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Stark Law Overhaul

An In-Depth Series on
CMS’s 2020 Rulemaking

Stark Law Overhaul Series

Date Topic

March 18 Rolling Up Our Sleeves:
A Stark Law Refresher (and Clearing the Brush)

April 1 Separating the Wheat From the Chaff:

Providing Greater Flexibility for Technical and Low-Dollar Violations
April 15 Key Standards (Part I):

Distinguishing and Defining the ‘Volume or Value’ Requirement
April 29 Key Standards (Part II):

The ‘Fair Market Value’ and ‘Commercial Reasonableness’ Requirements stark Law overhaul
May 13 New Wine in Old Bottles: An ‘n_Depth ReV|eW

Providing Greater Flexibility Under Existing Exceptions Of C M S'S F INa I R U | e
May 27 What's Past is Prologue:

/| . ) ~

Technology Subsidies Part Deux White P:

June 10 The Problem of the Square Peg and the Round Hole:

When FFS and Managed Care Collide
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Webinar 1

Rolling Up Our Sleeves:

A Stark Law Refresher (and Clearing the Brush)

Agenda

Stark Law Refresher... ...Clearing the Brush

» Policy Objectives * Physician

* Timeline * Remuneration

» Basic Prohibitions » Ownership Interests - Titular
+ Step One - Financial Relationship * Ownership Interests - ESOPs
+ Step Two - Referral » Designated Health Services

» Step Three - Exceptions

+ Sanctions

March 18, 2021
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Policy Objectives

Overutilization

Physicians with a financial
stake in determining whether
and where to refer patients for
medical care may order

items and services that,
absent a profit motive, they
would not otherwise have
ordered.

March 18, 2021

Patient Steering

Patient choice can be affected
when physicians steer patients
to less convenient, lower
quality, or more expensive
providers, just because the
physicians are sharing profits
with, or receiving remuneration
from, those providers.

Unfair Competition

Where referrals are controlled
by those sharing profits or
receiving remuneration, the
medical marketplace suffers
since new competitors can no
longer win business with
superior quality, service, or
price.

B < DENTONS

Timeline

12/19/1989

Stark Law Enacted (OBRA '89) (Lab Services Only) (“Stark I")

3/11/1992
Stark | Proposed Rule

8/10/1993

8/15/1995
Stark | Final Rule

1/9/1998
Stark Il Proposed Rule

Stark Law Amended (OBRA '93) (All DHS) (“Stark II”)

1/4/2001
Stark I Final Rule (Phase 1)

3/26/2004
Stark Il Final Rule (Phase 11)

9/5/2007

Stark Il Final Rule (Phase I1l)

11/16/2015
Final Rule

o “Agreement” v. “Writing"
8/19/2008 ) ) « Signature Grace Period - 90 Days
Final Rule (Signature Grace Period 30/90 Days) |l c o
« Timeshare Exception
3/23/2010 « NPP Exception
Relatively Little Enforcement Activity During This Period Pending Completion of Stark Il Rulemaking ACA Creates
Self-Disclosure 10/19/2019
8/5/1997 Program Proposed Rule
Congress
Creates 1/19/2021
Advisory Lessons Learned More Lessons Learned rinal
Opinion Rule
Process 335 Settlements (2011-2019) ]
I I

18 Advisory Opinions in 20+ Years (HHS-OIG Issued 350+ AKS Advisory Opinions During Same Period)

L [ ]
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199 1991 1992 1993 1994 1995 199 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2000 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021

1/1/89

March 18, 2021

‘ [ [ [

[ [ !

1/1/22

6 AA.DENTONS



sdeleva
Rectangle
16/03/2021

sdeleva
Rectangle
3


Stark Law Refresher

Basic Prohibitions

» Referral Prohibition

» In absence of applicable exception, a physician who has Medicare
a financial relationship with an entity—personally or Aegon
through an immediate family member (IFM)—may not
make a referral to that entity for the furnishing of . Biling
designated health services (DHS) for which payment Prohibition

may be made by Medicare. Referral
ape g o0 . - " . DHS
. Biling Prohibitor v e 25|

* In absence of applicable exception, a provider may not bill ( J

for improperly referred DHS. Specifically, an entity that Rforl
furnishes DHS pursuant to a prohibited referral may not Prohibition
present or cause to be presented a claim or bill for such

services to the Medicare program or to any other individual

or entity, including secondary insurers and the patient.

March 18, 2021 8 AA.DENTONS
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Step 1 - Financial Relationship

* Do we have a physician or IFM who has a financial relationship with an entity?

* “Physician”

» Adoctor of medicine, osteopathy, dental surgery, dental medicine, podiatric medicine, optometry, or a

chiropractor.

* “Immediate Family Member”

» Ahusband or wife; birth or adoptive parent, child, or sibling; stepparent, stepchild, stepbrother, or
stepsister; father-in-law, mother-in-law, son-in-law, daughter-in-law, brother-in- law, or sister-in-law;
grandparent or grandchild; and spouse of a grandparent or grandchild.

» “Entity”

* Any “corporation, partnership, limited liability company, foundation, nonprofit corporation, or
unincorporated association,” or any “other person, sole proprietorship, public or private agency or
trust,” and a “physician’s sole practice or a practice of multiple physicians.”

March 18, 2021

9 AA.DENTONS

Step 1 - Financial Relationship

Physician 2

Own
Physician 1
Direct
Ownership
Interest Own, Own
Entity
Direct Employment ~ Contract
Compensation L el
Arrangement
Physician 3
H

Employment
V

Physician 4

March 18, 2021

-/
™

Indirect
Ownership
Interest

Potential

> Indirect
Compensation
Arrangement

-/

Pre-SITS
Potential Indirect Compensation Arrangement
( 8 )
Own
s $

DHS Entity [¥--- Compensation
Y Arrangement

“Physician
Organization”

Post-SITS
Direct Compensation Arrangement
A
( ) W
: Physician
DHS Entity ¥ ___Compensation -
Arrangement “Physician
Organization”

10 AA.DENTONS
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Step 2 - Referral

* |If a physician/IFM and an entity have
a financial relationship, then—in the
absence of an applicable
exception—the physician may not
make a referral to the entity for the
furnishing of designated health
services covered by Medicare.

A

* First four categories are CPT code
driven.

S ® N o ok~ e

“Designated Health Services”

Clinical laboratory services.

Physical therapy, occupational therapy, and outpatient
speech-language pathology services.

Radiology and certain other imaging services.

Radiation therapy services and supplies.

Durable medical equipment and supplies.

Parenteral and enteral nutrients, equipment, and supplies.
Prosthetics, orthotics, and prosthetic devices and supplies.
Home health services.

Outpatient prescription drugs.

. Inpatient and outpatient hospital services.

March 18, 2021 1
Step 2 - Referral
Medicare
» “Referral” Program —
« Either (i) requesting, ordering, or certifying the
need for DHS, or (ii) establishing a plan of care Presents o
that includes the provision of DHS. Slaim (- "Fumishing
* A number of exceptions (e.g., personally Order DHS.
performed services). o _J
. o Physician R;:Sgﬁ;lip\'li'fnﬁty
* “Furnishing” [ —
» Generally speaking, an entity is deemed to be %—)
“furnishing” DHS if the entity either (i) “perform[s]” ‘Referral Performs - “Fumishing’
the services or (i) “present[s] a claim to
Medicare” for the services.
* Almost (but not) always the same legal entity is Bhgsgﬁcgge

doing both.

March 18, 2021

12 AA.DENTONS
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Step 3 - Exceptions

o If:

+ a physician and entity have a financial relationship (Step 1), and

+ the physician makes a referral to the entity for the furnishing of DHS (Step 2),
* Then:

« the referral will violate the Stark Law’s referral prohibition, and any claim seeking reimbursement for the DHS
will violate the Stark Law’s billing prohibition, unless an exception applies (Step 3).

» Two categories of exceptions:
» Exceptions that apply to certain types of services.
» Exceptions that apply to certain types of financial relationships.

March 18, 2021 13 AA.DENTONS

Step 3 - Exceptions

. . Physician | ~
« Service Exceptions (9) ‘ X ‘ ‘ i ‘ ‘ 1 ‘
» Broadest, most sweeping protection. |
. . , Own Own Own
» Type and number of referring physician’s
: i i i i ity i Indirect
flnanmal relationships with DHS entity is . Ownership
irrelevant. Interest
+ Example own
« Prepaid Plans Exception - 42 C.F.R. § 411.355(c).
. B : . . Physician |~ . . . DHS
« Financial Relationship Exceptions (31) Contract )

« Only protect particular financial relationships. Y )
v
+ Examples Direct
- Employment Exception - 42 C.F.R. § 411.357(c). Compensation
Arrangement

«  Whole Hospital Exception - 42 C.F.R. § 411.356(c).

March 18, 2021 CIN A A DENTONS
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Sanctions & Collateral Consequences

« Stark Law

* Claim Denial. A claim for Medicare payment for DHS performed pursuant to a prohibited referral must be
denied.

» Refund. An entity that collects payment for DHS performed pursuant to a prohibited referral must refund all
collected amounts on a timely basis.

» CMP/Assessment/Exclusion. A person “who presents or causes to be presented a bill or claim” for improperly
referred DHS and “knows or should know” that the claim is for improperly referred DHS is subject to (i) a civil
monetary penalty of up to $25,820 per service; (ii) an assessment (in lieu of damages) of up to three times
the amount claimed; and (iii) exclusion from participation in any federal healthcare program.

« Circumvention. A physician or entity that knowingly participates in a “scheme” to circumvent the operation of
the Stark Law is subject to a CMP of up to $172,137 and may be excluded from participation in federal
healthcare programs.

» Overpayment Statute
» False Claims Act (FCA)

March 18, 2021 AN A DENTONS
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Physician

* Proposed Rule

+ Definition of “physician” in Stark Law and Social Security @
Act (SSA) should be but are not “entirely harmonious.” [FisETET
+ Specifically, SSA provides for certain “limitations” on when

individuals are considered to be “physicians.” Billing

Bill/Claim Prohibition

» A doctor of optometry, for example, is considered a

.. . . Referral
physician but only for certain purposes and only with
respect to the provision of certain items and services. .-..Financia, Relationship - ED':fy
ntif

+ Stark Law does not explicitly adopt these SSA limitations

v

Referral
Prohibition

* Final Rule

* CMS clarifies that Stark Law prohibitions do not “apply to
any doctor during the period he or she is not considered
to be a physician” for purposes of the SSA.

March 18, 2021 17 AA.DENTONS

Remuneration

» Another key definition: “financial relationships” include “compensation” arrangements; i.e., any
arrangement involving an exchange of “remuneration.” “Remuneration” generally includes “any
payment or other benefit made directly or indirectly, overtly or covertly, in cash or in kind.”

” o«

» There are exceptions. For example, historical carve-out for “items, devices, or supplies” “used
solely” for (i) collecting, transporting, processing, and/or storing specimens, (ii) ordering tests or
procedures, or (iii) communicating the results of tests or procedures unless the
items/devices/supplies take the form of “surgical items, devices, or supplies.”

* Final Rule:

* Removes caveat: CMS “no longer convinced that the mere fact that an item, device, or supply is routinely
used as part of a surgical procedure means that the item, device, or supply is not used solely” for a permitted
purpose.

 Clarifies that even if X can (in theory) be used for something other than a permitted purpose, as long as X is
(in fact) “used solely” for a permitted purpose, exception applies.

March 18, 2021 18 AA.DENTONS
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Ownership Interests - Titular Ownership

» 2009: “Titular” owner of physician
organization not required to “stand in the Physician 1
shoes” of physician organization. —

+ 2020: CMS “extend]s] the concept of titular
ownership or investment interests to [the] Source of
rules governing ownership or investment Concem
interests” more generally.

Step 1
ROI Own Referral

« “Titular” ownership means the physician does __
not have “the ability or right to receive the DS Alep 2 ML
i K X . X ntity Claim Program
financial benefits of ownership or investment,
including, but not limited to, the distribution of ropend
profits, dividends, proceeds of sale, or similar
returns on investment.”

March 18, 2021 19 AA.DENTONS

Ownership Interests - Employee Stock Ownership

« Some employers offer retirement N )
plans. These plans, in turn, may have |
an interest in the employer only or the s lmelrsc
employer and other entities. ownership < e Indyi::ct
) . . Interfast Ret. Plan > Ownership
» CMS historically split the baby: the in Entity A T Interest
employee’s interest in the retirement OT" Inyestmert In:Entily B
plan won’t make the physician an -
. . Entity A Entity B
owner of the employer, but it will ),
ici Yes H
make thg physmlgn an owner'of any e Erotgmene
other entity in which the plan invests. Ay i
With Entity A Physicanct

March 18, 2021 20 AA.DENTONS
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Ownership Interests - Employee Stock Ownership

» This construct doesn’t work for some Physician 1
increasingly common IRC and ERISA |
H No Interest
regulated employee stock owne.rshlp Ownership |
plans (ESOPs) that rely on holding Interest < Holding Co.
companies. In Holding Co. Ret.IPIan
. O
» The new rule creates an exception for "
these plan structures. ~— [
Yes e
Compensation EmBonment Own
Arrangement Bad
With Holding Co. Physician 1 HHA

March 18, 2021

Indirect
Ownership
Interest
In HHA?

Before: Yes
Now: No

o oenons 3

Designated Health Services

Hospital Inpatient Services

Reimbursed Under Acute Care Hospital Inpatient Prospective Payment System (IPPS)

Patient
Admitted by
Dr.A

March 18, 2021

Clinical Labs Radiology Clinical Labs

Ordered by Ordered by Ordered by

k Dr.B Dr.C Dr.D J
Y

New Rule: “For services furnished to inpatients by a hospital, a service is

not a designated health service payable, in whole or in part, by Medicare
if the furnishing of the service does not increase the amount of
Medicare’s payment to the hospital under any of the following
prospective payment systems (PPS): (i) Acute Care Hospital Inpatient
(IPPS); (ii) Inpatient Rehabilitation Facility (IRF PPS); (iii) Inpatient
Psychiatric Facility (IPF PPS); or (iv) Long-Term Care Hospital (LTCH PPS).”

7/5

o oenons 3
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Speaker Contact Information

Christopher G. Janney
Partner

D+1 202 408 9151
christopher.janney@dentons.com
el T

Ramy Fayed
Partner

D+1 202 408 6193
ramy.fayed@dentons.com

Margo Wilkinson Smith
Associate

D+1 202 408 9149
margo.smith@dentons.com

March 18, 2021

XM DENTONS

Stark Law Overhaul
An In-Depth Review
of CMS’s Final Rule

White Paper No. 1
ing Up Our
tark Law Ref
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Thank you

Dentons US LLP
1900 K Street NW

Washington, DC 20006
United States

Dentons is the world's largest law firm, connecting talent to the world's challenges and opportunities in more than
75 countries. Dentons' legal and business solutions benefit from deep roots in our communities and award-winning
advancements in client service, including Nextlaw, Dentons’ innovation and strategic advisory services. Dentons'
polycentric and purpose-driven approach, commitment to inclusion and diversity, and world-class talent challenge
the status quo to advance client and community interests in the New Dynamic. www.dentons.com.

© 2021 Dentons. Dentons is a global legal practice providing client services worldwide through its member firms and affiliates. This publication is not designed to provide legal advice and you should not take,
or refrain from taking, action based on its content. Please see dentons.com for Legal Notices.



sdeleva
Rectangle
16/03/2021

sdeleva
Rectangle
13


