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Attendee Control Panel (Example)
• Audio pane – Select
audio format. Select
Telephone or Mic &
Speakers devices. When
using telephone, be sure
to use your pin number
(located here).

• Grab Tab – Click arrow to
open/close Control Panel.
• Muted
• View in Fullscreen mode
• Raise Hand – When vocal
questions/comments are allowed,
please select the hand icon to get
the presenter’s attention. A red
arrow means your hand is raised.
• Handouts – when available, you
are now able to download
handout materials from this
pane.

Audio PIN: #

• Questions pane – If
turned on by an
organizer, attendees can
submit questions and
review answers.
Broadcast messages to
attendees will also show
here.
− Type your question
and click Send to
submit it to the
organizer

Audience Poll Question
Do you have an Endovascular
OBL, ASC, or hybrid facility?
1. Endovascular OBL
2. ASC
3. Hybrid facility
4. None of the above

Audience Poll Question
Are you planning on
opening an ASC in the next
2-4 years?
1. Yes
2. No

Audience Poll Question
What is preventing you
from opening an ASC?
1. Cost
2. Space
3. Hospital relationship
4. Partners can’t agree

Ambulatory surgery centers have
been transforming healthcare
delivery since the 1970s
• By focusing on routine, lower-risk procedures in a more
convenient setting, ASCs can offer procedures at rates 35%
to 50% lower than hospitals
• That’s saving the US healthcare system an estimated $40
billion a year and fueling ASC growth
• In 2018, 5,700 ASCs operating in the US performed 23
million procedures

CMS Finalizes Changes Aimed at
Reducing Regulatory Burdens
The Centers for Medicare & Medicaid Services (CMS) released
a final rule on September 25, containing a number of
provisions aimed at relieving burden on healthcare providers.
Transfer Agreements with Hospitals: ASCs will no longer be
required to have a written transfer agreement or hospital
admitting privileges for all physicians who practice in the ASC
Emergency Preparedness: CMS will now require ASCs to
review their Emergency Plan (EP) every two years instead of
annually

Why are ASCs growing so quickly?
Payers get it
Given the lower cost to payers for common procedures in
ASCs, payers have aggressively pushed to relocate patients
to these alternate sites
Some payers have directly altered patient benefit design
to incentivize ASC choice. For instance
UnitedHealthcare, Aetna, and Medicare offer patients
lower copays for procedures performed in ASCs than in
HOPDs

Why are ASCs growing so quickly?
Patients get it
In one Advisory Board survey, surgical patients reported that
the cost of surgery impacted their choice of where to seek
care more than travel time, recommendations, hospital
affiliation, location of follow-up visit and the quality of the
surgeon combined

Advisory Board: ASCs are growing even faster than you think. How can hospitals respond? 2019

Why are ASCs growing so quickly?
Providers get it
Payers often offer higher physician payment rates in ASCs,
and some provide cash bonuses on a per case basis for
every appropriate patient that receives care in an ASC as
opposed to a HOPD
ASCs tend to have higher throughput and are more
efficient, which can allow physicians the ability to perform
a higher volume of procedures

Where will Cardiovascular care
be delivered?

Bain & Co Ambulatory Surgery Center Growth Accelerates: Is Medtech Ready?, 2019

CV procedures will Accelerate
ASC Growth
Cardiovascular procedures began shifting to outpatient settings
in 2005 with Medicare’s approval of PAD. That approval led to
the rapid spread of office-based laboratories across the US,
with the total recently surpassing 500
Today, cardiologists are becoming increasingly comfortable
performing procedures such as EP, angiograms and PCI in ASCs.
2019, CMS added 17 Diagnostic cardiac catheterization
procedures to its ASC covered list
2020, CMS has proposed adding 6 cardiac interventional
procedures (PCI) to the approved list for ASCs

PCI in the ASC
In 2020, CMS is proposing to update the list of ASC covered
surgical procedures by adding three coronary intervention
procedures:
CPT Codes: 92920, 92921 92928, 92929 C9600, C9601

Procedure

Technical Fee

Total Medicare
Professional Fee Reimbursement

Diagnostic Cath

$1,500

$300

$1,800

PCI

$6,200

$600

$6,800

Audience Poll Question
What is your primary driver for wishing
to establish an ASC/OBL or hybrid?
1. Expand the breadth of services availability to your
patients
2. Provide services in a safe and appropriate care
environment
3. Financial considerations
4. Guard against competitor growth

Federal Anti-Kickback Statute Overview
The AKS is a criminal statute prohibiting the knowing and
willful offer, payment, solicitation or receipt of any
remuneration, overtly or covertly, in cash or in kind:
• In exchange for the referral of any item or service
• In exchange for ordering or purchasing of any item or service
• In exchange for arranging for the referral, order or purchase of any
item or service
…which may be reimbursed under any State health care program
(e.g., Medicaid or a Medicaid managed care program), or any plan or
program that provides health benefits, whether directly, through
insurance, or otherwise, which is funded directly, in whole or in part, by
the United States Government (e.g., Medicare, Tricare, or any Medicare
managed care program). These are collectively known as Federal
Healthcare programs.

Federal Anti-Kickback Statute:
To Whom Does the Law Apply?
The AKS applies to any person, including a physician, a health
care provider, or any other individual or entity, who offers,
pays, solicits, or receives illegal remuneration.

Federal Anti-Kickback Statute: Penalties
• Penalties for violation include fines of up to $100,000,
imprisonment for up to 10 years, or both.
• Civil monetary penalties of up to $100,000 for each violation
plus damages of up to three times the total amount of the
unlawful remuneration may also be imposed.
• Exclusion from federal programs
such as Medicare and Medicaid is
mandatory for a period of 10 years
for any individual or entity convicted
of violating the AKS.

OIG Semi-Annual Report to Congress
from October 1, 2018 – March 31, 2019

Federal Anti-Kickback Statute:
Fair Market Value
• Means the value in arm’s-length transactions consistent
with the general market value.
• Fair market value may not be determined in any manner
that takes into account the value or volume of past or
anticipated future referrals.
• “Gold standard” of evaluating whether an arrangement is
consistent with fair market value and commercial
reasonableness standards is to obtain an independent thirdparty valuation or appraisal of comparables.

Federal Anti-Kickback Statute:
Remuneration
Examples of Remuneration:
• Kickbacks
• Bribes
• Gifts
• Discounts
• Rebates
• Furnishing of supplies, space, services or equipment either
for free, or above or below fair market value
• Waiver of co-payments, coinsurance and deductible amounts

Federal Anti-Kickback Statute:
Remuneration (cont.)
• United States ex rel. David Barbetta v. DaVita, Inc. et al., (D. Colo. 2014) –
Redeeming physician joint venture partners at inflated prices to induce the
referral of patients to its dialysis clinics (above fair market value payments) ($350
million).
• United States ex rel. Guthrie v. A Plus Home Health Care, Inc., (S.D. Fla. 2015) –
Paying compensation to the spouses of physicians for marketing services but
requiring the spouses to perform very little work (sham services agreements)
($1.13 million).
• United States ex rel. Suzanne Scott, et al. v. Pine Creek Medical Center, LLC, (N.D.
Tex. 2017) – Paying remuneration to physicians in the form of free marketing and
advertising services in exchange for surgical referrals (free services) ($7.5 million).
• United States ex rel. Jones, Hollingsworth, and Rukavina v. St. Joseph Health System
et al., (E.D.Ky. 2014) – Paying compensation to physicians in the form of sham
management agreements in exchange for an exclusive agreement to refer patients
to the hospital for cardiology services (sham service agreements) ($380,000).

Federal Anti-Kickback Statute:
ASC Arrangements that Implicate the Law
• Investment in ASC
• Management agreement with ASC
• Space, equipment, personnel lease arrangements
• Medical director agreements
• Professional service agreements
• Consulting agreements

Ambulatory Surgery Center Safe Harbor
1.

Must not be related to volume or value of referrals

2.

No loans or loan guarantees by other investors allowed

3.

Distributions must be directly proportional to the amount of the
capital investment of that investor

4.

All ancillary services must be directly and integrally related to
primary procedures performed at the ASC and none may be
separately billed to Medicare

5.

Must treat Medicare patients in a nondiscriminatory manner

6.

Patients must be fully informed of the physician’s ownership

Ambulatory Surgery Center Safe Harbor:
The One-Third Tests (cont.)
a. Single-Specialty ASC: At least 1/3 of each physician
investor’s medical practice income from all sources for
the previous fiscal year or previous 12 month period
must be derived from the physician investor’s
performance of ASC procedures.
b. Multi-Specialty ASC: 1/3 Income Test, plus at least 1/3 of
the ASC procedures performed by each physician
investor for the previous fiscal year or previous 12
month period must be performed at the ASC.

Personal Services and Lease Safe Harbors
• A provider should endeavor to structure all relationships with referral
sources to comply with as many elements of applicable safe harbors
as possible, so as to minimize its risk.
• Contracts for Services: Medical director agreements with referring
physicians should be structured to comply with the Personal Services
and Management Contracts Safe Harbor, including ensuring that
compensation is fair market value and does not vary with the value or
volume of referrals.
• Leases: Leases between a provider and a referring physician, where
the referring physician owns the land or building, should be based
upon a fair market value rental rate that does not vary with the value
or volume of the physician’s referrals to the ASC.

AKS Take-Away Points
• AKS prohibits offering, paying, soliciting or receiving
anything of value to induce or reward referrals for services
reimbursable by federal and state health care programs.
• Even a legitimate arrangement can be tainted if any one
purpose (the intent) of the arrangement is to reward past
patient referrals or induce future patient referrals.
• Almost al states have statutes that parallel the
federal AKS.

Federal Stark Law Overview
• Subject to certain exceptions, prohibits a physician from
referring a Medicare or Medicaid patient for the
furnishing of Designated Health Services (DHS) to an
entity with which a physician or immediate family
member has a direct or indirect financial relationship.
• Strict liability statute. Unlike AKS, no intent required.
• Generally not implicated in services provided in an ASC,
but it is important to consider CPT code set to analyze
whether DHS may be performed in a “hybrid” ASC/OBL.

Federal Stark Law Penalties
Penalties include:
• Overpayment/refund obligation
• False Claims Act liability
• Civil monetary penalties and program exclusion for
knowing violations
• Potential $15,000 civil monetary penalty for each service
• Civil assessment of up to 3 times the amount claimed

Stark Law In-Office Ancillary Services Exception
• IOASE protects referrals of DHS among physicians within the same
“group practice”
• Supervision Requirement. DHS must be furnished personally by the referring
physician, another physician who is a “member” of the referring physician’s
“group practice” or an individual under the supervision of the referring
physician or another physician in the referring physician’s group practice.
• Location Requirement. The DHS must be furnished in one of the following
locations:
• Same building; or
• Centralized building
• Billing Requirement. DHS must be billed by, among others, the physician
performing or supervising the service, the group practice using a billing
number assigned to the group practice or an entity that is wholly-owned by
the group practice under the entity’s own billing number or a billing number
assigned to the group practice.

Stark Law Lease Exception
Payments for the use of office space made by a lessee to a lessor if the arrangement meets the
following requirements:
1. The lease arrangement is set out in writing, is signed by the parties, specifies the premises it
covers, and the rent is set in advance and are consistent with fair market value
2. The duration of the lease arrangement is at least 1 year.
3. The space rented or leased does not exceed that which is reasonable and necessary for the
legitimate business purposes of the lease arrangement and is used exclusively by the lessee
when being used by the lessee
4. The rental charges over the term of the lease arrangement are not determined –
i. In a manner that takes into account the volume or value of any referrals or other business
generated between the parties; or
ii. Using a formula based on –
A. A percentage of the revenue raised, earned, billed, collected, or otherwise
attributable to the services performed or business generated in the office space; or
B. Per-unit of service rental charges, to the extent that such charges reflect services
provided to patients referred by the lessor to the lessee
5. The lease arrangement would be commercially reasonable even if no referrals were made
between the lessee and the lessor

Stark Law Personal Services Exception
Remuneration from an entity under an arrangement or multiple arrangements to a
physician or his or her immediate family member, or to a group practice if the following
conditions, among others, are met:
1. Each arrangement is set out in writing, is signed by the parties, and specifies the
services covered by the arrangement
2. The arrangement(s) covers all of the services to be furnished by the physician (or an
immediate family member of the physician) to the entity
3. The aggregate services covered by the arrangement do not exceed those that are
reasonable and necessary for the legitimate business purposes of the
arrangement(s)
4. The duration of each arrangement is at least 1 year
5. The compensation to be paid over the term of each arrangement is set in advance,
does not exceed fair market value, and is not determined in a manner that takes into
account the volume or value of any referrals or other business generated between
the parties

Unique Considerations for Structuring
ASC/OBL “Hybrid” Models
• Hybrid model is permitted in many, but not all, states.
• Temporal separation of operations is required.
• Syndicate before spending.
• Enter into a letter of intent.
• Overcome physician reluctance to invest.
• Don’t underestimate the competition.
• Non-interventionalist physician investment generally
increases fraud and abuse risk

Unique Considerations for Structuring
ASC-OBL “Hybrid” Models (cont.)
• Consider long-term goals when structuring the enterprise.
• Stark Law DHS generally should not be provided in an OBL
structured outside of a practice.
• Parallelism in equity is key between OBL and ASC equity
• Narrowly tailored restrictive covenants are essential.
• Procedure mix may be impacted by state CON, licensure, fraud
and abuse laws, anesthesia requirements and BOM rules.
• States are becoming increasingly active in regulating OBLs.
• MACs are beginning to implement rules about performing
certain types of procedures in an OBL setting.

Next steps
• Timeline: De novo ASC - 12-18 months
• Costs: $350-400 per square foot + land
• Navigating the local ecosystem
Does Health System own the cardiologists? Joint Venture?
Physician relationship with Health System Executive Leadership?
Referral patterns ?
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