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Tips for Optimal Quality

Sound Quality
If you are listening via your computer speakers, please note that the quality 
of your sound will vary depending on the speed and quality of your internet 
connection.

If the sound quality is not satisfactory, you may listen via the phone: dial 
1-877-447-0294 and enter your Conference ID and PIN when prompted. 
Otherwise, please send us a chat or e-mail sound@straffordpub.com immediately 
so we can address the problem.

If you dialed in and have any difficulties during the call, press *0 for assistance.

Viewing Quality
To maximize your screen, press the ‘Full Screen’ symbol located on the bottom 
right of the slides. To exit full screen, press the Esc button.
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Continuing Education Credits

In order for us to process your continuing education credit, you must confirm your 
participation in this webinar by completing and submitting the Attendance 
Affirmation/Evaluation after the webinar. 

A link to the Attendance Affirmation/Evaluation will be in the thank you email 
that you will receive immediately following the program.

For additional information about continuing education, call us at 1-800-926-7926 
ext. 2.
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Program Materials

If you have not printed the conference materials for this program, please 
complete the following steps:

• Click on the link to the PDF of the slides for today’s program, which is located 
to the right of the slides, just above the Q&A box.

• The PDF will open a separate tab/window.  Print the slides by clicking on the 
printer icon.
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ABOUT FRIER LEVITT, LLC

Frier Levitt is a national boutique healthcare law firm concentrating exclusively in the healthcare and life
sciences space. Our experience includes fraud and abuse and government healthcare program matters,
disputes with payors and Pharmacy Benefit Managers, complex regulatory guidance, and substantial
transactions. We counsel providers of all types, including pharmacies, physicians, hospitals, surgery centers,
provider coalitions, drug distributors, drug manufacturers and biotech firms, as well as entities that invest in
such concerns. Our 30+ attorneys include professionals with clinical backgrounds such as pharmacist,
registered nurse, and physician, in addition to former prosecutors, regulators and hospital administrators. For
more information, visit www.frierlevitt.com.
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ABOUT THE PRESENTERS

Jesse C. Dresser, Esq. joined Frier Levitt in 2010 and has been with the firm since graduating magna cum laude from
Seton Hall University School of Law. Since that time, Jesse has developed a thorough knowledge of State laws as they
pertain to pharmacy practices, insurance billing practices, and PBM regulation. In addition, Jesse routinely lectures to
compounding, specialty and retail pharmacies regarding a variety of topics, including proper submission of claims to
insurance companies, compliant pharmacy and compounding practices, and methods of growing a pharmacy business
while avoiding scrutiny from both payors and regulators. Through his experience with the Pharmacy Law team, Jesse has
developed an in-depth knowledge of the Food, Drug and Cosmetic Act and its implementing regulations. Jesse has
represented numerous clients in connection with audits, network admission efforts, and network terminations. Jesse
regularly communicates on behalf of pharmacies with management and general counsel for numerous pharmacy benefit
managers (PBMs) and insurance companies.

In addition to his work with pharmacy clients, Jesse also represents a variety of other entities including other healthcare
providers, pharmaceutical manufacturers, healthcare technology companies, and wholesalers. Through this work, Jesse
has focused on the intersection between the law and economic considerations, including drug pricing, marketing
techniques, and benefits management.

Jesse is a Partner in the Pharmacy Law Group with a focus on payor issues and litigation.

Education

Seton Hall University School of Law, Juris Doctor, magna cum laude

University of Connecticut, magna cum laude

Bar Admissions

State of New Jersey
U.S. District Court, New Jersey

Jesse C. Dresser, Esq.
Partner
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ABOUT THE PRESENTERS

John E. Morrone, Esq., is the managing partner for the New York City office, Co-Chair of Healthcare, and Chair, Regulatory and
Transactional Life Sciences Law. His focus is on transactional and regulatory law and government investigations. He joined
Frier Levitt in 2008 following over twenty years as a senior healthcare executive, holding positions with academic medical
centers, and private and publicly-traded physician practice management companies, and healthcare consulting groups.

John has a clinical background holding degrees in biomedical engineering and nursing. He maintains his connection to
clinical practice by working at a prestigious New York hospital system as a pediatric critical care paramedic. Due in great
measure to his administrative healthcare background, John works with many of Frier Levitt’s clients in the development of
business strategies. He also represents clients with Medicare and Medicaid audits, OIG and OMIG Complaints, and licensing
board disciplinary matters. In addition to these, John also works on assisting pharmacies with their marketers, marketing
materials, employment agreements, and HIPAA plans.

John is a Partner and Chair of the Firm’s Life Sciences Regulatory Department.

Education

Seton Hall University School of Law, Juris Doctor, cum laude
Baruch College/Mount Sinai Medical School, Master of Business Administration in Hospital and Healthcare Administration
New York Institute of Technology, Bachelor of Science, Biomedical Engineering
University of the State of New York, Associates in Applied Science, Nursing

Bar Admissions

State of New Jersey
State of New York
State of Connecticut
U.S. District Court, New Jersey

John E. Morrone, Esq.
Partner
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The materials and information provided in this presentation are for informational purposes only and not for the
purpose of providing legal advice. The information contained in this presentation is a brief overview and should
not be construed as legal advice or exhaustive coverage of the topics. You should contact your attorney to obtain
advice with respect to any particular issue or problem. Statements, opinions and descriptions contained herein
are based on general experience of Frier Levitt attorneys practicing in pharmacy law, and are not meant to be
relied upon by anyone. Use of and access to this presentation or any of the materials or information contained
within this presentation do not create an attorney-client relationship between Frier & Levitt, LLC (or any of its
attorneys) and the user or viewer.

All product and company names are trademarks™ or registered ® trademarks of their respective holders. Any use
of such marks is for educational purposes and does not imply any affiliation with or endorsement by them.

DISCLAIMER
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WHAT WE’LL COVER TODAY

Federal Law and Medicare Requirements

State Law and State Medicaid Considerations

HIPAA and Patient Privacy Issues

Challenges and Pitfalls for Digital Pharmacies
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DIGITAL AND START-UP PHARMACIES

Direct-to-Consumer Telemedicine + Pharmacy National Mail Order Regional Deliveries
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TELEMEDICINE 
COMPANY

MARKETING 
COMPANY

PHYSICIANPHARMACY

PATIENTS

TYPICAL TELEHEALTH ARRANGEMENT

MEDICATION 
PRESCRIPTION AND 

DME ORDERS
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TELEMEDICINE

• Telemedicine is the provision of health care services by a physician, or other practitioner, located 
in one site to a patient located in a geographically distant location.

• Telemedicine can be conducted through:
• Live, two-way, audio-visual video conference
• Store-and-forward, or asynchronous video
• Remote Patient Monitoring 

• The modality through which telemedicine is delivered will be determined based upon the 
particular state(s) law where the patient and physician are located, as well as any payor 
requirements

• Typically the patient location is referred to as the “originating site” and the provider location is 
referred to as the “distant site.” 
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FEDERAL LAWS: WHAT LAWS APPLY?

Anti-Kickback Statute

Prohibits the knowing and willful payment of 
“remuneration” to induce or reward patient referrals

Stark Law

Prohibits physician self-referral to an 
entity in which the physician has a 
financial relationship

Medicare Rules and Requirements

Definition of “retail pharmacy” and 
charging patients cash for covered services

Controlled Substances Act

Regulates use and distribution of 
controlled dangerous substances 

(CDS), and sets standards for 
prescribing and delivering CDS

Healthcare Fraud Statute

Makes it a crime to engage in a scheme 
to intentionally defraud any healthcare 

benefit program or use false 
statements to obtain funds held by a 

federal healthcare program
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FEDERAL LAWS: WHAT LAWS APPLY?

Anti-Kickback Statute

Prohibits the knowing and willful payment of 
“remuneration” to induce or reward patient referrals

Stark Law

Prohibits physician self-referral to an 
entity in which the physician has a 
financial relationship

Medicare Rules and Requirements
Definition of “retail pharmacy” and 
charging patients cash for covered services

Controlled Substances Act

Regulates use and distribution of 
controlled dangerous substances 

(CDS), and sets standards for 
prescribing and delivering CDS

Healthcare Fraud Statute

Makes it a crime to engage in a scheme 
to intentionally defraud any healthcare 

benefit program or use false 
statements to obtain funds held by a 

federal healthcare program

• Anti-Kickback Statute (“AKS”) 42 U.S.C. § 1320a-7b: prohibits knowing/willful 
solicitation, offering, or receipt for referral of individual for performance of 
healthcare services. 

• “In addition to the penalties provided for in this section…., a claim that 
includes items or services resulting from a violation of this section constitutes 
a false or fraudulent claim for purposes of subchapter III of chapter 37 of Title 
31.”
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FEDERAL LAWS: WHAT LAWS APPLY?

Anti-Kickback Statute

Prohibits the knowing and willful payment of 
“remuneration” to induce or reward patient referrals

Stark Law

Prohibits physician self-referral to an 
entity in which the physician has a 
financial relationship

Medicare Rules and 
RequirementsDefinition of “retail pharmacy” and 
charging patients cash for covered 
services

Controlled Substances Act

Regulates use and distribution of 
controlled dangerous substances 

(CDS), and sets standards for 
prescribing and delivering CDS

Healthcare Fraud Statute

Makes it a crime to engage in a scheme 
to intentionally defraud any healthcare 

benefit program or use false 
statements to obtain funds held by a 

federal healthcare program

• Stark law: 42 U.S.C.A. § 1395nn: Limitation on certain physician referrals 
where the physician refers to a health care entity with which he has a 
financial relationship.

• “False certification of compliance with Stark or Anti-Kickback Acts in 
connection with a claim submitted to a federally funded insurance program is 
actionable under the FCA.”
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FEDERAL LAWS: WHAT LAWS APPLY?

Anti-Kickback Statute

Prohibits the knowing and willful payment of 
“remuneration” to induce or reward patient referrals

Stark Law

Prohibits physician self-referral to an 
entity in which the physician has a 
financial relationship

Medicare Rules and Requirements

Definition of “retail pharmacy” and 
charging patients cash for covered services

Controlled Substances Act

Regulates use and distribution of 
controlled dangerous substances 

(CDS), and sets standards for 
prescribing and delivering CDS

Healthcare Fraud Statute

Makes it a crime to engage in a scheme 
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benefit program or use false 
statements to obtain funds held by a 

federal healthcare program

• Case Study: We are aware of telemedicine relationships wherein the provider was compensated by a 
telemedicine company for the services provided to patients. This telemedicine company obtained these 
funds from either marketing companies, who had been hired by ancillary providers—such as pharmacies 
and laboratories—to drive business to the telemedicine company, or by the ancillary providers directly. 
This payment to the physician was the complete compensation for the encounter, and no insurance claim 
was billed. Many patients were Medicare beneficiaries. At the conclusion of the encounter, if a 
prescription drug order was issued, or an order for durable medical equipment, it was submitted to a 
provider of the patient’s choice. This ancillary provider then billed the patient’s insurer (Medicare) for the 
cost of the drug or DME product. Upon audit of the claims submitted to the DME providers and 
pharmacies, Medicare recouped all payments issued and thereafter terminated the physicians’ ability to 
order supplies for Medicare beneficiaries. The termination was exclusively based on the provider’s failure 
to bill for the encounter, which is a Medicare requirement. 
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FEDERAL LAWS: WHAT LAWS APPLY?

Anti-Kickback Statute

Prohibits the knowing and willful payment of 
“remuneration” to induce or reward patient referrals

Stark Law

Prohibits physician self-referral to an 
entity in which the physician has a 
financial relationship

Medicare Rules and Requirements

Definition of “retail pharmacy” and 
charging patients cash for covered services

Controlled Substances Act

Regulates use and distribution of 
controlled dangerous substances 

(CDS), and sets standards for 
prescribing and delivering CDS

Healthcare Fraud Statute

Makes it a crime to engage in a scheme 
to intentionally defraud any healthcare 

benefit program or use false 
statements to obtain funds held by a 

federal healthcare program

• Federal Civil Statute: 31 U.S.C. § 3729, applicable to Medicare, 
Medicaid, TRICARE and other Federal Healthcare Programs

• Knowingly presenting, or causing to be presented, a false or fraudulent 
claim for payment or approval to the United States Government

• But also encompasses other behaviors, such as having possession of 
money/property to be used by the Government and knowingly 
delivering less than all of that money/property.

• This is NOT limited to the healthcare space
• There are also State-level statutes 
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FEDERAL LAWS: WHAT LAWS APPLY?

Anti-Kickback Statute

Prohibits the knowing and willful payment of 
“remuneration” to induce or reward patient referrals

Stark Law

Prohibits physician self-referral to an 
entity in which the physician has a 
financial relationship

Medicare Rules and Requirements

Definition of “retail pharmacy” and 
charging patients cash for covered services

Controlled Substances Act

Regulates use and distribution of 
controlled dangerous substances 

(CDS), and sets standards for 
prescribing and delivering CDS

Healthcare Fraud Statute

Makes it a crime to engage in a scheme 
to intentionally defraud any healthcare 

benefit program or use false 
statements to obtain funds held by a 

federal healthcare program

• There is a criminal FCA (18 U.S.C. § 287). Criminal penalties for 
submitting false claims include imprisonment and criminal fines. 

• Under 18 U.S.C. § 287, the government must establish that the 
defendant:

• made or presented a false, fictitious, or fraudulent claim to a 
department of the United States;

• knew such claim was false, fictitious or fraudulent; and
• did so with the specific intent to violate the law or with a 

consciousness that what he was doing was wrong.
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FEDERAL LAWS: WHAT LAWS APPLY?

Anti-Kickback Statute

Prohibits the knowing and willful payment of 
“remuneration” to induce or reward patient referrals

Stark Law

Prohibits physician self-referral to an 
entity in which the physician has a 
financial relationship

Medicare Rules and Requirements

Definition of “retail pharmacy” and 
charging patients cash for covered services
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Healthcare Fraud Statute

Makes it a crime to engage in a scheme 
to intentionally defraud any healthcare 

benefit program or use false 
statements to obtain funds held by a 

federal healthcare program

• There is also a criminal health care fraud statute (18 U.S.C. § 1347). 
Criminal penalties for engaging in a scheme or artifice:

• to defraud a health care benefit program; or
• to obtain, by means of false or fraudulent pretenses, 

representations, or promises, any of the money or property owned 
by, or under the custody or control of, any health care benefit 
program

• Is not limited just to Federal healthcare programs, and can apply to any 
“health care benefit program” (including private, commercial plans)
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FEDERAL LAWS: WHAT LAWS APPLY?

Anti-Kickback Statute

Prohibits the knowing and willful payment of 
“remuneration” to induce or reward patient referrals

Stark Law

Prohibits physician self-referral to an 
entity in which the physician has a 
financial relationship

Medicare Rules and Requirements

Definition of “retail pharmacy” and charging 
patients cash for covered services

Controlled Substances Act

Regulates use and distribution of 
controlled dangerous substances 

(CDS), and sets standards for 
prescribing and delivering CDS

Healthcare Fraud Statute

Makes it a crime to engage in a scheme 
to intentionally defraud any healthcare 

benefit program or use false 
statements to obtain funds held by a 

federal healthcare program

• Controlled substances cannot be prescribed without a 
face-to-face encounter with the patient.

• HOWEVER:
• In response to the COVID-19 public health 

emergency declared by the Secretary of Health and 
Human Services, the Drug Enforcement 
Administration (DEA) has adopted policies to allow 
DEA-registered practitioners to prescribe controlled 
substances without having to interact in-person with 
their patients

• These policies are effective beginning March 31, 2020, 
and will remain in effect for the duration of the public 
health emergency, unless DEA specifies an earlier date
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STATE LAWS: WHAT LAWS APPLY?

Fee Splitting Rules

Many States have rules making it 
professional misconduct (both 

medical and pharmacy) by sharing 
fees outside one’s profession

“Mini” Stark Laws

Many States have analogs to Federal laws, 
addressing self-referrals, physician conflicts 
of interest and kickbacks, which often apply 

to commercial insurance as well

Board of Pharmacy Regulations

Each State has different requirements regarding the practice of 
pharmacy (including labeling, pharmacist ratios, licensing, etc.)

Central Fill/Shared Services

Different States have different rules 
regarding the ability of pharmacies to 
engage in central fulfillment or remote 
prescription processing

Medicaid Participation Requirements

Many States require a “brick-and-mortar” location 
to participate in the State’s Medicaid program
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STATE LAWS

• There are many regulatory concerns in the scope of telemedicine. Some of these relate to the 
compensation of third parties for purposes of marketing, or the relationship by and among entities 
involved in telemedicine arrangements. For 
purposes of this discussion, we will focus 
entirely on the concerns in a “wholesome” 
telehealth model.

• Mechanics of the Provision of Services 
• Real-Time Audio & Video
• Store & Forward 
• Physician Extenders
• Location of the Patient 

• State Law Requirements for a Bona Fide Physician – Patient Relationship 

• COVID-19 Waivers
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HIPAA AND PRIVACY ISSUES

• Flow of Data

• When data becomes PHI

• Access to PHI by non-covered entities

• Technology security

• Patient consent

• COVID-19 Waiver
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HIPAA AND PRIVACY ISSUES

• Office of Civil Rights - Telehealth Discretion During Coronavirus
• During the COVID-19 national emergency, which also constitutes a nationwide public health emergency, 

covered health care providers subject to the HIPAA Rules may seek to communicate with patients, and 
provide telehealth services, through remote communications technologies. Some of these technologies, and 
the manner in which they are used by HIPAA covered health care providers, may not fully comply with the 
requirements of the HIPAA Rules.

• OCR will exercise its enforcement discretion and will not impose penalties for noncompliance with the 
regulatory requirements under the HIPAA Rules against covered health care providers in connection with the 
good faith provision of telehealth during the COVID-19 nationwide public health emergency. This notification 
is effective immediately.

• A covered health care provider that wants to use audio or video communication technology to provide 
telehealth to patients during the COVID-19 nationwide public health emergency can use any non-public facing 
remote communication product that is available to communicate with patients.
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PBMPLAN SPONSORS MANUFACTURERS

HEALTH INSURANCE 
COMPANIES

PBM-OWNED 
PHARMACY

PHARMACY

PATIENTS

• Employers
• Unions
• Government programs

• Administrative Services Only
• Group Health Insurance

• Health Insurers (or Plan 
Sponsors directly) contract 
with PBMs to administer 
pharmacy benefits

• PBMs in turn contract 
with a network of retail 
and specialty 
pharmacies

• PBMs also own mail 
order and specialty 
pharmacies

• Manufacturers sell drug 
products to pharmacies 
through wholesalers

• PBMs negotiate with 
manufacturers for rebates

• Both PBM-owned and 
independent pharmacies 
provide medications to the 
patient

• Patients are employees of the 
Plan Sponsor, who either self-
funds their claims or covers 
health insurance premiums, or 
are beneficiaries of a government 
program

THE PHARMACY BENEFITS LANDSCAPE
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Plan
Sponsors

PBMs Pharmacy 
Solutions

PBM-Owned
Specialty

Pharmacies

Specialty 
Pharmacy

PBM-Owned
Chain 

Pharmacies 

Drug 
Wholesalers
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PAYOR AND PBM ISSUES

• Copayment collection
• Proof of delivery/signature logs
• Prescriber/patient denials
• Prior authorization support

Audit Concerns

• “Retail” vs. “Mail Order” classification
• Reimbursement
• Network access
• Delivery prohibitions
• Benefit design
• Central fill/shared services
• Credentialing disclosures

Contracting Concerns
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SALE OF BUSINESS CONSIDERATIONS

Stock PurchaseStock Purchase Asset PurchaseAsset Purchase

Sometimes easier 
for seller to approve 

the sale

Sometimes easier 
for seller to approve 

the sale

Beneficial tax 
treatment

Beneficial tax 
treatment

Avoid continuing 
liability of old 
corporation

Avoid continuing 
liability of old 
corporation

Sometimes less 
Board of Pharmacy 

paperwork 
involved

Sometimes less 
Board of Pharmacy 

paperwork 
involved

Maintain in place 
key contracts with 

vendors and 
suppliers

Maintain in place 
key contracts with 

vendors and 
suppliers

Less interruption in 
PBM contracting

Less interruption in 
PBM contracting

In any case, buyers should 
be aware of:

• PBM notification 
requirements

• Board of Pharmacy 
notification and approval 
requirements

• Proper inventory recording 
requirements

Pharmacies should 
conduct a “Due 
Diligence” Checklist 
before selling

• Pharmacy contract 
type

• Outstanding PBM 
audits

• Marketing and 
employee contracts

• Pharmacy 
accreditation 
paperwork

• SOP Compliance

29
Copyright © 2020. Frier & Levitt, LLC. All rights reserved.

Confidential/Proprietary
Not for dissemination.



Pharmacy@FrierLevitt.com
973.618.1660
Website: FrierLevitt.com
LinkedIn: LinkedIn.com/company/Frier-Levitt-LLC

QUESTIONS?
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Jesse C. Dresser, Esq.
jdresser@frierlevitt.com

John E. Morrone, Esq.
jmorrone@frierlevitt.com

THANK YOU
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