


the OIG Issue - Federal
Stark and Anti-Kickback Laws

ffice of Inspector
General (OIG

self referral law, commonly referred to as the “Stark Law" (Stark), the federal Anti Kickback Statute
CMP Law)

proposed rules a framework to support value - payment models and promote

improvements in technology infrastructure Perhaps most notable, however, are the strides

hose who were hoping
[ IVANEW but simplicity was likely an unrealistic s

complexity of our healthcare system and the underlying statutory mandates Nonetheless, the
healthcare industry with clarifications and changes avoid
self disclosure in seemingly innocuous circumstances [JJflefend against frivolous whistleblower

THE CHANGES IN THE PROPOSED RULES INCLUDE:

New Value-| N - bor s

. Enabling Technology Infrastructure Improvements
other [Jkable Proposals, Clarifications and Commentary
showing the proposed textual changes to the current Stark regulations ||| |Gz

nd to the AKS regulations vailable [N ederal
egister are available

Comments to the proposed rules are due to the respective agencies by || GczNN [ |
Given the number of industry stakeholders these proposals impact, the agencies are likely to
comments; meaning may be some time before CMS and ||}



https://www.bassberry.com/wp-content/uploads/proposed-stark-regulatory-updates-october-2019.pdf
https://www.bassberry.com/wp-content/uploads/proposed-aks-regulatory-updates-october-2019.pdf
https://www.federalregister.gov/documents/2019/10/17/2019-22028/medicare-program-modernizing-and-clarifying-the-physician-self-referral-regulations
https://www.federalregister.gov/documents/2019/10/17/2019-22027/medicare-and-state-healthcare-programs-fraud-and-abuse-revisions-to-safe-harbors-under-the

ENEW -BASED I AFE HARBORS

OVERVIEW

The proposed rules issued by CMS and the OIG focus extensively on the transition to value based care
delivery and payment models support that transition, CMS and the OIG propose new exceptions,

ased care The below
table lists the value

I AKS

ptions and Safe Harbors for Value-|

] Full Financial Risk Safe Harbor

411.357(aa)(1)) (42 CFR §1001.952(gQq))

Meaningful Downside Financial Risk Exception s

1001.952(ff))

Value Based Arrangements Exception

411.357(aa)(3)) I

Distri

(addition to the Group Practice Exception)

411.352(i)(3))

CMS
1001.952(ii))
CMS and the OIG
otherwise participate in innovative arrangements t Under both proposed
rules, CMS and the OIG aim to implement chang ing remove

requlator |l ca! or perceived o more effectively coordinate and deliver value based care
OIG attempt to strike a

express similar concerns regarding potential risks associated with value

as limiting medically necessary care, “cherry picking” lucrative patients while “lemon dropping” costly
patients, and inappropriately manipulating data used to verify performance and outcomes for
reimbursement Both agencies recognize there may be risks and challenges not yet identified, and both

leave any gaps.



restrictive than CMS’s comparable proposals because the AKS is a criminal intent
whereas the Stark Law is a civil, strict liability statute
p" protection against abusive arrangements that might otherwise
qualify for protection under the less restrictive Stark exceptions. For example, the Stark value
arrangement exception protects both monetary and in kind remuneration if the exception ¢
KSc¢ C afe h

based exceptions and safe harbors may be difficult to interpret and apply in practice. Only time
pread
adoption of value

TERMINOLOGY

are intended to || I 2 described below, there is only one term defined by both
agencies that differs in a significant way, and there is only one term defined by the OIG that was -
We have created a table with the full definitions applicable to the

Below we
-Based P
The most significant difference in terminology between the Stark defined terms and the AKS defined

terms is the definition of value based participant
furnish  designated health services (DHS) from the definition of value based participant due

The entities excluded from || GGG o'lows:
1 "
2. 1

orthotics, or supplies.

3. [Pporatories

seeks

While not excluding these entities based participant
about whetherit | due to

contacts justify  their inclusion in any value based arrangements Both agencies are considering
nefit managers (il wholesalers, and distributors from the
definition of value The OIG (but not CMS) is also considering excluding certain types



https://www.bassberry.com/wp-content/uploads/comparison-of-value-based-terminology-october-2019.pdf




payors while improving or maintaining the improved quality of care for the target patient population.” If
CMS uses this alternative language in its final rule, this purpose could not be used by a VBE to qualify
s avalue eeting |Gz e
exceptions u
patient population.

Target Patient Population

Both CMS and the OIG define target patient
population selected by the VBE (or its VBE participants) using legitimate and verifiable criteria
in writing in advance that further the VBE's value

nor the OIG view “cherry picking” lucrative patients  “lemon

(even if verifiable)

conditions or shared disease states

The AKS proposed rule |EEEE— N - < of vaiue [

arrangements.
I -t <d medical home, helping with transitions of care, sharing and
using health data to improve outcomes, or sharing accountability for the care of a patient across a
that this coordination mig acute

care providers, between specialists and primary care physicians, or between hospitals or physician

careful to distinguish between (1) suspect referral
arrangements designed to “churn” patients through care settings to capitalize on a reimbursement
scheme and (2) legitimate care coordination arrangements involving multiple settings of care that
include beneficial activities beyond the mere referral of [JJJilif or ordering an item or service. The 0IG

prevent fraud and abuse, including excluding some or all protection under the proposed safe harbors

whether such a definition is desirable or necessary.

STARK PROPOSED VALUE-

CMS is proposing three new based exceptions to remove regulatory barriers -
innovation in payment models, increased efficiency and coordination in the delivery of care, and an

, if finalized,
will be codified at 42 CFR § 3) as follows:

2. he meaningful downside financial risk exception

3. hevalue based arrangements exception.

These exceptions only
CFR & ased arrangements
a

sed arrangement for purposes of applying one of the value



compensation arr based arrangement.
Alternatively, CMS is considering adding a new defined term for "indirect value

and specifying in reqgulations that the new proposed value would be available to
protect the arrangement. The value

ompensation arrangement meets the definition of a value -

arrangement However, CMS specifically states that participants in CMS
or initiatives may elect to use such waivers that apply to their particular model, program, or initiative.

The proposed value based exceptions do not require to be consistent with fair market
value and do not prohibit tak  into account the volume or value of referrals (

tandard). CMS is seeking comment as to whether such requirements should be inserted into the value
based exceptions [ hether it should require based arrangement commercially
reasonable

-Based Exceptions

among all three value ased xceptions; if a value || EGccNNGTGEG

xceptions.

B The remuneration is for or results from value-

recipient of t MS
to specific items or services [

clarifies this requirement does not mandate a one to
service Gainsharing payments, shared saving distributions, and similar payments result

will not protect remuneration for referrals or any other actions or business unrelated

services to any patient. Note this requirement applies to all patients and not just patients
in the target patient population Remuneration leading to a reduction in medically

patient popula -based arrangement. As an
.Iue ased exceptions will not protect a value

requires the physician to refer Medicare patients not part of the target patient population

for furnished by the VBE

. If remuneration paid to the physician is conditioned on the physician's referrals to a

-based arrangement satisfies the
requirements of 42 CFR § 411.354(d)(4)(iv)". | .c 2sed xceptions do not
contain the [Jflume or Jlue tandard, the special rule at the current 42 CFR §
411.354(d)(4)(iv) would not apply to value based arrangements in which remuneration
under the value [ Y
has included in all of the proposed value based exceptions a requirement that if
remuneration provided to the physician under the value

managed care contracts that allows the restriction or direction of physician referrals, provided that additional requirements
g a patient’s choice of healthcare provider, the physician's medical judgment, and the insurer's freedom from interference






2. or a defined set of, patient

population for a specified period of time.

second definition of “meaningful downside financi

I '+ adly includes three NS o protect against

gaming First, as mentioned above, the nature and extent of the downside risk must be in writing
Second, the physician must remain at meaningful downside risk for failure to achieve the value based
hird, while the amount
remuneration for value _or
CMS has included these requirements
a defense against the m|j | | | I va'ue based arrangement to reward referralsj}

-Based Arrangements Exception

he last of the new proposed value based exceptions is the based arrangements exception This
as value
The goal of this
encourage parties to start participating in coordinated care activities and will build
ided risk sharing As currently written, the
onetary remuneration, but CMS is seeking
comment about whether it should limit this exception to non monetary rem
onetary remuneration, CMS is considering adding a requirement that the
party receiving the remuneration must contribute at least 15% of the donor’s cost of the non
remuneration time cost, CMS would require
the 15% contribution within 90 days of the donation, and if the donation of the nonmonetary
remuneration is an ongoing cost to the donor, CMS would require the contribution at reasonable,
reqular

requirement
B  b:o:cd arrangements exception involves arrangements with no downside risk for
participants, CMS believes additional safequards are required to protect program integrity One familiar

Stark is the arrangement must be in writing and signed by the parties
iting must include a description of the following:

B hevaive I

2. ow the value based activities are expected to further the value based purpose(s) of the

w

he target patient population
. he type or nature of remuneration

he methodology used to determine the remuneration

o I —

measured, if any









his would not protect an entity receiv  a partial capitated payment || | | |

reduced FFS and capitation payments for a defined set of items of services.
payment program for patients receiving knee replacements

ent’s total cost of care.

full financial risk safe harbor requires the following:

B "I o cotailing the target patient population and

year

2. asigned |

material terms, including the value based activities to be undertaken, for a term of at least
year

according to a value based arrangement. Although the OIG is soliciting comments regarding this point,

the safe harbor as currently written will ration exchanged among VBE participants
contractor. In addition to the shared safeqguards described above,
prohibits VBE parti

the target patient population requires the VBE to have both an operational utilization review program
and a quality assurance program to protect against underutilization

Substantial Downside Risk Safe Harbor

N ! remuneration involving

based arrangements where a VBE assumes substantial downside financial risk from a payor
the VBE (directly or through an agreement between the payor and a VBE participant) must assume
substantial downside risk from a payor for providing items and services for a target patient population.

Six

specific definitions detailing what constitutes substantial downside financial risk, including the

. hared savings with a repayment obligation to the payor of at least 40% of any shared

2.~ I ——

otal loss

3. Aprospectively paid population | N
B

patient population, where suc
ayments.

inpatient hospitals, | I

facilities

models (APM) (as defined at 42 CFR §414.1305) should be included in the definition of substantial



downside financial risk. The OIG notes it is unclear whether APM participants would rely on this safe
harbor versus the CMS sponsored innovative payment models safe harbor.

I o protect remuneration from a VBE to a VBE participant

pursuant to a value based arrangement that requires the VBE participant to “meaningfully share” in
the substantial downside risk, which means the value || GzGzGzGzGNEEEEEEEEEEEEEE -

. A risk sharing payment pursuant to which the VBE participant is at risk for 8% of the
amount for which the VBE is at risk under its agreement with the applicable payor

2. A partial or fu
systems as described above)

3.1
meaningful downside risk l57(aa)(2).

remuneration passes from one VBE participant to another unless the risk || GcIEINGIGNGEG

arrangement. The OIG indicates concern for such arrangements where the downstream provider bills
on a traditional FFS basis without assuming risk. Further, the OIG also notes this safe harbor would not

coordination safe harbor| | GG ittcn document

Care Coordination Safe Harbor

care coordination safe harbor is intended to protect in |||  GcIcIEIINGINGINGEGE

based outcome measures, which will advance the coordination and management of care of the target
benchmarks for assessing

Any arrangement relying on the care coordination safe harbor must be

commercially reasonable and set
contemporaneously with the commencement of the arrangement (or any material change), which

. he value based activities to be undertaken by the parties

2. I - 2rrangement
3. hetarget patient population
B

he percentage of such cost contributed by the recipient and (as applicable) the frequency
of such contributions for ongoing costs.

6. he evidence |

measured.
kind remuneration primarily used to engage in
f care for the target
patient population (e.g. provision of personnel in a VBE to improve the transition process from






2.

-Sponsored Innovative Payment Models Safe Harbor. Unlike the Stark proposed

arrangements under a model being tested or expanded by the CMS Innovation Center and

he goal of this safe harbor is to simplify the
ts, which

model by model basis. This safe harbor was intended to be more flexible since CMS
embedded program

| does not extend to
I oo sored model, because CMS would not have the same level of oversight.

will

arrangements or patient incentives under a given CMS || EGcGczNzNzNzNzGzGINININININGEG

model parties,” which are signed in advance or contemporaneously with the arrangement,
advance the goal of the CMS sponsored model, and do not involve remuneration prohibited
by the applicable participation document. This safe harbor also includes many of the
standard safeguards incorporated into other a



e INFRASTRUCTURE IMPROVEMENTS

OVERVIEW

In response to comments urging additional protections for transfers of information technology, data,
and cybersecurity tools, CMS and the OIG propose new protections and modif

related to donations of cybersecurity technology and related services for el

(EHR) arrangements .th agencies recognize the value of technology in improving the quality of
patient care and the significant burdens faced by providers in -affectively implementing such

«2 IR I 1001.952(j))

The healthcare industry must increasingly rely on electronic data systems for storing, processing, and

transmitting health information e of ensuring these important data systems
protection and the
CMS proposes a new exception for donations of cybersecurity technology and related

services | - to
meet the requirements of one of the available exceptions to avoid noncompliance. Similarly, the OIG
parallel cyber safe harbor by excluding donations of certain types of cybersecurity

The proposed cybersecurity technology and related services exception allows the donation of
nonmonetary compensation consisting of certain technology and services if the following four

2. Neither the eligibility nor the amount or nature of donated technology or services is

determined in any manner that directly takes into account the volume or value of referrals
or other business generate

: mE—

documentation of the arrangement identifying the
technology and services provided, setting forth the timeframe of the donation, and
g a reasonable estimate of the value of the donation and any financial

requirements with few modifications and addition-First, both donors and recipients may

not condition the donation or receipt of technology or services, or the amount or nature of technology

arrangement Second, rather than maintaining documentation evidencing the arrangement, the OIG



cybersecurity technology and related services safe harbor requires a written agreement signed by the
parties he technology and services pr
, the donor cannot shift the costs of the donated technology or services

control, business continuity, encr

associated with responding to cyber threats or attacks
of infrastructure related to physical safequards, such as upgrading wiring or installing high
security doors, however, are excluded.

Currently, neither rule limits the types of individuals and entities that may donate or receive
Thus, patients are permissible recipients of donations In contrast to the
sharing between the donor and
recipient is optional under the cybersecurity safe harbor

Both agencies request comments on their respective proposed rules and additional
to those proposals. Although its proposals would relate largely to software, CMS is also considering

erving [N s Aiternatively,

CMS is considering an exception that would protect a broader range of hardware, provided certain
take the following

action:

B cquire the donor and the recipient to have a cybersecurity risk assessment identifjjjjji

2. I
3. Impose a 15% financial contribution from the recipient
[l Establish a cap on the value of the donated

Similarly, the OIG seeks comment on the inclusion of an alternate condition to the AKS safe harbor,
allowing donations of cybersecurity hardware if the parties satisfy the other conditions and a risk

show the do
reasonably conforms to a widely recognized cybersecurity framework or standards.

ELECTRONIC HEALTH RECORDS ITEMS AND
(42 CFR § 411.357(w) and (42 CFR §1001.952(y))

posed ules respectively propose revisions to the existing EHR Stark exception and AKS



gely aimed at reducing provider burden and
facilitating the ability of small and rural providers to more widely adopt EHR For example, CMS is
considering whether to eliminate or reduce the exception’s 15% contribution provision, which requires
to pay 15% of the donor’s cost of the technology. CMS is specifically considering whether it
should eliminate the percentage contribution for small or rural physician organizations, recognizing the
contribution requirement may be especially burdensome on The OIG has requested
comments on similar proposed changes to the AKS safe harbor

0 choose between paying the full amount for
a new EHR system and continuing to pay 15%  the cost of a substandard system
this may lock a physician practice into an EHR vendor

's service

an EHR technology to later adopt another, more satisfactory technology.

In addition, both agencies propose to eliminate the sunset
or, in the alternative, to extend the sunset date, which is currently set for December 31, 2021

Finally, CMS and the OIG propose certain technical and clarifying edits to their respective existing EHR
exception and safe harbor For example, CMS’s proposal clarifies the EHR exception is and has been

available to protect certain cybersecurity software and services, p
“closely related” to EHR

items or services as an instrument of information blocking, , to limit or restrict the use, compatibility,
I Hility with other EHR systems The OIG has made similar proposals to clarify the EHR safe
harbor.

BENEFICIARY INDUCEMENTS CMP EXCEPTION FOR TELEHEALTH TECHNOLOGIES FOR
-HOME DIALYSIS

42 | 1003.110)

To effectuate statutory changes codified by the OIG
propose

excludes from the definition of remuneration certain “telehealth technologies” provided
to end

des, at a minimum, audio and video equipment permitting two way, real time interactive
communication between the patient and the distant site physician ... Used in the [patient’s] diagnosis,
rtphones capable of providing two

real time interactive communications would be permitted, telephones, fax machines, and electronic mail

. The provider or renal dialysis facility currently providing the in
visits, or other ESRD care to the patient furnishes the telehealth technologies

2. I ——

17



3.

technology the beneficiary already owns if adequate for telehealth purp

payors, or individuals for the telehealth technologies, claim the value of telehealth

I - I impose

consistently offer telehealth technologies to patients meeting certain criteria and to take reasonable
steps to ensure a patient does not already possess the necessary technology






the “volume or value” requirement would be violated “only when the mathematical formula

used to calculate the amount of the compensation includes as a variable referrals or other
ositively or negatively]

correlates with the number or value of the physician’s referrals to or the ph

generation of other business for the entity.” By way of illustration, CMS states under one of

compensation from an entity as the number or value of the physician’

N (o gjic aiopted by the

U.S. ex rel. Drakeford v. Tuomey, CMS
1" its position that a productivity bonus paid to an employed physician based on
personally performed services does not take into accoun
physician’s referrals “solely because corresponding hospital services ... Are billed each

icians are paid using a unit
for personally performed services, CMS position on
productivity based compensation.

3. Fair Market Value and |||IlIEGEGEGEEE B ule would effectively

replace the definition of “fair market value” at 42 & 411.351 | GG
be an independent

requirement. " or
prescriptive standards for what constitutes fair market value, the

separate

rentals, each of which is relatively broad with substantial room for interpretation
ength
transaction, with like parties and under like circumstances, of like assets or services,
ransaction.”
the concept of fair market value with principles of market valuation, CMS

redefine “general market value” regarding
ona fide | I < 0articular parties to that specific transaction

Changes to Certain Ownership & Investment Interests

r

sale  similar returns on investment. CMS
I - bility and certainty under existing regulations,
Specifically, CMS explain
the
proceeds of sale, and therefore, does not have a financial incentive to make referrals to the entity in
wnership or investment interest exists. CMS also proposes
through participation in an
loyee stock ownership program (ESOP) qualified under Section 401(a) of the Internal Revenue



f DHS

cvs' Stark’s burden on

requlated parties, including a revision to the definition =~ DHS. The proposed revision clarifies that a
service provided by a hospital to an inpatient does not constitute a “if the furnishing of the service

Inpatient Prospective Payment System (IPPS).” To illustrate this approach, CMS provides the following
example:

After an inpatient has been admitted to the hospital under an established DRG,
the patient’s attending physician requests a consultation with a specialist who
was not responsible for the patient’s admission and the specialist orders an X-
ray. By the time the specialist orders the X

already been established by the DRCG. ray does not affect the
rate of payment, the physician has no financial incentive to over

service. As described in this example, CMS does not believe that the X | Il
designated health service that is payable, in whole or part, by Medicare.

Thus, under the proposed  the specialist  re[EEEE—_

be tainted by any onship that fail to satisfy the

the admission However, this proposed carve ly limited to inpatients A Stark

still required to shield a financial relationship with a physician who

admission B ic im the DRG payment, or any outpatient service In not
out to outpatient services, CMS explained there is typically only one ordering

physician and ach additional referred service .eparately compensated under the

Outpatient Prospective Payment System.

If finalized, the proposed [ RN
Stark violations and associated penalties I i oiforts

ensure all based on this
change given the difficulty in predicting what referrals may impact the DRG
specialists probably also refer patients for outpatient services
be better defensively
noncompliance arising from a failure in the contracting process ervices ordered by a specialist during
an inpatient stay || G - /<.

]
- crR s [ )

CMS explains that, thr
has become aware that healthcare providers may be incorrectly
ingle payment
for multiple services provided ov CMS provides the following example:

Assume that a hospital makes a single payment to a physician for working
multiple call coverage shifts over the course of a month (or several months) and
seeks to utilize the [isolated transactions exception] to avoid qualification of the
payment as a financial relationsh t to [Stark]. That is, the parties wish to
consider the single payment for multiple services an “isolated financial
transaction.”



CMS note it sees parties turn to this argument when they discover, typically after services have
that they failed to
the exceptions for personal service arrangement
the proposed rule, CMS explicitly states that “it is our pol
L 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.”

CMS is therefore proposing to establish an independent definition of “isolated financial transaction”
and to clarify that “isolated financial transaction” does
provided over an extended period, even if there is only Under the

business.”
financial transactions to remedy a statutory and requla

e/ | Disallowance Rules
411.353(c)(1)

CMS also proposes to eliminate the e 8
411.353(c)(N). Providers often rely on the "rules time
period during which a physician may not make referrals for DHS to an entity and the entity may not bill
Medicare for the referred DHS when a financial relationship between the parties failed to meet an
. Through its administration of the SRDP, CMS has

rules are, in application, “overly prescriptive and impractical.” Recognizing the disallowance analysis

y case analysis, CMS clarifie its belief that the period of disallowance under
Stark should begin on the date a financial relationship fails to satisfy all requirements of an applicable
exception and end on the date the financial relationship ends or is

ew “Limited Remuneration” Exception

Int Stark proposed ule advises parties may, while an arrangement is “live,” remedy

problematic compensation.
correct problems that such monitoring uncovers.” By contrast, CMS also clarifies that, once
disallowance

, particularly its review of numerous compensation
y minor technical noncompliance, prompted this proposal to
codify a 90
This proposal would not amend or affect the “set in advance” requirement under
However, clarifies compensation terms need

standard; rather, “records of a consistent rate of payment over the course of an arrangement, from the

I /s proposes abusive arrangements under which a
limited amount of remuneration ( , up to an aggregate of $3,500 per calendar year, adjusted for
inflation) is paid to a physician in exchange for items or services rendered by the physician
exception would apply even

so long as the following is true:



2. heremuneration is not determined in any manner that takes into account the volume or
ess generated by the physician.

3. heremuneration does not exceed fair market value.

The new proposed exception also incorporates the prohibitions present in other Stark exceptions on

se of office space or

W akes this opportunity to clarify its policy that the exception for isolated transactions cannot

B s ooests th

such financial relationships.

I Lifc into the “Remuneration Unrelated to the Provision of DHS" Exception
(42 CFR § 411.357(q))

CMS proposes to

now proposes to restructure the exception to apply when the remuneration is not related to the

services include, but are not limited to, any item, supply, device, equipment or space that is used in the
diagnosis or treatment of patients and any technology that is used to communicate with patients
A service, however, will be deemed not to relate to the provision of

CMS
coverage, medical directorship, and even utilization review to relate to
, however, CMS explained that administrative services of a

patient care services

a member of a governing board along with unlicensed individuals on identical terms and conditions as

kes into account the volume or value of referrals.

and Federal and State Laws r Regulations Governing Billing r
Claims Submission

Many regulatory exceptions currently require the arrangement not violate the AKS or any federal

ors In response to commenters’
KS
billing and claims submission laws, eliminate compliance with these requirements as a

CMS acknowledge , in part based on its experience working
with the Department of Justice, the
or appropriate” to bootstrap these requirements into the Stark -
it intends to monitor excepted financial relationships going forward and may revisit this decision if
needed “to protect against program or patient abuse.”

n Stark Group Practice
411.352(i))

based exceptions proposed at 42 CFR & | GcINzcININININIIIE

add a subsection to the profit distribution rules for Stark group practices at proposed 42 CFR



ayments made directly to physicians in a group practice of profits earned as
Many value based models include
shared savings or productivity bonuses paid to physicians for their participation in the model and their

achievement of the model's benchmarks, goals, and/or purposes the current
requlatio  the distribution of profits strictly prohibits any payments to physicians

to the
exceptions ot contain the volume or value s

Stakeholders and CMS

gainshari
o protect a group practice’s ability to meet the
liume or value standard met for
group practices with physicians who receive payments as a result of their participation in a value
In other words, this addition would deem profits distributed to a physician in a group

participation in a VBE, including profitsfrom‘

Personal Services and Management Contracts and AKS OutjiBased Payment Safe
(42 CFR § 1001.952(d))

he OIG propose changes seeking to modernize the personal services and management contracts safe
harbor and alleviate barriers to developing care coordination and value
essentially creating a new safe harbor for certain outcome based payments.

Personal Services and Management Contracts

-eeded basis, the OIG proposes to existing safe harbor's

documenting an exact schedule of services and charges for each interval, if the services will be
provided on a periodic, sporadic, or part OIG's proposal removes the requirement
aggregate compensation paid over the term of the agreement be set out in advance. Instead,
the safe harbor would require only the be set out in advance. This
revision would more closely resemble the

agreement to reward referrals or encourage overutilization.

outc IR

payments, which are payments between a principal and agent collaborating to do the following:

I - &

2. A

To qualify for | | |  lbas<d payments, the parties must satisfy numerous conditions, including
several that mirror the safe harbor’s existing program integrity safeguards. Among these conditions,
measures related to one or both



the aforementioned goals based on clinical evidence or credible medical support. The parties must
eset the benchmark

conceptually similar to those used in | NN

Program, and may include payment arrangements such as shared savings, shared losses, gainsharing,
pay [Jerformance, and episodic or bundled payments. The OIG is consi
harbor to protect only VBE participants, which are discussed in more detail above.

Y - s I pay ments:

of DMEPOS; or a laboratory. This exclusion reflects concerns these entities, which rely
heavily on provider prescriptions and referrals, may use the safe harbor to market their
products to providers and patients. The OIG is soliciting comments as to whether it should
add pharmacies, , Wwholesalers, and distributors to this exclusion.

2. relating
hospital gainsharing arrangements under prospective payment systems will -e covered
if they create savings for the providers, but not for

The OIG has previously stated the AKS warranties || GczcIEIINIIIIE - -

item | broposes to extend the safe harbor to cover bundled warranties for one or more items
and related services || Bl ono other conditions, the bundled items and service

reimbursable by the same federal healthcare program and in the same payment (e.g. y the same MS
DRG payment or the same Medicaid managed care payment). It includes protections against certain
steering practices by prohibiting the conditioning of wa

requirements applicable to other buyers. his proposal does not protect warranties covering only
whether to extend the protection to service only warranties if
sufficient safequards are present to minimize fraud and abuse risks.

Local Transportation Safe Harbor
(42 CFR § 1001.952(bb))

Recognizing the impact of transportation on access to care, quality of care, healthcare outcomes, and
proposed

patients being discharged from inpatient facilities and transported to their residences, regardles
whether
transportation to other locations of the person’s choice, including another healthcare facility, and

after the patient has been seen in the emergency room, or has had a procedure performed at an
ambulatory surgery center. The OIG is also considering extending protection to transportation for non

grocery stores, gyms, or social services facilities).
commentary to the proposed rule, the OIG also clarifies the transportation safe harbor i
sharing services.

25
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https://www.bassberry.com/professionals/gaffney-lauren-m/
https://www.bassberry.com/professionals/eiler-richard/
https://www.bassberry.com/professionals/powell-brianna-r/
https://www.bassberry.com/professionals/perez-slavinski-dawn/
https://www.bassberry.com/professionals/smith-page-minton/
https://www.bassberry.com/professionals/steakley-jamie-gordon/

