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t’s simple—the attorney—client privilege protects from discovery

communications between a client and her lawyer. It’s challenging—

the privilege applies to communications between (some) corporate
representatives and outside counsel, depending whether federal or state
privilege law applies, and if state law, which state. It’s convoluted—the
privilege protects communications between (some) corporate representa-
tives and in-house counsel, but only if U.S. law applies, the issue arises in
an advantageous jurisdiction, and in-house counsel satisfy a heightened
burden, prove the communication arose in a legal (rather than business)
capacity, and the company employee did not waive the privilege by inap-
propriately disseminating the communication.

American law acknowledges the protections of an in-house attorney—client
privilege, but “what is unclear is exactly how far this protection extends
regarding the corporation’s employees and agents.”! Courts recognize that
“[d]efining the scope of the privilege for in-house counsel is complicated,”?
and in-house lawyers and their in-house clients should, too. The greatest
source of confusion concerns whether the employee communicated with
the in-house lawyer so that she could render legal advice to the company.
Courts effectively correlate in-house lawyers with Janus, the two-faced
Roman God of Transition, with one face symbolizing counsel’s lawyer role
and the other personifying her business role.

Other concerns exist. The privilege does not protect all employee—in-house
lawyer communications. Non-lawyer employees may not simply copy

an in-house lawyer on an email and expect the privilege to preclude its
disclosure. Privilege notices at the end of corporate emails, without more,
are likely insufficient to invoke the privilege. In-house lawyers have several
questions about their privilege, and the list below answers some of the
more frequent ones.

1. When are employee—in-house communications privileged?

It depends. Whether the attorney—client privilege protects from compelled
discovery an employee’s communication with an in-house attorney
depends on: (1) whether the communication meets certain universal,
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threshold privilege requirements; and (2) the jurisdiction in
which the privilege challenge arises.

The threshold privilege requirements are threefold. The
in-house lawyer must first establish that the document over
which she seeks protection is a communication—the privi-
lege only protects communications, not fact-related docu-
ments. For example, the privilege likely does not protect
minutes from a corporate committee meeting, but likely
protects an employee’s communications to in-house counsel
about those minutes.?

Second, in-house counsel must not only prove that the
communication was confidential at the time of its creation,
but also that the parties intended for the communication to
remain confidential. The intent-to-remain-confidential prong
is crucial; the in-house lawyer should implement measures
to ensure that a confidential communication remains so by,
for example, monitoring its filing location and instructing
recipients not to disseminate communication.*

The third threshold privilege requirement requires evidence
that the employee communicated with in-house counsel
for the purpose of the lawyer rendering legal advice to the
company. The dual business and legal roles concern courts,

and most courts presume employee—in-house lawyer commu-
nications concern business issues and impose a “heightened
scrutiny” when considering the “rendering legal advice”
element.’

Even if the in-house lawyer meets these three threshold
requirements, obtaining privilege cover for employee
communications still depends on the jurisdiction deciding
the privilege issue. Some states follow the so-called “control
group” test, which holds that the privilege does not apply to
all employees’ communications with in-house lawyers, but
rather, only to communications of those employees within the
company’s control group. The control group consists of top
management persons who have the responsibility of making
final decisions, and employees whose advisory role to top
management in a particular area is such that management
would not make a decision without their advice or opinion.®

In contrast to the control group test, federal common law
and the majority of states follow the subject-matter test,
which provides that:

[a]n employee of a corporation, though not a
member of its control group, is sufficiently identi-
fied with the corporation so that his communica-
tion to the corporation’s attorney is privileged
where the employee makes the communication
at the direction of his superiors in the corpora-
tion and where the subject matter upon which
the attorney’s advice is sought by the corpora-
tion and dealt with in the communication is the
performance by the employee of the duties of his
employment.”

The privilege in these jurisdictions applies to all employees
so long as they communicate with the in-house lawyer about
matters within the scope of their employment.

2. Will a hoilerplate contractual choice-of-law provision ensure
the company receives its preferred privilege law?

This FAQ has no consensus answer. The answer to FAQ 1.
reveals that whether the attorney—client privilege protects an
employee—in-house lawyer communication turns on the law
applied to the communication. In-house lawyers would gain
some comfort if they could ensure that favorable privilege
law—for example, the law of a subject-matter state rather
than a control-group state—applied in contract litigation.
Parties in contract negotiations often agree upon and insert
a choice-of-law provision, but the question is whether this
boilerplate provision is sufficient to apply the chosen state’s
privilege law. Not necessarily.

Although few courts have addressed this issue, one court
ruled that a contract’s choice-of-law provision did not
require application of the chosen state’s privilege law. In
Hercules, Inc. v. Martin Marietta Corp.,* the Hercules
court applied Utah’s privilege law even though the contract



governing the dispute called for application of Colorado
law. The court reasoned that the choice-of-law provision
pertained to the contract interpretation, and that “[n]othing
in the express terms of the contract applie[d] to the law of
privileged communications.”” The take-away is that courts
may not construe boilerplate choice-of-law provisions
broadly enough to cover privilege disputes. The in-house
lawyer, therefore, should consider broadening her contrac-
tual choice-of-law provisions to expressly include the chosen
state’s privilege law.

3. Will the privilege cover in-house counsel’s communications
with employees of corporate owners, subsidiaries,
or affiliates?

Yes, in certain circumstances. Answering this FAQ requires a
case-by-case, fact-intensive analysis. The privilege generally
covers a company’s in-house counsel communications with
employees of a sufficiently related company. For example,
the Restatement comments that, “when a parent corpora-
tion owns a controlling interest in a corporate subsidiary,
the parent corporation’s agents who are responsible for legal
matters of the subsidiary are considered agents of the subsid-
iary.”® And courts consider the corporate client to include
not only the company that employs the in-house lawyer, but
also the parent, subsidiary, and affiliate corporations,'! but
only if there is sufficient controlling interest.'

So, what degree of relationship does the privilege require?
In-house lawyers should look to the joint client doctrine and
the common interest doctrine for assistance, and the court’s
decision in SCR-Tech LLC v. Evonik Energy Servs., LLC'3
provides guidance. Ebinger, a corporation, owned 37% of
SCR-Tech GmbH which, in turn, owned 100% of SCR-Tech
LLC. Ebinger, SCR-Tech LLC, and legal counsel engaged

in several communications pertaining to negotiations that
ultimately led to the sale of SCR-Tech LLC to an unrelated
third entity. In subsequent litigation, the defendant moved
to compel these communications, claiming that Ebinger was
not SCR-Tech LLC’s parent for purposes of extending the
attorney—client privilege. The court disagreed and invoked
concepts of “joint client” and the common interest doctrine
to support its decision.

The Evonik court noted that many lawyers and courts
improperly interchange the “joint client” doctrine and the
common interest doctrine (or joint defense doctrine). These
concepts are distinct and contain “analytical differences.”
The joint client doctrine focuses on client identity and the
relationship between two entities. The common interest
doctrine, however, focuses on the common legal interests
between two entities, regardless of their relationship. Rather
than drawing a bright-line rule that a corporation must own
a certain percentage of an affiliated corporate entity before
the joint client doctrine applies, the court looked at the
totality of circumstances to determine whether the entities

“are sufficiently united such they may properly be considered
joint clients.”

This guidance suggests that if the degree of common owner-
ship is sufficient to evidence control of the subject matter of
the putatively privileged communications, then the court will
apply the joint client doctrine and consider both entities as
one client for privilege purposes. On the other hand, if the
circumstances reveal that the relationship does not rise to
that level, then the court will look more at the common legal
interest between the two entities to determine whether the
common interest doctrine protects the sharing of privileged
information.

4. Are employees’ communications with a foreign-based in-house
lawyer privileged?

This FAQ is of increasing importance given the number of
corporations with operations and lawyers divided between
the United States and multiple foreign countries. And
answering this FAQ requires discussion of two concepts:
whether the foreign country recognizes an evidentiary
privilege for in-house lawyers; and conflicts-of-law rules
governing privileges between the United States and the
foreign country at issue.

A country-by-country in-house privilege review is beyond
the scope of the FAQs, but several foreign countries do not
recognize an evidentiary privilege governing communica-
tions between a company’s non-lawyer employees and its
in-house lawyers. The European Union, for example, rejected
an in-house counsel privilege in Akzo Nobel Chem. Ltd. v.
European Commission.'*

But when does American or foreign law apply? The Second
Circuit provides the most developed law on the subject and
applies the “touch base” approach. This analysis requires

a determination as to which country has the most compel-
ling or predominant interest in whether the communication
should remain confidential.'> As applied, communications
relating to U.S. legal proceedings or advice on American law
“touch base” with the United States and, therefore, American
privilege law applies. But communications regarding a
foreign legal proceeding or foreign law requires application
of foreign privilege law.'¢

In sum, there is no privilege for communications between

a U.S. based employee and a foreign-based attorney if the
communication concerns foreign law and that law rejects an
in-house counsel privilege. But the privilege covers a foreign
employee’s communication with a U.S. based in-house
counsel about American law issues.

5. Does the privilege apply if the in-house lawyer is not licensed
in the state where she works?

Yes, so long as she is licensed in another jurisdiction. In
the United States, the attorney—client privilege applies only
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to communications with attorneys licensed to practice

law.'” Courts recognize that in-house lawyers often main-
tain multijurisdictional practices and move nationally and
internationally with their corporate employer. Consequently,
the privilege applies to in-house lawyers even if they are not
licensed in the state where they work so long as they are
licensed in some jurisdiction.'® This includes licensure in a
foreign jurisdiction.?

The privilege is inapplicable, however, if the in-house
attorney is not licensed in any jurisdiction,? or if the
in-house lawyer allows his licensure to lapse.?! Courts recog-
nize a “reasonable belief” exception, which holds that the
privilege applies if the in-house lawyer is not licensed where
the client “reasonably believes that the person to whom the
communications were made was in fact an attorney.”?? The
exception applies to a mistake of fact—where the client
mistakenly believed in the in-house lawyer’s licensed status—
not a mistake of law, such as where the client believed that
privilege law would protect the communication regardless
of the license status.?? Under the reasonable belief excep-
tion, courts are more likely to apply the exception where the
in-house lawyer previously held a license, but allowed it to
lapse or go inactive, and less likely to apply the exception
where the attorney never obtained a license.

6. Who in the company has authority to waive the privilege?

Not all employees may waive the corporation’s attorney—
client privilege; rather, only employees who manage or
control the company’s activities may waive the privilege. The
court’s decision in Hedden v. Kean University illustrates this
point.>* Hedden concerned whether the privilege covered a
head basketball coach’s email to university in-house counsel
and whether the coach’s distribution of that email to the
NCAA constituted privilege waiver. Applying the subject-
matter test, the court ruled that the privilege protected
“communications made by mid or low-level employees
within the scope of their employment to the corporation’s
attorney for purposes of aiding counsel in providing legal
advice.” The coach and her email fell into this privileged-
employee category, but as to the waiver issue, the court held
that the reverse is not true—not all employees may waive the
corporation’s privilege, only officers, directors, or “those who
manage or control its activities.” The coach did not fall into
this category, and her disclosure of the email to the NCAA
was not privilege waiver.

States applying the control group test, discussed in FAQ

1. above, consider privileged only those communications
involving a certain level of employees. The subject-matter test,
followed by federal courts and the majority of states, holds
that all employees may have privileged communications with
the in-house lawyer so long as the communication’s subject
falls within the scope of the employees’ duties. Courts such as

Hedden hold that only employees who manage or control the
company’s activities may waive the privilege.

1. Does the privilege protect communications to the company’s
lawyer—lobhyist?

Yes, if the communication concerns legal advice rather than
purely lobbying efforts. Many companies employ govern-
ment-relations lawyers who primarily lobby local, state,

or federal governments on the corporation’s behalf. The
attorney—client privilege protects communications with a
lawyer—lobbyist so long as she is “acting as a lawyer.”?* The
privilege does not protect communications and information
conveyed to the lawyer—lobbyist for the purpose of fulfilling
her lobbyist role.?®

The privilege’s application in the lawyer—lobbyist context

is highly fact specific. On the one hand, the privilege likely
does not protect communications from lawyer-lobbyists that
simply summarize legislative meetings, update legislative
activity, or update the progress of certain legislation because
these types of communications do not fall within the legal-
advice sphere. On the other hand, the privilege likely protects
communications from the lawyer—lobbyist that includes a
legal analysis of certain legislation.?”

8. Does the privilege cover conversations hetween two non-
lawyer employees?

Yes, in certain circumstances. Although the privilege applies
to communications between company’s employee and its
in-house lawyer, courts recognize that “[m]anagement should
be able to discuss amongst themselves the legal advice given
to them as agents of the corporation with an expectation of
privilege.”?® The privilege, therefore, attaches to communica-
tions between non-lawyer employees where the employees
discuss or transmit legal advice given by counsel or where
an employee discusses her intent to seek legal advice about
an issue.” The key issue is whether the employee—employee
communications occurred for purposes of seeking a legal
opinion, rendering legal services, or providing assistance in
some proceeding.’

9. May in-house lawyers communicate with outside consultants
under the privilege umbrella?

It depends. In control group states, the privilege likely will
not apply to consultants because they generally do not fall
within top management persons who have the responsibility
of making final decisions, nor do they serve an advisory role
to top management in a particular area such that manage-
ment would not make a decision without their advice or
opinion. In subject-matter jurisdictions, the privilege likely
applies if the outside consultant qualifies as the functional
equivalent of an employee.



The court in In re High—-Tech Employee Antitrust Litigation®
encountered an interesting privilege situation involving Bill
Campbell, the Board Chairman for Intuit, Inc. who simulta-
neously served in several roles with Google, Apple, and other
technology-based companies. Prior to 2007, Campbell served,
while Intuit chairman and without a Google contract, as an
advisor to Google’s management team and Board of Direc-
tors. In 2007, Campbell entered an agreement with Google
that made him a part-time Google employee.

The High-Tech court had to determine whether the attorney—
client privilege protected Campbell’s email communications
with Google employees—most often sent through his Intuit
email address. Questions regarding Campbell’s role prior

to 2007, when he had no formal agreement with Google,
complicated the analysis. The court followed the leading
functional-equivalent-employee cases of U.S. v. Graf*? and In
re Bieter Co.* which held that there is no legitimate reason
to distinguish between a company’s employee and its consul-
tant for attorney—client privilege purposes, and that the privi-
lege extends to consultants who are “in all relevant respects
the functional equivalent of an employee.” The court must
examine the consultant’s role and determine whether he was
the primary agent who communicated with counsel, whether
he acted as a corporate agent in a significant capacity,
whether he managed employees, or had substantial input
into the development of the litigation-related issues.

In High-Tech, the court found that Campbell was the
functional equivalent of a Google employee even while he
served as Intuit’s Board Chairman. The court found that
Campbell advised Google’s management and Board of Direc-
tors on business strategy, organizational development, and
internal business processes. The court also found significant
Campbell’s important advisory role, noting that he emailed
with Google executives regarding “confidential and highly
sensitive matters related to Google’s compensation practices,
policies, and strategies.”

But because of Campbell’s roles with Apple, Intuit, and other
companies, the court stopped short of issuing a blanket privi-
lege protection for all of Campbell’s email communications.
Google still had to prove that the communications otherwise
fell within the corporate attorney—client privilege, meaning

it had to further prove the email communications were to
Google in-house or outside counsel, were intended to be,

and actually were, confidential, and were, for purposes of
Google’s counsel, rendering legal advice.

10. Is an email discussing business and legal issues
privileged?

Yes, the privilege covers these “dual-purpose” emails, but only

if the in-house lawyer establishes that the emails were suffi-

ciently legal-based under one of two tests, depending on the

jurisdiction. Courts apply two standards to determine whether
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these dual-purpose emails receive privilege protection: the
“because of” standard and the “primary purpose” standard.

The so-called “because of” standard requires in-house
lawyers to prove that, under the totality of the circum-
stances, including the nature of the document and the factual
situation, the employee prepared the document because of
litigation or a legal purpose. Courts borrow this standard
from the work—product doctrine, but apply it where mixed
communications involve both business and legal advice.**
Under the primary purpose standard, the privilege protects
in-house lawyers’ communications involving business and
legal advice if the primary purpose of the communication is
to obtain or give legal advice.?’

The “because-of” standard requires a lesser burden of proof,
demanding that in-house lawyers simply show that the
employee prepared the putatively privileged communica-
tion because of legal issues. The primary purpose standard
requires a higher burden of proof, focusing on whether each
communication was for the primary purpose of rendering
legal advice.

In a thorough opinion, the U.S. District Court for the
District of Nevada recently evaluated both standards and
applied the primary purpose standard to in-house counsel
email communications. Although noting that the “because
of” standard had supplanted the “primary purpose” standard
in some jurisdictions, the court found that the Ninth Circuit
had not done so. And noting that “merely copying or ‘cc-ing’
legal counsel, in and of itself, is not enough to trigger the
attorney—client privilege,” the court reviewed each chal-
lenged email to determine whether the primary purpose of its
creation was legal-advice related.®

*Todd Presnell is licensed in Georgia and Tennessee and
represents major corporations, small businesses, tax-exempt
organizations, and individuals in their litigation-related
needs. You may reach him at tpresnell@babc.com and follow
him at @toddpresnell.
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A Message from the Affinity Group Chairs

Welcome to the Affinity Group (AG) Corner! The Corner
is a repository of articles, information, and announcements
that may be of specific interest to the members of the three
AGs sponsored by the Hospitals and Health Systems Prac-
tice Group (HHS PG). We hope that, with each publica-
tion of Hospitals & Health Systems Rx, you will look to
The Corner to read about our AGs’ activities, and learn
more about what our members are talking about. For more
information about anything published in The Corner, or
to become a member of one of the AGs represented in The
Corner, please do not hesitate to contact one of us.

Sincerely,

Andrea M. Ferrari, Chair, Fair Market Value AG -
aferrari@hcfmv.com

Andrew Dick, Chair, Real Estate AG - adick@hallrender.com

David A. Weil, Chair, Public Health System AG -
david_weil@qghr.com

AG Events and Announcements

Fair Market Value AG

Roundtable and Webinar Series: Please tune into our round-
table and webinar series: Rules, Tools, and Fools: “Hot
Buiton” Issues in Physician Compensation Planning. The
remaining sessions in this series will take place November
14, January 21 (joint session with the Real Estate AG),
March 12, and April 10. Registration information is avail-
able at www.healthlawyers.org/Pages/Distance-Learning.
aspx.

Volunteer/Member Call: Learn about opportunities to
participate in the activities of the Fair Market Value (FMV)
AG. This call will be held in early to mid-November. Please
contact the PG staff at pgs@healthlawyers.org to join the
FMV AG and/or receive an invitation to the call.

Second Annual “FMYV Year in Review”: If you are able to
make it to the Physicians and Hospitals Law Institute in Las
Vegas and you want to know more about the FMV questions
that have come before counsel, clients, and courts in the last
year, don’t miss this session. Our panel, which includes a
physician transactions expert, in-house hospital counsel, and
a former government regulator, could be just what you are
looking for!

In-Person Networking Events: In collaboration with the
Public Health System and Children’s Hospital AGs, we are
planning cocktail and dinner networking events at several
upcoming AHLA in-person programs. If you enjoyed last
year’s events at Commander’s Palace (New Orleans), Ruth’s
Chris Steak House (Nashville), or the Central Park Boat-
house (New York), or if you are sorry that you missed these
events, please look for networking event sign-up informa-
tion in the registration materials for upcoming in-person
programs.

Collaboration with the National Association of Certified
Valuators and Analysts: The FMV AG is working with the
AHILA/National Association of Certified Valuators and
Analysts (NACVA) workgroup, which is led by former FMV
AG Chair Greg Anderson.

If you are in San Diego in December, check out the presenta-
tions of FMV AG leaders and members Joe Wolfe, Curtis
Bernstein, Jim Lloyd, and Greg Anderson at the NACVA
Advanced Healthcare Valuation and Consulting Symposium.

Real Estate AG

On January 21, we will be co-sponsoring a webinar (with the
FMV AG), to introduce the AHLA FMV Toolkit for leasing
arrangements. Registration information is available at www.
healthlawyers.org/Pages/Distance-Learning.aspx.

The article below, brought to you jointly by the Public
Health System and FMV AGs, addresses FMV lessons that
may be learned from recent enforcement actions, with
specific focus on lessons for public health systems.
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Doing Good vs. Doing Right: Lessons for
Public Health Systems in United States
ex rel. Baklid-Kunz v. Halifax and Other
Recent Whistleblower Suits

Andrea M. Ferrari*
Healthcare Appraisers Inc.
Delray Beach, FL

Adria E. Warren
Foley & Lardner LLP
Boston, MA

This article is inspired by a recent presentation of the
authors, entitled “Is it All About the Money? 10 Lessons on
Fair Market Value from Halifax and Other Recent Cases.”

impending trial, Halifax Health (Halifax) agreed to pay

$85 million to settle allegations that, through its affiliates, it
violated the False Claims Act (FCA) by knowingly submitting
claims for payment by Medicare in violation of the Physician
Self-Referral Law (Stark Law). The $85 million settlement
amount is the largest to date in a Stark Law case. However,
the amount represents a small fraction of the $350 million to
$1.14 billion' that the federal government and relator may
have been awarded if they were victors in the trial.

I n March 2014, on the first day of jury selection for its

Halifax is a public, nonprofit health system created by an
act of the Florida Legislature to serve residents of Volusia
County, FL and surrounding communities. Halifax has the
power to tax local property owners to carry out its mission
and fund operating shortfalls, and a board appointed by

the Florida Governor oversees the system’s operations.

Like many public health systems in Florida and elsewhere,
Halifax has three main sources of revenue: (1) payments it
receives for services provided; (2) money it generates from
bond sales; and (3) the ad valorem taxes levied on and paid
by property owners in the relevant taxing district.? Ironically,
the federal government’s lawsuit, aimed in part at recovering
public health care dollars, threatened the first two sources of
revenue, and may have resulted in a greater burden and reli-
ance on the third source, public tax funds.?

Proponents of the lawsuit against Halifax, including U.S.
Department of Justice (DOJ), argue such cases are key in
guarding against improper financial incentives in health
care, including overutilization and related dangers to patient
safety. In the words of DQOJ, “[f]inancial arrangements that
compensate physicians for referrals encourage physicians to
make decisions based on financial gain rather than patient
needs [and for this reason, DO]J] is committed to preventing
illegal financial relationships that undermine the integrity of
our public health programs.”*

With this backdrop, consider the publicly available informa-
tion about Halifax:

¢ Halifax is reported to be a major provider of health care
services in East Central Florida.’ During the years that
were the focus of the qui tam lawsuit, Halifax operated

a 678-bed tertiary care center that served local residents
with the area’s only Level II or higher trauma center, as
well as a comprehensive stroke center, neonatal and pedi-
atric intensive care units, child and adolescent behavioral
services, and a kidney transplant program;®

Like most tax-supported health care providers, Halifax

is a safety net provider that fills gaps in the health care
delivery system by ensuring the availability of a full range
of health care services to local residents, regardless of
patients’ ability to pay. Like most public health systems,
particularly those that operate trauma centers, Halifax
has a history of providing care for Medicaid and uncom-
pensated care patients, and has a relatively high case-mix
index, meaning that it services some of the sickest patients
requiring the most-complex services;” and

Despite these challenges, a 2012 report commissioned
under Florida House Bill 711% indicates that Halifax has
historically performed well on both quality and efficiency
measures.’ Information reported on a website maintained
by the Safety Net Hospital Alliance of Florida (of which
Halifax is a member) states that Halifax has “consistently
ranked in the top five percent of all hospitals in the nation
in clinical outcomes in areas such as cardiology, orthope-
dics, neurosciences, oncology and trauma care.”'°



This information does not paint a picture of Halifax as a
threat to the integrity of public health programs. Indeed,
the information seems to paint the opposite picture. So,
then, how did Halifax become the center of one of the most
expensive Medicare fraud and abuse cases to date?

Halifax’s costly lawsuit—at least the portion of the lawsuit
related to alleged violations of the Stark Law—started when
a long-time Halifax employee, Elin Baklid-Kunz, alleged that
Halifax had improper financial relationships with some of its
employee physicians, including six oncologists, two psychia-
trists, and three neurosurgeons. The general theme in Kunz’s
allegations was that Halifax’s employment agreements with
the physicians provided for compensation that was excessive
for the services that the physicians performed. Kunz filed a
qui tam complaint on the basis of these allegations.!!

Kunz was an employee of Halifax for approximately 15
years before filing the qui tam suit.'? She stated that, in

her role as director of physician contracting, she advised
her colleagues and superiors that Halifax’s compensation
arrangements with employee physicians might be in viola-
tion of the Stark Law and the federal Anti-Kickback Statute.
In a recent interview, Kunz stated that her colleagues and
superiors told her that Halifax would not be liable for such
violations due to its status as a tax-supported entity.'3

Kunz’s qui tam complaint was filed under seal in June 2009,
and was amended at least twice. The federal government
joined in the Stark Law portion of the lawsuit in October
2011, citing as motivation for intervening that “[ijmproper
financial arrangements between hospitals and physicians
threaten patient safety because personal financial consider-
ations, instead of what’s best for the patient, can influence
the type of healthcare that is provided.”'*

In November 2013, the U.S. District Court for the Middle
District of Florida issued partial summary judgment for

the federal government and Kunz, holding that Halifax’s
arrangements with the oncologists violated the Stark Law.'®
The court noted that incentive bonuses paid to the oncolo-
gists varied based on referrals for designated health services
(DHS) by the physicians, and as such, the arrangements
failed to meet the Stark Law’s requirement that compensa-
tion not be determined in a manner that takes into account,
directly or indirectly, the volume or value of DHS refer-
rals by the referring physician to the employer.'® The court
explained that, even though the bonuses may have been
paid based on the volume of personally performed services
(as would be permitted under the Stark Law employment
exception) the pool from which the bonuses were paid was
equal to 15% of the operating margin of Halifax’s medical
oncology program, and the program’s revenue (and thus
operating margin) varied with the volume and value of
certain DHS, including outpatient prescription drugs and
outpatient hospital services that the physicians did not
personally perform.!”

A few days after issuing summary judgment for the federal
government and Kunz on the issues related to the oncolo-
gists’ compensation, the court issued another blow to
Halifax by denying Halifax’s motion for summary judg-
ment on the claims related to excessive compensation for
the neurosurgeons’ services.!® In denying Halifax’s motion,
the court cited a report prepared by the plaintiffs’ valuation
expert, which indicated that the compensation paid to the
neurosurgeons exceeded fair market value (FMV) for the
services they performed, and was not commercially reason-
able.” The court said that the existence of this report raised
genuine issues of material fact that a jury would need to
decide. As such, a trial date was set to address both:

(1) whether Halifax knowingly submitted false claims to the
government with respect to the illegal arrangements with the
oncologists, which would create the grounds for penalties
under the Stark Law and FCA; and (2) whether, in addition
to violating the Stark Law through its arrangements with
the oncologists, Halifax also violated the Stark Law through
above-FMV and non-commercially reasonable arrangements
with the neurosurgeons and, if so, whether Halifax had
knowingly submitted false claims for neurosurgery services
to the government in violation of the FCA.

As of the date of its historic settlement, it was reported that
Halifax already had incurred more than $21 million in legal
fees.? The trial may have taken Halifax down a long legal
road that may have required substantially greater legal fees,
and at the end of that road, Halifax may have faced repay-
ments, penalties, and damages of more than $1.1 billion. For
all but a few insiders, any discussion of the factors weighing
in Halifax’s decision to accept the record-setting settlement
amount and accompanying corporate integrity agreement
requires some speculation. However, factors that Halifax
might reasonably have considered include: (1) the existence
of written communications and documents that the court
already ruled were not protected as attorney-client privileged
or attorney work product, and that the plaintiffs may seek
to construe as evidence of knowing violation of the Stark
Law and FCA;?! (2) the recent specter of United States ex rel.
Drakeford v. Tuomey Healthcare System, Inc., in which eight
years of legal wrangling, including a trial, verdict, appeal,
and retrial resulted in Tuomey Regional Medical Center, a
community hospital in South Carolina, having to pay more
than $237 million for violations of the Stark Law and FCA
(in addition to associated legal fees and expenses); and

(3) other recent instances in which DOJ monitored and/or
pursued cases of suspected “excessive” physician compensa-
tion, including DOJ’s intervention in the case against Infir-
mary Health System?? (a safety net provider in Alabama),
and DOJs filing of a Statement of Interest in the case against
All Children’s Health System?? (a not-for-profit provider of
pediatric care in Florida).

In the Statement of Interest filed in the All Children’s case,
DOQJ asserted that liability under the Stark Law and FCA
will arise from the billing of services rendered to Medicaid
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patients (in that case, pediatric Medicaid patients) when

the billing provider has a financial relationship that fails

to meet the requirements for a Stark Law exception. By

filing the Statement of Interest, DOJ underscored that any
suspect physician compensation, even if it is ostensibly to do
what would widely be regarded as “good” work that serves
vulnerable populations, should and will be subject to penal-
ties if not compliant with both the letter and spirit of the law.

Together with the physician compensation cases that came
before and after it, the Halifax case is the basis for a number
of “lessons” for public health systems. Recognizing that the
formulating and ranking of these lessons are both subjective
and debatable, the authors set forth their “top five” below:

1. Trouble Follows Money

* High compensation amounts draw scrutiny. This may be
particularly true in public health systems, where limited
public funds may be used to help pay the compensation;
and

e Whether compensation is “not FMV” is a question of fact
(a jury question) that may be determinative of a Stark Law
violation. As such, a claim that compensation is “above
FMV?” or otherwise “not FMV” makes a strong basis for
initial qui tam pleadings, and may well survive initial
motions for dismissal and summary judgment, driving up
legal defense fees. Perhaps for this reason, compensation
“above FMV” (or in some cases, “below FMV?) is an
initial claim in many recent Stark Law qui tam suits, even
when issues include or are ultimately decided on the basis
of questions other than FMYV, such as commercial reason-
ableness and/or compensation based on volume or value
of referrals or other business.

2. Safety-Net Providers Won't Escape Notice

* Do not assume that there will be an exception or leniency
in federal Stark Law enforcement on account of being a
safety-net provider or publicly owned and operated entity;

* Do not assume that the Stark Law does not apply if a
provider’s patients include many or mostly Medicaid
patients rather than Medicare patients; and

¢ Do not assume that common perceptions of the “worth”
of physicians’ services—whether it be their worth for
advancing the public good or their worth to achieving
a noble mission, such as filling gaps in the health care
system—negate expert analysis of FMV and commercial
reasonableness. Perceptions are not always consistent with
data, and, in the event of a qui tam lawsuit or government
investigation, data will probably trump perception.

3. Good Intentions Probably Don’t Matter, but Bad Ones Might

Even though neither good work nor good intent may matter
to the question of whether a defendant has violated a strict
liability statute such as the Stark Law, the progression of
recent cases, including the Halifax case, suggests evidence
that may be interpreted as showing bad intent may affect the
outcome of an enforcement action.

First, evidence of bad intent may raise credible claims under,
and/or result in liability for violations of, the Anti-Kickback
Statute. A colorable argument of Anti-Kickback violations,
in addition to Stark Law and FCA violations, gives a qui tam
relator more substance for a complaint, and raises the stakes
for the defendant by increasing potential penalties, infusing
the possibility of criminal liability, and adding additional
complexity (and probably cost) to the defense. Second,
evidence of bad intent may increase the probability of a
negative outcome for the defendant in a Stark Law case, at
least to the extent that the evidence may: (1) be manifested
through evidence of “knowing” violation or disregard for the
law; and (2) increase the likelihood of DOJ intervention in
the case.

In short, the facts matter in a qui tam or other govern-

ment case. The trier of fact will seek to establish the parties’
intentions through the evidence, and even an appearance of
improper intent—for example, an evidenced desire to pay
excessive compensation regardless of any FMV finding—may
play a central role in the outcome.

For public health systems that transact business through
public documents and public meetings, and that may be
subject to a high level of public and media scrutiny because
of their taxpayer support, any evidence of bad intent, if it
exists, may be ferreted out more quickly and easily than it
would be in the case of a private actor.

4. Memories Fade, but Documents Can Last Forever2*

In a qui tam case or government investigation, “bad facts”
may make for a bad outcome. Bad facts might be evidenced
by “smoking gun” documents that indicate knowing viola-
tion of the law, and/or no documents, as might suggest a
failure to obtain appropriate legal or FMV analysis. This
being the case, it is worth noting that many public health
systems are subject to public records and/or public meetings
laws, and, as a result:

e The protections of attorney-client privilege and the
attorney work-product doctrine may be limited;

¢ Certain documents and records may have to be retained
and available for public access for an extended period of
time, making them readily available for discovery, and/or
to fill gaps in memories, years after they were created; and

e Would-be relators and members of the press may have
easy access to documents through a public records request
made before and, in some case, during a qui tam lawsuit
or investigation.



For these reasons, good management of the transaction plan-
ning process, with careful oversight of the documents created
in that process, may be of particular importance for public
health systems.

5. A Few Dollars of Prevention Early Can Save Millions Later

Public health systems must responsibly manage resources
to ensure that they can effectively serve their public mission
over the long term. The expense of independent legal and
valuation analysis for every physician transaction may not
seem like an optimal use of the limited public resources
available to support their mission. However, in some cases,
the benefits of independent analysis by appropriately quali-
fied, credible experts could be substantial, particularly for
complicated or contentious transactions. If appropriately
documented and heeded, expert analysis could undermine
relator claims of “knowing” violation of the Stark Law
and Anti-Kickback Statute. Moreover, when managed well,
the process of obtaining objective, prospective transaction
analysis can both focus and document the mission-critical
purposes and benefits of the transaction, creating a helpful
record of facts and circumstances for when controversies
arise (and memories have faded) years later.

Conclusion

The Halifax case and other recent qui tam lawsuits contain
numerous lessons for hospitals and health systems. Some
are particularly significant for public hospitals and health
systems, which face unique challenges due to their impor-
tant role in providing for community health care needs even
when it is financially challenging do so. As the title of this
article suggests, the authors believe that the key lesson for
public health systems is that the current regulatory climate
warrants careful consideration of the distinction between
“doing good” and doing things right. Even the most vital
safety-net providers should pay careful attention to the
process by which they carry out their mission, including
whether that process complies with federal laws designed to
protect against Medicare fraud and abuse.

*Andrea M. Ferrari, JD, MPH, and Adria Warren, JD.
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Billion Case Against Halifax Hospital: Who Would Ultimately Pay and
Who Would Benefit? contains a section labeled, “The government’s
math: at a glance.” The content of this section indicates that the govern-
ment sought $350 to $600 million for claims related to the oncologists’
compensation and $375 to $540 million for claims related to the neuro-
surgeons’ compensation, for a total of $725 million to $1.14 billion.

2 See The Government’s $1 Billion Case Against Halifax Hospital: Who
Would Ultimately Pay and Who Would Benefit (a publication of Halifax
Health).

3 Id. See also Fitch Downgrades Halifax Health’s (Florida) Revs to ‘BBB’,
Reuters, Mar. 17,2014.
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orphan drug exclusion under the 340B Federal Drug

Pricing Program (340B Program), which affects critical
access hospitals (CAHs), sole community hospitals (SCHs),
rural referral centers (RRCs), and free-standing cancer
centers. A brief background on relevant aspects of the 340B
Program (including the impact of the Affordable Care Act)
and the Orphan Drug Act also is provided.

This article reports on recent developments concerning

To summarize recent developments, U.S. Department of
Health and Human Services (HHS), Health Resources and
Services Administration (HRSA) recently issued an interpre-
tive rule! (effective July 21, 2014) regarding 340B discount
pricing for orphan drugs under Section 340B(e) of the Public
Health Service Act (PHSA).? Under this interpretive rule,
CAHs, SCHs, RRCs, and free-standing cancer hospitals,
which recently became eligible to participate in the 340B
Program, may purchase orphan drugs at discounted 340B
prices if used to treat non-orphan conditions, but not if used
to treat the rare conditions for which they were originally
designated as orphan drugs. According to HHS, the interpre-
tive rule intends to provide clarity in the marketplace, main-
tain savings under the 340B Program for these newly eligible
providers, and protect financial incentives for manufacturing
orphan drugs designated for rare diseases or conditions.

This interpretive rule comes on the heels of a recent (May
23) federal court decision, which vacated an HHS final rule
implementing this orphan drug exclusion policy.> As further
discussed below, the U.S. District Court for the District of
Columbia, in Pharmaceutical Research & Manufacturers
of America (PhRMA) v. HHS,* held that, due to limita-
tions imposed by the U.S. Congress, HHS lacked authority
to implement the final rule. However, in its decision, the
court neither invalidated HHS’ statutory interpretation nor
precluded HHS’ issuance of interpretive guidance.

340B Program

The 340B Program was established in 1992 and is admin-
istered by HRSA’s Office of Pharmacy Affairs (OPA). The
340B Program mandates that those pharmaceutical manu-
facturers who wish to participate in the Medicaid program
must discount outpatient drugs to certain qualifying health
care providers, known under the 340B Program as covered
entities. Among such covered entities, several types of hospi-
tals may currently participate in the program, provided they
meet all applicable requirements. These are disproportionate
share hospitals, children’s hospitals and free-standing cancer
hospitals, CAHs, RRCs and SCHs, and hospital outpatient
facilities.’

Under the 340B Program, the highest price that a manufac-
turer is permitted to charge a covered entity (ceiling price) is
based on a statutory formula set forth at 42 U.S.C. § 256b(a)
(1). If the manufacturer makes a covered drug available to
any other purchaser at any price, it must make the drug
available to covered entities at or below the ceiling price.
Participation in the 340B Program is voluntary, but strong
incentives exist for both health care providers and drug
manufacturers to participate. Covered entities, for example,
may receive drug discounts under the 340B Program esti-
mated between 20-50%.° For pharmaceutical manufacturers,
the incentive is for their drugs to be covered under the
Medicaid program, since 340B participation is required for
this coverage designation.

The 340B Program has not, however, been without criticism.
On September 23, 2011 the U.S. Government Account-
ability Office (GAO) published a report from a study that it
conducted concerning the 340B Program.” The GAO report
was critical of HRSA’s oversight of the 340B Program, noting
that this oversight has mainly been left to self-policing on
the part of Program participants. The various problems that
GAO noted include a lack of HRSA guidance on key require-
ments under the 340B Program, which has left room for
various inconsistent interpretations. In recent years, this has
led to increased congressional scrutiny of the 340B Program,
as well as increased HRSA Program oversight, including the
auditing of covered entities for 340B Program compliance—
developments that Program participants can hardly have
failed notice.

©



Orphan Drug Act

Evidence of a drug’s safety and efficacy is required for the
U.S. Food and Drug Agency (FDA) to approve the drug

for marketing in the United States.® Typically, this requires
data obtained from clinical trials. Because of the costs that
must be incurred in conducting such trials and obtaining
FDA approval, pharmaceutical companies reportedly have
tended to focus on developing treatments for common
diseases, which provide a greater opportunity for recouping
research and development costs, and realizing profits, than
by focusing on relatively rare diseases. The Orphan Drug Act
of 1983° was enacted as a countering measure. The Orphan
Drug Act provides certain incentives for developing and
commercializing drugs for treating rare diseases, defined as a
condition or disease affecting fewer than 200,000 patients in
the United States.!*

These incentives include seven-year market exclusivity, a tax
credit of 50% of the cost of conducting qualified clinical trials,
and an exemption from drug-application user fees charged

by FDA, as well as faster regulatory reviews and assistance
from FDA reviewers during the developmental and review
process.!! And, unlike traditional patent law, the seven-year
market exclusivity under the Orphan Drug Act does not begin
until the drug is granted FDA approval and is independent of
the drug’s current patent status. The incentives are so strong
that some pharmaceutical companies, like Pfizer, have created
separate research divisions for orphan drugs.!?

FDA reports that the Orphan Drug Program has been a
success, citing data showing that more than 400 drugs and
biologic products for rare diseases have come to market
since 1983. In contrast, FDA cites data showing that fewer
than ten such industry-supported products came to market
between 1973 and 1983.13 However, like the 340B Program,
the Orphan Drug Program also has had its critics. Much of
the criticism centers on the monopolization that the Orphan
Drug Program allows, because of the extended market
exclusivity, as well as companies marketing orphan drugs for
non-orphan use.!* There is little doubt among its proponents,
however, that the Orphan Drug Program has benefitted those
with rare diseases.!

340B Orphan Drug Exclusion

The Patient Protection and Affordable Care Act of 2010,'¢ as
amended by the Health Care and Education Reconciliation
Act of 2010 (HCERA),"” revised the 340B statute for the first
time since its 1992 enactment. Among these changes, chil-
dren’s hospitals, free-standing cancer hospitals, CAHs, RRCs,
and SCHs were added to the list of 340B covered entities.!®
However, free-standing cancer hospitals, CAHs, RRCs, and
SCHs are excluded from access to 340B drug pricing for

an orphan drug used for a rare disease or condition. As
amended by HCERA and Section 204 of the Medicare and

Medicaid Extenders Act of 2010," Section 340B(e) of the
PHSA sets forth the following:

EXCLUSION OF ORPHAN DRUGS FOR
CERTAIN COVERED ENTITIES—For covered
entities described in subparagraph (M) (other
than a children’s hospital described in subpara-
graph (M), (N), or (O) of subsection (a)(4)), the
term ‘covered outpatient drug’ shall not include

a drug designated by the Secretary under section
526 of the Federal Food, Drug, and Cosmetic Act
for a rare disease or condition.?’

Covered entities and pharmaceutical manufacturers have
each interpreted this exclusion language differently: covered
entities have argued that the exclusion only applies when
using the orphan drug for the orphan indication; and
pharmaceutical manufacturers have argued that, under the
text of the exclusion, it applies to the drug regardless of the
indication for which it is used.?' In May 2011, HHS issued
a proposed rule setting forth that the orphan drug excep-
tion would apply only when the orphan drug is used for the
orphan indication. Despite arguments from the pharma-
ceutical industry, on July 23, 2013 HHS issued a final rule
(Orphan Drug Exclusion Rule) that basically followed the
earlier proposed rule. Under the Orphan Drug Exclusion
Rule, CAHs, SCHs, RRCs, and free-standing cancer hospi-
tals could purchase orphan drugs at discounted 340B prices
only if used to treat non-orphan conditions. For example, as
discussed in PARMA v. HHS,?? the drug Prozac has orphan
drug designation from FDA for the treatment of autism

and body dysmorphia in children, as well as a non-orphan
indication for treating depression. Under the Orphan Drug
Exclusion Rule, CAHs, SCHs, RRCs, and free-standing
cancer hospitals could obtain Prozac, when used for the
treatment of depression (a non-orphan use), at 340B prices.

According to HHS, the Orphan Drug Exclusion Rule reflects
a balancing of congressional intent to lower drug costs for
these providers while preserving incentives for drug manu-
facturers to develop orphan drugs. However, several stake-
holders, including the trade group PhRMA, questioned HHS’
authority to promulgate the Orphan Drug Exclusion Rule.

In September 2013, PARMA sued HHS challenging the
validity of the Orphan Drug Exclusion Rule, claiming that
the Rule contradicted the underlying statutory language
for the 340B Program. As mentioned above, on May 23,
the court in PARMA v. HHS sided with PhARMA in issuing
a Memorandum Opinion that vacated the Orphan Drug
Exclusion Rule.?? In holding that HHS had exceeded

the scope of its statutory authority, the court noted that
Congress only specifically authorized HHS to implement
rules under PHSA Section 340B in three areas: (1) estab-
lishing an administrative dispute resolution process;

(2) issuing regulations on the methodology used for calcu-
lating ceiling prices; and (3) imposing monetary civil sanc-
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tions. In contrast, the court noted that the congressional
intent to provide financial incentives to manufacturers for
the development of orphan drugs was unambiguous.?*

The court’s criticism focused on what it viewed as HHS’
improper exercise of its legislative rulemaking authority.
Whether the Orphan Drug Exclusion Rule would survive as
an interpretive rule was beyond the scope of this particular
ruling, though the court did offer some skepticism in this
regard. Note that prior to this ruling, comprehensive 340B
proposed rules had been anticipated for a June 2014 release.
Such rules, however, have yet to be released, and it is likely
that this process has been put on hold as a result of PARMA
v. HHS.

As mentioned above, HRSA has responded to the court
ruling by implementing the orphan drug exclusion policy

as an interpretive rule rather than as a final regulation that
has been subject to the notice-and-comment rulemaking
process. PhARMA, in turn, argued before the same DC district
court that this interpretive rule is materially the same as the
final rule that the court vacated and thus should likewise

be vacated. The court, however, declined to do so, holding
that PhRMA’s complaint originally only challenged the final

rule promulgated by HRSA.?® Accordingly, the court found
PhRMA’s challenge to the new interpretive rule to be beyond
the scope of the present lawsuit.

On October 9, PARMA responded by filing with the same
DC court a legal challenge specifically directed against
HRSA’s July 2014 interpretive rule, this time focusing on
the substantive nature of the rule rather than HHS’ rule-
making authority. In its complaint,?* PhRMA argues that the
statutory text of the 340B Orphan Drug Exclusion is self-
executing and that the exclusion is based on the designation
of the orphan drug, rather than on how it is used. PhRMA
is asking the court to invalidate and permanently enjoin
enforcement of the interpretive rule and block any future
HRSA actions to adopt HHS’ orphan drug exclusion policy.

Current Status

For the time being and pending the outcome of PhARMA’s
most recent challenge, at least, HRSA’s current interpretive
rule remains in effect. To help enable covered entities to
identify drugs with orphan designations, HRSA will publish
listings of such designations, which will identify the drugs
by name and designated indication. Such lists are to be
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updated on the first day of the month prior to the end of each
calendar quarter. HRSA also maintains a listing of covered
entities that have indicated inability to track drug use by indi-
cation or otherwise do not wish to purchase orphan drugs
through the 340B Program. Such listings will be updated
quarterly. Here, according to HRSA, the purpose is to:

allow drug manufacturers and wholesalers to
identify affected hospitals that will purchase
orphan drugs under the 340B Program and

will maintain auditable records to demonstrate
compliance with the orphan drug exclusion
(Orphan Drug Participation = Yes), or that
cannot or do not wish to maintain auditable
records regarding compliance with the orphan
drug exclusion and will purchase all orphan
drugs outside of the 340B Program regardless of
the indication for which the drug is used (Orphan
Drug Participation = No).”’

Clearly, the burden falls on those free-standing cancer hospi-
tals, CAHS, RRCs, and SCHs (and their contract pharmacies)
that wish to take advantage of 340B pricing to ensure that
orphan drugs purchased under the 340B Program are used
only for the non-orphan indications. According to HRSA:

340B hospitals subject to the orphan drug
exclusion (critical access hospitals, free-standing
cancer hospitals, sole community hospitals and
rural referral centers) are responsible for ensuring
that any orphan drugs purchased through the
340B Program are not transferred, prescribed,
sold, or otherwise used for the rare condition or
disease for which the orphan drugs are desig-
nated under section 526 of the Federal Food,
Drug, and Cosmetic Act.?®

And clearly the burden falls on such hospitals to maintain
auditable records demonstrating compliance. Such hospital
providers purchasing drugs under the 340B Program should
anticipate the possibility of future audits by HRSA to deter-
mine compliance under the 340B Program, as well as by
pharmaceutical manufacturers seeking repayment for any
inappropriate purchases of orphan drugs under the 340B
Program.

*Neil W. Hoffman, PhD is a partner and Alexander B. Foster
is an associate in Arnall Golden Gregory LLP’s Atlanta,

GA office. The authors are members of the firm’s Health-
care Practice Group. If you have any questions about this
article, please contact Hoffman at (404) 873-8594, or at
neil.hoffman@agg.com, or Foster at (404) 873-8598, or at
alexander.foster@agg.com. This article presents informa-
tion on legal matters of general interest in summary form
and should not be construed as legal advice or opinion on
specific matters.
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Introduction
The demand for anesthesiologists (MDAs) and certified

registered nurse anesthetists (CRNAs)! continues to

rise across the United States. According to the Merritt
Hawkins’ 2013 Review for Physician and Advanced Practi-
tioner Recruiting Incentives, MDAs are still in high demand,
despite not ranking among the top 20 recruited specialties
reviewed during the study.? Merritt Hawkins attributes this
largely in part to the increasing use of CRNAs, who now
administer 65% of all anesthesia services nationwide.>

This article discusses the role of CRNAs in the context of
the evolving state and regulatory framework surrounding
CRNA supervision. To begin, CRNAs are much less costly
to employ than MDAs. Moreover, empirical data suggest
that there is no increase in risk to a patient when CRNAs
perform anesthesia services independently of a physician.
Given the ability of states to opt out of the Centers for Medi-
care & Medicaid Services (CMS) requirement that a physi-
cian supervise CRNAs, it is important to reconsider the role
of CRNAs in the health care setting from a strategic, finan-
cial, and regulatory perspective. While the reimbursement
model is somewhat complex, CRNAs can and have proven
to be a valuable asset to the hospital staffing model.

Understanding How CRNAs Fit into the State and Federal
Regulatory Framework

To highlight the principal role CRNAs play in a health

care organization, it is worth noting that CRNAs admin-
ister more than 34 million anesthesia services to patients
each year in the United States, in a variety of health care
settings and rural areas.* CRNAs also outnumber their MDA
counterparts. According to the Bureau of Labor Statistics,
approximately 35,430 CRNAs and 30,200 MDAs were
employed in the United States as of May 2013.°

Incorporating CRNAs into a staffing model with MDAs can
be complex, particularly in light of the supervision opt-out
caveat contained in the federal regulations. CMS published
a Final Rule in the November 13,2001 Federal Register
stating that the operating physician or an MDA must super-
vise CRNAs.® However, the Final Rule also allows states to
“opt out” or be “exempted” from this same federal require-
ment. To opt out, the state’s governor must send a letter to
CMS attesting to the following:

e The state’s governor has consulted with the state’s boards
of medicine and nursing about issues related to access and
the quality of anesthesia services in the state;

e It is in the best interests of the state’s citizens to opt out of
the current federal physician supervision requirement; and

e The opt-out is consistent with state law.”



As CMS further states in its Final Rule, once the governor
submits the letter to the CMS Administrator, the letter will
be accepted at “face value” without further scrutiny by
CMS of the governor’s underlying rationale for selecting the
opt-out.?

The lack of uniformity among states with respect to the
decision to opt out may be concerning to some. However,
the opt-out has spurred positive developments in the health
care practice setting. At a minimum, from a quality and
patient-safety perspective, a recent study found no evidence
suggesting any increase in patient risk associated with anes-
thesia services provided by unsupervised CRNAs.” Moreover,
many organizations have already developed a team care
model for delivering anesthesia services. Integrating CRNA
anesthesia services typically supports the organization’s
model, which takes into account the organization’s finances,
state regulations, hospital bylaws, and culture.!® Approxi-
mately 80% of hospitals pay a subsidy to anesthesia groups
to help ensure that continuous, high-quality coverage is
provided.'' As the demand for MDAs has grown, so has the
frequency and dollar amount of the subsidies paid. Because
CRNAs cost less to employ than MDAs and deliver quality
care, arguably, integrating CRNAs into an organization’s
staff model provides a financial benefit to any health care
organization.

Figure 1

2004 2003

2005

“Supervised States” and “Unsupervised States”

States that have not opted out of the federal supervision
requirements are commonly referred to as medically directed
states or “supervised states.” Proponents of supervision
requirements believe that allowing CRNAs to practice
without supervision increases the likelihood of harm to
patients, as CRNA training differs from the training MDAs
receive. However, as previously noted, no conclusive data
exist linking independently performed CRNA services to
poor health outcomes. Moreover, having the option to opt
out of the supervision requirement does not mean that

all organizations in that state are exercising this option.?
Individual health care organizations are at liberty to impose
stricter supervision requirements.

As of April 2012, however, 17 states had opted out of the
federal supervision requirement. Below, Figure 1 depicts
these “unsupervised states” along with the year each state
opted out."’ The majority of the states (14 of the 17) that
chose to opt out did so within the first four years of the
Final Rule’s publication, and at this point, no additional
states appear to be considering the opt-out. Alternatively,
supporters of states without physician supervision, or
non-medically directed states, argue that the lack of any
supervision requirement increases patients’ access to care,
particularly in rural and medically underserved areas, while
simultaneously reducing expenses.
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Reimbursement

Medicare reimbursement for CRNA services is tied largely to
a physician’s degree of involvement. The following subsec-
tions identify the three major Medicare Part B reimburse-
ment models for CRNA services: (A) non-medically directed
CRNA services; (B) medically directed CRNA services; and
(C) medically supervised CRNA services. Subsection (D)
identifies an additional payment model available in certain
circumstances under Medicare Part A.

A. Non-Medically Directed CRNA Services

For non-medically directed CRNA services, Medicare Part B'*
reimburses at 100% of a Medicare fee through the Medicare
anesthesia fee schedule.!® This payment is the same amount an
MDA would receive performing the same service alone.

B. Medically Directed CRNA Services

For Medicare reimbursement, it is important to distinguish
between medically directed CRNA services and medically
supervised CRNA services. In general, medically directed
services require more involvement from physicians. Medical
direction occurs when physicians attest that they did the
following: (1) performed a pre-anesthetic examination and
evaluation; (2) prescribed the anesthesia plan; (3) personally
participated in the most-demanding procedures in the anes-
thesia plan, including induction and emergence; (4) ensured
that a qualified anesthetist performed any procedures in the
anesthesia plan that the physician did not perform; (5) moni-
tored the course of anesthesia administration at frequent
intervals; (6) remained physically present and available for
immediate diagnosis and treatment of emergencies; and

(7) provided indicated post-anesthesia care.!® These seven
requirements reflect conditions imposed on physicians by the
Tax Equity and Fiscal Responsibility Act (TEFRA) of 1982.

When the physician satisfies the seven TEFRA require-
ments for medical direction, Medicare Part B reimburses at
100% of a Medicare fee through the Medicare anesthesia
fee schedule.”” The CRNA is paid 50% of the fee and the
medically directing physician is paid the remaining 50%.'8
As TEFRA prescribes, a physician may medically direct up
to four CRNAs concurrently and seek reimbursement under
the medically directed rate of 50% of the anesthesia fee
schedule. However, once a physician supervises five or more
CRNAs concurrently, the physician may only seek reim-
bursement at the medically supervised rate, as discussed in
the next section."”

C. Medically Supervised CRNA Services

Medically supervised services occur when both the physi-
cian and CRNA are involved in the anesthesia services, but
the physician’s level of involvement cannot be classified as
medically directed services. A physician would be considered

to be supervising (and not directing) if the physician cannot
attest to all seven TEFRA elements, if the physician furnishes
supervision for more than four CRNA procedures concur-
rently, or if the physician performs services that are not
permitted when medically directing.?

Overall, Medicare Part B reimburses medically supervised
CRNA services at a lower rate than medically directed
services. For medically supervised services, a CRNA is reim-
bursed at 50% of the Medicare fee through the anesthesia
fee schedule—the same amount the CRNA would receive for
services provided that are medically directed.?! The physi-
cian involved in the medically supervised services is not
reimbursed according to the anesthesia fee schedule. Instead,
the physician is paid three base units per procedure (and
potentially one time unit if an MDA is present at induction
of service) regardless of the service and such service’s Medi-
care fee.?? Therefore, the medical supervision model enables
Medicare to pay less than the full 100% of the Medicare fee
by reimbursing supervising physicians at a lower rate than
their CRNA counterparts. CRNAs are reimbursed at 50%
regardless of whether they are medically directed or medi-
cally supervised.

The three reimbursement models above highlight the benefit
of incorporating CRNAs into a health care organization’s
staffing model in terms of maximizing Medicare reimburse-
ments. Table 1 below, which provides a summary of Medi-
care Part B’s reimbursement for CRNA services, highlights
this point more clearly.

Table 1

Medicare Part B Reimbursement Compared to

Anesthesia Fee Schedule
Type of CRNA - Total
Service Chlit Fhiysician Reimbursement
Non-Medically | 4509, n/a 100%
Directed
Medically 50% 50%* 100%
Directed

Three base units per
Medically o procedure and one time o
Supervised 50% unit if present at induction > 50%
of service**

* Physician must attest to the seven TEFRA requirements and only receives
50% reimbursement rate for supervising no more than four CRNAs
concurrently.

** Physician’s reimbursement for medically supervised CRNA services is

not based on Medicare’s anesthesia fee schedule.
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Conclusion

CRNAs, who now administer more anesthesia services in the
United States than MDA, are in high demand. Until 2001,
a federal requirement prevented CRNAs from practicing
independently. However, the Final Rule CMS published on
November 13,2001 allows states to choose whether to “opt
out” or be “exempted” from this requirement.? As previ-
ously described, 17 states have opted out of the require-
ment thus far, doing so arguably because they believe that
opting out of the supervision requirement increases patient’s
access to care and reduces costs.>* From a provider perspec-
tive, employing CRNAs to perform services independently
greatly reduces anesthesia expenses for the provider. For
non-medically directed services in particular, CRNAs are
reimbursed at the same rate as their MDA counterparts,
while costing the provider less to employ than the MDA. In
addition to expense savings for providers, there appears to
be no conclusive evidence linking independently performed
CRNA services to increased patient risk. In sum, CRNAs
are capable of performing high-quality services at a lower
expense to providers, while the cost to Medicare remains the
same or slightly less than when MDAs provide the services.

*The authors can be reached at the following email addresses:
Kim H. Looney, JD (kim.looney@uwallerlaw.com); Carol W.
Carden, CPA/ABV, ASA, CFE (ccarden@pyapc.com);

Linda C. Fiel, MBA, ASA (lfiel@pyapc.com); and Sarah A.
Hamilton (shamilton@pyapc.com). The authors would like
to thank Daniel Patten and Blake Walsh for their contribu-
tions to this article. This article also is being published in the
forthcoming issue of Health Care Liability & Litigation.
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