiency testing (PT) samples.'® CMS
may revoke, limit, or suspend a CLIA cer-
tificate when the laboratory has refused a
reasonable request for permission to inspect
the facility during its operating hours.!® The
DAB determined that this occurred when
a laboratory delayed scheduling a pre-
announced inspection and provided numer-
ous excuses why CMS could not conduct
the visit. According to the DAB, when the
laboratory failed to respond to requests for
information on a timely basis, submit com-
plete responses, return telephone calls, pick
up certified mail and appear for scheduled
visits, this conduct could be viewed only “as
defiant” and “the kind of refusal to permit
inspection of the laboratory contemplated
under the regulations.”?

If CMS determines that a laboratory has
“intentionally” referred its PT samples to
another laboratory for analysis, it may
impose sanctions including revocation
of the laboratory’s CLIA certificate and a
prohibition against the laboratory’s owner
or operator (including its director) own-
ing or operating another laboratory for
one year.?! The penalty assessed depends
upon whether this was a “repeat” viola-
tion, the laboratory reported another labo-
ratory’s PT test results, and whether the
lab received the PT results of another lab-
oratory before the PT “event close date.”??
According to CMS, a referral of PT sam-
ples is “intentional” if there is a “general
intent to act—that is to send a PT sample
to another laboratory for analysis.”?>*

In defending challenges to revocation
actions, CMS has generally been success-
ful in asserting that the reason for request-
ing another laboratory to test a PT sample
is irrelevant. CMS’ revocation actions,
however, have not always been upheld.
In J.B. & Greeta B. Arthur Comprehensive
Cancer Ctr. Lab. v. CMS, DAB No. CR2436,
Medicare & Medicaid Guide (CCH) ¢
122,519 (H.H.S. Sept. 21, 2011), CMS
revoked a cancer center’s CLIA certifi-
cate after finding that it had improperly
referred PT samples to a related hospital
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for analysis. The ALJ reversed this deter-
mination. The ALJ stated that although
the cancer center directed unused por-
tions of'its PT samples to the hospital and
the hospital tested those samples, the can-
cer center did not violate the PT referral
prohibition because it reported its own
results, sent the unused PT samples to the
hospital only for storage, and the hospital
tested the samples to check its own equip-
ment, not at the cancer center’s direction
or to verify the cancer center’s results.
Hospitals and health systems that
operate laboratory facilities under dif-
ferent CLIA certificates have additional
PTreferral compliance issues. These labo-
ratories are considered separate labs for
PT purposes, even though they may be
part of the same hospital department. If
PT samples are delivered to one hospital
laboratory, but are for a laboratory oper-
ating under a different CLIA certificate,
CMS could find that this was a prohib-
ited PT referral. Similarly, if PT samples
were rotated for testing among laboratories
operating under different CLIA certifi-
cates, as if they were part of a single labo-
ratory, this would likely be considered a
prohibited PT referral by CMS. It would
be prudent for a hospital operating labo-
ratories under different CLIA certificates
to purchase PT samples from different PT
vendors for each laboratory, to the extent
possible, eliminating any possibility of
sharing PT test results. A hospital may also
want to prevent individuals involved with
PT testing at one laboratory from having
electronic access to PT results of another
laboratory with a different CLIA certificate.
CMS has asserted that the prohibition
against PT referrals applies to laboratories
holding a certificate of waiver, even though
such laboratories are generally exempt
from CLIA requirements.”> CMS has also
asserted that the prohibition against refer-
ral of PT samples applies to referrals of
waived tests by laboratories that perform
tests of moderate and high complexity.
This position is questionable as regulations

provide that waived tests are not subject to
the subpart of CLIA regulations in which
the PT prohibition is included.?

PT referral issues are not limited to
clinical laboratories that refer their PT
samples to another laboratory for testing.
Laboratories are prohibited from engag-
ing in interlaboratory communications
regarding PT test results.?”” Additionally,
a laboratory which receives a PT sample
from another laboratory for testing is
required to notify CMS.?® Given the severe
penalties that may be imposed for certain
violations of regulations related to PT test-
ing, laboratories should carefully evaluate
their procedures for testing PT samples to
ensure that they do not include conduct
that might be considered a prohibited PT
referral or whether additional safeguards
should be put in place.

MEDICARE BILLING ISSUES

A clinical laboratory’s submission of an
improper claim for payment can result in
severe adverse consequences. These can
range from an obligation to return these
payments to criminal penalties. In most
cases, the result will depend upon the labo-
ratory’s intent in submitting the improper
payment claim. Bad intent, however, is not
required before a laboratory can suffer sig-
nificant adverse consequences. An honest
mistake usually results in an overpayment
determination, without assessment of
penalties. It, however, can also result in a
suspension of Medicare payments, other
administrative sanctions, or a Medicare
recoupment action that can drive a labora-
tory out of business.

Payment claims submitted with actual
knowledge of the false information
included on the payment claim, with
deliberate ignorance as to whether the
information was true or false, or with reck-
less disregard to whether or not the infor-
mation was truthful can result in fines
and penalties under the False Claims Act
(FCA).* An improper payment claim that
was knowingly and willfully made can
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result in criminal penalties. Billing viola-
tions that may lead to penalties can result
from including incorrect information on
a payment claim, or a claim for payment
that is contrary to Medicare payment
principles, such as an independent labora-
tory’s payment claim for a test provided
to a Medicare hospital inpatient or outpa-
tient.’® A recent appellate court decision,
U.S. v. Bertram, 2018 WL 3966510 (6th Cir.
Aug. 20, 2018), confirmed that payment
claims that reflect “half-truths”’—with
material facts omitted—can result in pen-
alties. In this case, a laboratory’s failure to
include information that would have indi-
cated that the laboratory tests billed had
been ordered seven to 10 months earlier
resulted in criminal sanctions against its
owners when the tests were no longer
medically necessary.

The Match Game

The most fundamental billing rule for clini-
cal laboratory services is that (1) the test
ordered, (2) the test performed, and (3) the
test billed must match. This requires care-
ful coordination of laboratory activities. If
the laboratory director substitutes a new
test for one that has become obsolete, and
no corresponding changes are made to the
ordering and billing process, the test billed
may be different from the test actually
ordered and performed. Additionally, each
component of the process raises important
issues.

Test Order

Medicare regulations require that labora-
tory tests be ordered by the physician (or
an authorized nonphysician practitioner
(NPP)) who is treating the patient.*® While
this statement is relatively clear, what con-
stitutes an acceptable test order is not. In
the preamble to the 2012 Medicare phy-
sician fee schedule final rule, CMS stated
that a test requisition need not be signed,
although each clinical laboratory test must
be supported by an order signed by the phy-
sician or NPP* Subsequently, consistent

with its interpretive manual, CMS stated
that a physician order is not required to
be signed, but “the physician must clearly
document, in the medical record, his or her
intent that the test be performed.”* CMS
has also stated that “[uJnsigned physician
orders or unsigned requisitions alone do
not support physician intent to order.”**

CMS Medicare contractor Noridian
Healthcare Solutions has stated that a
“[s]ligned requisition [is] not required, phy-
sician intent is required.”® According to
Noridian, ‘[d]Jocumentation supporting
intent” includes a “signed order or requisi-
tion.”*® Noridian has also stated that “docu-
mentation showing the intent that the test
be performed must be authenticated by
the author via a handwritten or electronic
signature.”%”

Although the different language used
in these pronouncements is confusing,
a recent CMS videotape, MLN, Provider
Minute: Laboratory and Diagnostic
Services Billing Video (Aug. 30, 2018),
indicates that CMS does require a physi-
cian’s signature (electronic or handwrit-
ten) reflecting a test request, whether on
the test requisition or in the physiciancs
medical records. In fact, Noridian stated
that more than 60 percent of the claims
for clinical laboratory services that were
deemed to have been improperly submit-
ted by a Comprehensive Error Rate Testing
(CERT) contractor did not have required
documentation regarding an intent to
order the service (another 22 percent was
due to missing documentation of medical
necessity).*® As discussed below, it may
prove difficult to obtain records from phy-
sicians if necessary to establish that a test
for which payment was claimed was actu-
ally ordered. Accordingly, laboratories
may wish to consider requiring a signed
requisition, even though physicians will
undoubtedly tell them that there is no
such Medicare requirement.

The lack of a valid test order can be the
basis for an overpayment determination
or false claims assertion. A laboratory has
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been denied payment for biopsies because
it could not document that a physician
had ordered the procedure.®® Similarly,
in a case involving audiology testing, a
court upheld Medicare'’s disallowance of
related payment claims because the phy-
sician’s medical records did not reflect his
intent or knowledge that the tests would
be performed.*® A laboratory also must
ensure that it does not perform tests that
are different or in excess of those actually
ordered. A federal court has held that a qui
tam relator stated a valid cause of action
under the FCA in alleging that a labora-
tory performed a fluorescence in situ
hybridization (FISH) test whenever there
was an abnormal result on a cytology test,
even though the FISH test had not been
ordered by the referring physician.*
Reflex testing, which is additional test-
ing performed by the laboratory when
initial test results are positive or outside
normal parameters without a new physi-
cian order, may be permissible. The Office
of Inspector General (OIG) has stated that
in order to avoid performing unnecessary
reflex tests, requisition forms should “only
allow for the reflex test when necessary”
and clearly indicate the condition under
which the reflex test will be performed.**
The ordering physician should be able to
order a test with or without reflex, and a
reflex test should be performed only when
the physician selects that option.
“Standing orders” can refer to at least
two different types of arrangements.*
The first, sometimes referred to as “rou-
tine orders,” are arrangements in which
patients with the same or similar condi-
tions receive a previously established set
of tests without regard to factors related
to the individual patient.** These tests
may not be considered medically neces-
sary and can result in FCA allegations.
The second type of arrangement that may
be referred to as standing order involves
orders for tests to be performed for a par-
ticular individual on a specified sched-
ule. These arrangements are frequently

used for residents of skilled nursing facili-
ties (SNFs). The OIG has stated that they
are not prohibited in connection with
an extended course of treatment but are
not usually acceptable documentation of
medical necessity and their use is dis-
couraged.®® According to the OIG, they
should be monitored periodically, should
have a fixed term of validity, and must be
renewed at their expiration.*

Preprinted or electronic lists of poten-
tial orders may be acceptable when
reviewed and modified, as necessary, by
the treating physician.?” Standing orders
have been subject to greater scrutiny than
other test orders for medical necessity pur-
poses.*® Medicare contractors and other
third-party payers may establish specific
requirements for these types of standing
orders which should be closely followed.*
In the absence of guidance from a clinical
laboratory’s own Medicare contractor, it
may be prudent to comply with guidelines
issued by a different contractor.

Tests may be ordered as part of a “cus-
tom profile,” a profile developed for a par-
ticular physician that includes tests that
reflect the needs of a particular group of
patients that he or she treats. The OIG is
suspect of these test order arrangements,
and its compliance program guidance pro-
vides for special procedures for their use
involving notices to physicians.*® Custom
profiles can be subject to abuse, such as
ordering tests which are not medically
necessary or to maximize third-party
payments, e.g., creation of a profile that
excludes a test from a recognized organ
or disease panel for the sole purpose of
receiving payments for individual tests
rather than the lesser amount paid for
the profile. Clinical laboratories that con-
tinue to offer custom profiles should fol-
low the procedures developed by the OIG.
Compliance with these procedures does
not mean, however, that related claims
will be paid by the third-party payer to
which the claim for payment is submitted.
Clinical laboratories should confirm that
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relevant third-party payers will accept
tests requested as part of a custom profile
as having been validly ordered and medi-
cally necessary.

Several of these issues are illustrated
in a single case. As part of an FCA action
against a family medical center, the
U.S. government alleged that the center
tested patients using custom profiles that
included excessive test components. It
also alleged that the center had developed
“standing orders” that required staff to
automatically perform certain tests with-
out a physician’s order. The court found
that these practices potentially resulted
in FCA violations. In denying the defen-
dant’s motion to dismiss, the court stated
that it “cannot say that allegedly routine
testing made without reference to the
patient’'s needs or a physician’s request
constitutes a difference of opinion so as
not to state a claim under the FCA.”' The
court did not reach a final decision in
this matter. The action was subsequently
resolved, with the defendants required to
make a payment of $2 million as part of
the settlement.

Test Performed

A test that is not performed should not be
billed. The OIG has stated that if a labo-
ratory did not perform a test, for exam-
ple, because of a laboratory accident or an
insufficient specimen, a claim for payment
“could subject a provider to sanctions under
administrative, civil, or criminal law.”®? A
laboratory must have a system in place that
prevents submission of a claim for pay-
ment for a test that was not performed.

Test Billed

The test billed should reflect the procedure
that was actually performed and related
payment rules. This includes use of the
correct Current Procedural Terminology
(CPT)® code. Incorrect coding can result in
recoupment claims and even FCA actions.
In U.S. ex rel. Ketroser v. Mayo Found., 729
F.3d 825, Medicare & Medicaid Guide (CCH)

q 304,600 (8th Cir. 2013), qui tam relators
asserted that Mayo violated the FCA when
it billed for a surgical pathology claim on
the permanent slide but did not prepare a
separate report when it would have been
the same as the report reflecting review of
the frozen slide. Finding no such require-
ment in either the AMA's CPT® or Medicare
regulations, the Court dismissed the FCA
claim.

Improper coding is mnot limited to
“upcoding,” i.e., selection of a code for
which a greater amount would be paid
than for the CPT® code that best reflects
the test actually performed. When the
CPT® code reflecting the test that was actu-
ally performed was not a covered code, a
test may be “downcoded” to a CPT® code
for which payment would be made, and
such downcoding could result in an FCA
violation.>® Additionally, improper coding
claims are not limited to misuse of CPT®
codes but can include allegations related
to use of modifiers. For example, modifier
91 is to be used only when it is necessary
to perform the same test more than once
during a single day, when it is necessary
to obtain multiple results in the course of
treatment.® Other uses of the modifier
may be improper, such as to receive pay-
ment for a confirmatory test.

MebicaL NEcessITY

Medicare Payment Authorities

The Medicare statute includes two provi-
sions that have been interpreted to require
documentation of medical necessity in
order for a clinical laboratory to receive
payment for a lab test. The statute provides
that Medicare will not pay for an item or
service that is “not reasonable for the diag-
nosis and treatment of illness or injury.”>®
It also prohibits any payments without
information necessary to determine the
amount due.*®

The statute also includes two provisions
which potentially protect clinical laborato-
ries from loss of Medicare payments based
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on medical necessity. Medicare limitation
of liability provisions state that where pay-
ments cannot be made based on the medi-
cal necessity requirement and neither the
patient nor the provider knew or could
have been expected to know that pay-
ments would be denied, “payments shall...
be made.”” Similarly, statutory “without
fault” provisions state that a previous pay-
ment that is later determined to have been
incorrectly made should not be recovered
if the payment was made to an individual
who was “without fault,” or if recovery
would be contrary to Medicare purposes
or would be against “equity and good con-
science.”?® According to CMS, a laboratory
is “without fault” if it exercised reasonable
care in billing and accepting payment for
the test.®

Payment Issues

The tension between the two sets of statu-
tory provisions summarized above is obvi-
ous, particularly when the information
provided to the clinical laboratory—which
is generally limited to that included on the
test requisition—indicated that the test was
medically necessary. In recent years, the
U.S. Department of Health and Human
Services (HHS) and courts appear to have
generally given precedence to the statu-
tory provisions requiring documentation
of medical necessity and have denied pay-
ment to the laboratory for an unnecessary
test, without regard to whether the labo-
ratory had had any reason to question its
medical necessity.%

Medicare regulations require that labo-
ratory tests be ordered by the “physician
who is treating the beneficiary, that is,
the physician...who uses the results...”
The regulations provide that tests that
are not ordered by the treating physician
“are not reasonable and necessary.”®
The OIG has stated that “Medicare may
deny payment for a test that the physi-
cian believes is appropriate, but which
does not meet the Medicare coverage cri-
teria (e.g., done for screening purposes)

or where documentation in the entire
patient record, including that maintained
in the physician’s records, does not sup-
port that the tests were reasonable and
necessary for a given patient.”®® In the
absence of a national coverage determi-
nation (NCD) or local coverage deter-
mination (LCD), the medical necessity
determination is required to be deter-
mined based on whether the test is rea-
sonable and necessary for the patient.%
At least one Medicare contractor has
found tests to be not medically necessary
because the medical records did not pro-
vide a “nexus” between the patient’s signs
and symptoms and the tests that were
ordered.

Similarly, relying on the regulatory
requirement that the test be ordered
by the physician using the test results,
Medicare contractors have found that lack
of documentation related to a physician’s
use of lab results causes the tests to be
not medically necessary. CMS interpreta-
tions do state that clinical lab tests “must
be ordered and used promptly by the phy-
sician who is treating the beneficiary or
NPP...”%* The regulatory provision, how-
ever, on which it is based does not appear
to have been intended to require evidence
regarding use of test results to establish
medical necessity, but rather was intended
to require that the test be ordered by the
treating physician, not a physician whose
sole involvement with the patient was to
order laboratory tests.5

Moreover, financial liability for tests
that are subsequently determined to have
been unnecessary is not necessarily lim-
ited to the laboratory that received the
payment. The government may recover
Medicare overpayments from individuals
who participate in a laboratory’s submis-
sion of improper claims and benefit finan-
cially from related payments. In a recent
decision, the court stated that because the
laboratory’s owner-president signed pay-
ment claims as the “physician or supplier”
and controlled payments received by the
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laboratory, he could be required person-
ally to repay the government's payments
to the laboratory.5¢

In sum, laboratories—and potentially
their owners—will be financially respon-
sible for medically unnecessary tests for
which they submit claims for payment.
If payments for medically unnecessary
tests are subsequently discovered, those
payments may be recouped from them.
Clinical laboratories and their attorneys
continue to remain hopeful that the statu-
tory provisions protecting providers from
bearing losses over which they have no
control will be applied as intended.

Documentation Issues

The determination as to whether a test is
medically necessary is frequently based
on documentation available for review. A
clinical laboratory is required to maintain
documentation that it received from the
ordering physician or nonphysician practi-
tioner (NPP) requesting the test, and doc-
umentation that the information included
on its payment claim accurately reflected
this information.®” The regulations require
a laboratory, upon request from CMS, to
provide documentation of the test order,
documentation showing that the process-
ing of the order and claim submitted were
accurate, and diagnostic or other medical
information that was provided by the phy-
sician or NPP.%®® The regulations also permit
a laboratory to request additional informa-
tion from the ordering physician or NPP
to demonstrate that the tests for which it
claimed payment were reasonable and
necessary.” The regulations indicate that
if the information that the laboratory pro-
vides to CMS does not demonstrate that a
test was reasonable and necessary, CMS is
to request the ordering physician or NPP to
provide the relevant part of the Medicare
beneficiary’s medical record.” If the physi-
cian or NPP does not supply the requested
information, then the claim will be denied
based on lack of documentation of medical
necessity.”

If the laboratory is subject to an audit,
investigation, or recoupment claim, these
regulations may make it difficult or impos-
sible for a laboratory to demonstrate satis-
faction of all payment requirements. The
laboratory will likely be required to obtain
documentation from the ordering physi-
cian to establish medical necessity, and
if the laboratory performed testing upon
receipt of an unsigned test requisition, it
may be required to request documenta-
tion of the test order from the physician.

The regulations, however, do not require
the physician to provide the documenta-
tion requested. In fact, while the regula-
tions require CMS to request relevant
documentation from the ordering physi-
cian, there do not appear to be any con-
sequences if it fails to do so0.”? Given this,
laboratories may wish to attempt to obtain
a contractual commitment from physi-
cians to provide documentation related
to the medical necessity of tests that they
order, upon request from the laboratory.
Unfortunately, even if the ordering phy-
sician does provide the relevant medical
records at the laboratory’s or CMS’ request,
the records may not be sufficient to estab-
lish the laboratory’s right to payment for
the test, particularly if the Medicare con-
tractor requires documentation regarding
an explanation of the basis for the test
request or use of the test results.

PRrRoTECTIVE ACTIONS

There are some steps that a clinical labora-
tory can take to reduce the likelihood that it
will suffer financial or legal consequences
from submission of claims for tests that are
not medically necessary. The OIG compli-
ance guidance includes several, including
those discussed previously. The OIG has
stated that requisitions should be designed
so that the physician will have to make
an independent decision regarding the
medical necessity of each test ordered.”
Consistent with the OIG statement, when
a laboratory requisition includes panels or
profiles, the components of each should be

Journal of Health Care Compliance — September-October 2018




10

Clinical Laboratory Compliance Issues

specified on the requisition. Additionally,
generally the requisition should permit
physicians to select individual tests that
the physician believes are necessary to
diagnose or treat his or her patient without
being required to order or accept additional
tests.

Clinical laboratories should attempt to
educate physicians and their office staff
regarding Medicare medical necessity
requirements as applicable to laboratory
services, the medical record documenta-
tion required to establish medical neces-
sity and the use of advance beneficiary
notices of mnon-coverage (ABNs) when
the physician has reason to believe that
Medicare will not find a particular test
medically necessary. As previously noted,
a policy requiring signed requisitions
may be helpful, as would the physician’s
contractual liability to provide medical
records upon the laboratory’s request, as
necessary to establish medical necessity.
One Medicare contractor has suggested
encouraging physicians to include addi-
tional information supporting medical
necessity in the remarks section of the
requisition.

Arrangements under which physicians
maintain medical documentation using
an electronic health record (EHR) sys-
tem and order clinical laboratory tests
electronically may reduce laboratory risk
based on the lack of a valid test order
and may facilitate the process of provid-
ing clinical laboratories with documenta-
tion that they require to establish medical
necessity. The OIG compliance guidance
includes a description of auditing and
monitoring techniques to identify poten-
tially improper payment claims.” While
these techniques should continue to be
helpful, there may now be better ways
to identify physicians who may be order-
ing unnecessary tests or particular tests
that may be being “over utilized.” Clinical
laboratories want to avoid submission of
claims for unnecessary services. Failing
that, it is in their interest to identify such

claims as soon as possible to minimize
related damages.

OVERPAYMENT ISSUES

Medicare regulations require a clinical
laboratory that has received an overpay-
ment to report and return the overpay-
ment within 60 days of the date on which
the overpayment was “identified.””® Failure
to do so can result in an FCA violation and
can serve as grounds for civil monetary
penalties.”> Under Medicare regulations,
an overpayment includes any payment to
which the recipient was not entitled.”” This
includes payments resulting from upcod-
ing (whether or not intentional), payments
that were made without sufficient support-
ing documentation, and payments for ser-
vices that were not medically necessary.”®
An overpayment has been identified
when (1) a person determined that it
received an overpayment and quanti-
fied the overpayment or (2) when the
person should have determined that it
has received an overpayment and quan-
tified the overpayment using reasonable
diligence.”” CMS has stated that a person
should have determined that it received
an overpayment if it has in fact received
an overpayment and it failed to exercise
reasonable due diligence on a proactive
basis.® According to CMS, “[t}here may be
situations where a significant increase in
Medicare revenue should lead a labora-
tory to conduct reasonable diligence.”®
Similarly, a person which receives infor-
mation about a potential overpayment is
required to use reasonable diligence to
determine whether an overpayment actu-
ally exists.?? This duty could be triggered
by advice from a governmental agency
upon completion of an audit or an inter-
nal audit.®® The required investigation as
to whether an overpayment exists and the
amount of any such overpayment should
reflect relevant facts and circumstances.
If, for example, a laboratory initiated the
type of testing at issue only three years
earlier or put in place a new billing process
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at that time, then it may be reasonable to
review billings for the tests during the pre-
vious three years, even though the regula-
tions apply to any overpayment identified
within six years of its receipt.®*

The obligation to report and return
overpayments exists irrespective of the
cause of the overpayment and whether or
not the overpayment recipient was aware
that it was not entitled to the payments
upon their receipt.®® Similarly, reporting
and returning an overpayment does not
resolve any liability for any action that
resulted in the overpayment.®® For that
reason, although the overpayment regu-
lations provide a laboratory with various
alternatives to which it can report and
return the overpayment, including CMS,
the OIG, and the Medicare contractor,
the selection of the organization requires
careful analysis.

Medicare regulations permit a suspen-
sion of payments if CMS or the Medicare
contractor “possesses reliable information
that an overpayment exists or that the pay-
ments to be made may not be correct.”¥
The initial suspension is for up to 180 days
but may continue for up to 18 months rou-
tinely.® There is no administrative appeal
available to contest a suspension. Similarly,
Medicare can recoup payments from a labo-
ratory when the Medicare contractor’s over-
payment determination has been upheld on
reconsideration, notwithstanding a request
for a hearing before an ALJ.®

The government’s longstanding posi-
tion is that a laboratory must proceed
through the administrative appeals pro-
cess, however long it may take, and that a
federal court does not have “jurisdiction”
over the matter until conclusion (exhaus-
tion) of that process. This position has
generally been upheld by courts. One
court did so recently even when it was
alleged that the Medicare contractor disre-
garded regulations addressing procedures
for suspension of Medicare payments.
A Court of Appeals, however, recently
rejected the government’s position in a

case challenging the Medicare Program’s
right to recoup funds before ALJ review of
the overpayment determination.

In Family Rehab., Inc. v. Azar, 886 F.3d
496, Medicare & Medicaid Guide (CCH)
q 306,259 (5th Cir. 2018), the Court held
that a federal court could exercise limited
review prior to the administrative process’
conclusion. According to the Court, the
provider’s claim was collateral to the sub-
stantive agency decision because it sought
only to prevent recoupment of Medicare
payments until conclusion of the adminis-
trative process. Additionally, a court could
not provide full relief from damages that
would result from the provider's going
out of business and related disruption to
Medicare patients after completion of the
administrative process.

Subsequently, the district court to
which the action was remanded issued a
preliminary injunction preventing CMS
from withholding Medicare payments to
recoup the alleged overpayment, relying
in part on the massive delays in process-
ing Part B claims appeals.”" It is unclear
whether other courts will reach the same
conclusion and, if so, whether they will
apply that conclusion in connection with
claims by clinical laboratory providers.
However, the fact that it is anticipated to
take three years to obtain an ALJ hearing
decision—contrary to statutory and regu-
latory requirements—appears to make
courts more responsive to provider claims
that if they accept the government’s posi-
tion, the provider will be out of business
before receipt of the administrative hear-
ing to which they are entitled and subse-
quent judicial review.

Endnotes

1. Information regarding the agency’s application of
the statutory provisions as well as related Medicare
payment rules can be found in Medicare interpretive
manuals, principally the Medicare Claims Processing
Manual (MCPM), Ch. 16. A recent decision of the
Departmental Appeals Board (DAB), Maghareh v.
Inspector General, DAB,No.CR 5166 (H.H.S. Aug. 17,
2018), indicates that a laboratory is also required to
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