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Much has been made in the compliance litera-
ture of the implications of the advent of value-
based payment models. Value-based payment 

entails measurement of performance which can affect 
the amount of payment. Another aspect of this shift is 
the need for transparent data regarding provider per-
formance to facilitate payment decisions as well as 
choice of providers. With value-based payment has 
come increased quality reporting which may be linked 
to payment or not. Since the Supreme Court decision 
in Escobar,1 an additional quandary arises regarding to 
what extent quality performance is implied in submitting 
claims for Medicare payment, and whether such impli-
cations can form the basis for false claims liability. At 
a more fundamental level, there are compliance issues 
which arise from a failure to do the right thing clinically 
or providing the wrong clinical service. Absence of med-
ical necessity is always a problem since it is an express 
statement in all claims for Medicare payment.2

This article examines the bases for risk in this devel-
oping context including some long-standing require-
ments viewed in a new light; looks at the types of 
quality failures that could lead to problems; discusses 
some exemplary caselaw; looks at other penalties for 
failed performance; presents what the government 
has said on point; and offers some practical guidance. 
These issues are relevant to virtually every type of 
Medicare provider. This article does not describe the 
payment models themselves, but looks at what failure 
to perform well within them can mean.

Risk Bases

Conditions of Participation
Conditions of participation are minimum conditions for 
entry of a provider into Medicare payment eligibility. 
Virtually every type of facility in Medicare is subject 
to them, including hospitals, skilled nursing facilities, 
home health agencies, and more.3 The basic operational 
requirements include such matters as medical and nurs-
ing staff, governing bodies, medical records, patient 
safety programs, and utilization review programs with 
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some variation depending on the type of 
provider. In the traditional world of quality 
assurance, these are input requirements. 
In order to play, you have to comply. The 
participation agreement may be termi-
nated for failure to maintain the conditions 
of participation, failure to disclose informa-
tion requested by the Secretary or failure to 
provide access to regulators.

Physicians and other practitioners who 
can bill on their own numbers do not for-
mally have conditions of participation, but 
they do have conditions for their enroll-
ment which they must maintain.4 They 
also can be terminated from participation 
for not maintaining those standards, but 
they are not as intrusive to basic structure 
and operations as the conditions of partic-
ipation are for facilities.

Quality Reporting
Over the last years, Medicare has imposed 
quality reporting programs on ambulatory 
surgery centers, home health agencies, 
hospices, hospital inpatient and outpatient 
programs, inpatient psychiatric facilities, 
inpatient rehabilitation facilities, long-
term hospitals, prospective payment sys-
tem-exempt cancer hospitals, and skilled 
nursing facilities.5 These programs differ 
from the Merit Incentive Payment System 
(MIPS) which applies to physicians, prac-
titioners, and ACOs. That program adjusts 
payment up or down depending on perfor-
mance two years earlier. The participants 
must report their own performance.6

Value-Based Purchasing Programs
While a range of initiatives in the chang-
ing context -- away from fee-for-service 
and prospective payment models -- have 
been characterized as value-based purchas-
ing, the Medicare program has instituted 
some formal value-based purchasing pro-
grams. These apply to hospitals, end-stage 
renal disease providers, home health agen-
cies, skilled nursing facilities, and nursing 
homes.7 The predominant model is to shift 
money from poor performers to those who 

perform better, and therefore get enhanced 
payment.

VBA-VBE Rules
Distinct from the formal value-based pro-
grams just cited, both under Stark and the 
anti-kickback rules, the regulators have cre-
ated safety for value-based arrangements 
(VBA) and value-based enterprises (VBE) 
which meet certain conditions. The rules 
allow multiple providers who are otherwise 
independent of each other to come together 
and share financially in the rewards for 
producing better value. Because the Stark 
statute and regulations are relevant only to 
physicians, those rules focus on financial 
reward to physicians.8 The OIG’s antikick-
back regulations (AKS) are far broader and 
address other types of participants in these 
programs including physicians.9 Both sets 
of regulations address definitions of value-
based activities, value-based arrangements, 
value-based enterprises, value-based pur-
poses, value-based participants and target 
patient populations. They confront varying 
levels of financial risk from no risk at all to 
full risk, although, strangely, they address 
them in reverse order, Stark rules com-
pared to AKS rules. Both suffer from a rela-
tively theoretical tone, which makes sense, 
since without these regulations, the activi-
ties they address would have been illegal. 
So to design what would be protected, the 
regulators simply made up what seemed to 
make sense.

Types of Quality Failures

Waste
In an Institute of Medicine study in 2010, 
“clinical waste” was defined as low-value 
spending for undesirable health care ser-
vices. The study found six drivers of waste, 
but the following three are most relevant 
here: (1) failures of care delivery. That is, 
poor execution or lack of widespread adop-
tion of known best care processes; “doing 
the wrong thing” (errors and adverse 
events); not doing the right thing; (2) 
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failure of care coordination, where patients 
fall through the cracks of the fragmented 
care system; and (3) overtreatment,10 
which accounts for 2-8.4% of total health 
spending.

EMTALA Violations
The Emergency Medical Treatment and 
Active Labor Act11 (EMTALA) punishes 
those physicians who transfer patients 
who might be in labor. Very often the trans-
fers made before the act were based on the 
patient’s insurance and whether that insur-
ance was considered desirable. That is no 
longer permitted. Civil money penalties 
of up to $50,000 apply.12 Penalties can be 
imposed on physicians making false certi-
fications regarding the patient’s condition; 
physicians certifying transfer when the 
risk outweighs the benefits; and on hos-
pitals which have separate obligations to 
assure physicians comply and patients are 
stabilized before transfer.

Underutilization, Overutilization, and 
Medical Necessity
Extended length of stay was the earliest 
focus on utilization in 1972 with then HR 
1, the first major amendment to Medicare 
which had been enacted in 1966. Although 
a hospital could obtain Medicare partici-
pation based on its Joint Commission sur-
vey (“deemed status”) the one aspect of 
the survey that could not be deemed was 
utilization review which hospitals were 
required to provide. During the same time 
period, bases for exclusion were added to 
include providing services substantially in 
excess of a patient’s needs or of a quality 
that was substandard.13 With the advent of 
the hospital Prospective Payment System 
(PPS) the financial incentives for hospitals 
to maximize revenues shifted from over-
use (longer lengths of stay because they 
were paid per diem) to underuse to max-
imize the monies received for payment 
based on diagnosis-related groups (DRGs). 
Medical necessity is an explicit condition 
for all claims submitted to Medicare, so 

submitting claims for inappropriate ser-
vices not relevant to the patient’s condi-
tion or for too many services not necessary 
to treat the condition are additional forms 
of quality failures. In a recent case decided 
by the Ninth Circuit,14 the role of a phy-
sician’s judgment as to medical necessity 
of the services was the central issue. The 
Court overturned the lower court opinion 
that had taken the position that physician 
judgment could not be the basis for a false 
claim because by its nature it is an opin-
ion and therefore could not be objectively 
false. The Court held that claims for med-
ically unnecessary treatment are false. 
Period.

False Quality Reporting
False claims may be found when any inac-
curate statement is made to secure pay-
ment. Some examples of how this plays 
out in the context of data relevant to qual-
ity performance in caselaw include the 
following.

In US ex rel. Janssen v. Lawrence Memorial 
Hospital,15 a hospital allegedly falsified 
patients’ arrival times in order to increase 
its Medicare reimbursement under a pay-
for-reporting and pay-for-performance 
program. The hospital also separately sub-
mitted Data Accuracy and Completeness 
Acknowledgments on an annual basis, 
certifying that the data submitted was 
accurate and complete. The district court 
granted the hospital’s motion for summary 
judgment. On appeal, the circuit court 
cited the three factors under Escobar16 
to be taken into account where allega-
tions of False Claims Act liability turn on 
noncompliance with regulatory or con-
tractual provisions and whether they are 
‘material’. The factors are: (1) whether the 
government consistently refuses to pay 
similar claims in similar circumstances 
or continues to pay; (2) whether the non-
compliance goes to “the very essence of 
the bargain” or is only minor or insub-
stantial; and (3) whether the government 
has expressly identified a provision as a 
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condition of payment. Still, none of these 
factors alone would be dispositive. The 
relator had complained to the government 
about the hospital’s actions and the gov-
ernment continued to pay, so the falsified 
times were, the Court found, not material. 
Amazingly, the Court dismissed the Data 
Accuracy documents as boilerplate com-
pliance forms and not dispositive of the 
issue of falsification. The hospital won.

By contrast, another case turned on 
the timing of physician signatures and 
whether they were obtained in face-to-face 
encounters. The Sixth Circuit overturned 
dismissal in United States ex rel. Prather v. 
Brookdale Senior Living Communities, Inc.,17 
finding that the government’s continued 
payment was not dispositive since the sig-
natures were specifically required to pre-
vent fraud.

Penalties

Termination of Participation 
Agreement
There are 18 separate bases for termination 
of a hospital’s or other provider’s or sup-
plier’s participation agreement.18 Many are 
about failing to disclose information or fail-
ing to provide access to information. Two 
of them entail breaches of the conditions of 
participation in the first place.

Exclusions
There are two types of exclusions from 
Medicare: mandatory and permis-
sive. Mandatory exclusions typically are 
required when another agency has taken 
action against a provider. They must last 
for five years and for the purpose of this 
consideration are relevant if a person has 
a conviction of a crime relating to neglect 
or abuse of patients in connection with 
the delivery of health care;19 not limited 
to federal healthcare programs. The vast 
majority of individuals excluded under this 
provision are home care or skilled nursing 
aides.20 Aggravating circumstances may 
extend the exclusion beyond five years;21 

while mitigating circumstances may dimin-
ish the timeframe.

As mentioned briefly above, one of the 
principal bases for a permissive exclusion 
is available where a provider or individual

Has furnished or caused to be fur-
nished items of services to patients 
(whether or not eligible for benefits 
under title XVIII or under a State 
health care program) substantially in 
excess of the needs of such patients or 
of a quality which fails to meet pro-
fessionally recognized standards of 
health care.22

Note that this is not limited to Medicare 
or Medicaid. Permissive exclusions must 
extend at least a year. “Professional stan-
dards of care” are defined as “Statewide or 
national standards of care, whether in writ-
ing or not, that professional peers of the indi-
vidual or entity whose provision of care is 
an issue, recognize as applying to those peers 
practicing or providing care within a state.”23 
Of the more than 60 individuals excluded 
under the quality of care provision, one 
third are physicians, podiatrists, and den-
tists. A permissive exclusion is available 
for quality reporting which entails making 
false statements or misrepresentation of 
material facts in any application, agree-
ment, bid, or contract to participate or 
enroll as a provider under a Federal health 
care program.24

Civil Money Penalties
As the Medicare program shifted to the 
PPS system, the focus of incentives shifted 
from the over-use that predominated in a 
cost-based reimbursement system to one 
in which under-service would maximize 
reimbursement. Two civil money penal-
ties (CMPs) were designed to address that 
risk.25 A $20,000 CMP may be imposed on 
anyone who “knowingly gives or causes to 
be given to any person, with respect to cov-
erage under subchapter XVIII (Medicare) 
of inpatient hospital services subject to the 
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provisions of section 1395ww of this title 
[the inpatient prospective payment sys-
tem], information that he knows or should 
know is false or misleading, and that could 
reasonably be expected to influence the 
decision when to discharge such person 
or another individual from the hospital.”26 
Note that the penalty applies if a person 
“should know,” not did know. The second 
related CMP is $5000 per hospital patient 
to apply to anyone who “knowingly makes 
a payment, directly or indirectly, to a phy-
sician as an inducement to reduce or limit 
medically necessary services provided 
with respect to individuals”27 who are eligi-
ble for Medicare or Medicaid plus another 
$5000 CMP per patient for any physician 
who accepts such inducement.

Following on the concern regarding 
medical necessity, there is a CMP of up to 
$20,000 for “a pattern of medical or other 
items or services that a person knows 
or should know are not medically nec-
essary.”28 This standard is should know, 
again, not did know. It imputes a stan-
dard of knowledge to the target. It could 
be applied to rendering a wrong service 
or too many services. With respect to 
the quality reporting programs linked to 
payment, there is a whopping $100,000 
CMP per false statement for anyone who 
“knowingly makes, uses, or causes to be 
made or used, a false record or statement 
material to a false or fraudulent claim 
for payment for items and services fur-
nished under a Federal health care pro-
gram.”29 Of course, to apply that CMP to 
the issue of materiality will be the critical 
touchstone.

Quality of Care-based Corporate 
Integrity Agreements (CIAs)
CIAs are used as part of the settlement 
of some False Claims Act cases. Providers 
consent to the obligations in them to avoid 
exclusion from the federal programs. They 
are monitored and must report to the OIG 
over time, typically five years. There are 
eight common elements to most CIAs.30 

But in the context of quality-of-care CIAs, 
the rules are somewhat different.

Under this type of CIA, OIG requires 
that the provider retain an entity with 
clinical expertise to perform quality-
related reviews. For example, some CIAs 
require the provider to retain an indepen-
dent quality monitor that will look at the 
entity’s delivery of care and evaluate the 
provider’s ability to prevent, detect, and 
respond to patient care problems. Other 
quality-of-care CIAs require the provider 
to retain a peer review consultant to evalu-
ate the provider’s peer review and medical 
credentialing systems. Agreements may 
also require the provider to retain a clini-
cal expert to review the medical necessity 
and appropriateness of certain admissions 
and medical procedures.

Of the five quality-of-care CIAs listed 
in place as of February 2025, Universal 
Health Services, a behavioral health hos-
pital company, entered into its agree-
ment regarding medically unnecessary 
services (among other misbehaviors) in 
2020. Four additional quality-of-care CIAs 
involved long-term care facilities and their 
requirements to assure appropriate staff-
ing and quality of care delivered to their 
residents. Several had expired. In 2019, 
Vanguard Health Services and its eight 
related companies entered into an agree-
ment. SpringGate Rehabilitation, another 
nursing facility, entered into a similar CIA 
in 2018. Health Services Management, a 
Texas long-term care company, entered 
into its quality of care CIA in 2017. While 
the number of quality-of-care CIAs is not 
large, it is startling to note that today there 
are more than forty enforcement actions 
the OIG has posted regarding the failure of 
organizations to adhere to their CIAs.

Government Advice

Compliance Guidance
In the 1990s, the government began pub-
lishing compliance guidance directed to 
specific sectors of the health care industry. 
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These were both advocacy documents as 
well as predicates to draft a personalized 
compliance plan for any participant in that 
sector of the industry. The government 
cited many advantages to having a compli-
ance plan besides false claims avoidance, 
among which was the improvement of the 
quality of patient care, although they didn’t 
really identify how that would happen. All 
of the published guidance set forth seven 
common elements of a good compliance 
plan, which all compliance professionals 
know and will not be repeated here. 

In November 2023, the OIG pub-
lished its General Compliance Program 
Guidance (GCPG) and noted that it would 
later focus on industry segment-specific 
compliance program guidance (ICPG) 
once again. As of this writing, OIG has 
only published one ICPG, addressing 
skilled nursing facilities (SNFs). More 
than twenty pages of the GCPG are 
devoted to issues related to quality of care 
and quality of life. The SNF sector’s guid-
ance had always focused more on quality 
than the other sector-specific guidance, 
going back to the original SNF guidance 
published in 2000 and supplemented in 
2008. By contrast, the hospital guidance 
in 1998 mentioned “quality” only four 
times. However, the 2005 supplemental 
guidance on hospitals included a new 
section devoted specifically to “substan-
dard care.” In the small group practices 
and individual physician guidance from 
2000, there was a direct and explicit link 
to quality of care as noted below.

The OIG acknowledges that patient 
care is, and should be, the first prior-
ity of a physician practice. However, 
a practice’s focus on patient care 
can be enhanced by the adoption 
of a voluntary compliance program. 
For example, the increased accu-
racy of documentation that may 
result from a compliance program 
will actually assist in enhancing 
patient care. . . . . Physicians should 

view compliance programs as anal-
ogous to practicing preventive med-
icine for their practice.

More ICPGs are expected to be pub-
lished later in 2025. Given the shift in 
emphasis, both in the GCPG as well as 
the one published so far for nursing facili-
ties, it can be expected that quality of care 
will have much more emphasis in future 
guidance than it has in the past --- thereby 
requiring the industry to adapt in the evo-
lution of their own compliance programs 
and plans.

OIG Guidance to Health Care Governing 
Boards
In the early 2000s, the OIG published a 
number of documents directed at health 
care facility governing boards to heighten 
their consciousness regarding compli-
ance obligations and expectations. OIG 
joined with the American Health Lawyers 
Association (AHLA) in these early pub-
lications. These publications, which can 
be found on OIG’s website, are: OIG and 
AHLA, “Corporate Responsibility and 
Corporate Compliance: A Resource for 
Health Care Boards of Directors” (2003); 
OIG and AHLA, “An Integrated Approach 
to Corporate Compliance: A Resource 
for Health Care Organization Boards of 
Directors” (2004); and three years later 
with a clear focus on quality of care, OIG 
and AHLA, “Corporate Responsibility and 
Health Care Quality: A Resource for Health 
Care Boards of Directors” (2007).

In 2015 the OIG joined with AHLA, 
the Association of Healthcare Internal 
Auditors (AHIA), and the Health Care 
Compliance Association (HCCA) to 
offer “Practical Guidance for Health 
Care Governing Boards on Compliance 
Oversight.”31 That document cites a range 
of resources from the Federal Sentencing 
Guidelines to the OIG’s own CIAs as well 
as its compliance guidance, including an 
emphasis on making the scale and scope 
of programs appropriate to the size and 
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complexity of the organization, quoting 
its own position on flexibility for physi-
cian practices in their model compliance 
guidance and at the same time calling 
out quality-related events for specific 
attention. The document cites as implied 
direction enforcement settlements, CIAs 
as noted above, and the VBA-VBE regula-
tions. These pronouncements make clear 
the enforcers’ views, along with those who 
operate and audit health care facilities, 
that quality is an essential aspect of health 
care compliance.

What to Do
Most actors in the health care arena will 
have to revisit their compliance plans if 
they want to take into account the implica-
tions set forth here in a meaningful way. 
The point of a compliance plan is to facili-
tate doing the right thing and take action if 
mistakes are made. As an ongoing matter, 
following government enforcement devel-
opments, including the substantive issues 
in quality of care CIAs, settlements, and 
the coming OIG guidance updates, will be 
important. But in almost any health care 
enterprise, to assure a better chance of 
doing the right thing clinically a significant 
step would be to standardize operations 
to the science as much as possible. This 
means adopting clinical practice guide-
lines and other evidence-based statements 
of proper care delivery to drive standard-
ized documentation, among all clinicians, 
along with standardized use of ancillary 
personnel and use of expensive equipment 
and services.

A more formalized way to do this is to 
adopt the techniques of clinical integra-
tion within the health care enterprise.32 
As we have seen, with increasing govern-
ment attention over the last ten years, the 
need now to focus on quality as part of 
compliance has become far more urgent. 
There are resources to help.33 Because 
physicians drive most of what gets ordered 
and delivered in health care, along with 

non-physician practitioners, they are a 
critical element in successful quality man-
agement, including avoiding trouble. This 
article is intended to stimulate invigorated 
approaches to these critical issues. We 
assist our clients in doing that very thing.
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