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FRAUD AND ABUSE LAWS
FEDERAL ANTI-KICKBACK LAW (AKS)
• AKS makes it illegal to solicit, receive or facilitate any remuneration
(including any kickback, bribe, or rebate) directly or indirectly, overtly or
covertly, in cash or in kind, related to a referral resulting in the
purchasing, leasing, ordering, or arranging for or recommending
purchasing, leasing, or ordering any good, facility, service, or item for
which payment may be made in whole or in part under a Federal health
care program.
THE ETHICS IN PATIENT REFERRALS ACT OF 1989 (STARK LAW)
• The Stark Law prohibits a physician from making referrals, or presenting
for payment claims resulting from those referrals, for certain designated
health services (DHS) payable by Medicare to an entity with which he or
she (or an immediate family member) has a financial relationship
(ownership, investment, or compensation), unless an exception applies.
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FRAUD AND ABUSE LAWS
FALSE CLAIMS ACT (FCA)
• A party may be found liable under the FCA if it (1) knowingly presents
(or causes to be presented) a false or fraudulent claim for payment; (2)
knowingly makes, uses, or causes to be made or used, a false record or
statement material to a false or fraudulent claim; (3) conspires with
others to commit a violation of the False Claims Act (4) knowingly
makes, uses, or causes to be made or used, a false record or statement
to conceal, avoid, or decrease an obligation to pay money or transmit
property to the Federal Government.
TEXAS ANTI-SOLICITATION STATUTE
• Texas’ version of the AKS makes it illegal for a person to knowingly offer
to pay or agree to accept, directly or indirectly, overtly or covertly any
remuneration in cash or in kind to or from another for securing or
soliciting a patient or patronage for or from a person licensed, certified,
or registered by a state health care regulatory agency.
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FRAUD AND ABUSE LAWS
IMPORTANT FRAUD AND ABUSE UPDATES
Travel Act
• The Travel Act makes it illegal for a person who travels in interstate or
foreign commerce or uses the mail or any facility in interstate or foreign
commerce, with intent to —
(1) distribute the proceeds of any unlawful activity; or
(2) commit any crime of violence to further any unlawful activity; or
(3) otherwise promote, manage, establish, carry on, or facilitate the
promotion, management, establishment, or carrying on, of any unlawful
activity.
• “Unlawful activity” includes extortion and bribery. There is no requirement
that Medicare and Medicaid funds be used in transaction.
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FRAUD AND ABUSE LAWS
CARVE OUTS OF MEDICARE AND MEDICAID FROM TRANSACTIONS
• The Office of Inspector General, or “OIG”, has stated in an OIG
Advisory Opinion its concerns with carve outs in a business
transaction. Advisory Opinion 13-03, pertaining to a clinical
laboratory relationship with physicians, states the following:
• “The OIG has a long-standing concern about arrangements under
which parties “carve out” referrals of Federal health care program
beneficiaries or business generated by Federal health care
programs from otherwise questionable financial arrangements.
Such arrangements implicate, and may violate, the anti-kickback
statute by disguising remuneration for Federal health care
program business through the payment of amounts purportedly
related to non-Federal health care program business.”
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FRAUD AND ABUSE LAWS
CARVE OUTS OF MEDICARE AND MEDICAID FROM TRANSACTIONS
• “Finally, we are concerned that the financial incentives offered
through the private pay clinical laboratory business under the
Proposed Arrangement are likely to affect a physician’s decisionmaking with respect to all of his or her patients, including Federal
health care program beneficiaries, potentially resulting in the
overutilization of laboratory services generally and increased
costs to the Federal health care programs.”
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FRAUD AND ABUSE LAWS
USE OF MANAGEMENT SERVICE ORGANIZATIONS (“MSO”) TO
CIRCUMVENT FRAUD AND ABUSE LAWS
It is not uncommon for ancillary providers such as laboratories and
pharmacies to set up multiple MSOs to contract or sell interests to
physicians and other providers. Governmental regulators will
review such arrangements considering whether (i) there is a
legitimate purpose to the MSO; (ii) the arrangement is
commercially reasonable; and (iii) is the arrangement simply a way
to fit within an AKS safe harbor or Stark Law exception.
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FRAUD AND ABUSE LAWS
YATES’ MEMO
Sally Yates, former Deputy Attorney General, issued a Department
Policy that is referred to as the “Yates’ Memo” instructing
prosecutors to “…focus on individuals from the inception of the
investigation…” while requiring corporations to provide “…all
relevant facts about individuals…” from the start of such
investigation.
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FRAUD AND ABUSE LAWS
YATES’ MEMO
Six Key Points to Understanding the Scope
• Corporations must disclose all relevant facts relating to individuals
involved in any misconduct.
• Individuals should be the focus of Criminal and Civil Investigations
of corporations from the beginning of the investigation.
• Criminal and Civil attorneys should coordinate activities.
• DOJ will not release culpable individuals when resolving a criminal
or civil matter involving a corporation.
• DOJ should not resolve matters involving a corporation without
consideration of how to resolve it with the culpable individuals.
• Civil attorneys should focus on corporations and individuals based
on more than the individual’s ability to pay.

© Gray Reed & McGraw LLP

FRAUD AND ABUSE LAWS
YATES’ MEMO
Deputy Atty. Gen. Rod Rosenstein’s November 29, 2018 Revisions
in Policy under the Yates Memo:
Civil Enforcement Revisions
• Cooperation Credit Threshold
• Settling of Claims against Individuals
• Considerations in Pursuing Individual Suits
Criminal Enforcement Revisions
• Eligibility for Cooperation Credit
• Compliance Programs
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HIPAA AND CONFIDENTIALITY
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HIPAA AND CONFIDENTIALITY
DISTINGUISHING HIPAA FROM CONFIDENTIALITY
• It is important to distinguish between the Health Insurance
Portability and Accountability Act of 1996, as amended, (“HIPAA”)
and Confidentiality laws. Many times it is thought they are one
and the same but that is incorrect.
• HIPAA recognized certain privacy rights to, and mandated security
measures be instituted, as they relate to Protected Health
Information. It is enforced by the Office of Civil Rights (“OCR”)
and requires notification in the event of a breach of a party’s
obligations under HIPAA.
• Confidentiality is a common law obligation springing from the
special relationship between provider and patient. It has been
recognized in statutory form like HIPAA. However, the regulatory
scheme and the requirements under both, are different.
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HIPAA AND CONFIDENTIALITY
HIPAA AND CONFIDENTIALITY UPDATE
• The OIG has issued guidance in several areas in light of
developments that have occurred in the past year.
• OCR issued several guidance documents in the past year in
response to a series of natural disasters and high-profile
emergencies such as Hurricanes Harvey, Irma and Maria.
• OCR waived certain HIPAA requirements on a temporary basis
during the public health emergency.
 Distributing the Notice of Privacy Practices
 Honoring a request to opt out of a facility directory
 Obtaining the patient’s agreement to disclose information
to family members or friends involved in patient’s care
 Patient’s right to request privacy restrictions and
confidential communications
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HIPAA AND CONFIDENTIALITY
HIPAA AND CONFIDENTIALITY UPDATE
• OCR issued updated guidance on permissible disclosures during
emergencies. This guidance was issued in light of the confusion
related to the December 2016 shootings at the Pulse nightclub in
Orlando.
 Providers are permitted to disclose PHI to family members,
friends, and other loved ones who are not married to the
patient or otherwise recognized as relatives.
 Providers are not allowed to discriminate on the basis of
sex or gender identity.
• After the mass shooting in Las Vegas, OCR expanded on the
hurricane disaster response guidance.
 OCR emphasizes that for emergency situations such as a
mass shooting a formal HIPAA waiver is rarely required.
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HIPAA AND CONFIDENTIALITY
HIPAA AND CONFIDENTIALITY UPDATE
• Secretary of HHS declared a public health emergency in Texas and
Louisiana after Hurricane Harvey and issued the following to
waive sanctions and penalties against a covered hospital that did
not comply with the following provisions of the HIPAA Privacy
Rule:
 the requirements to obtain a patient's agreement to speak
with family members or friends involved in the patient’s
care.
 the requirement to honor a request to opt out of the facility
directory.
 the requirement to distribute a notice of privacy practices.
 the patient's right to request privacy restrictions.
 the patient's right to request confidential communications.
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HIPAA AND CONFIDENTIALITY
HIPAA AND CONFIDENTIALITY UPDATE
• When the Secretary issues such a waiver, it only applies: (1) in the
emergency area and for the emergency period identified in the
public health emergency declaration; (2) to hospitals that have
instituted a disaster protocol; and (3) for up to 72 hours from the
time the hospital implements its disaster protocol.
• When the Presidential or Secretarial declaration and emergency
terminates, a hospital must then comply with all the
requirements of the Privacy Rule for any patient still under its
care, even if 72 hours has not elapsed since implementation of its
disaster protocol.
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MEDICARE AUDITS AND APPEALS
CMS utilizes various methods to identify and correct Medicare
improper payments through the efficient detection and collection
of overpayments made on claims of health care services provided
to Medicare beneficiaries. The three primary parties used are:
 Recovery Audit Contractors (“RAC”).
 Zone Program Integrity Contractors (“ZPIC”).
 Uniform Program Integrity Contractors (“UPIC”).
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MEDICARE AUDITS AND APPEALS
UPICs are intended to replace the following Contractors:
 ZPIC
 Program Safety Contractor (PSC).
 Medicare-Medicaid data match program (Medi-Medi).
 Medicaid Integrity Contractors (MIC).

© Gray Reed & McGraw LLP

MEDICARE AUDITS AND APPEALS
In the event of a Part A or Part B claim, an appeal may occur
through the following process:
• Level 1 – Redetermination through a Medicare
Administrative Contractor (“MAC”)
• Level 2 – Reconsideration through a Qualified
Independent Contractor (“QIC”)
• Level 3 – Administrative Law Judge (“ALJ”) Hearing or
Review by the Office of Medicare Hearings and Appeals
• Level 4 – Review by the Medicare Appeals Council
(“Council”)
• Level 5 – Judicial Review in the U.S. District Court
It is important to note that recoupment may be stopped in
Level 1 and 2 with the timely filing of appeal.
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MEDICARE AUDITS AND APPEALS
Average Processing
Time by Fiscal Year
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MEDICARE AUDITS AND APPEALS
MEDICARE AUDITS AND APPEALS UPDATE
American Hospital Assoc. et al v. Price
• Federal District Court ordered CMS to clear the backlog by a
specific date but CMS maintained that it was impossible to do so
by the date ordered absent en masse settlement of claims. The
Court of Appeals overturned the lower Court order and required
the Court to consider the monumental task faced by CMS in
creating a specific date and such would be impossible.
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MEDICARE AUDITS AND APPEALS
MEDICARE AUDITS AND APPEALS UPDATE
Family Rehabilitation, Inc. v. Azar
• Family Rehabilitation had proceeded through the first two levels
of appeal on a $7,600,000 overpayment claim. It sued in Federal
District Court to enjoin CMS from recouping during the Third
Level of appeal because CMS could not meet its mandatory time
period for hearing the case.
• The Court dismissed the case because Family Rehabilitation had
failed to exercise all of its administrative remedies.
• The 5th Circuit Court of Appeals reversed the Court and stated
that Family Rehabilitation could be irreparably harmed due to the
recoupment because its case could not be timely heard.
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MEDICARE AUDITS AND APPEALS
MEDICARE AUDITS AND APPEALS UPDATE
Adams EMS, Inc. v. Azar
• Adams EMS sought relieve from recoupment of a finding against
it of $418,035 during the ALJ level.
• U.S. District Court in Houston, Texas granted a Temporary
Restraining Order (“TRO”) enjoining HHS from recoupment.
• Adams EMS demonstrated the harm of not granting the TRO was
greater to it than the harm to HHS if it was granted.
• Adams EMS also was able to show it would be forced to file
bankruptcy and cease operations if the TRO was denied.
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MEDICARE AUDITS AND APPEALS
MEDICARE AUDITS AND APPEALS UPDATE
PHHC, LLC v. Azar
• PHHC is a Medicare-certified home health agency that a CMS
audit of its operations determined over billing and overpayments
totaling $59,640.99 in 2016 and $10,754,349 in 2017.
• PHHC, like Adams EMS, filed for a TRO to stop recoupment during
the ALJ level.
• U.S. District Court in Ohio denied the TRO since PHHC was not
able to demonstrate a property or liberty interest in the
overpayment amounts.
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MEDICARE AUDITS AND APPEALS
MEDICARE AUDITS AND APPEALS UPDATE
Infinity Healthcare Services, Inc. v. Azar
• Infinity Healthcare is a Medicare-certified home health agency
that had proceeded through the first two Levels of Medicare
Appeal and found itself at the ALJ Level without any action on its
appeal.
• Infinity Healthcare filed for a Preliminary Injunction to stop
recoupment during the ALJ level like the other providers.
• U.S. District Court in Houston denied the TRO because Infinity
Healthcare had failed to demonstrate (i) a substantial likelihood
to prevail on the merits of the case; (ii) that harm to it
outweighed threatened harm to HHS; and (iii) that granting the
Preliminary Injunction would not disserve public interest.
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CURRENT STATE OF TELEMEDICINE
Last year the Texas legislature passed SB1107 that settled the
long fight between the Texas Medical Board and various
telemedicine practices as to what practices were acceptable
under Texas telemedicine law. The law removes many existing
clinical practice barriers for licensed telemedicine providers so
that telemedicine is more readily available in appropriate
situations. SB1107 does the following:
• Redefines the definitions of “telemedicine and “telehealth”.
• Removes requirements for a telepresenter.
• Authorizes the Texas Medical Board, Texas Board of Nursing
and Texas State Board of Pharmacy to develop regulations
enforcing the statute.
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CURRENT STATE OF TELEMEDICINE
• Allows an initial practitioner–patient relationship to
established via telemedicine if provided via:

be

 a synchronous audiovisual interaction;
 an asynchronous encounter utilizing store-and-forward
technology where the practitioner has access to clinically
relevant images or a medical history; and
 any other form of audiovisual telecommunication
technology enabling the practitioner to comply with the
applicable standard of care.
• Requires the display of a practitioner’s policies and payment
practices for telemedicine on their websites.
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SUPERVISION REQUIREMENTS FOR
PHYSICIAN EXTENDERS
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SUPERVISION REQUIREMENTS FOR
PHYSICIAN EXTENDERS
Payors are becoming more diligent in their audit and recovery
efforts to ensure that when a procedure is billed requiring physician
supervision the appropriate level of supervision is actually provided.
This mandate is especially appropriate when ancillary services are
being provided in a physician’s office setting. CMS sets forth three
levels of supervision that all payors generally follow:
• General Supervision - means the procedure is furnished under
the physician’s overall direction and control, but the
physician’s presence is not required during the performance of
the procedure. Under general supervision, the training of the
nonphysician personnel who actually performs the diagnostic
procedure and the maintenance of the necessary equipment
and supplies are the continuing responsibility of the physician.
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SUPERVISION REQUIREMENTS FOR
PHYSICIAN EXTENDERS
• Direct Supervision - in the office setting means the physician
must be present in the office suite and immediately available
to furnish assistance and direction throughout the
performance of the procedure. It does not mean that the
physician must be present in the room when the procedure is
performed.
• Personal Supervision - means a physician must be in
attendance in the room during the performance of the
procedure.
It is important to determine what is necessary under coverage
guidelines and ensure that proper protocols are in place to ensure
the appropriate level of supervision is provided. Additionally, in
instances where there is a question on whether the appropriate
level of supervision has been provided, that such occurred and is
noted in the medical records.
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TEXAS MEDICAL BOARD COMPLAINT PROCESS
According to the Texas Medical Board (“TMB”), it receives over
7,000 complaints a year from patients, patient family members,
health care professionals and other sources. This number has
increased with the ability to submit complaints on-line. It is
important to understand the process that a complaint will take
upon submission to recognize the various times when a physician
needs to be proactive in his or her defense.
The following is overview of this process once the TMB determines
that a complaint is within its jurisdiction. If the complaint is not
within the TMB’s jurisdiction, it may refer it to another
governmental agency that has jurisdiction.
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TEXAS MEDICAL BOARD COMPLAINT PROCESS
Preliminary Evaluation – The TMB will conduct an initial evaluation
of a complaint within the first 45 days of its receipt. The physician
will be notified of the complaint and asked to respond to the
allegations. This request provides the physician the opportunity to
address a complaint before it moves forward in the process.
Therefore, timely respond with all information in your possession to
address the complaint even if you believe that the response is more
than requested.
Investigation – The TMB may, depending upon the outcome of the
preliminary evaluation, choose to move the complaint to an
Investigation, expand it or close the matter. The physician will again
be provided the opportunity to address the specific complaint in
greater detail. Again, the response should be timely filed and with
all information and documentation one would want if before the
TMB.
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TEXAS MEDICAL BOARD COMPLAINT PROCESS
Informal Settlement Conference/Show Compliance proceeding – If
the TMB does not close the Investigation, the matter will generally
move to an Informal Settlement Conference/Show Compliance
proceeding. This meeting is generally referred to as an “ISC” and held
before several members of the TMB constituting the ISC Panel and its
legal counsel. An attorney for the TMB will present the complaint and
its supporting evidence to the ISC Panel and then the physician will
have the opportunity to do the same. It is not uncommon for the ISC
Panel members to ask questions of the physician.
The ISC will adjourn for a few minutes and then the physician invited
back to meet with the ISC Panel. The Panel may offer the physician a
proposed resolution, dismiss the action or it move forward for formal
resolution before the State Office of Administrative Hearings
(“SOAH”). According to the TMB, approximately 90 percent of all
disciplinary actions before the TMB are resolved informally through
this process.
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TEXAS MEDICAL BOARD COMPLAINT PROCESS
SOAH – If the matter reaches SOAH, it is referred to as a “formal
complaint” and is heard before an Administrative Law Judge. After
a hearing on the merits where both the TMB and physician present
their case, the Administrative Law Judge will present a Proposal for
Decision and it is presented to the TMB. The Decision issued by the
TMB may follow the Proposal for Decision, may add additional
sanctions or may dismiss the action.
Once the TMB enters its final order, the physician may appeal it if
dissatisfied by filing an action in the Travis County District Court.
It should be noted it is mandatory that required disciplinary actions
must be reported to the National Practitioner Data Bank. The TMB
will also make such findings public through press releases, the TMB
Bulletin and on its website in the physician’s Profile.
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TEXAS NON-COMPETE LAW
APPLIED TO PHYSICIANS
DO NOT BELIEVE WHAT YOU HAVE HEARD THAT NON-COMPETE
PROVISIONS ARE UNENFORCEABLE BECAUSE THEY ARE IF THEY
FOLLOW TEXAS STATUTORY LAW.
• There are two components to an unenforceable non-compete
against physicians. The first component is what is required to
have in every enforceable non-compete. Those elements are:
An agreement ancillary to or part of an otherwise enforceable
agreement at the time the agreement is made and contains
consideration for the restrictive covenant; and
The agreement contains reasonable restrictions as to scope,
geographic area and the length it is in place.
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TEXAS NON-COMPETE LAW
APPLIED TO PHYSICIANS
• To have an enforceable agreement against a physician, the
second component must be met as well:
It must not deny the physician access to a list of his or her
patients whom the physician had seen or treated within
one year of termination of the contract or employment;
Provide access to medical records of the physician's
patients upon authorization of the patient and any copies
of medical records for a reasonable fee as established by
the Texas Medical Board;
Provide that any access to a list of patients or to patients'
medical records after termination of the contract or
employment shall not require such list or records to be
provided in a format different than that by which such
records are maintained except by mutual consent of the
parties to the contract;
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TEXAS NON-COMPETE LAW
APPLIED TO PHYSICIANS
The covenant must provide for a buy out of the covenant by the
physician at a reasonable price or, at the option of either party,
as determined by a mutually agreed upon arbitrator or, in the
case of an inability to agree, an arbitrator of the court whose
decision shall be binding on the parties; and
The covenant must as well provide that the physician will not
be prohibited from providing continuing care and treatment to
a specific patient or patients during the course of an acute
illness even after the contract or employment has been
terminated.
Courts have the ability to reform a non-compete covenant but not
the ability to create missing elements.
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It is Enough to Confuse You?
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Thank you!
If you have any follow up questions, please
feel free to contact me at:
psouter@grayreed.com
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