President Biden Signs Into L.aw Medicare
Telehealth Coverage Extension Post-Public
Health Emergency

On March 15, 2022, President Biden signed into law the $1.5
trillion Consolidated Appropriations Act of 2022 (the “Omnibus Bill”). Included in the 2,700+ page
Omnibus Bill is an extension of Medicare coverage of professional consultations, office visits, and
office psychiatry services conducted via telemedicine for 151 days after the end of the designated
public health emergency (“PHE”).[1]

Prior to the PHE, in order to qualify for Medicare coverage:

¢ A patient receiving telehealth services had to be physically located at a physician’s office,
hospital, or other healthcare facility that is located in a geographical health professional
shortage area (HPSA) that met certain requirements, a county that was not included in a
Metropolitan Statistical Area as of December 31st of the preceding year, or an entity
participating in a Federal telemedicine demonstration project in order for telehealth services
to be covered by Medicare.

e Further, the patient had to obtain telehealth services furnished through technology that
enabled real-time audio visual communication, with limited recent exceptions, as discussed in
our Client Alert titled CMS Continues to Modernize by Expanding Reimbursement for

Digital Health Services.

Administrative and legislative changes made in March 2020 as part of the government’s response to
the COVID-19 pandemic waived these location and technology requirements for the duration of the
PHE. These waivers of location and technology requirements are now extended further under the
Omnibus Bill.

Additionally, the Omnibus Bill expands the types of practitioners eligible to provide telehealth
services to patients. Prior to the PHE, Medicare covered telehealth services only if offered by
physicians, physician assistants, nurse practitioners, clinical nurse specialists, nurse-midwives,
clinical psychologists, clinical social workers, registered dieticians or certified registered nurse
anesthetists. Under the Omnibus Bill, qualifying practitioners now include occupational therapists,
physical therapists, speech-language pathologists and audiologists. Other changes include delaying
in-person requirements for the provision of mental health services and extending coverage of
telehealth services rendered by federally qualified health centers to provide telehealth services for
the same 151 day post-PHE period.

While these changes are welcomed by many in the healthcare industry as a necessary resource and
buffer for telehealth patients and providers, it remains to be seen whether additional coverage
flexibilities, beyond certain limited opioid treatment program expansion and counseling therapy
telehealth coverage expansion under CY 2022 Medicare Physician Fee Schedule Final Rule,
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established during the PHE will become permanent moving forward. The Omnibus Bill requires the
Medicare Payment Advisory Commission to provide Congress with a report by June 15, 2023 on the
expansion of telehealth services as a result of the PHE. The Department of Health and Human
Services, Office of Inspector General is similarly required to provider Congress with a report by June
15, 2023 on program integrity risks associates with Medicare telehealth services. In addition, the
Department of Health and Human Services must post quarterly data, starting July 1, 2022, on
Medicare claims for telemedicine services.

We will continue to monitor these and other legislative and regulatory changes impacting telehealth
industry stakeholders.

[1] The PHE determination was recently renewed by Xavier Becerra, Secretary of the U.S. Department of
Health and Human Services on January 16, 2022. A public health emergency declaration expires 90 days after
the declaration or renewal or renewal is made, unless terminated prior. It is unclear whether the latest PHE
declaration will be renewed or not or whether the PHE declaration will be terminated prior to the 90-day
deadline.

Don’t Forget about the States!
Understanding the Maze of State Billing
Laws for Physicians and Laboratories
Providing Anatomic Pathology Services

Laboratory tests play a critical part of the healthcare system. Ordering and billing for these tests,
however, is not always cut-and-dry. Compliance with federal laws and rules (like the Clinical
Laboratory Improvement Amendments (CLIA), the Anti-Kickback Statute (AKS), and the Eliminating
Kickbacks in Recovery Act (EKRA) - not to mention Medicare billing requirements is essential. but,
laboratory testing companies and physician practice groups must also pay attention to an array of
state laws and regulations that place restrictions on which parties can bill for laboratory tests and
for how much, among other requirements. These laws are important, as they can dictate
significantly how, where, and with which entities laboratory testing companies do business. These
laws can also have a significant impact on how physicians can order critical tests for their patients.

As laboratories and medical groups continue expand nationally, and the trend in mail-order
laboratory testing, spurred by the COVID-19 pandemic, continues, it is important for both
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laboratories and practice groups not to overlook compliance with applicable state laws and
regulations, including states’ direct billing, anti-mark-up, and disclosure laws.

What tests are at issue?

State laws regarding laboratory billing practices are focused on “anatomic pathology services.” This
could include, for example, cytology, molecular pathology, hematopathology, histopathology,
surgical pathology, and blood banking services performed by a pathologist. Put another way, state
laws focused on billing for laboratory tests are concerned with those procedures that diagnose
disease based on the macroscopic, microscopic, biochemical, and immunologic and molecular
examination of organs and tissues.

Hypothetical Example: Patient Smith visits Dr. Jorgensen, a
dermatologist. Dr. Jorgensen seeks to biopsy a suspicious mole that she
spots when Patient Smith visits. Dr. Jorgensen’s practice group does not
have an in-house laboratory with the capabilities needed to run the relevant
pathology test. Dr. Jorgensen regularly sends tissue samples for processing
to Oncology Lab LLC, a nationwide provider of pathology testing services for
dermatologists and other specialists. Oncology Lab receives the tissue
sample, conducts the relevant testing, and returns the test results to Dr.
Jorgensen’s office to deliver to the patient. Oncology Lab charges $100 per
test.

In the hypothetical above, for example, the referring physician and the lab that runs the test are
both subject to a series of laws and about who can bill for these tests, who can pay for the tests, and
how much can be charged, all depending upon where Dr. Jorgensen, Patient Smith, and Oncology
Lab LLC are located. These state direct billing laws, anti-markup laws, and disclosure laws, apply
regardless of whether the test is paid or covered by government insurance, commercial insurance,
or the patient directly on a cash pay basis.

Direct Bill Laws

Many states have so-called “direct billing” laws that require the laboratory that performed the
anatomic pathology services must bill the patient (or the patient’s payor, or a limited set of other
individuals or entities) for the test. According to the College of American Pathologists (“CAP”), the
idea is that “payment for anatomic and clinical pathology services should be made only to the person
or entity who performed or supervised the service.” The purpose of these laws is to prohibit so-
called “pass-through billing” or “client billing,” under which a laboratory bills the practice group
that ordered the test, and the practice group then in turn bills the patient.

Under a direct billing model, the treating physician is not incentivized to order additional or
unnecessary testing or to refer patients to one specific laboratory over another, simply on the basis
of the amount of profit the treating physician might earn. Rather, the physician orders the tests that
the patient needs, the laboratory runs the tests, and the laboratory bills the patient or payor for the
tests. Direct billing, according to CAP, helps make certain that quality - as opposed to financial
considerations - influence the physician’s selection of a pathology services laboratory.

Under a pass-through or client billing model, the treating physician can score an extra profit by
charging the patient for the full price of the laboratory service that the physician received at a
discount. This practice may also incentivize health care providers to choose certain laboratories
(i.e., lower quality laboratories charging lower fees) or order certain laboratory tests (i.e., to
increase profits) - both of which are not in the best interest of the patient.
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Because of the perverse incentives, and the potential effect on quality of care, many states prohibit
pass-through or client billing and mandate direct billing as the only acceptable pathology services
billing practice. In fact, the pass-though billing prohibition under California law was spurred
by a September 2005 Wall Street Journal article, titled How Some Doctors Turn a $79 Profit from a
$30 Test. The article describes startling studies indicating that “physicians are more likely to order
services for patients if they have a financial incentive.” An author of one such study by the Center
for Health Policy, described in the article, stated that pass-through laboratory testing “appears to be
done exclusively to earn more revenue and increase profits.”

For example, California law states, “A [licensed health care provider] shall not charge, bill, or
otherwise solicit payment, directly or indirectly, for anatomic pathology services if those services
were not actually rendered by that person or under his or her direct supervision.” [Cal. Bus. & Prof.
Code § 655.7(a)(1).] New York law similarly restricts billing of clinical laboratory services to the
“recipient of the services, such recipient being the person upon whom the clinical services have
been or will be rendered.” [N.Y.P.H.L. § Sec. 586(1).]

Why Care?

First, state laws vary - while some states are only focused on tests that require the use of a
pathologist to read the results, many other tests are not. Most states indicate that a laboratory can
bill a patient, the patient’s payor, a patient’s representative, a patient’s employer or health plan, a
patient’s union, or a relevant government agency; some states permit a laboratory to bill a health
care facility or hospital for a pathology test; other states (like Maryland) appear to prohibit it.
Similarly, some states’ laws apply where the patient is located, some apply where the provider who
ordered the test is located, and others could even apply where the lab is located. Put another way,
laboratories that operate in multiple states need to clearly understand the rules in all of their states
of operation and may need to adjust and modify their practices accordingly. There is a potential lack
of consistency across states that can create disruption and require complicated and administratively
burdensome internal policies and practices.

Second, not all physicians may understand how direct billing works, especially when they order
expensive laboratory tests for their patients. Some practice groups include billing for lab tests as
part of their financial projections; however, direct bill laws may prohibit this practice and mandate
that the laboratory that performed the test bills the patient directly. By failing to account for
whether an entity is in a direct bill state or not, their financial projections may fall flat.

At the federal level, Medicare rules clearly require direct billing for outpatient hospital laboratory
services - i.e., in order to receive Medicare reimbursement for a laboratory test, the laboratory must
bill the patient or the payor directly - and pass-through billing is prohibited. However, physicians
may be reimbursed for clinical laboratories services performed by third party laboratories so long as
certain disclosures are made to Medicare. [45 C.F.R. § 405.515.] This adds yet another layer of
complication for laboratory testing companies and for practice groups, as a patient’s status as a
Medicare beneficiary must be factored into account.

Hypothetical Example: In a state with a direct billing requirement,
Oncology Lab must bill Patient Smith (or Patient Smith’s insurance company
or other relevant payor) the $100 for the cost of the mole biopsy test.

Anti-Markup Laws

A second type of law that applies to pathology testing services is the so-called “anti-markup” law.
Anti-markup laws might technically permit a lab to bill a physician practice group for a test
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performed. But, these laws also prohibit the physician practice group from charging a patient or the
patient’s payor any more than the amount the group paid to the lab.

At a national level, Medicare has a similar anti-markup rule, prohibiting physicians and practice
groups from marking up the cost of purchased laboratory tests. The idea is “that allowing physician
group practices or other suppliers to purchase or otherwise contract for the provision of diagnostic
tests and then to realize a profit when billing Medicare may lead to patient and program abuse in
the form of over utilization of services and result in higher costs to the Medicare program.” [71
Fed.Reg. 69624, 69688.]

Why Care?

First, and again, state laws vary. Therefore, laboratory companies’ business plans must vary by
state and may not be subject only to the federal Anti-Markup Rule. Second, physician practice
groups seeking to turn a profit on laboratory tests ordered from outside labs could easily run afoul of
these state requirements. States that prohibit marking up laboratory services include like
California, Michigan, and Oregon, as follows:

e Bus. & Prof. Code § 655.5(c). “It is also unlawful for any person licensed under this division or
under any initiative act referred to in this division to charge additional charges for any clinical
laboratory service that is not actually rendered by the licensee to the patient and itemized in
the charge, bill, or other solicitation of payment...”

e Michigan, Comp. Laws Ann. § 445.161(1). “A person licensed to practice medicine by an
agency of the department of licensing and regulation, a hospital, agency or any other entity
billing patients or third parties for laboratory work, shall not bill a patient for laboratory work
performed by a clinical laboratory for any amount in excess of the amount billed by the clinical
laboratory to the licensed person for such services.”

¢ R.S.§676.310(1). “...However, a practitioner shall not mark up, or charge a commission or
make a profit on services rendered by an independent person or laboratory.”

Penalties for violation of state anti-markup rules include imprisonment for up to one year and/or
fines ranging from $500 up to $10,000 - and may include reprimand by the state medical board.

Failing to comply with Anti-Markup Rule may also mean a violation of the federal Anti-Kickback
Statute (AKS) and/or the Stark Law. Penalties for violating AKS include incarceration, exclusion
from federal health care programs, and civil monetary penalties of $11,803 to $23,607 per claim,
plus three times the amount of damages.

Hypothetical Example: In a state with an anti-markup rule and no direct
bill rule, Oncology Lab may be able to bill Dr. Jorgensen for the $100 cost of
the mole biopsy test. Dr. Jorgensen can then pass the test’s charge through
to the patient; however, Dr. Jorgensen cannot charge the patient more than
$100.

Disclosure Laws

A third type of state law governs the ordering of pathology testing services: disclosure laws.
Disclosure laws do not technically prohibit labs from billing physician practice groups, and they also
do not technically prohibit practice groups from marking up laboratory test prices. Instead, these
laws require that a physician practice that purchases a test from a laboratory (and passes the cost of
such test along to the patient) must disclose the price that the physician paid for the test to the
patient and the applicable non-federal third-party payors. These laws do not ban markups for
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laboratory services, so long as the markup is disclosed. States with disclosure laws include but are
not limited to, Arizona, Pennsylvania, and Texas, as follows:

 Stat. Sec. 36-472(B). “The bill to the patient shall specify the actual charge by the reference
laboratory together with the reasonable specimen collection charge by the referring laboratory
or physician.”

e Admin. Code § 5.48. “A notification of charges for laboratory tests performed for the patient
shall be sent to the patient by the clinical laboratory unless the patient has been billed directly
or otherwise notified of the charges by the laboratory.”

e Health & Saf. Code § 161.061. “(a) A person licensed in this state to practice medicine,
dentistry, podiatry, veterinary medicine, or chiropractic may not agree with a clinical,
bioanalytical, or hospital laboratory to make payments to the laboratory for individual tests,
combinations of tests, or test series for a patient unless:

1. the person discloses on the bill or statement to the patient or to a third party payor the
name and address of the laboratory and the net amount paid to or to be paid to the
laboratory; or

2. discloses in writing on request to the patient or third party payor the net amount.

(b)The disclosure permitted by Subsection (a)(2) must show the charge for the
laboratory test or test series and may include an explanation, in net dollar
amounts or percentages, of the charge from the laboratory, the charge for
handling, and an interpretation charge.”

Why Care?

Importantly, physician practice groups need to be aware when they are operating in a disclosure
state so that their billing and invoicing systems are appropriately calibrated to include any lab
testing costs.

In addition, we often think of the federal ban on pass-through billing and the federal anti-markup
rule, but laboratories, hospitals, and physician practice groups that order lab tests from outside labs
should be aware of and make sure their practices comply with this complicated web of state
requirements. Providers may be using one compliance model to comply with federal laws in
connection with federal health care programs, but such model may violate applicable state laws.

Hypothetical Example: In a state with a simple disclosure requirement,
Oncology Lab could submit a bill to Dr. Jorgensen (instead of Patient Smith);
however, when Dr. Jorgensen bills Patient Smith for the test, the physician
must also disclose that she paid Oncology Lab $100 for the test.

Nationwide telehealth groups and digital health providers ordering tests for patients located in
different states or hospitals, laboratories, or physician groups ordering laboratory tests from outside
their home state, may also prefer a one-size fits all model; however, this might require tailoring all
operations to fit the strictest regime of no pass-through billing or markups across the board. Other
providers - particularly those that are more local or regional in nature - might find it more feasible
to have a state-by-state model with laboratory billing policies and procedures tailored to each state.
Further, Medicare providers may find it easiest and most efficient to implement Medicare markup
restrictions for all laboratory billing, including cash pay and commercial patients.

* * * * *

As depicted above, states vary widely on their regulation of laboratories and violations of state law



may trigger not only civil penalties but criminal prosecution as well. Laboratory testing companies
and physician practice groups should pay particular attention to their policies and compliance
programs, which must be crafted to account for these additional complexities. In addition, existing
laboratories and physician practice groups should analyze and update their compliance policies to
ensure that they are aligned with existing state and federal requirements.

For questions regarding current laboratory compliance with federal and state laws or for questions
related to expansion and compliance concerns, please reach out to Anne Brendel at
abrendel@goodwinlaw.com or Matt Wetzel at mwetzel@goodwinlaw.com.

DOJ Recoups a total of $1.8 Billion from
Health Care Fraud in 2020, Laboratory
Recoupments Alone Account for Hundreds of
Millions

The Department of Justice (“D0OJ”) has reported that in 2020,
the government prosecuted dozens of laboratory owners and operators for anti-kickback related
offenses responsible for hundreds of millions in alleged federal health care program loses. DQO]J
recouped a total of $1.8 billion dollars in connection with healthcare fraud allegations.

Since the public health emergency was announced in March 2020, the Centers for Medicare &
Medicaid Services, the U.S. Department of Health and Human Services (“HHS”), Office of the
Inspector General (“OIG”), and other law enforcement agencies partnered to investigate and
prosecute health care fraud from identified risk areas, including unnecessary laboratory testing
related to the COVID-19, genetic sequencing, and cardiac panels.

Laboratories prosecuted in the last two years for health care fraud include: UTC Laboratories Inc.
(RenC) ($41.6 million), Boston Heath Diagnostics Corporation ($26.7 million), Logan Laboratories
Inc. ($41.0 million), Genova Diagnostics ($43.0 million).

According the to the report, “[t]hroughout FY 2020, HHS-OIG issued 178 audit reports and 44
evaluations, resulting in 689 new recommendations issued to HHS operating divisions. HHS
operating divisions also implemented 286 recommendations during FY 2020.” Laboratory-related
audit and evaluation findings are as follows:

e “Medicare Advantage (MA) encounter data continue to lack National Provider Identifiers
(NPIs) for providers who order and/or refer durable medical equipment, prosthetics, orthotics,
and supplies (DMEPOS); clinical laboratory services; imaging services; and home health
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services. However, almost all MA organizations have data systems that are able to receive and
store these NPIs when providers submit them. In addition, a substantial portion of MA
organizations reported that providers already are submitting the ordering provider NPIs on
claims or encounter records for DMEPOS, laboratory services, and imaging services. Further,
a majority of MA organizations require NPIs to be submitted for their other lines of business.
Finally, almost half of MA organizations believe that using NPIs for ordering providers is
critical for combating fraud.”

e “Total Medicare Part B spending for lab tests increased to $7.6 billion in 2018, despite lower
payment rates for most laboratory (lab) tests. The $459.0 million spending increase was driven
by: (1) increased spending on genetic tests; (2) ending the discount for certain chemistry tests;
and (3) the move to a single national fee schedule. Congress mandated that the Office of
Inspector General monitor Medicare payments for lab tests and the implementation and effect
of the new payment system for those tests. This report also provides the fifth annual analysis
of the top 25 lab tests by Medicare spending.”

Importantly, the report indicates that in 2021 and 2022, DOJ-OIG will have more resources, more
complete data, and will therefore be able to provide even more oversight of health care fraud,
resulting in “a steady increase in healthcare related audits, inspections, and investigations.”

Alere Pays $198.75 Million to Settle False
Claims for Allegedly Billing Medicare for
Defective POC Devices, Not Charging Copays,
and Sending Supplies to Deceased Patients

Alere Inc. and Alere San Diego Inc. (collectively “Alere”) have
come under fire recently by the U.S. Department of Justice (“DOJ”) and other government agencies,
agreeing to settle several rounds of accusations of False Claims Act violations for a total of $198.75
million.

The first series of settlements was announced by DOJ on July 8, 2021 and cost the company
approximately $38.75 million in fines and penalties. Here, the medical device manufacturer was
alleged to have billed Medicare for rapid point-of-care testing devices that Alere knew were
defective. More specifically, the government alleged that the INRatio blood coagulation monitors
(manufactured by Alere) were defective. The monitors were used by Medicare beneficiaries taking
anticoagulant drugs to monitor their blood coagulation. Anticoagulants drugs can cause major
bleeding when used in access or blood clots and strokes can develop when not enough medication is
taken. DOJ alleged that Alere concealed the fact that the device was producing inaccurate results for
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some patients, resulting in several deaths and hundreds of injured beneficiaries. This practice was
ongoing for a total of eight years, according to DO].

One month after this first massive settlement was announced, the DOJ] announced an even more
sizable settlement with Alere Inc.’s subsidiary, Arriva Medical (“Arriva”), a diabetes testing
equipment supplier, totaling an additional $160 million to settle false claims related to an alleged
kickback scheme. The DO]J purported that, from April 2010 through December 2016 - immediately
prior to Abbott’s $5.3 billion acquisition of Alere in 2017 - Arriva (1) regularly waived and failed to
collect Medicare beneficiaries’ cost-sharing amounts (i.e. copays); (2) sent glucose meters at no cost
to patients; and (3) sent diabetic testing equipment to deceased patients.

Medical device makers, durable medical equipment suppliers, and Medicare providers of all sorts
should take heed of these recent settlements and implement regular third party compliance and
billing audits as part of their Compliance Program to help ensure that practices are aligned with
government expectations and rules. In addition, companies acquiring, merging with, or investing in
healthcare entities should incorporate complete third party billing and compliance testing as part of
their due diligence in connection with these types of transactions to identify billing-related risks.

If you have any questions, please contact Anne Brendel (abrendel@goodwinlaw.com;
415-733-6047) or Matt Wetzel (mwetzel@goodwinlaw.com; 202-346-4208).
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