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1 Full Disclosure—Surprise 
Billing and Hospital Price 
Transparency in 2022—

Lisa A. Lucido and Benjamin C. Fee, Hall Render Killian 
Heath & Lyman PC

In an effort to promote greater transparency for 
consumers in health care, Congress, the Department 
of Health and Human Services (HHS), the Centers 
for Medicare & Medicaid Services (CMS), and several 

states have implemented laws and regulations related to 
price transparency and surprise billing.

Surprise Billing. After years of debating a federal solu-
tion to end surprise medical bills, on December 22, 
2020, Congress passed the No Surprises Act (Act). At 
a high level, the Act prohibits balance billing for: (1) 
emergency services provided by an out-of-network 
provider; (2) non-emergency services provided by an 
out-of-network provider at an in-network facility; and 
(3) air ambulance services. The requirements under the 
Act were effective January 1, 2022.

Issues in 
Health Law
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HHS, the Department of Labor, the Department of 
Treasury, and the Office of Personnel Management (col-
lectively, Departments) issued two interim final rules 
(IFRs) on July 13, 2021 and September 30, 2021, respec-
tively, to implement certain provisions of the Act. The 
first round of rulemaking addressed: (1) the scope of the 
surprise billing prohibition; (2) the process by which 
patient cost-sharing and the provider out-of-network 
rate is calculated; (3) the notice and consent process 
in cases where patients can waive their balance-billing 
protections under the Act; and (4) a complaint process 
for any potential violations. The second IFR addressed 
(in relevant part): (1) the independent dispute resolu-
tion process; (2) good faith estimate requirements for 
uninsured/self-pay patients; and (3) the patient-provid-
er dispute resolution process. 

Looking to the Future—Implementation, Enforcement, 
and Future Rulemaking. Implementation of the Act 
requires substantial changes in how providers, facilities, 
and health plans operate. Internal workflows, technol-
ogy, and communication processes with patients will 
need to be revamped to comply with the requirements 
under the Act. While HHS has deferred enforcement 
of some of the Act’s requirements including: (1) the 
requirement for providers/facilities to provide a good 
faith estimate for insured patients; and (2) the require-
ment the good faith estimate include expected charges 
from co-providers and co-facilities, it is not known 
whether HHS will exercise its enforcement discretion 
elsewhere. Additionally, several other key provisions of 
the Act are still subject to future rulemaking, including: 
(1) implementation of plan and issuer drug price report-
ing; and (2) implementation of the good faith estimate 
process and advanced explanation of benefits (EOB) for 
insured individuals. Only time will tell whether HHS 
will respond to stakeholder concerns through further 
rulemaking, sub-regulatory guidance, or additional 
enforcement delays. 

Hospital Price Transparency Enforcement Ramps-Up. 
The federal regulation requiring hospitals to publicly 
disclose the prices they charge for items and services, 
including negotiated reimbursement rates with third-
party payers, was effective January 1, 2021. The rule 
survived multiple legal challenges and the change in 
administrations following the 2020 presidential election. 
In fact, the Biden administration has only reinforced the 
federal government’s commitment to ensuring consum-
ers have access to health care pricing information.

As evidence of that commitment, CMS audited hospital 
compliance with the price transparency rule through-
out 2021. Those audits resulted in hundreds of hospitals 
receiving warning letters for noncompliance, usually 
with a 90-day period to resolve the cited deficiencies. 
Although there were no public reports of CMS penaliz-
ing a hospital for noncompliance as of this writing, such 
occurrences appear inevitable given the administration’s 
commitment to enforcement.     

CMS also finalized increases in the financial penalties 
for noncompliance. The original rule capped the finan-
cial penalty at $300 per day per hospital, a relatively 
insignificant amount that likely contributed to hospital 
noncompliance. As a result, CMS raised the financial 
penalties to $10 per day per bed for most hospitals. 
Hospitals with 30 beds or fewer are still subject to a 
minimum penalty of $300 per day and hospitals over 550 
beds a maximum penalty of $5,500 per day. The change 
increases the potential penalties for a year of noncom-
pliance for hospitals over 550 beds from $109,500 to a 
maximum of $2,007,500. The increased penalties apply 
to noncompliance beginning January 1, 2022.      

Good Faith Estimates. Along with the increased enforce-
ment of the hospital price transparency rules, HHS fi-
nalized rulemaking implementing a provision in the Act 
that requires providers to communicate a “good faith 
estimate” (GFE) of expected charges to uninsured (in-
cluding self-pay) patients upon their request and at the 
time of scheduling the health care item or service. That 
requirement begins January 1, 2022. Future rulemaking 
will implement a similar requirement for providers to 
provide payers a GFE of expected charges for insured 
patients. These new requirements only reaffirm the 
ongoing commitment from the federal government to 
price transparency in health care.

2 Provider M&A Faces New 
Antitrust Headwinds—

Lisl Dunlop, Axinn, Veltrop & Harkrider LLP 

The change in administration has brought a more ag-
gressive approach to antitrust enforcement with a sharp 
focus on the health care industry. In July 2021, President 
Biden issued a sweeping Executive Order on Promot-
ing Competition in the American Economy reassert-
ing the administration’s policy to vigorously enforce 
the antitrust laws through a whole-of-government 
approach.1 The Biden Executive Order pointed out that 
past health care mergers had led to a situation where the 
ten largest health care systems now control a quarter 
of the market, and hospital consolidation has left many 
geographic areas, especially rural communities, without 
good options for convenient and affordable health care. 
The Biden Executive Order exhorted the Federal Trade 
Commission (FTC) and Department of Justice (DOJ) 
Antitrust Division to step up their enforcement activi-
ties to address these problems. 

While the antitrust agencies have had a successful 
program of enforcement against health care merg-
ers throughout the Trump administration and earlier 
Democratic administrations—including bringing several 
successful court challenges—the Biden Executive 
Order, as well as recent agency statements and actions, 
signal a major shift in the way that the agencies (in par-
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ticular the FTC) will approach provider mergers going 
into 2022 and beyond. 

Investigations with broader scope. FTC Chair Khan’s Oc-
tober 2021 memo to staff on the Commission’s priorities 
identified the need to use a broader frame of reference 
to assess the effects of transactions on competition. 
In contrast to the traditional approach of analyzing 
provider transactions primarily in terms of their impact 
on prices paid by commercial insurers, Khan has di-
rected staff to consider a wider range of effects, such as 
impacts on workers and small businesses and effects on 
marginalized communities. Providers with deals before 
the Commission are already seeing a significantly wider 
range of questions from the FTC around the possible ef-
fects of the deal on medical professionals and other staff, 
including the existence of non-compete agreements and 
other aspects of competition relating to employment. 
The socioeconomic impacts of transactions also are 
likely to become an area of interest; although transac-
tions can lead to increased investment in health care as-
sets in marginalized communities, demonstrating such 
procompetitive impact can be challenging. 

New guidelines and changing approaches. Consistent 
with the Biden Executive Order and the FTC’s new 
“holistic” approach, both antitrust agencies have an-
nounced a review of the current horizontal merger 
guidelines, suggesting that the current version (intro-
duced in 2010) may be “overly permissive.” The FTC 
has already taken a more dramatic step in repealing 
vertical merger guidelines that were introduced only 
last year, with the Democratic Commissioners express-
ing doubts as to the basis for arguments that vertical 
integration can have procompetitive effects. It is also 
likely that the 25-year-old joint agency Statements of 
Antitrust Enforcement Policy in Health Care—which 
extend far beyond mergers—also will be reconsidered. 
The underlying presumption for these developments is 
that the existing agency guidelines under which health 
care transactions have been judged in the past have 
contributed to the current “rampant consolidation and 
dominance” and need to be changed. Until new guid-
ance issues, however, there will be more uncertainty 
about how the agencies will approach health care deals. 

More investigations of consummated transactions. The 
Biden Executive Order encouraged the FTC and DOJ to 
“challenge prior bad mergers that past Administrations 
did not previously challenge.”2 In addition, ostensibly 
due to workload constraints, the FTC has taken the 
approach of sending merging parties a letter after the 
expiration of the Hart-Scott-Rodino (HSR) premerger 
notification waiting period indicating that the investiga-
tion is ongoing and that they complete their deal at their 
own risk. While post-consummation challenges were 
not unknown before now, they have been relatively rare, 
particularly when a transaction had been through the 
HSR review process. Organizations that have previously 

completed significant transactions should anticipate 
new and ongoing inquiries from the FTC, which may 
lead to enforcement action. 

Increased attention to non-hospital provider mergers. 
Early in 2021, the FTC initiated a study of the impacts 
of non-hospital provider mergers—including combina-
tions of physician groups, hospital acquisitions of physi-
cian practices, and mergers of non-hospital outpatient 
facilities—examining both price effects and non-price 
factors, such as health care outcomes. While the FTC 
has in the past investigated and challenged physician 
group mergers, such as Sanford Health’s acquisition of 
Mid-Dakota Clinic in 2017, parties are likely to see more 
investigations of transactions involving providers and 
potentially more enforcement activity, including chal-
lenges to consummated deals, as the results of the FTC’s 
study become available.

3 Pandemic-Related  
Enforcement and  
Oversight—

Jody Rudman, Husch Blackwell, LLP 

The COVID-19 pandemic ushered in an unprecedented 
array of measures to provide relief, assistance, and mon-
etary protections for Americans, businesses, and health 
care systems and providers, among others. The Corona-
virus, Aid, Relief, and Economic Security Act (CARES 
Act), signed into law on March 27, 2020, served as the 
initial major relief package. The CARES Act alone made 
available $2.2 trillion in relief funds through a number 
of programs.3 These include the Paycheck Protection 
Program (PPP) and Provider Relief Fund.4

With any funding mechanism of such a substantial size, 
post-hoc enforcement is inevitable. Indeed, DOJ quickly 
proclaimed its intention to investigate misconduct 
associated with CARES Act and COVID-19.5 Hotlines 
were established for reporting fraud and U.S. Attor-
neys’ Offices were encouraged to maintain prosecu-
tion resources dedicated to COVID-19-related fraud 
cases.6 While the rollout of the CARES Act and other 
pandemic relief programs was extremely quick, many 
investigations, audits, and enforcement activities—par-
ticularly with regard to the Provider Relief Fund—will 
likely take years. 

Early enforcement efforts of misused CARES Act funds 
are already well under way. Less than a year after the 
pandemic began, DOJ announced scores of criminal 
fraud cases, at least 11 civil fraud actions to enjoin 
fraudulent coronavirus-related schemes, and more than 
50 PPP cases involving over $225 million in intended 
loss.7 Loan applicants who lied on their applications 
about their businesses or who claimed entitlement to 
funds not borne out by actual fact have already been 
the target of investigation and prosecution. Similarly, 
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federal prosecutors and investigating agencies have un-
covered and pursued the misuse of PPP funds for luxury 
purchases, the payment of personal debt, stock market 
investments, and the like.8 These types of enforcement 
efforts are ongoing and can be expected to continue 
steadily for some time. 

More complex investigations and more complicated 
fraud schemes or False Claims Act cases will likely 
follow audits under the CARES Act’s Provider Relief 
Fund. Recipients of CARES Act funding have found 
themselves navigating through complex and changing 
terms and conditions of participation in the program. 
The first tranche of funding simply arrived in provid-
ers’ bank accounts, with an after-the-fact attestation or 
presumed attestation of entitlement to the funds if they 
were not returned. Guidance governing entitlement and 
reporting has shifted over time. Recipients are bound to 
spend the funds within the boundaries of the program, 
but that guidance has been similarly uneven. The pro-
gram itself entails mandatory reporting, self-auditing, 
audits by HHS, and claw-backs of funds improvidently 
granted or improperly spent. This is a recipe ripe for 
years of enforcement efforts. 

Enforcement activity may come from any number of 
sources, some established within the CARES Act itself, 
and others that already exist in the law. These include 
the Office of Inspector General for Pandemic Recovery, 
which exists within the Department of the Treasury 
and oversees the PPP, among other programs; and the 
Pandemic Response Accountability Committee, which 
consists of 20 Inspectors General of various Depart-
ments and is tasked with conducting, coordinating, and 
supporting them in their oversight of CARES Act funds. 
Enforcement mechanisms also include the existing 
federal False Claims Act9 and a number of criminal laws 
that are used to prosecute and punish fraud schemes. 

Contemporaneous documentation will be key as the au-
dits and investigations unfold. Keeping guidance docu-
ments, even as they shifted, that bore upon decision 
making will prove a helpful tool for proving good faith. 
Internal audits, including responsiveness to employee 
or whistleblower concerns, should help mitigate future 
problems. Targets of enforcement activities would be 
wise to have a response plan and to maintain important 
communications. Such efforts may help minimize the 
risk of a negative post-hoc audit for providers.

4 Health Care Workforce  
Employment Law Issues  
to Watch in 2022—

Shalyn Smith McKitt, Balch & Bingham LLP

We thought 2020 was unprecedented, but health care 
employers were faced with new challenges in employ-
ment law as the world adapted to COVID-19 in 2021. 

And 2022 won’t be any different. The introduction of 
vaccines in 2021 led to workforce dilemmas and the 
shift to the new “normal” called for regulation of the 
industry regarding the safety and welfare of health care 
employees. In 2022, there are four issues for health care 
employers to watch.

Vaccine Mandates. As 2021 came to a close, the issue 
of requiring employees to be vaccinated became even 
more contentious than before. As a result, health 
care employers will most likely find themselves torn 
between implementing vaccination policies and forego-
ing them in 2022. In September 2021, President Biden 
ordered vaccination mandates for the federal workforce, 
federal contractors, and private sector businesses with 
more than 100 employees. The administration also an-
nounced that it would require COVID-19 vaccinations 
for health care workers in hospitals and other facilities 
and settings that participate in Medicare and Medicaid. 
This order came shortly after litigation in multiple states 
where hospital employees refused to follow hospital 
policy requiring the COVID-19 vaccination. Under 
an interim final rule issued in November 2021, CMS 
required health care providers to establish policies to 
ensure all eligible staff receive two doses of the Pfizer or 
Moderna shots or one dose of the Johnson & Johnson 
vaccine by January 4, 2022. However, federal courts 
in November 2021 blocked the administration from 
enforcing the vaccine requirement for health care work-
ers nationwide. Federal district courts in Missouri and 
Louisiana granted preliminary injunctions to a number 
of states challenging the IFR after finding they were 
likely to succeed on their claim that CMS exceeded 
its statutory authority. The courts refused to stay the 
injunction pending appeal. In 2022, health care employ-
ers will have to monitor how these challenges play out 
in court or decide to move forward with vaccination 
requirements on their own. 

COVID-19 Exposure Liability. 2021 marked the begin-
ning of lawsuits from family members of health care 
workers who contracted COVID-19 when at work. 
Cases in New Jersey and Illinois demonstrate just how 
unexpected these lawsuits were, and likely will be in the 
coming year. Essentially, most workforce members are 
usually prohibited from bringing suit against their em-
ployers for contracting a disease at work under workers’ 
compensation laws. But, when a family member is 
exposed due to an employer’s negligent management of 
the disease in the workplace, the employer is exposed 
to liability. Employers will need to ensure they follow 
government guidelines and manage the spread of CO-
VID-19 to avoid these lawsuits.

Staffing Shortages. In 2022, the health care workforce 
shortage will probably continue its spiral, and health 
care providers will be faced with more challenges 
than ever before. It is currently estimated that by 2030 
there will be a global shortfall of more than 10 million 
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nurses, for example. Research shows that COVID-19 
has impacted the health care workforce both physically 
and mentally. Employees are not only more susceptible 
to contracting COVID-19, but they are also prone to 
increased stress and mental health issues. Health care 
providers have to take time in 2022 to focus on retaining 
and growing their workforces before it is too late. Or-
ganizations like the World Health Organization and the 
American Hospital Association have published widely 
on this topic and can be great resources for health care 
employers. 

Whistleblower Cases on the Rise. States are reacting to 
the rise of whistleblower claims related to COVID-19, 
and 2022 will likely signal a new era for these claims for 
health care providers. Generally, under federal law and 
most state laws, employers cannot retaliate against an 
employee who reports a practice that threatens public 
health and safety. However, in 2020 and 2021 these com-
plaints skyrocketed due to employees with concerns 
regarding the availability of personal protective equip-
ment (PPE), the implementation of facemask policies, 
or lack of COVID-19-related training. Cases in Califor-
nia, Texas, and Illinois included employees who raised 
these kinds of concerns and were ultimately terminated. 
New York has already started to react to this phenom-
enon by updating its labor laws in 2020, but other states 
are sure to follow.

5 Beware, Ransomware:  
Considerations When  
System Access Exceeds the 
Value of the (Digital) Assets—

Nathan A. Kottkamp, Williams Mullen

Ransomware is a current darling of cybercriminals for 
a broad array of industries, and for good reason: the 
return on investment from extortion can be extraordi-
nary. The health care industry is particularly vulnerable 
because the value and importance of having access 
to data are separate from, and often greater than, the 
inherent value of the data itself.    

As a general matter, cybercrime is pervasive because 
nearly all important information in today’s world is digital. 
Recall the famous quote from Willie Sutton on why he 
robbed banks: “Because that’s where the money is.” To-
day, the value of so many things is in bits and bytes. And, 
unfortunately, cybercriminals have learned that breaking 
into “secure” systems is actually not overly difficult.  

Once the criminals compromise a system, the next 
question is what to do. The most obvious options 
include (1) stealing and selling data, (2) using the data 
to establish financial fraud schemes, and (3) holding 
the entity hostage. Since the first two options often 
require considerable follow-up work and leave more 
detailed cyber footprints, the returns on “investment” 

make them less attractive for many cybercriminals. By 
contrast, holding an entity hostage with an encryp-
tion program is comparatively simple, and the payout 
(where the attack actually yields a ransom) is nearly 
immediate. Furthermore, the rise of cryptocurrency has 
made the receipt of ransom funds substantially easier 
and swifter than traditional methods of exchanging and/
or laundering large amounts of money and/or trying to 
sell health information on the “dark web.” Finally, with 
respect to scale, the effort to breach security may not 
differ all that much based on the entity’s size. As a result, 
cybercriminals have an incentive to go big.

As frustrating as it may be, at this point in the evolution 
of our digital lives, the risk of ransomware should not 
be considered a surprise for any entity. Therefore, all 
entities should have a response plan, with at least three 
core components:

 ◗ Preventive: keep educating employees about the 
fundamental ways in which digital systems become 
compromised, particularly how the vast majority 
of compromises involve basic gullibility and human 
error.  

 ◗ Operational: by maintaining a robust system of 
backups, redundancies, and data segmentation, 
entities can substantially reduce the impact on their 
systems.  

 ◗ Strategic: to pay or not to pay, that is the ques-
tion. If the entity anticipates a willingness to pay, it 
should consider such variables as its payout limit, 
how it will assemble the funds, and whether anyone 
in the organization has cryptocurrency experience. 
If the entity plans not to pay, it should consider its 
strategies and alternatives to operating without the 
original data, what kind of messaging it will provide 
to patients and business partners while its systems 
are compromised, and its public image management 
if the ransomware attack blows up in the traditional 
or social media.  

Beyond the above, all entities should have robust cyberin-
surance to help mitigate the costs of managing an attack.10  

It would be helpful if there were straightforward and 
consistent guidance on what to do in response to an 
attack. Unfortunately, recommendations and actual 
experiences vary. Remarkably, even the Federal Bureau 
of Investigation (FBI) does not take a strong position; 
instead, it offers only that “The FBI does not encourage 
paying a ransom to criminal actors.”11 Furthermore, it 
is likely (but not entirely clear) that paying a ransom is 
de facto illegal under certain current laws. There also are 
various proposed laws floating around state legislatures 
that would directly and expressly address the legality 
of such payments. Of course, punishing the victims of 
an attack may not reduce the number of attacks or the 
number of payments. Reporting matters to law enforce-
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ment is sensible, but it may not help a current victim. 
Finally, despite the encouraging news that DOJ was able 
to recover a significant portion of the Colonial Pipeline 
ransom, it is unlikely that law enforcement would de-
vote similar recoupment efforts to small medical prac-
tices or facilities. As a result, health care entities may be 
left with little practical guidance and few supports in the 
event of an attack.  

In the context above, response strategies have become 
even more complicated by questionable reliability of the 
criminals to do as they say. Specifically, there is a signifi-
cant risk that the criminals will take a victim’s money 
but then not actually return/release the ransomed data. 
Another risk is that paying a ransom in the first place 
may increase the likelihood of being a repeat victim 
based on the presumption that payment once signals 
willingness to pay again. For what it is worth, game 
theory probably has a lot to say about ransomware for 
both the bad actors and the victims. Specifically, if too 
many criminals fail to restore encrypted data, then vic-
tims will be much less likely to pay. If victims uniformly 
refuse to pay, then ransomware may be worthless. Of 
course, with so many actors, the range of responses is all 
but certain to keep ransomware around for a while.

While the discussion above primarily focuses on money 
and logistics, it is important not to lose sight of why 
health care entities (and those with which they con-
tract) are particularly vulnerable: lives depend on data. 
Significantly, a case that is currently working through 
the courts expressly poses the question about causation 
between a ransomware attack and a baby’s death. Spe-
cifically, according to the lawsuit, a multi-day ransom-
ware attack on Springhill Medical Center compromised 
a wide array of the hospital’s systems, including its fetal 
monitors, which led to the failure to detect complica-
tions with one of the hospital’s pregnant patients and 
which then was a material cause of the baby’s death nine 
months after birth.12 Regardless of the outcome of this 
particular case, there will undoubtedly be subsequent 
lawsuits, presumably with much tighter facts and easier 
causation arguments.

Finally, as if the above issues with ransomware were 
not enough for providers, the Office for Civil Rights 
(OCR) has taken the position that all ransomware inci-
dents must be considered under the Health Insurance 
Portability and Accountability Act (HIPAA) Breach 
Notification Rule.13 Significantly, because there are no 
bright line standards in the Breach Risk Assessment 
requirements,14 entities may be forced to make the 
difficult choice of providing expensive and potentially 
image-damaging notice about an event that actually 
may not have compromised patient information in the 
first place or, in the alternative, risk a significant en-
forcement penalty if the OCR learns about the incident 
and then disagrees with the entity’s breach risk assess-
ment conclusions.

Unfortunately, the risks of ransomware are not limited 
to organizations. The stakes are growing at the per-
sonal level as “connected” devices and the “internet 
of things” put more and more health information in 
internet-accessible form. Imagine a person with a con-
nected pacemaker who receives an email saying: “I’ve 
hacked your heart, now pay up in bitcoin,” or consider 
a diabetic individual who gets a text along these lines: 
“Do you know what your blood sugar is right now? I 
do. To unlock your monitor, send $100 to [anonymous 
account].” With these types of situations, game theory, 
once again, comes into play, where the scope, amount 
of ransom, and ease of payment may enable criminals to 
make a fortune from a large-scale attack with relatively 
small ransoms that are very likely to be paid because the 
risks of non-payment are potentially fatal. It is for these 
circumstances, that anyone developing a health care app 
or a connected device should incorporate robust secu-
rity features at the absolute outset of the design process 
(i.e., “security by design”). Similarly, providers, insur-
ers, or others who recommend or reimburse for the use 
of connected devices should be mindful of the security 
features built into the systems, lest they find themselves 
indirectly liable for individual device attacks.

As long as information is digital, it will be vulnerable. 
And, it is foolish to assume that the cybersecurity 
industry will actually stay ahead of cybercriminals. Of 
course, this does not mean ignoring technical features 
to minimize the risk of a successful attack or structural/
operational features to reduce the impact of a successful 
attack. But reliance on these measures is not enough; 
workforce education is also essential. 

Until cybercriminals move on to a new favorite method 
of attack, entities should assume that a ransomware 
attack could happen at any moment. As a result, it is 
essential to have a logistical plan for either restoring the 
entity’s relevant data or operating without such data, 
and it is equally important to have a strategy regard-
ing whether to pay. With any luck, a victim entity will 
merely have to deal with the significant challenges of 
implementing its plan rather than the even greater 
challenge of figuring out its plan and rolling it out at the 
same time. #forewarnedisforearmed 

6 The Health Care Workforce 
IDEA (Inclusion, Diversity, 
Equity & Accessibility)—

Tiffany Buckley-Norwood, Trinity Health

Diversity and inclusion in the health care workplace 
carries several benefits, such as higher employee mo-
rale, better recruitment and retention, more creative 
problem solving through varied perspectives, and better 
care for the community.15 The following are three areas 
to watch.
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Defining Diversity. As health care employers continue to 
create and implement diversity initiatives, it is impor-
tant to define diversity. That definition may continue to 
change in 2022, just as it has in the past. Early civil rights 
laws, such as the Equal Pay Act of 1963, Title VII of the 
Civil Rights Act of 1964, and the Age Discrimination in 
Employment Act (1967), in addition to early Presi-
dential Executive Orders, reflect that the conversation 
about diversity began with overt characteristics, such 
as race, gender, religion, and national origin. Next the 
diversity discussion continued to expand to protections 
for medical condition such as disability, pregnancy, 
and genetic information. This is seen in the passage of 
the Pregnancy Discrimination Act (1978), Americans 
with Disabilities Act of 1990, Family Medical Leave Act 
(1993), and Genetic Information Nondiscrimination Act 
(2008). Then, the diversity conversation expanded again 
to include more discussions around equity, accessibil-
ity, and sexual orientation. This is seen in the passage of 
the Lilly Ledbetter Fair Pay Act (2009), the accessibility 
and breast milk expression provisions of the Affordable 
Care Act (2010), and changes to existing laws to include 
gender identity and sexual orientation as forms of sex 
discrimination.16 It is also seen in the passage of numer-
ous state laws related to pay equity and paid family and 
medical leave. The definition of diversity will likely 
continue to expand into 2022 to involve more lifestyle 
topics. During the pandemic, employees spent more 
time with their families and working from home, which 
has prompted them to reevaluate how work impacts 
their life. 

As the definition of diversity continues to expand, 
employers will need to be able to clearly articulate what 
“diversity” means for their organization. A starting 
foundation should be state and federal civil rights laws 
to avoid creating unlawful policies. But the culture of a 
health care workplace should also dictate other specifics 
of the diversity definition for the organization.

Unconscious Bias and Microaggressions. Just as the 
definition of diversity has expanded, the definition of 
inequality has as well. In 2020 and 2021, the terms “un-
conscious bias” and “microaggressions” became more 
prominent in the national dialogue around diversity and 
inclusion. Specific to the health care industry, there was 
a focus on health care inequalities (particularly related 
to the pandemic), potential causes for those inequali-
ties, and laws that could be enacted to remediate those 
causes. For example, on June 1, 2021, Michigan’s De-
partment of Licensing and Regulatory Affairs (LARA) 
adopted new administrative rules mandating implicit 
bias training as part of the knowledge and skills neces-
sary for obtaining and maintaining a health care license 
in Michigan.17 More states may make unconscious bias 
training mandatory for health care workers. Addition-
ally, more health care employers may voluntarily decide 
to include an unconscious bias segment in their training. 
In doing so, however, it is important to be aware of any 

laws or regulations that dictate or restrict the content of 
that training. For example, non-revoked federal Execu-
tive Order 13950 prohibited federal contractors from 
using certain types of diversity and unconscious bias 
training.

Use of Statistics in Diversity Initiatives. Under the federal 
Executive Order 11246, the Rehabilitation Act, and 
Vietnam Era Veterans Act, many health care employ-
ers who are federal contractors are already required 
to utilize statistics to create diversity goals as part of a 
formal affirmative action plan. But other employers are 
starting to see the benefit of using statistics to be more 
efficient in creating and tracking their strategic diversity 
initiatives. While such statistics can be a benefit, there 
are certain pitfalls that should be avoided. For example, 
public pronouncements that involve statistics should 
be carefully worded to minimize claims of intentional 
discrimination or disparate impact discrimination, in 
violation of state and federal civil rights laws. Likewise, 
while it is permissible to create goals based on diversity 
analytics, creating quotas may lead to claims of discrimi-
nation. Thus, it is important to have an employment 
attorney familiar with the pitfalls of such statistical 
analysis review any strategic plan based on diversity 
analytics for appropriate wording.

In conclusion, the conversation around what constitutes 
diversity and how to achieve it will continue to evolve 
in 2022. It is important to remain up to date on the laws 
regulating this area to avoid pitfalls.

7  
Securing the Supply Chain 
for Health Care Providers—

Michael Herald, Guardian Healthcare, and Sarah 
Swank, Nixon Peabody LLP

In the early days of the pandemic, many health care 
providers, their workers, and patients experienced first-
hand the impact of supply chain disruption. Supplies 
such as masks, gloves, and gowns used to keep worker 
safe were in limited supply. In some parts of the coun-
try, supply chain issues left surging hospitals without 
enough PPE or ventilators to care for those infected 
with COVID-19. 

Today, challenges with the supply chain persist. While 
the global marketplace has slowly reopened and manu-
facturing resumed, we are still competing for scarce 
resources with other countries. The United States also 
has experienced an inability to manage the uptick in 
imports at major shipping ports due largely to a lack 
of drivers for the trucks that play an important role in 
carrying goods out of ports for delivery. Critical medical 
supplies and equipment remain in short supply poten-
tially jeopardizing patient care or worker safety. 
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FDA Guidance and Waivers

During the initial weeks of the pandemic, the Food and 
Drug Administration (FDA) in conjunction with the 
Centers for Disease Control and Prevention (CDC) 
provided guidance regarding alternatives to PPE such as 
cloth masks and actions to take when medical supplies 
were low. In October 2021, the FDA published a notice 
announcing the process for making COVID-19 guidance 
available to the public, including periodic publication of 
consolidated notices describing all COVID-19-related 
guidance issued during a relevant period.18 The FDA 
said the new process will help the agency more rapidly 
disseminate and implement recommendations and poli-
cies related to COVID-19. Earlier in the year, the FDA 
published updated information on exercising enforce-
ment discretion for importing certain medical devices 
during the pandemic. Providers should look to prior 
guidance on single use and infection control processes 
with concerns of medical supply shortages.

OSHA Enforcement

Procuring PPE like N95 respirators has always been 
important for health care providers. The Occupational 
Safety and Health Administration’s (OSHA’s) respira-
tory protection program standard requires employers 
to provide appropriate protection for employees from 
a known hazard, like COVID-19, in the workplace.19 
OSHA and many state agencies are updating guidance 
for employers as the pandemic continues. Providers 
must ensure they secure adequate supplies of PPE for 
health care workers to avoid fines and penalties from 
OSHA or state agencies. 

Defense Production Act 

During the initial phase of the pandemic, it quickly 
became apparent that the national stockpile did not 
contain sufficient supplies to support the increased 
demand across the country as individual health care 
providers experienced shortfalls in their own inven-
tory. Eventually, the Federal Emergency Management 
Agency (FEMA) and HHS moved to increase supply 
and domestic production of medical supplies and equip-
ment under the Defense Production Act. FEMA and 
Customs and Border Protection also continue to work 
to prevent domestic brokers, distributors, and others 
from diverting critical medical resources overseas.

Role of States

Individual health care providers and states were 
also competing for the same limited resources. State 
governors prepared executive orders to address supply 
shortages especially in surge areas. For example, in New 
York, a ventilator shortage during the initial surges of 
the pandemic prompted the governor to issue an execu-
tive order allowing supplies, equipment, and staff to be 
redistributed across the state to hard hit areas, as well as 

acknowledging that ventilators intended for one patient 
were now being used for two patients. 

Supply Chain Fraud 

The supply shortage also opened the door to fraudulent 
activity. On April 2, 2020, DOJ released an alert regard-
ing enforcement by the FBI and DOJ against those 
hoarding scarce medical supplies like PPE and hand 
sanitizer and then selling them at excessive prices.20 
Other health care providers experienced fraud when 
they ordered and paid for critical supplies that never ar-
rived. The FBI issued releases to look out for suspicious 
activity related to fraudulent sales, including warn-
ing signs such as unusual payment terms, last-minute 
excuses for delays in shipment, and last-minute changes 
in payment terms.

Crisis Standard of Care

COVID-19 pandemic surges have impacted health care 
system capacity including space, staff, and supplies. A 
crisis standard of care describes the plan for manag-
ing patient services and allocating scarce resources. A 
crisis standard is defined as a substantial change in usual 
health care operations and the level of care it is possible 
to deliver during a pervasive or catastrophic disaster. 
Reviewing and planning for a crisis standard of care 
prior to a surge helps ensure health care providers have 
critical guidance in place before facing a need to ration 
or allocate scarce resources.

It Is Not Over 

As the pandemic continues, the idea of a well-managed 
supply chain is being redefined. Supply chain models 
use to reward those who kept a limited supply of what 
they needed on hand with close review of expira-
tion dates to eliminate waste. As we look to 2022 and 
beyond, the global pandemic may have a lasting impact 
on how the medical supply chain affects the delivery of 
health care. 

8  
Behavioral Health Transac-
tions Outlook for 2022—

Purvi Maniar, Norton Rose Fulbright US LLP

Already one of the most active sectors in health care 
mergers and acquisitions for a number of years, be-
havioral health was propelled to the forefront by the 
challenge to our collective mental health and wellbe-
ing posed by COVID-19. During the pandemic, about 
four in ten adults nationwide have reported symptoms 
of anxiety or depressive disorder—a four-fold increase 
from pre-pandemic levels.21 While rates of childhood 
mental health concerns and suicide have been rising 
steadily since 2010, the pandemic intensified this crisis. 
Following dramatic increases across the country in 
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emergency department visits for pediatric mental health 
emergencies, including suicide attempts, the American 
Academy of Pediatrics, the American Academy of Child 
and Adolescent Psychiatry, and the Children’s Hospital 
Association recently jointly declared a National State 
of Emergency in Children’s Mental Health, issuing a 
call to action to policy makers.22 In light of the growing 
pediatric mental health crisis, several bills have been 
introduced in Congress that are intended to improve 
students’ access to mental health services and provide 
funding for suicide awareness and prevention.23

The increase in demand led to several significant 
behavioral health transactions in 2021. For example, 
Lyra Health, which provides comprehensive mental 
health services through employee assistance programs, 
raised $200 million in its latest funding round (bringing 
its valuation to over $2 billion) in order to accelerate 
delivery of mental health benefits for companies with 
employees around the world.24 In June 2021, global 
investment giant, KKR announced the launch of Geode 
Health, which intends to build a new platform to offer 
in-person and virtual outpatient mental health across 
the United States. Overall, by the second quarter of 
2021, there were already 119 behavioral health transac-
tions, on track to more than double the 179 transactions 
completed in all of 2020.   

On the regulatory side, the federal Consolidated Ap-
propriations Act, 2021 (CAA) amended the federal 
Mental Health Parity and Addiction Equity Act, includ-
ing new reporting and oversight requirements focused 
on strengthening mental health parity requirements 
applicable to group health plans. The CAA as well as 
the American Rescue Plan Act of 2021 continued and 
expanded telehealth funding and reimbursement due to 
the COVID-19 public health emergency.25 These fund-
ing and reimbursement expansions, as well as regula-
tory flexibility implemented in 2020 related to physician 
state licensure, prescribing controlled substances, and 
HIPAA compliance related to the provision of telehealth 
(including telebehavioral health) services, is limited to 
the duration of the public health emergency at this time. 
However, they have helped prove the effectiveness of 
health care services via telemedicine, particularly in 
behavioral health. Given the national shortage in behav-
ioral health providers, as well as the fact that, because a 
physical exam is usually not required, behavioral health 
services can generally be provided remotely much 
more often than general telemedicine services, key 
stakeholder groups are pushing to make these changes 
permanent. 

Despite the increase in behavioral health transactions, 
the behavioral health market remains highly fragment-
ed. Aside from a handful of established players, most 
behavioral health providers are small or solo practices or 
operators of one to two facilities. The behavioral health 
market is now more ripe for consolidation than ever be-

fore driven by the wider awareness and increased preva-
lence of mental health and behavioral health conditions 
during the pandemic, awareness of the significant 
improvement in outcomes and overall cost savings that 
can be achieved through better integration of behavioral 
health care with physical health care in primary care, 
inpatient settings and emergency room visits, increasing 
progress towards overall parity of reimbursement for 
behavioral health services, and the relaxation of regula-
tions related to telebehavioral health.  

Consolidation of behavioral providers by private 
equity and traditional health care players (such as large 
nonprofit behavioral health providers and hospitals and 
health systems) will permit consistent implementation 
of best practices and professional management across 
this sector. This consolidation will also accelerate the 
movement towards better integration of behavioral 
health with traditional health care, including collabo-
rations and joint ventures between behavioral health 
providers and hospitals and health systems. Further, 
the increased market power brought about through the 
consolidation, combined with increasing awareness and 
demand will likely lead to higher reimbursement rates. 
Although the behavioral health provider shortage will 
remain a challenge in the near term, these market forces 
will attract more talent to the profession in the longer 
term to help bridge the gap.

While generally good news, the expansion of reim-
bursement will like bring greater regulatory scrutiny 
and enforcement. Smaller behavioral health facilities 
and providers, many of which were largely dependent 
on self-pay, often flew below the radar, but large, private 
equity-backed players and other deep-pocketed consoli-
dators that receive significant governmental and com-
mercial reimbursement will become attractive targets 
for federal enforcement of the False Claims Act (FCA). 
Since 2013, at least 25 private equity-backed health 
care companies have paid settlements in excess of $570 
million for allegedly violations of the FCA. Behavioral 
health companies may be at greater risk for enforce-
ment (compared to other health care services compa-
nies) given the availability of legislative tools specific to 
behavioral health, such as EKRA, the Eliminating Kick-
backs in Recovery Act of 2018. However, larger players 
in behavioral health, which have both the resources 
and incentives to invest in appropriate pre-acquisition 
diligence and maintain sound compliance programs and 
practices post-acquisition, have the opportunity to raise 
the bar for quality across the behavioral health industry 
as a whole. 

These recent market and regulatory advances in be-
havioral health represent significant overall progress in 
closing the gap in an area of health care that has been 
historically misunderstood and neglected. Improving 
behavioral health through greater access and closer inte-
gration with physical health care represents a significant 
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opportunity to improve health care outcomes overall 
and improve the bottom line. Much like the overall ac-
celeration in telemedicine trends that resulted from the 
pandemic, the progress we have recently seen in behav-
ioral health, including increased access to telebehavioral 
health and early attention to pediatric mental health, 
and will continue to see in 2022 and beyond represent 
some of the silver linings of a tumultuous period for 
health care in the United States.  

9 Towards A Common  
Definition for Value-Based 
Arrangements—

Tiana Korley, University of Michigan Office

A survey of the general public revealed that among the 
small number of respondents who had heard of the 
phrase “value-based care,” there were widespread dif-
ferences in their understanding of the phrase’s mean-
ing.26 Many health care industry stakeholders likely find 
this result unsurprising. Providers traditionally have 
used the phrase in so many ways that it has lost some 
meaning.

At the end of 2020, the HHS Office of Inspector General 
(OIG) and CMS released companion final rules that 
provided a construct of “value-based care” by which we 
can understand what regulators and enforcement agen-
cies believe this phrase means. With the creation of new 
safe harbors under the Anti-Kickback Statute (AKS) 
and new exceptions under the Stark Law designed to 
facilitate value-based arrangements, CMS and OIG have 
established a common paradigm under which providers 
and regulators can operate.27

Health care industry stakeholders have entirely new 
terminology, such as “value-based enterprises,” “target 
patient populations,” and “patient engagement tools 
and supports.” It is fair to say that with the deregulatory 
companion rules came numerous regulatory terms for 
industry stakeholders to understand and apply.

There has been some criticism from the provider 
community that the new regulatory flexibility did not 
go far enough. Some providers were unhappy that 
the safe harbor for care coordination arrangements 
includes a contribution requirement. Others wanted 
higher thresholds for the patient engagement tools and 
supports safe harbor to allow for even more expan-
sive efforts to address social determinants of health. 
Furthermore, OIG declined to establish safe harbors in 
some areas, such as for broad waivers of cost-sharing 
obligations. Providers will have to continue to rely upon 
the advisory opinion process.  

Though the final rules did not provide exhaustive relief, 
the latitude that providers now have to compensate 
physicians differently under the Stark Law, and to 
partner with physicians and other health care organiza-

tions under new AKS safe harbors is unprecedented. 
Many health care leaders have been asking for flexibility 
to partner in new ways around caring for patients. Such 
innovation can result in lower health care costs for 
all involved—federal health care programs (and thus 
taxpayers) as well as beneficiaries. 

Organizations that make strategic use of this flexibility 
may be able to move more expeditiously out of fee-
for-service and into risk-based models of care. CMS 
recently announced that it hopes to drive accountable 
care in a more meaningful way such that all Medicare 
beneficiaries with Parts A and B will be in a care rela-
tionship with accountability for quality and total cost 
of care by 2030.28 This has heightened the urgency for 
providers to move towards more efficient, cost-effective 
models of health care delivery.

Innovative leaders will leverage this regulatory flexibil-
ity to care for patients in new ways. Hospitals can now 
partner with each other to take care of patients with a 
particular medical diagnosis and more easily provide 
in-kind exchanges of remuneration, such as staff. As 
participants in value-based enterprises, hospitals can 
assure patients can access remote patient monitoring 
tools and other modalities to improve their health in 
alternate care settings. Hospitals can compensate physi-
cians involved in such care coordination arrangements 
in a more flexible manner. This is a big win for hospi-
tals attempting to partner with physicians—and each 
other—in innovative ways. 

Looking to the Future. In 2022, we may see further 
clarity regarding how OIG and CMS interpret the new 
regulations. The ambiguity and newness of value-based 
arrangements will eventually be a target for whistle-
blowers. It will be interesting to see whether good faith 
participation in value-based enterprises negates bad in-
tent in causes of action involving the AKS. We also may 
see the first advisory opinions that provide additional 
insight as to how OIG applies the regulations to specific 
arrangements. 

The Medicare Trust Fund faces insolvency in 2026.29 
With recent pronouncements from CMS as to the 
agency’s vision for federal health care programs, the 
question is whether in 2022 and beyond, hospitals and 
other health care providers successfully leverage new 
flexibilities to take better care of patients at a lower cost 
and improve health care quality for the communities 
that they serve. 

10  
COVID Is a Catalyst for APP 
Expansion—

Robin Locke Nagele, Post & Schell PC

In the coming year, we expect that Advance Practice 
Professionals (APPs) will continue to see significant 
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opportunity for expansion as to their scope of their 
services and their level of independence in the clinical 
and the business end of providing services. COVID has 
taught that “the assumption that a task is automatically 
safer when it is performed by the highest trained prac-
titioners” is faulty and “actually risks a more hazardous 
care environment” by placing onerous responsibility on 
the physician, instead of using skilled non-physicians to 
relieve some of that burden.30 During COVID, APPs, 
facilitated by the COVID waivers, have demonstrated 
their value in ensuring access and continuity of care.31 
However, they also face considerable uncertainty about 
their status as the waivers expire. 

Historical Barriers to Practice Autonomy

APPs, including Physician Assistants (PAs), Certified 
Registered Nurse Practitioners (CRNPs), Certified 
Nurse Midwives (CNMs), Certified Nurse Specialists 
(CNSs), have long advocated for greater autonomy in 
the provision of health care services. Strides have been 
made in many states, but restrictions remain. As of the 
beginning of the pandemic, only 22 states provided 
“Full Practice Authority” to NPs—allowing them to 
diagnose and treat patients and prescribe medications 
without a supervising or collaborating physician.32 
Beyond the licensure restrictions, APPs are challenged 
by restrictive insurance and reimbursement policies, 
CMS regulations, and institutional and organizational 
policies related to credentialing as providers. The cost 
of mandated collaborative or supervisory services is 
unregulated and can be cost-prohibitive.33

Impact of COVID

During COVID, the federal emergency declaration 
and state waivers of licensure, practice, and telehealth 
restrictions radically shifted the practice landscape 
for APPs. APPs have been able to practice across state 
lines, beyond their usual scope of practice limitations, 
and via telehealth.34 The impacts on APP practices 
included an increased ability to practice independently 
and without delays resulting from the need for physi-
cian chart review, approval of orders, and the ability 
to follow patients through home health and direct 
care. And the dramatic increase in the use of telehealth 
has enabled APPs to treat patients in wide variety of 
practice settings.35 The pandemic response has provided 
evidence that some of the restrictive rules surrounding 
APP practice are unnecessary and can even impede the 
delivery of quality health care.36 

At the federal level, CMS has begun to relax some of the 
more onerous requirements for APPs. Effective January 
1, 2020, CMS removed its own supervision require-
ments for PAs, and instead now simply requires that 
they meet applicable state law licensure and scope of 
practice requirements.37 Effective January 1, 2021, CMS 
now allows a wide range of APPs—PAs, NPs, CNSs, 
CNMs, and CRNAs—to review and verify (sign/date) 
documentation in the medical record without have to 
re-document notes already in the record, for purposes 
of Part B Billing.38

The Post-Pandemic Future

Notwithstanding these important gains, APPs face an 
uncertain future in the immediate term. Many states 
have completely lifted their emergency waiver provi-
sions, suddenly returning APPs to the licensure and 
scope of practice restrictions that existed pre-COVID.39 
Some forward-looking states—including Colorado, 
New Hampshire, and Virginia—have replaced the 
emergency waivers with permanent legislative practice 
expansions—particularly in the area of telehealth.40 For 
example, New Hampshire passed permanent telehealth 
legislation that, among other things, expanded the list of 
providers able to provide telehealth to include PAs and 
APRNs, among others.41 

APPs still face significant barriers to achieving the level 
of independent practice that they seek. State-specific 
barriers to owning their own practices, to practicing 
without supervision or collaboration, to performing 
services that are within their training but not permit-
ted scope of practice continue to exist and will require 
legislative initiatives to effectuate change. But there are 
signs that APPs are increasingly being recognized and 
deployed in appropriate settings as good quality, cost-
effective alternatives to physicians.42 And many in the 
industry hope that the data and knowledge generated 
during the pandemic regarding the valuable skillsets 
that APPs can offer in a wide range of practice settings 
will provide powerful arguments for continuing their 
march towards greater independence and self-determi-
nation. 
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