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Compliance professionals and the OIG
share this challenge of predicting new
types of fraud, waste, and abuse; and I
hope we can continue to collaborate to
share ideas and try different ways of
protecting the programs.

See page 20

53

58

66

69

71

ARTICLES

Courts and compliance: Controlling legal
risks for pharmacies

by Stacey Supina

A'look at case law and how states vary in their treatment of a pharmacist’s
liability for negligence in duty of care obligations.

Telemedicine service arrangements and
fair market value assessments
by Christopher Fete, Alianna Goff, and Nathaniel M. Lacktman

The financial and transfer arrangements are becoming much more complex
as telemedicine rapidly expands to benefit more patients and providers.
(Bonus: tear-out checklists)

Joint Commission readiness
and compliance
by Karen L. Parton

Tips for improving patient care and safety by using The Joint Commission’s
standards and the National Patient Safety Goals.

Partner with Learning & Development to
save resources
by Marla S. Berkow

Teaming up with other departments will enhance training, stretch your
budget, and enrich the learning experience for your audience.

Clinical documentation: 10 means for
compliance and convenience

by Ellis “Mac” Knight

Ten proven methods to help providers record compliant documentation of patient
care activities and use their time efficiently.

Compliance
TODAY

EDITORIAL BOARD

Gabriel Imperato, Esqg., CHC, CT Contributing Editor
Managing Partner, Broad and Cassel

Ofer Amit, MSEM, CHRC, Manager, Research Operations
Miami Children’s Hospital

Janice A. Anderson, JD, BSN, Shareholder, Polsinelli PC

Christine Bachrach CHC, Chief Compliance Officer
University of Maryland

Dorothy DeAngelis, Managing Director, Navigant Consulting
Gary W. Herschman, Member of the Firm, Epstein Becker Green
David Hoffman, JD, President, David Hoffman & Associates
Richard P. Kusserow, President & CEO, Strategic Management

F. Lisa Murtha, JD, CHC, CHRC, Senior Managing Director

FTI Consulting

Robert H. Ossoff, DMD, MD, CHC, Maness Professor of Laryngology
and Voice, Special Associate to the Chairman, Department of
Otolaryngology, Vanderbilt University Medical Center

Jacki Monson, JD, CHC, Chief Privacy Officer, Sutter Health
Deborah Randall, JD, Law Office of Deborah Randall

Emily Rayman, General Counsel and Chief Compliance Officer
Community Memorial Health System

James G. Sheehan, JD, Chief of the Charities Bureau
New York Attorney General’s Office

Lisa Silveria, RN, BSN, CHC, System Compliance Director
Dignity Health

Jeff Sinaiko, President, Altegra Health Reimbursement and
Advisory Services

Debbie Troklus, CHC-F, CCEP-F, CHRC, CHPC
Managing Director, Aegis Compliance and Ethics Center

Cheryl Wagonhurst, JD, CCEP, Partner
Law Office of Cheryl Wagonhurst

Linda Wolverton, CHC, CPHQ, CPMSM, CPCS, CHCQM, LHRM,
RHIT, Chief Compliance Officer, TeamHealth

EXECUTIVE EDITOR: Roy Snell, CHC, CCEP-F, CEO, HCCA
roy.snell@corporatecompliance.org

NEWS AND STORY EDITOR/ADVERTISING: Margaret R. Dragon
781-593-4924, margaret.dragon@corporatecompliance.org

COPY EDITOR: Patricia Mees, CHC, CCEP, 888-580-8373
patricia.mees@corporatecompliance.org

DESIGN & LAYOUT: Pete Swanson, 888-580-8373
pete.swanson@corporatecompliance.org

PROOFREADER: Bill Anholzer, 888-580-8373
bill.anholzer@corporatecompliance.org

PHOTOS ON FRONT COVER & PAGE 16: Steve 0'Toole

Compliance Today (CT) (ISSN 1523-8466) is published by the Health
Care Compliance Association (HCCA), 6500 Barrie Road, Suite 250,
Minneapolis, MN 55435. Subscription rate is $295 ayear for nonmembers.
Periodicals postage-paid at Minneapolis, MN 55435. Postmaster:
Send address changes to Compliance Today, 6500 Barrie Road,
Suite 250, Minneapolis, MN 55435. Copyright © 2017 Health Care
Compliance Association. All rights reserved. Printed in the USA. Except
where specifically encouraged, no part of this publication may be
reproduced, in any form or by any means without prior written consent
of HCCA. For Advertising rates, call Margaret Dragon at 781-593-4924,
Send press releases to M. Dragon, 41 Valley Rd, Nahant, MA 01908.
Opinions expressed are not those of this publication or HCCA. Mention of
products and services does not constitute endorsement. Neither HCCA
nor CT is engaged in rendering legal or other professional services. If such
assistance is needed, readers should consult professional counsel or
other professional advisors for specific legal or ethical questions.

VOLUME 19, ISSUE 10

888-580-8373  www.hcca-info.org

H Compliance Today  October 2017



a Compliance Today  October 2017

by Christopher Fete, JD, MHA; Alianna Goff; and Nathaniel M. Lacktman, JD, CCEP

Telemedicine service
arrangements and fair
market value assessments

» The use and implementation of telemedicine is growing.

» Important compliance issues should be considered when entering into telemedicine arrangements.
» Fair market value (FMV) and commercial reasonableness are important pieces of the puzzle.
» Telemedicine arrangements vary by service type and organizational objective.

» The structure of the arrangement impacts the assessment of FMV and commercial reasonableness.

Christopher Fete (cfete@askphc.com) is a manager at Pinnacle Healthcare
Consulting in St. Louis, MO. Alianna Goff (agoff@askphc.com) is a consultant
at Pinnacle Healthcare Consulting in Houston, TX. Nathaniel M. Lacktman
(nlacktman@foley.com) is a healthcare lawyer and partner in Foley & Lardner’s
Tampa, FL office. He serves as Chair of the firm’s Telemedicine Industry Team
and Co-Chair of the Digital Health Practice.

elemedicine has spread rapidly over

the past several years due to strides

in technology, growing commercial
insurance coverage, and the continued short-
age in the supply of physicians. Consumers
increasingly turn to telemedicine as an alter-
native or addition to in-person medical care.
Telemedicine is used by hospitals, health sys-
tems, provider groups, and entrepreneurial
start-ups across the world to connect directly
to patients in their own homes and on their
own schedule. Through virtual consultations
and digital health applications, providers can
extend their reach to offer remote monitoring
and medical consultations to a larger patient
base. The benefits to patients and providers
are evident.

Despite new advances in healthcare tech-

nology and innovations in service delivery,
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telemedicine providers and entre-
preneurs must still heed traditional
federal and state healthcare compli-
ance laws, such as the Stark Law
and Anti-Kickback Statute (AKS).
An important, but not-so-obvious,
element of structuring a compli-
ant arrangement is to ensure the
compensation between the parties
is consistent with fair market value
(FMV) and the terms are com-
mercially reasonable. This article
discusses the importance of FMV
and commercial reasonableness
assessments, specifically related to
telemedicine service arrangements,
and applies the concepts to four
example telemedicine offerings.

What is FMV and commercial
reasonableness for

healthcare arrangements?
Government regulators expect that
any contract or arrangement between
parties who may potentially refer
healthcare items or services to each

Fete

Lacktman



other should be consistent with FMV and under which hospitals (i) provide physi-

commercially reasonable. These are two cians with items or services for free or
separate, but related, concepts. Both are less than fair market value, (ii) relieve
typically assessed together when the over- physicians of financial obligations they
all service relationship is evaluated (see would otherwise incur, or (iii) inflate
Figure 1 on page 61). compensation paid to physicians for items
With regard to FMV, the federal Stark or services pose significant risk. In such
Law (aka, the physician self-referral law) circumstances, an inference can arise that
defines it as “the value in arm’s-length trans- the remuneration may be in exchange
actions, consistent with the general market for generating business.” Thus, OIG rec-
value, i.e.: ommends hospitals have a process “for
making and documenting reasonable,
the price that an asset would bring as the consistent, and objective determinations
result of bona fide bargaining between of fair market value and for ensur-
well-informed buyers and sellers who ing that needed items and services are
are not otherwise in a position to gener- furnished or rendered.*
ate business for the other party, or the
compensation that would be included in With regard to commercial reasonable-
a service agreement as the result of bona ness, CMS guidance states an arrangement
fide bargaining between well-informed will be considered “commercially reasonable”
parties to the agreement who are not if the arrangement would make commercial
otherwise in a position to generate busi- sense if entered into by a reasonable entity of
ness for the other party, on the date of similar type and size and a reasonable physi-
acquisition of the asset or at the time of cian (or family member or group practice)
the service agreement.! of similar scope and specialty, even if there
were no potential DHS [designated health
The federal Anti-Kickback Statute guid- services] referrals.’
ance generally aligns with the Stark Law
definition and the IRS’ definition under Why conduct a FMV and commercial
federal Treasury regulations.? OIG hospital reasonableness assessment?
guidance states, for example: An assessment is useful for compliance pur-
poses under the federal Stark Law, the federal
any remuneration flowing between hos- AKS, and IRS rules for 501(c)(3) entities. Most
pitals and physicians should be at fair exceptions under the Stark Law, and many
market value for actual and necessary safe harbors under the AKS, require the
items furnished or services rendered compensation to be FMV in a commercially
based upon an arm’s-length transac- reasonable arrangement. Similarly, 501(c)(3)
tion and should not take into account, entities that have arrangements above FMV
directly or indirectly, the value or can risk running afoul of private inure-
volume of any past or future referrals ment and excess benefit rules due to their
or other business generated between tax-advantaged status. One way providers
the parties. can determine, ahead of time, if an arrange-
ment is FMV and commercially reasonable
According to OIG, arrangements: is to have it assessed as part of the initial due
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diligence process. Even telemedicine pro-
viders and companies treating exclusively
self-pay or commercial insurance patients can
benefit from a FMV assessment, because over
half the states in the U.S. have “all-payer”
anti-kickback laws which apply regardless of
the source of payment (e.g, they govern cash
pay medical services as well).

Many telehealth providers find guidance
in Advisory Opinions issued by the Office of
Inspector General (OIG). All OIG opinions are
inherently limited based on the unique facts
and circumstances of the proposed arrange-
ment. Not only do most Advisory Opinions
address traditional (non-telemedicine) ser-
vices, the telemedicine industry and its
related business relationships have evolved
at breakneck speed over the last decade.

The financial and transfer arrangements are
becoming much more complex and include
many more elements, because the technology
readily allows scalability across states and
across various providers (e.g., hospitals, pri-
mary care, pharmacy, durable medical goods
[DME], home health), as well as the enhanced
role IT support and software plays in such
services arrangements. Telemedicine services
are no longer limited to mere pilot programes,
and building compliant arrangements,
including FMV and commercial reasonable-
ness standards, is important.

Although law firms can assess and advise
on the structure of an arrangement, they
often are unable to provide FMV or com-
mercial reasonableness opinions, because
such work typically requires specifically
trained health consulting professionals.
Going through the process of conducting a
FMV and commercial reasonableness assess-
ment, and adhering to the valuation opinion
when executing the arrangement, can go a
long way to protect the parties and document
their diligence and commitment to building a
compliant arrangement.
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Assessment standards for telemedicine
providers/services
Although federal laws and rules do not
mandate a single methodology to use when
conducting FMV and commercial reasonable-
ness assessments, valuation firms typically
adhere to professional standards and guide-
lines for their review process. A multitude
of factors influence FMV and commercial
reasonableness, and the process is a highly
fact-specific analysis (see Figure 2 on page 62).
With regard to telemedicine services,
FMV can be impacted by the delivery model
selected, the time/availability requirements
of the rendering professionals, the structure
of the services being provided, and the payer
environment. Telemedicine compensation
arrangements can take several forms, such as
between hospitals and employed physicians,
hospitals and independent contractors, hos-
pitals to hospitals (“hub and spoke models”
between urban centers and rural care pro-
viders), or management services agreements
between a provider group and a management
company (e.g, in friendly PC models). In all
cases, the FMV assessment should be based
on the facts and circumstances of the spe-
cific arrangement (e.g., structure, duties and
expectations, burden on the provider, reim-
bursement environment).

Considerations for service offerings

The following sections identify some tele-
medicine service offerings and highlight the
corresponding FMV and commercially rea-
sonableness considerations associated with
each offering.

Telemedicine emergency (on-demand)
specialty services

Telemedicine services can assist with
specialty Emergency Department (ED)
coverage services. Similar to traditional
on-call arrangements for ED coverage,



Figure 1: Checklist for Fair Market Value and Commercial Reasonableness

Fair Market Value: Things to Consider — Drivers of Value

[] Modality to be used for services
[] Emergency (On Demand)
Specialty Services
[] Subspecialty (Scheduled)
Consultation Services
[J Direct to Consumer Services
L] Provider to Provider
Consultation Services
[1 Overall scope of telemedicine services pro-
vided under agreement 0
Multiple models (see above) implemented
leveraging infrastructure
Number of specialties and subspecialties O
Assess the burden placed on the
telemedicine provider
Contracting for coverage of defined
period or availability (e.g., 24/7/365)
Coverage schedule/frequency by specialty
Response requirements (by phone, O
by live video)
Frequency of activations for
provided services O
Limitations on where technology
can be activated O

O O oo O oo O

[] Estimated time to complete
consultations/observations

[] How many providers available in rotation

L1 Audience for telemedicine services
(provider to provider or provider to
patient interaction)

L] Type/Level of Services provided (back-up
support for on-site providers v. constant
patient monitoring and intervention)

Level of intensity/average patient acuity of

the services provided (e.g., trauma v. specialty

care consult support)

What party is providing the equipment and

support staff?

[] Capabilities and Infrastructure of the
client hospitals.

[] Related costs to provide telemedicine
support at client hospital

Third-party payor environment (parity,

negotiated commercial contracts, direct

to consumer flat fee)

Which party is retaining the right to bill and

collect for the professional services rendered

Marketing and branding initiatives

Commercial Reasonableness: Things to Consider — Key Issues

Commercial reasonableness, which can be done internally or via an external resource, is a broad and
somewhat abstract concept. As a result, a first step in ensuring regulatory compliance with this require-
ment is to develop a framework for evaluating each arrangement. The list below represents a summary
of key considerations when addressing commercial reasonableness for telemedicine arrangements.

[ Qualitative Considerations

[ What is the specific purpose for entering a
telemedicine arrangement?

L] Whether the arrangement is necessary in
addition to the services already available.

L] Whether the telemedicine arrangement has
a specific operational objective (profit con-
tribution, service-line expansion, increase
access to care).

L1 Whether the telemedicine arrange-
ment will address an identified
community/patient need (access to special-
ties or services, less transfers).

L1 Whether the telemedicine arrangement
can/will be used to provide training and
support services for other providers.

(] Whether additional considerations exist
that may affect the decision of entering

O

into a telemedicine arrangement (market
conditions, provider shortages, etc.)

Quantitative Considerations

L1 Whether the cost of providing telemedi-
cine services which is causing losses to a
hospital’s service line on a sustained basis.

L] Whether the payment rates for telemedi-
cine services and technology provided are
reasonable and documented as FMV.

L1 Whether there is sufficient utilization of
telemedicine services to offset the losses of
a particular service offering.

(] Whether the staffing and equipment that
are leveraged in the telemedicine model
are higher than necessary (e.g., what are
the alternatives).

L1 Whether there are less expensive alter-
natives for the services (recruitment,
program development).

SAMPLE CHECKLIST ONLY — FOR EDUCATIONAL PURPOSES/DOES NOT CONSTITUTE LEGAL ADVICE
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telemedicine services provide a benefit to facil-  patients in need. One example is telestroke ser-
ities that lack the required bench of specialists.  vice arrangements with rural hospitals.

These arrangements offer access to specialists In terms of structuring FMV payments for
who can help deliver appropriate and quality ~ these types of arrangements, there are several

E Compliance Today  October 2017

care, and this can potentially lead to a decrease
in the transfer of patients to other facilities.
The immediacy and rapid responsiveness

of these arrangements offer real benefits to

things to consider. The key is to identify and
outline exactly what the entity is contract-
ing with the physician or other organization
to provide. One approach is to structure the

Figure 2: Telehealth Compliance Checklist

Professionals

L] Are the telehealth professionals licensed in
the state where patient located?

L]  Are there practice standards for patient
examinations and remote prescribing?

[] Are professionals documenting and main-
taining patient records of the encounters?

L] Does insurance policy cover
telehealth services?

L] Isinsurance carrier licensed in every
state where services are provided
(patient located)?

Medicare/Medicaid

L] Do services qualify as covered
telehealth services?

[]  Are services being coded to properly reflect
the place of service?

L] Is the telehealth service provider
located internationally?

Commercial Insurance, Medicare Advantage,

and Medicaid Managed Care

L1 Does the state require commercial coverage
of services provided via telehealth?

L1 Does the provider’s contracts reflect
said coverage and include negotiated
payment amounts?

[ Has reimbursement other than FFS been
evaluated, such as PMPM, capitation
add-ons, or hybrid risk-bearing?

Consent

L1 Does the informed consent form account for
services provided via telehealth?

L] Does is recognize patient freedom of choice?

Fraud & Abuse

L] If Medicare/Medicaid, does the arrangement
comply with the federal Anti-Kickback Statute?
(Check provider/vendor arrangements and
patient incentive programs)

L] If Medicare/Medicaid, does the arrange-
ment comply with the federal Civil Monetary
Penalties Law? (Check provider/vendor
arrangements and patient incentive programs)

L] Does the arrangement comply with the Stark
Law? (Check all physician benefits, including
software and equipment tech, to ensure they
meet a Stark exception)

L] Does the arrangement comply with state
patient brokering laws and anti-kickback stat-
utes? (Check provider/vendor arrangements
and patient incentive programs)

L] Does the arrangement comply with state cor-
porate practice of medicine rules? (Check
not just where the brick & mortar facility is
located, but where the patients are located)

L] If capitated or PMPM compensation, does
the arrangement comply with state insurance
laws? (Check if exempt and, if not, conduct
risk assessment)

Credentialing

[] Is there a credentialing by proxy agreement in
place that meets all the elements?

L] Does the hospital relying on proxy credential-
ing have such provisions in its bylaws?

L]  Are the hospitals engaging in periodic
re-credentialing assessments and reporting?

Privacy & Security
L] Are there privacy and security protocols for
the telehealth offerings?

SAMPLE CHECKLIST ONLY — FOR EDUCATIONAL PURPOSES/DOES NOT CONSTITUTE LEGAL ADVICE
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arrangement similar to a standard emergency
call arrangement. Key factors to consider
include: physician specialty, average acuity

of services (e.g., trauma center designation),
response time, which party elects to bill and
collect for the services rendered, the payers
willingness to reimburse for the services pro-
vided, limitations on where technology can
be activated, how often the service is being
activated, types of consults/services being
provided, estimated time to complete consul-
tations or observations, number of providers
available in the rotation, understanding of the
overall burden placed on the physician(s) pro-
viding the services, and the capabilities and
infrastructure of the client hospital. From a
valuation perspective, these are all aspects that
can influence the FMV of an arrangement.

Telemedicine subspecialty (scheduled)
consultation services
Although a rural community may have a
need for a subspecialist, there is not always
sufficient patient volume to sustain a local,
full-time subspecialist in the area. These
experts are often very low in supply and high
in demand, and naturally reside in densely
populated areas. Historically, patients in rural
areas have been forced to travel significant dis-
tances in order to receive the care they need.
Telemedicine subspecialty consults can help
solve that problem.

The arrangements aid larger community
hospitals and health systems use the cur-
rent supply of subspecialist physicians more
efficiently, connect specialists to patients
and physicians at rural hospitals, and enable
access to a wider pool of experts. It can help
subspecialists make better use of their time
by treating more patients (e.g., less travel to
outreach clinics). Patients can more easily
obtain specialty services while remaining
in their local communities and not traveling
long distances. Patients can also be diagnosed

and treated earlier, which can contribute to
improved outcomes and a lower total cost of
care. Hospitals can save money, because the
remote experts help to prevent unnecessary
transfers, advise on less expensive modes
of transfer, and represent an overall lower
cost overhead compared to hiring a full-time
subspecialist. For that reason alone, many
hospitals choose a telemedicine subspecialist
arrangement over alternatives, such as locums
tenens coverage or contracting for physicians
to provide services on an outreach basis.
Under these arrangements, consults are
more typically scheduled in advance, rather
than on-demand. Or, if not pre-scheduled, the
subspecialist has a designated amount of time
to respond to the hospital’s request for a con-
sult. Key factors to consider when determining
FMV include: physician specialty, structure of
the arrangement (predominantly scheduled
services or more of an on-call/back-up call
situation), frequency the specialty service is
used/scheduled, estimated/average duration
of each activation/appointment, and the abil-
ity of the provider to bill and collect for the
services rendered.

Direct-to-consumer telemedicine services
Consumers are turning to retail clinics as a
convenient, low-cost avenue to receiving pri-
mary care physician (PCP) services. Remote
telemedicine services, often through a free-
standing kiosk or similar arrangement, are one
such avenue. Pharmacies, grocery stores, and
other national retailers are beginning to offer
these services in-store by leasing space to tele-
medicine providers.

The inherent referral relationship
between the retailer as landlord and the
telemedicine provider as lessee creates
potential FMV issues. In opining to what
constitutes FMV for an in-store lease of
this nature, one question that arises is the
appropriate classification of the lease when

888-580-8373
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determining its market value. Leases for
retail and healthcare/medical office spaces
have distinctly different values in a given
market. Which is appropriate? On one
hand, the services being offered within the
leased space are healthcare in nature. On
the other hand, the benefits realized by the
lessee include higher customer traffic and
increased exposure more often associated
with traditional retail leases. Additional fac-
tors to consider in these valuations include
the marketing opportunities and brand
credibility from being associated with a
well-known, trusted national retailer; the
square footage of the lease space; the local
real estate market; and the building class
where the lease space is located.

Provider-to-provider telemedicine
consultation services
Provider-to-provider telemedicine con-
sultations offer tremendous benefits to
individual practitioners and their patients.
Provider-to-provider consults are interac-
tions between a specialist or expert and a
patient’s primary care physician (PCP) who
lacks access to a specialist or expert in a
specific field. The consultation is designed
to augment the PCP’s ability to treat
his/her patient.

These services often are structured in
two ways: real time (synchronous) interac-
tions or store-and-forward (asynchronous)
interactions. Real time consultations are
live audio-video streams in which the con-
sulting physician interacts with the PCP.
Through this service, community physi-
cians can interact with specialists or experts
to advise on appropriate care for the patient.
The consulting physician can assist with
establishing the most appropriate care
plan for the community physician’s patient
and is available to answer questions and
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provide insight in a timely manner. With
store-and-forward interactions, the PCP
captures information from the patient and
transmits it to the specialist. The consulting
physician reviews the information sent by
the PCP and offers recommendations. The
PCP can review the specialist’s recommen-
dations and draw upon it to develop a care
plan for the patient.

Assessing FMV payments for these
services can often be simpler than other
telemedicine service arrangements, because
there are fewer variables and the burden
(from an on-demand availability stand-
point) is less because these consultations
can easily be scheduled in advance. Key
factors to consider include the ability to
bill and collect from third-party payers,
the consulting physician’s specialty, and
the time it takes the consulting physician
to perform the consult. For these types of
arrangements, if the consulting provider is
not able to bill and collect for the services
provided, flat fee or hourly rate approach
may be considered.

Conclusion

There are an ever-increasing variety of
new, innovative ways to use technology to
deliver healthcare services. One constant,
however, is the importance of ensuring
that such arrangements are compliant with
healthcare fraud and abuse laws. Providers
should take reasonable steps to review their
arrangement to ensure the compensation
is consistent with FMV and the terms are
commercially reasonable.

42 CFR §411.351.

. 26 CFR § 53.4958-4(b).

. 70 FR 4858, 4866 (January 31, 2005).
Id. at 4863.

69 FR 16054, 16093 (March 26, 2004).
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