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e July 2017: National healthcare fraud takedown
o Over 400 charged

o Over 1/3 related to prescribing opioids & other dangerous
narcotics
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e August 2017: DOJ Announces Opioid Fraud & Abuse
Detection Unit

o Use of data to identify & prosecute individuals that are contributing to
opioid epidemic
x Outlier physicians
x Patient deaths w/in 60 days of opioid RX
x Avg. age of prescriptions
x Outlier pharmacies

o 12 AUSAs for 3 year term

o MDFL, EDMI, NDAL, EDTN, DNEV, EDKY, DMD, WDPA, SDOH,
EDCAL, MDNC, SDWV

Opioid Fraud & Abuse

e September 2017: 41 State AGs announce joint
investigation of manufacturers & distributors of opioids.

e January 2018: AG Sessions announces DEA surge to
focus on pharmacies and prescribers who dispense unusual
or disproportionate amount of drugs.

e Feb. 2018: New Jersey AG announces creation of new
office within AG Office dedicated exclusively to opioid
issues.
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e Feb. 27, 2018: DOJ announces creation of Prescription
Interdiction & Litigation (PIL) Task Force.

o PIL will “aggressively deploy and coordinate all available criminal and
civil law enforcement tools to reverse the tide of opioid overdoses in the
United States, with a particular focus on opioid manufactures and
distributors.”

o PIL will use all criminal & civil tools available to hold distributors such

as pharmacies, pain mgmt. clinics, drug testing facilities, and
individual physicians accountable for unlawful actions.

Opioid Fraud & Abuse

¢ CDC Guideline for Prescribing Opioids for Chronic Pain

o Nonpharmacologic therapy and nonopioid pharmacologic therapy are preferred for
chronic pain. Clinicians should consider opioid therapy only if expected benefits
for both pain and function are anticipated to outweigh risks to the patient.
If opioids are used, they should be combined with nonpharmacologic therapy
and nonopioid pharmacologic therapy, as appropriate.

o Before starting opioid therapy for chronic pain, clinicians should establish
treatment goals with all patients, including realistic goals for pain and
function, and should consider how opioid therapy wﬁl be discontinued if
benefits do not outweigh risks. Clinicians should continue opioid therapy only if
there is clinically meaningful improvement in pain and function that outweighs
risks to patient safety.

o Before starting and periodically during opioid therapy, clinicians should discuss with
patients known risks and realistic benefits of opioid therapy and patient and
clinician responsibilities for managing therapy.
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¢ CDC Guideline for Prescribing Opioids for Chronic Pain

o When starting opioid therapy for chronic pain, clinicians should prescribe immediate-release
opioids instead of extended-release/long-acting (ER/LA) opioids.

o When opioids are started, clinicians should prescribe the lowest effective dosage. Clinicians
should use caution when prescribing opioids at any dosage, should carefully reassess evidence of
individual benefits and risks when considering increasing dosage to =50 morphine milli%ram
equivalents (MME)/day, and should avoid increasing dosage to 290 MME/day or carefully justify a
decision to titrate dosage to 290 MME/day.

o Long-term opioid use often begins with treatment of acute pain. When opioids are used for acute
pain, clinicians should prescribe the lowest effective dose of immediate-release opioids and should
prescribe no greater quantity than needed for the expected duration of pain severe
enough to require opioids. Three days or less will often be sufficient; more than
seven days will rarely be needed.

o Clinicians should evaluate benefits and harms with patients within 1 to 4 weeks of
starting opioid therapy for chronic pain or of dose escalation. Clinicians should evaluate
benefits and harms of continued therapy with patients every 3 months or more frequently. If
benefits do not outweigh harms of continued opioid therapy, clinicians should optimize other
therapies and work with patients to taper opioids to lower gosages or to taper and discontinue
opioids.

Opioid Fraud & Abuse

¢ CDC Guideline for Prescribing Opioids for Chronic Pain

o Before starting and periodically during continuation of opioid therapy, clinicians should
evaluate risk factors for opioid-related harms. Clinicians should incorporate into the management
plan strategies to mitigate risk, including considering offering naloxone when factors that increase risk for
opioid overdose, such as history of overdose, history of substance use disorder, higher opioid dosages (=50
MME/day), or concurrent benzodiazepine use, are present.

o Clinicians should review the patient’s history of controlled substance prescriptions using
state prescription drug monitoring program (PDMP) data to determine whether the patient is
receiving opioid dosages or dangerous combinations that put him or her at high risk for overdose.
Clinicians should review PDMP data when starting opioid therapy for chronic pain and periodically during
opioid therapy for chronic pain, ranging from every prescription to every 3 months.

o When prescribing opioids for chronic pain, clinicians should use urine drug testing before starting
opioid therapy and consider urine drug testing at least annually to assess for prescribed medications as
well as other controlled prescription drugs and illicit drugs.

o Clinicians should avoid prescribing opioid pain medication and benzodiazepines concurrently
whenever possible.

o Clinicians should offer or arrange evidence-based treatment (usually medication- assisted treatment
\(/iv_ith guprenorphine or methadone in combination with behavioral therapies) for patients with opioid use
isorder.
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e Stark Law:

o The Rule: If physician (or immediate family member) has
financial relationship with entity (e.g. hospital), physician may
not make referral to entity for designated health service (“DHS”)
and entity may not submit claims for such services.

o Applies to Medicare and Medicaid
o Strict liability (no intent required)

o Can lead to FCA liability, CMPs, exclusion
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e AKS:

o Prohibits knowingly & willfully paying, offering, soliciting or
receiving remuneration in return for FHP referral

o Criminal, civil & administrative remedies (including damages +
penalties + exclusion)

o Predicate to FCA liability

o Feb. 9,2018: Bipartisan Budget Act increase penalties from $25K to
$100K per violation, and increases maximum prison time from 5 to
10 years.

Stark & AKS

e Pacific Alliance (June 2017)

o Pacific Alliance Medical Center and parent companies agree to pay
$42M to resolve alleged Stark/AKS/FCA violations, brought in a
whistleblower suit by manager of hospital.

o Suit alleged improper payments to referring physician in forms of (1)
above-FMYV office space rental payments; and (2) marketing
arrangements that allegedly provided undue benefit to physicians’
practices.




Stark & AKS

* MediSys Health Network (Sept. 2017)

o N.Y. hospital pays $4M to resolve whistleblower suit filed by
physician, alleging various Stark violations.

o Whistleblower alleged that hospital violated Stark by, among other
things, offering below-FMV rent for offices including free janitorial
services, utilities, stationary, collection of medical waste, subsidized
parking for patients, phone, fax, and pager services.

Stark & AKS
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e 21st Century Oncology (Dec. 2017)

o 215t Century Oncology agrees to pay $26M to resolve FCA qui tam as
well as self-disclosure related to EHR attestation

o Qui tam brought by former Interim VP of Financial Planning

o Allegations involved overcompensation of referring physicians
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¢ Pine Creek Medical Ctr. (Dec. 2017)

o Pine Creek Medical Ctr. (Dallas) agrees to pay $7.5M to resolve FCA
qui tam alleging payment of kickbacks to physicians in exchange for
surgical referrals in form of marketing services.

o Remuneration included hospital paying for advertisements on behalf
of physicians in local & regional publications, as well as radio and TV
advertising, pay-per-click advertising campaigns, billboards, website
upgrades, business cards, etc.

Stark & AKS
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e Jan 2018: Two California urologists pay $1.085M to
resolve allegations that they billed for IGRT services that
were referred and billed in violation of Stark & AKS.

o This included both referrals from other urologists who were
receiving lease payments for IGRT equipment, as well as their
own referrals to billing entity (which they owned).

o Previously, “lessee urologists” agreed to pay $900K to resolve
matter.
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EHR-Related Fraud &
Abuse

Technology in Fraud and Abuse
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e Meaningful Use Fraud

o May 2017: eClinicalWorks agrees to pay $155M to resolve FCA lawsuit
alleging that ECW misrepresented the capabilities of its software and
paid kickbacks to certain customers in exchange for promoting its
product.

x Govt. alleged that ECW falsely obtained meaningful use certification by concealing
certain information from certifying entity.
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Technology in Fraud and Abuse

e Meaningful Use Fraud

o Dec. 2017: 21st Century Oncology (F1.) agrees to pay $26M to settle
allegations that it violated FCA by submitting falsified meaningful use
attestations:

= Practice self-disclosed that it submitted false MU attestations through EHR
software.

x Also reported that employees falsified data about how EHR was used, created
untrue software utilization reports, and superimposed EHR vendor logos on
reports.

Telehealth &
Telemedicine
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¢ CMS reimburses for telehealth services only if very
specific requirements met

o Originating Site: This is location of beneficiary at time of service.
Beneficiaries eligible for telehealth only if they are presented from
originating site located in a county outside of an MSA or a rural HPSA
located in a rural census tract.

x Must also be an authorized original site, which includes a physician office,
hospital, CAH, community health center, SNF, rural health clinic,
FQHC.

x Check address eligibility:
https://datawarehouse.hrsa.gov/tools/analyzers/geo/Telehealth.aspx.

x Telephone and/or Skype is not sufficient.

Telehealth & Telemedicine
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e CMS reimburses for telehealth services only if very
specific requirements are met

o Eligible Practitioners: Physicians, PAs, NPs, nurse-midwives, CNSs,
CRNAs, clinical psychologists, CSWs, registered dietitian or nutritional
professional.

o Telehealth Services: Must use an interactive audio & video
telecommunications system that permits real-time communication b/t
provider and beneficiary.
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e CMS reimburses for telehealth services only if very
specific requirements met

o Telehealth Services: Only certain services are covered (check CMS
website for telehealth list).

o Use Place of Service code 02.

o Originating sites can bill for facility fee using HCPCS code Q3014. This
is a separately billable Part B payment.

Telehealth & Telemedicine
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e July 2016: Connecticut physician and practice group
agree to pay $36K in first reported FCA matter related to
telehealth.

0 Qui tam complaint alleges that group billed Medicare for services
provided over the phone and didn’t qualify for telehealth.
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e October 2017: OIG supplements work plan and
announces that it will audit Medicare claims paid for
telehealth services to ensure compliance with CMS
requirements.

Telehealth & Telemedicine
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e Feb. 2018: DOJ files FCA suit against Patient Care
America (PCA) compounding pharmacy (FL).

o One of the allegations is that PCA and its marketers paid telemedicine
doctors to prescribe compounded medication without seeing the
patients, and sometimes paid the patients themselves to accept the
prescriptions.
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FCA Updates

FCA Updates
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DOJ memoranda under new administration
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Post-Escobar case law
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Proactive Compliance
Tips
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e Build an effective compliance program:

@ Implement written policies, procedures & standards of conduct
(2 Designate a compliance officer and compliance committee

(30 Conduct effective training & education

@ Develop effective lines of communication

) Conduct internal monitoring and auditing

6) Enforce standards through well-publicized disciplinary
guidelines

» Respond promptly to detected offenses and undertake corrective
action

Seven Fundamental Elements of an Effective Compliance Program
(HHS-0IG)

Proactive Compliance Tips
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 Take all concerns seriously
e Do not retaliate against concerned employees

e Seek the advice of competent healthcare
counsel

¢ Consider self-disclosure when appropriate
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Scott Grubman Todd Swanson
(404) 262-6505 (478) 621-2718
sgrubman@cclblaw.com Todd.Swanson@usdoj.gov
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