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Physician Self-Referral Regulation

The Isolated Transactions Exception

> CMS narrows application of the exception through

an amendment to the regulations.

> The changes to the Regulations were effective on

January 19, 2021.
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Congressional Intent

“To illustrate the kind of transactions that section 1877(e)(6) of the Act is
meant to exempt, the Congress provided as examples a one-time sale of
property and a one-time sale of a practice. In our view, a one-time sale of
property or a practice is a unique, singular transaction. It is not possible
for one party to repeatedly offer and sell the same property or medical

practice to another party.” (85 Fed. Reg. 77576).
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CMS Observes Improper Use of the Exception

“[W]e have observed that parties turn to the exception for isolated
transactions to protect single payments for multiple services when they
discover, typically after the services have been provided, that they failed
to set forth the service arrangement in writing, and thus cannot rely on
the exceptions for personal service arrangements or fair market value
compensation. In fact, it is our policy that the exception for isolated
transactions is not available to except payments for multiple services
provided over an extended period of time, even if there is only a single

payment for all the services.” (85 Fed. Reg. 77576).
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Exception Not Available to Cure Non-Compliant Arrangements

“[T]lhe exception for isolated transactions is not available to retroactively cure
noncompliance with the physician self-referral law. Our position is buttressed by the
fact that the Congress created an exception for personal service arrangements at
section 1877(e)(3) of the Act and required, among other things, that the arrangement is
set out in writing and signed by the parties, that the term of the arrangement is at least 1
year, and that the compensation is set in advance. We do not believe that the Congress
would impose such requirements for service arrangements under this exception, and
then permit parties to avoid these requirements as long as the parties made one
retrospective payment for multiple services provided over an extended period of time

relying on the exception for isolated transactions.” (85 Fed. Reg. 77576-77).
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CMS Adds Illustrative Example

> CMS added an example to the exception in 42 CFR § 411.357(f) to cover “a single instance of
forgiveness of an amount owed in settlement of a bona fide dispute” (e.g., where the contract
terms are ambiguous, and the physician has a reasonable belief that he is owed more money
while the entity believes in good faith that the physician is entitled to less).

> According to CMS, “the cornerstone of a settlement of a bona fide dispute, as opposed to
payment for items or services, is that one or more of the parties forgoes a good faith claim to be
paid more under the arrangement than the party actually receives” (i.e., it is an instance of
forgiveness of an amount owed).

> The parties may rely on the exception to protect settlement of “a bona fide dispute arising from an
arrangement for multiple repeated or ongoing services, but the exception is not available to
protect single payment for multiple or repeated services.” (85 Fed. Reg. 77577).
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CMS Clarifies “Isolated Financial
Transaction” Definition

> CMS modified the definition of “isolated financial transaction” in 42 CFR
§ 411.351 to include the term “one-time.”

> CMS reasoned that even if the entity only makes one payment for the services, such single
payment is not a one-time transaction as contemplated by the statute, but rather an ongoing

service arrangement.

> Whether a one-time service arrangement constitutes an isolated financial transaction depends on
the facts and circumstances of the arrangement, including whether the service is provided in its
entirety during a “discrete time-period of short duration, such as a 24-hour or weekend shift.” (85

Fed. Reg. 77578).
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A/IS Clarifies “Transaction” \
Definition

> CMS removed the term “process” from the definition of “transaction” in 42 CFR

§ 411.351 to avoid any ambiguity in the interpretation of the term.
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The Updated Regulation

42 CFR § 411-351
Isolated financial transaction —

1. Isolated financial transaction means a _one-time transaction involving a single payment between two or more

persons or a one-time transaction that involves integrally related installment payments, provided that —

I. The total aggregate payment is fixed before the first payment is made and does not take into account the

volume or value of referrals or other business generated by the physician; and

ii. The payments are immediately negotiable, guaranteed by a third party, secured by a negotiable promissory
note, or subject to a similar mechanism to ensure payment even in the event of default by the purchaser or

obligated party.

2. An isolated financial transaction includes a one-time sale of property or a practice, single instance of forgiveness of

an amount owed in settlement of a bona fide dispute, or similar one-time transaction, but does not include a single

payment for multiple or repeated services (such as payment for services previously provided by not vet

compensated).

Transaction means an instance erpresess of two or more persons or entities doing business.
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The Updated Regulation

42 CFR § 411-357(f)

(f) Isolated transactions. Isolated financial transactions, such as a one-time sale of property or a practice, or a single instance of

forgiveness of an amount owed in settlement of a bona fide dispute, if all of the following conditions are met:

1. The amount of remuneration under the isolated financial transaction is —
i Consistent with the fair market value of the isolated financial transaction; and
ii. Not determined in any manner that takes into account the volume or value of referrals by the referring physician or

other business generated between the parties.

2. The remuneration is provided under an arrangement that would be commercially reasonable even if the physician made
no referrals to the entity.

3. There are no additional transactions between the parties for 6 months after the isolated transaction, except for
transactions that are specifically excepted under the other provisions in §§ 411.355 through 411.357 and except for
commercially reasonable post-closing adjustments that do not take into account the volume or value of referrals or other
business generated by the referring physician.

4. An isolated financial transaction that is an instance of forgiveness of an amount owed in settlement of a bona fide dispute

is not part of the compensation arrangement giving rise to the bona fide dispute.
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Implications

> Does not cure otherwise non-compliant compensation arrangements.

> Does not apply to repeated services that were already provided over an

“extended period of time.”

> However, still permitted to forgive an amount in settlement of a bona fide

dispute.
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Before and During Pandemic:
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Telehealth v. Telemedicine

Telehealth Telemedicine

>Use of telecommunications and  >The health care service
information technology to provided using a synchronous,
deliver health services to an 2-way audio and visual
Insured individual while at a communication to deliver clinical
different site from where the health care services while a
provider is located (NY Ins. L. patient is at the originating site,
§§3217-h, 4306-g; PHL §4406-g) the provider at a distant site

(NYS PHL §2999-cc(5))
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Telehealth Services: Pre-Pandemic

>Federal Limitations

» CMS/Medicare reimbursement criteria
» QOriginating Site restrictions
» (Geographic Restrictions

» DEA Restrictions on prescribing Controlled Substances

>NYS Limitations

» Professional licensure in New York (NYS Education law)
» Scope of practice (supervision)
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Telehealth Services: Benefits Recognized (CDC June 2020)

>Allowed Continuity of Care Through Pandemic
>Social Distancing

>Reduced strain on healthcare systems
>Enhanced Access to Care

>Maintained Provider-Patient Relationship

AN ~ https:/www.cdc.gov/coronavirus/2019-ncov/hcpltelehealth
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https://www.cdc.gov/coronavirus/2019-ncov/hcp/telehealth
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Telehealth Services: During a Public Health Emergency

>The Public Readiness and Emergency Preparedness Act (Prep
Act — 42 USC §247d-6d)

» Authorizes Secretary of Federal HHS to issue a declaration providing
iImmunity from liability for claims caused by, arising out of, relating to,
or resulting from the administration or use of countermeasures to
disease that present a public health emergency.
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Telehealth Services: Federal Waivers

>HIPAA Enforcement Discretion (waiver of enforcement and
imposition of penalties)

» Providers permitted to use remote communications technology not
necessarily compliant with HIPAA requirements

» Must be non-public facing audio and/or visual technology

» Good faith provision of telehealth services for any reason even if not
COVID-19 related treatment
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Telehealth Services: Federal Waivers

>HHS OIG allowed health care providers to reduce or waive
Medicare/Medicaid patient copays

» Anti-kickback Statute (Soc. Sec. Act, Sect. 1128B(b); 42 USC §1320a-7b(b))

» Civil Monetary Penalty and exclusions pertaining to kickbacks (Soc. Sec. Act, Sect.
1128(b)(7) and 1128A(a)(7); 42 USC §1320a-7(b)(7) and 1320a-7a(a)(7)

» Civil Monetary Penalty prohibition on inducements (Soc. Sec. Act, Sect. 1128A(a)(5);
42 USC §1320a-7a(a)(d)
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Telehealth Services: Federal Waivers
>Telehealth Services Expanded

» Patient screening for COVID-19 symptoms
» Emergency department visits

» Initial and discharge visit at nursing facility
» Primary care visits

» Chronic care management

» Therapy services
» Clinical psychologists
» Clinical social workers
» Physical and occupational therapy
» Audiologists

(https://www.cms.gov/Medicare/Medicare-General-Information/Telehealth/Telehealth-Codes)
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Telehealth Services: Federal Waivers

>CMS Policy Changes (http://www.telehealth.nhs.gov)

» Patients may be located at home and outside designated rural areas

» Expanded the types of providers authorized to provide telehealth
services

» Allow remote care, even across state lines (subject to state licensing
laws)

» Allow services to established and new patients
» Allow billing for telehealth services as if provided in person (Parity)
» Allow audio-only telehealth services for Medicare beneficiaries
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Telehealth Services: Federal Waivers

>Drug Enforcement Agency Waivers (21 USC § 822(d))

» Controlled Substances Act: authorized DEA-registered practitioners to

prescribe controlled substances to patients without an initial in-person
examination ((21_ USC § 829 (e))

» In state provider registration requirements waived to allow DEA-

registered providers to prescribe controlled substances across state
lines (21 USC § 802(54)(A)(ii)(lI1)(a), s 831(h)(1)(B)(i))
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https://www.deadiversion.usdoj.gov/21cfr/21usc/802.htm
https://www.deadiversion.usdoj.gov/21cfr/21usc/802.htm
https://www.deadiversion.usdoj.gov/21cfr/21usc/802.htm
https://www.deadiversion.usdoj.gov/21cfr/21usc/831.htm
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Telehealth Services: Federal Waivers

>Telehealth Response for E-prescribing Addiction Therapy
Services Act (TREATS Act, S.4103-116%" Congress)

» June 30, 2020

» Permanently allows telehealth services for substance-use disorders to
be provided via audio-only technology, if a physician or practitioner
has already conducted an in-person or video telehealth evaluation

» Allows practitioner to prescribe Schedule Il or IV controlled
substances online if the practitioner has conducted a telehealth
evaluation with video
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Telehealth Services: New York State Waivers

>Executive Orders 202.1; 202.10
>Public Health Law, Article 30D

» Allowed out-of-state licensed practitioners to practice in NY without
limitation

» Allowed NY-licensed practitioners to provide telehealth services to
patients not residing in New York

» Expanded types of providers eligible to provide telehealth services

» Allowed telehealth to include audio-only communications
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Telehealth Services : New York State Waivers

>Licensure (NYS Ed. Law §§6521, 6522)

» Requires that practitioners be licensed in New York to treat a patient located in
New York
» Exceptions: A physician licensed in a state that borders New York and resides near

the New York state border may treat a patient located in New York if the
practitioner does not maintain an office or other place to meet patients or receive

call in New York (NYS Ed. Law § 6526(2))
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Telehealth: Anticipated Changes in Federal Law 2021

>Direct to patient telehealth service options
>Behavioral health services
>Substance abuse disorder services

>Remote patient monitoring (not telehealth, but used in
conjunction with telehealth)

(Fed. Reg. Vol. 85, No. 248 p. 84502 et seq (December 28, 2020))Urgent
care options
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Telehealth Services: Changes Proposed in New York Law

> Eliminate patient location requirements

> DeveJoF interstate licensing reciprocity in the Northeast region for
specialties with access shortages

> Continue authority of unlicensed staff (e.g., credentialed alcoholism and
substance abuse counselor trainees and peer specialists) to deliver
substance abuse disorder treatment services

> Eliminate in-person initial evaluation requirements
> Expand behavioral health services to nursing facilities
> Assure reimbursement parity

https://www.governor.ny.gov/news/governor-cuomo-announces-proposal-expand-access-
telehealth-all-part-202 T-state-state
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Post-Pandemic Outlook:

[egal Considerations for
Implementing 1 elehealth
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“If COVIDI19 doesn’t
make telehealth a
thing, I don’t know
what will.”
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Physician Adoption of Telemedicine by Age Group

Perspectives

Americans Who Have Participated in a Telemedicine Visit at Least Once

[ Before Pandemic || Since Pandemic

Top 10 Specialties Using Telemedicine
1. Endocrinology
- . Rheumatology
- . Gastroenterology

2

3

General Patients Patients with Chronic liiness 4 Nephrology
5. Cardiology
6. Urology
7

8

9

1

Neurology

Geriatrics
. Hematology/Oncology
0. Pulmonology

m Sources2020 State of Telemedicine Report, Doximity. @ ‘ k/llg'ltol’ﬁass



Multi-State Practice

Flexes Every
Health LLaw Muscle!

> Licensure

> Reimbursement

> Prescribing

> Patient consent

> HIPAA and state privacy and security laws
> Malpractice insurance

> State-specific practice (and telehealth) standards
> Corporate practice of medicine

> Fraud and abuse

> Supervision of mid-level providers

> Technology modalities and infrastructure
> Incorporation/Foreign Qualification

> State tax filings
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Licensure

>|s licensure In the other state
required?

>|s there a telemedicine
certificate available?

>\Who needs to be licensed?
MDs, RNs, NPs?
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/Interstate Compact

N

> Alabama
> Arizona

> Colorado
> |daho

> ||linois

> |lowa

> Kansas

> Kentucky
>Maine

> Maryland
> Michigan
>Minnesota
> Mississippi
>Montana

AN

> Nebraska

> Nevada
>New Hampshire
> North Dakota
> South Dakota
> Tennessee

> Utah

> \WWashington

> West Virginia
> \Wisconsin

> \Wyoming
>Guam

Telemedicine Certificate/Registration

>Alabama
>Louisiana
>Florida
>(Georgia
>|daho
>Maine
>Minnesota

>New Mexico

>0Ohio
>(Qregon
>Tennessee
> Texas

)
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Reimbursement

>Will current payors cover this
for current patients when they
are located in the other state?

>Are new contracts with other
payors needed new patients
located in the other state?

>\\Vhat services/modalities are
covered?
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>No prescribing via telemedicine without
Prescribing prior in-person medical evaluation

21 U.8.C. § 829(e) >BUT WAIT! Exception for practitioner
engaged in “telemedicine”
SORRY! Scope of “telemedicine” limited’

Alert! >BUT WAIT AGAIN! Exception for a
practitioner with a “special registration”
from the Attorney General

N\ SORRY AGAIN! No regulations regarding
this “special registration”

Waiver

-;‘\l\zj\\usc § 802(54)
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Malpractice

Does current insurance policy cover telemedicine visits?

s a new policy needed to cover out-of-state activities?

Does current policy cover damages from non-clinical events?
s adequate cybersecurity insurance in place?

V V V V
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State-Speciﬁc > \What telehealth modalities are acceptable?

> Are there telemedicine guidelines or

COIlSiderations regulations?

> What are the requirements for establishing a
physician-patient relationship?

> Are there any informed consent
requirements?

> Are there specific medical standards of care
or ethical rules?

> What about record keeping requirements?
> Any unique advertising requirements?
> What about CME requirements?

> What tax filings are required in the other
RN state?
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Waiver Waiver
Alert! . o o o Alert!
* Privacy & Security Considerations *

>State-specific privacy and security laws

>Update Notice of Privacy Practices & HIPAA training to include
telehealth

>HIPAA compliant vendors
Business Associate Agreements!
Indemnification

>HIPAA compliant devices (BYOD, VPN, home WiFi)

Lippes
‘ Mathias



Privacy & Security Compliance Tips

\%

HIPAA-compliant communication platform
Patient Informed Consent (telehealth specific) and document in EMR
> Security Enhancements
Encryption
Meeting passwords or access codes
“Waiting room” feature
Secure Internet connection (password protected)
Non-public access points (patient-specific access URL distributed through secure communication)
Control screen-sharing
Update providers (and if feasible, patients) software timely to ensure security features in place
Read (and document) the room
Who's in the room?
Who's in the room with the patient?
Use headphones, if possible
> Make sure no other patients’ information is visible in the surroundings
Log out of the communications platform after each use and do not store password for accessing the platform for future use
> In the event of a cybersecurity hijacking or breach, report to the FBI

V V.V VYV \%

\%
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/Incorporation OR \

Foreign >Does the practice need to foreign
. . qualify?
Qualification Some states do not require foreign

qualification if not maintaining an office
in the state’

Some states do not permit foreign
qualification?

>Do all owners need to be licensed In
the other state?

TExamples:

Aiona Al Rev, St Aop. 102268 >Do all directors/officers need to be
Té)nrtlgsgee Ql'etnnoggdeAnn 3§548 101-625 ||Censed |n the Other State?
N Gaegis >Do we have an “understudy” owner?

New Jersey

>|mplement a MSO arrangement?
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Questions?
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