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l. INTRODUCTION

Before her death in 2014, 36-year-old Letasha Mims was a resident in six different nursing
facilities.! In the months preceding Letasha's death, she developed a pressure ulcer which was so
deep that the tailbone itself became infected, resulting in death.? When the Illinois Department of
Public Health investigated the circumstances surrounding her pressure ulcer development, they
concluded that the facility was in compliance with nursing home regulations.® Letasha Mims is
not alone. A study conducted by the Department of Health and Human Services (HHS) Office of
Inspector General (OIG) in 2014, found that 22% of Medicare beneficiaries experienced an
adverse outcome during nursing home stays®. Of these incidents, 59% were considered
preventable.> When viewed in light of the notion that nursing homes are supposedly highly
regulated®, the current regulatory system is broken, evidenced by patient outcomes like Letasha's
that are not adequately addressed through regulatory compliance efforts.

Annually, and as needed in the event of complaints, state surveyors inspect nursing
facilities to determine compliance with the federal rules for Medicare & Medicaid participation.’
As their guide, surveyors use the Centers for Medicare and Medicaid Services (CMS) State
Operations Manual (SOM) which includes over 700 pages of interpretive guidelines to guide the
inspection process.® On October 4, 2016, CMS issued a Final Rule (2016 Final Rule) which
revised and expanded the previous Requirements for Participation for Long-Term Care Facilities
(ROP).° This revision increased the number of existing citations included in the SOM from 150
to more than 200 potential citations. These citations are referred to as F-tags.'® When surveyors
issue citations, they specify the scope and severity classification of the citation which categorizes
the extent of the harm, or potential for harm, as well as the extent of the impact on residents whether
such impact might be considered isolated, a pattern or widespread.!* According to the 2016 Final
Rule issued by CMS, the "intent™ of the new requirements "was to improve the quality of care and
quality of life for residents of long-term care facilities."*? Analysis of the effect of the 2016 Final
Rule now indicates that the regulators actually only produced "more of the same" with additional
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regulations. ** The prior regulations have proven to be ineffective in numerous respects. This is
especially evident in the surge of nursing home negligence-related lawsuits.*

Nursing home regulations are necessary, in some respects, to monitor for minimum
compliance with basic standards.’® Because regulatory compliance and oversight has not
substantially prevented substandard quality of care, the 2016 Final Rule for nursing facilities is
unlikely to effectuate substantial change in the long-term care industry.'®!’ Moreover, these
requirements fail to encourage and incentivize providers to exceed the minimum and push towards
care excellence.®

This paper will discuss the regulatory landscape for United States nursing facilities. It will
also discuss three types of burden experienced by nursing facilities that are not alleviated - - and
could well be exacerbated - - through the 2016 Final Rule: (a) burden of compliance, (b) burden
of enforcement, and (c) the burden of quality. Following these areas of discussion,
recommendations will be offered to reduce specific burdens associated with nursing facility
regulatory compliance.

1. BACKGROUND
a. Regulatory Landscape

The United States has over 15,000 nursing homes which provide care for approximately
1.4 million residents.’® Skilled nursing facilities, in particular, are subject to a multitude of
regulations and regulatory agencies including: the Health Insurance Portability and Accountability
Act (HIPAA), CMS regulations, Occupational Safety & Health Administration (OSHA)
requirements, Office of Inspector General (OIG) oversight, and various state agencies oversight
from Life Safety (fire and physical plant requirements) to pharmacy boards.’® One author
appropriately describes nursing facility regulatory forces as a "regulatory octopus."?* With the
implementation of the Omnibus Budget Reconciliation Act (OBRA) of 1987, nursing facilities are
required to meet minimum standards as set forth in the ROP in order to remain eligible for
Medicare payments.?? These requirements cover multiple areas including quality of care, resident
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rights, nursing services, and residents' quality of life.?® According to the 2015 Nursing Home Data
Compendium published by CMS, only 10.2% of facilities received deficiency-free surveys in
2014,%* meaning that these facilities were noted to be in compliance with all of the federal
requirements.

The Federal Government retains responsibility for certifying nursing facilities. CMS is
responsible for developing regulations governing any facility that participates in Medicare and/or
Medicaid.?® In order to assess compliance with the ROP, facilities are subject to survey
inspections.?® The respective state agencies are responsible for nursing home recertification
surveys and management of the compliance surveys.?” The respective states' departments of health
are responsible for inspecting facilities to monitor compliance with the ROP.?8¢. When an area of
non-compliance is identified, the respective state agency issues an F-tag.?® Until 2016, during
state agencies' facility inspections nursing homes were at risk of receiving 150 different F-tags.*
The 2016 regulatory revisions included over 200 potential citations with plans to roll-out the
changes in three phases for implementation, respectively, in 2016, 2017 and 2019.3! As previously
stated, the nursing home industry is one of the most regulated sectors in all of healthcare.®? Karl
Steinberg notes, "...the nursing home industry is either the most highly regulated industry in the
country, or second only to the nuclear energy industry."

Despite the changes that CMS made to the ROP, in August 2017 the OIG issued a
memorandum to the CMS Administrator, Seema Verma, citing concerns that CMS had inadequate
procedures to ensure incidents of potential abuse or neglect were identified and reported.®*
Further, the United States Government Accounting Office (GAO) gave testimony in September of
2018 which indicated that CMS had failed to properly monitor how the modifications to
government oversight of nursing homes was going to affect nursing home quality of care.®*® An
earlier GAO report to Congress, highlighted the fact that surveys were "understating™ serious care
problems.®® With all of the negative findings related to CMS' oversight of nursing homes, CMS
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made revisions to the interpretive guidelines and rolled out a Final Rule with "more of the same"
in 2016.3738

Most stakeholders will agree that, in some respects, nursing home regulations are
necessary.>® CMS regulatory methods for improving quality include: setting and enforcing
standards, promoting collaborations and providing information to consumers.*® However, the
requirements are minimum standards that are not designed to incentivize providers to go beyond
the "minimum."** The detailed rules offer little incentive for exceeding the minimum standards,
thus having the effect to "stifle innovation."#? In fact, the burden of these regulations may even
divert attention away from patient care in some respects because facility staff are engaged in
compliance related activities that do not result in direct patient care.*?

b. Quality of Care

Nursing home quality is an ongoing concern for consumers and regulators.** "Quality of
care" is not explicitly defined within the ROP. This said, in the 2016 Final Rule, quality of care is
noted to be "...a fundamental principle that applies to all treatment and care provided to facility
residents."* The regulations go on to say "...the facility must ensure that residents receive
treatment and care in accordance with professional standards of practice, the comprehensive
person-centered care plan, and the resident's choices..."* In 1990 a report from the Institute of
Medicine defined quality of care as "...the degree to which health services for individuals and
populations increase the likelihood of desired health outcomes and are consistent with current
professional knowledge." #’

To empower consumers, CMS implemented the Nursing Home Compare (NHC) website
in 2001.#¢ NHC is not part of the ROP, but it is a way for consumers to evaluate nursing home
quality. This website rates nursing homes on a scale of 5-stars with individual star ratings in
categories of health inspections, quality measures, staffing and fire safety inspections.*®
Consumers can search for individual facilities and see how they compare to competitor facilities.
There are 15 quality indicators for short-stay residents and 16 indicators for long-stay residents.>°
These indicators include: percentage of residents with pressure ulcers, percentage of residents
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who are restrained, percentage of residents with urinary tract infections as well as what percentage
of residents received a flu or pneumonia vaccine.®® The system can be somewhat unreliable,
however, because the facilities self-report the quality indicator information via Minimum Data Set
(MDS) submissions.>? Furthermore, a 2016 study showed that consumers had a degree of mistrust
of the information being provided on the Nursing Home Compare Website.>®> Another study in
2003 concluded that the data was "unstable™ in respect to quarterly data analysis and recommended
that the process be improved by averaging measures over a longer period of time.>* Another study,
by Brauner, et al., showed that NHC is ineffective at assessing nursing facility safety measures.>®
In a recent Health Affairs article, CMS' Kate Goodrich responded to the Brauner study. She stated
that CMS agreed that NHC only "captures a subset of harm™ and that CMS is considering
additional measures to offer insight into other safety measures.®® Nursing Home Compare has the
potential to impact facility revenue based on market competition; therefore, it is thought that
facilities with good "star ratings" are motivated to maintain those ratings.

1. BURDENS OF COMPLIANCE
a. Financial Burden

The financial impact of nursing facility regulations has not been widely researched.%”®
One study, by Mukamel, et al., sought to evaluate the costs associated with regulatory stringency
in nursing facilities.®® This study found a positive correlation between increased stringency and
associated facility costs.®® That is, the stricter the regulations are, the more expensive the costs are
for the facility.

A facility also incurs additional costs when new regulations are issued requiring additional
areas of compliance, as was true with the 2016 Final Rule issued by CMS.®* When CMS issued
the Final Rule for these regulatory changes, they estimated that the overall cost of these changes
would be $831 million in the first year and $736 million in the subsequent years.®? Their estimates
average to $62,900 per facility in the first year of implementation and $55,000 per facility for
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subsequent years.%® The troubling reality of these increased costs is that the consequences are
usually suffered by the residents of the facility.®* While less likely to be monetary, these
consequences may result in decreased quality due to lower staffing levels because of budget
cutbacks.®® Thus, when increasing regulations negatively impact the profitability of nursing
facilities, there may be unintended consequences which negatively impact quality of care.%®

Additionally, the current regulatory system for nursing facilities involves both state and
federal requirements.®” Facilities must manage compliance with state requirements in addition to
the extensive requirements laid out by the Federal Government. The result is a somewhat
fragmented regulatory system which increases the complexity of implementation and
enforcement.%® This dual system also increases the cost of regulatory enforcement.®®

b. Time Burden

The State Operations Manual (SOM) has over 700-pages of interpretive guidelines. Karl
Steinberg, a nursing facility medical director notes, "The sheer number of regulations and the
culture in our facilities create a tendency to be hypercompliant with these regulations—sometimes
at the expense of common sense, or worse yet, good patient care."”® John and Valerie Braithwaite,
Australian professors who conducted a study of nursing home regulations in the United States,
note that due to the volume of regulations, some are simply forgotten.”* This tendency is not just
an affectation of nursing home staff; during the study, they noted that a Midwest surveyor reported
only using 10% of citations repeatedly due to being in the "habit™ of citing the same ones over and
over.”? In addition, facilities may be spending time focusing on compliance with regulations which
the surveyors may not be in the "habit" of citing, thus contributing further to the time burden of
the current regulations.

The burden of all of the nursing facility regulatory requirements has the potential to distract
staff attention away from patient care. Another researcher comments on this detrimental
possibility in saying, "those with the most training are often forced to preoccupy themselves with
administrative responsibilities..." which takes away from "staff supervision, staff education and
direct patient care activities."”™ The time-related burden of the regulations actually has the
potential to detract from quality because staff are engaged in regulatory requirements that do not
result in direct patient care activities.”
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One regulatory change made in the 2016 Final Rule was the "facility-wide assessment"
requirement.”” The regulation states, "A facility must conduct and document a facility-wide
assessment to determine what resources are necessary to care for its residents competently during
both day-to-day operations and emergencies. The facility must review and update that assessment,
as necessary, and at least annually."’® In theory, this requirement sounds like a good idea;
however, in the practical sense, this is a very detailed process that requires hours of labor on the
part of the facility administrator. The initial facility-wide assessment is especially time-
consuming, and the day-to-day revision of this plan based on the ever-changing needs of the
resident population is burdensome. This new requirement is duplicative of other existing
requirements like the Quality Assurance and Performance Improvement (QAPI), emergency
preparedness and compliance requirements.””

One of the risks with a regulation like the facility-wide assessment is that the facility will
become "paper-compliant,” rather than compliant in practice. That is, the facility will go through
the motions of completing the facility-wide assessment, while missing the main objective of the
regulation, which is to ensure that the facility has adequate resources to provide care. In discussing
this type of regulatory phenomenon, Marshall B. Kapp wrote, "a major problem with these
statutory commands (as with many other legal mandates) is the likelihood that they will inspire
providers to comply far more faithfully with their letter than with their spirit, resulting in a triumph
of documentation for its own sake..." rather than the intended purpose of the requirements. "

In response to the 2016 Final Rule, various stakeholders sent feedback to CMS regarding
the anticipated burden of some of the new regulations.”” CMS identified three themes as
potentially burdensome for facility staff.2® CMS issued statements indicating that further
evaluation of the requirements would be completed including evaluation of the grievance process,
QAPI changes and discharge notice requirements.8! Essentially, before these requirements were
even in full-effect, CMS had received enough feedback to make regulators second-guess the
requirements.

One of these areas of concern was the "notice of discharge™ requirement, which requires
facilities to send a notice of discharge to the State Ombudsman prior to each discharge or transfer.8?
This creates an unnecessary burden for facilities to ensure that the Ombudsman is notified with
every transfer and discharge. Furthermore, it creates excess activity in the Ombudsman office with
an "overload of information” which might distract from legitimate cases of involuntary
discharges.®® In response to stakeholder feedback, CMS agreed that the Ombudsman notification
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requirement needed to be reevaluated to ensure it was achieving the intended purpose of reducing
inappropriate and/or involuntary discharges.®* CMS also acknowledged that respective
Ombudsman offices may lack the capacity to handle all of the discharge notices.®®

Another theme in stakeholder feedback addressed the changes made to the Quality
Assurance and Performance Improvement (QAPI) requirements. While there was already a QAPI
requirement in place, the 2016 Final Rule expanded upon this to include additional QAPI
requirements. One of those QAPI changes was to require that facilities produce QAPI
documentation to surveyors for review during annual recertification surveys.® Stakeholders
reported that the requirement was too prescriptive and lacked flexibility.8” In response, CMS
committed to reevaluating the requirement to possibly make revisions which would increase the
flexibility of the requirement, thereby enabling facilities to tailor the requirement to the specific
needs of the individual facility.%®

The third area which raised concerns with stakeholders was related to the grievance
process.®® The new requirement mandates that the existing grievance process be expanded by
requiring the appointment of a grievance officer to oversee the process.®® This prompted concerns
from stakeholders about additional costs involved in employing a grievance officer.%
Stakeholders also voiced concerns over a new mandate which requires facilities to maintain
records of grievances for three years.® CMS responded by indicating that they are considering
ways to reduce the associated burden with this regulation to ensure that facilities have greater
flexibility in how they manage the grievance process.®

IV. BURDENS OF ENFORCEMENT
a. Survey Process

As indicated previously, CMS has tasked the respective state surveyors with enforcing the
ROP's.%* The culture between facility operators and state surveyors has been plagued with anxiety
and distrust because of the perceived punitive nature of surveyors' visits to facilities.*> The facility
staff live in fear of regulatory reprisal by the surveyors, who can greatly influence every aspect of
nursing facility care.®® In her 2005 article, The American Geri-Wars, Dr. Rebecca Elon (a former
facility medical director) tells the story of a nursing facility administrator who suffered through
increased regulatory oversight of a nursing facility that was in the process of decertification in
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Maryland in 1999.%7 The administrator had also served as a flight nurse during a period of active
war in Iraq in 2003.%¢ Dr. Elon notes, "She (the administrator) bears witness to the fact that living
through the period of facility decertification in Maryland in 1999 was more stressful than her active
duty during war."®® While this is the opinion of only one facility administrator, who was subject
to a heightened degree of regulatory scrutiny due to facility decertification, this experience speaks
to the oppressive culture that can exist among facility staff and State surveyors.

One study sought to evaluate nursing home administrators' (NHA) job satisfaction in the
context of the survey process.!® The study surveyed 135 facility administrators, with a 41%
response rate, and found that 64% of administrators viewed the survey process as negative.!! It
also found that only 38% of respondents perceived the survey process as a good indicator of
quality.'2 Another concerning result was that only 8% of administrators reported that the survey
process was fair and consistent.2%® Twenty-three percent of these respondents also reported that
the survey process caused them to consider leaving their current positions. %

The potential for staff turnover due to the adversarial and oppressive nature of regulatory
enforcement needs to be considered when, in the present era, regulators are implementing "more
of the same.” One study by Nicholas Castle sought to evaluate the impact of nursing home
administrator turnover on the quality of care in nursing facilities.'® He found that quality measures
were negatively impacted by administrator turnover and recommended that further research be
done in this area.’®® That is, the higher the turnover rate, the more the patients suffered from
adverse clinical outcomes.*’

b. Financial Impact of Non-Compliance

When a facility is non-compliant with a regulation, CMS has authority to impose various
penalties.’®® These penalties can include: installing temporary management, denial of payment
for all residents, denial of payment for new residents, civil money penalties, state monitoring,
transfer of residents, closure of the facility, directed plan of correction, directed in-service training
or alternative state remedies approved by CMS.1%° If a facility is subject to denial of payment, the
resources available to provide adequate care to the residents will quite likely be limited in the
absence of emergency financial reserves. This can also be true when a facility is subject to civil
money penalties. The apparent logic is that facilities will remain compliant with regulations to
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avoid being subject to financial penalties. However, in the long run these penalties may just
produce additional areas of quality concerns due to decreased financial resources. Civil Money
Penalty (CMP) amounts can range from $50 to $20,628 per day depending on the nature and degree
of non-compliance identified.* A 2006 study by Harrington, et al. revealed that over $21,000,000
in CMPs had been collected from nursing facilities across the United States in 2004.1'! These
CMPs were issued for 2% of the overall citations.*2

V. BURDENS OF QUALITY
a. Regulations and Quality of Care

The question as to whether nursing facility regulations have been successful in improving
quality of care remains somewhat uncertain due to the lack of available research.!® In fact, one
author describes the available research as "relatively sparse."!** A study published by the Institute
of Medicine in 2001 indicated that the issue of quality of care in nursing homes continues to be
"problematic” despite regulatory "improvements."**> In another report the GAO noted that facility
surveys used to monitor nursing home quality were "limited in their scope and effectiveness."
The same study showed that 1 out of every 4 nursing homes had deficiencies that caused actual
harm or potential for harm or death.!'” Tragically, 40% of those same facilities had repeated
deficiencies which indicated that the initial citation was not sufficient in correcting the deficient
practice.!® A February 2019 OIG report highlighted failures on the part of state agencies in
following-up on facility citations once issued.'*® This OIG study found that several state agencies
(7 of the 9 sampled) failed to verify that deficiencies were corrected in respect to nearly half of the
sampled deficiencies.'?® The report further stated that the safety and health of nursing facility
residents could be placed at risk due to this lack of follow-up.?
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CMS has answered these multiple reports with "more of the same"—more regulations—
even though they have proven ineffective at accomplishing the main objective: improving quality
of care. Those who are critical of the current regulatory landscape argue that the regulations do
not measure what is most important and that those who enforce the regulations are not consistently
applying them.*?? One survey of long-term care specialists (persons with demonstrable experience
in at least one aspect of long-term care) found that only 15% of respondents believed that the
Federal Government was doing well or very well in their enforcement of quality standards for
nursing facilities.1?® This same survey showed that only 6.1% of respondents believed the Federal
Government was consistent in its application of the regulations.'?* In fact, regulations have been
noted to be inconsistently applied from one state to another due to the subjectivity employed by
surveyors in their interpretation of the regulations.?®

Another concern with increased regulations is a concept referred to as offsetting behavior
which is discussed in a 2012 article.*?®® When regulators are more focused on one particular area
of care, the facility personnel change their focus to align with regulators.*?” This leads to decreased
attention on other care areas which results in the "opposite effect on quality in other
dimensions."*?®  When a nursing facility is tasked with managing compliance in 200 different
areas, there is an obvious increased risk for offsetting behavior. Beyond the offsetting behavior,
there are resource constraints which may prevent operators for devoting enough resources to each
area of compliance.'?® While regulations may be effective at improving quality in certain targeted
care areas, there is a risk of deteriorating quality in untargeted areas.™® In his book, The Rule of
Nobody: Saving America from Dead Laws and Broken Government, Phillip K. Howard discussed
the effect that compliance in many different areas can have on an individual.*** He noted the
cognitive limits of humans in writing: "if required to focus on complying with numerous rules,
they cannot at the same time think about the regulatory goal."**2

Studies about the impact of regulations on quality of care are limited because of the lack
of a control group, as most nursing homes are the subject of regulations.*3® An article published
in 2001 titled "Regulating U.S. Nursing Homes: Are We Learning from Experience?" by Kieran
Walshe, notes opposing views on the issue of regulatory oversight.*3* On one hand, since nursing
home quality is such an obvious issue, the nursing home industry needs tougher standards.*** On
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the other, the current regulatory landscape is so burdensome that regulators have created an
"adversarial" climate that impedes quality improvement.*® The climate is one of "command and
control."'3" The current model is one of policing rather than empowering.**® Thus, continuing to
address substandard quality with more policing (more of the same) is unlikely to effectuate
substantial change in the industry.

b. Nursing Home Negligence Lawsuits

If nursing home regulations were working, one would expect negligence and related
lawsuits to be decreasing. Instead, in response to poor nursing home quality, negligence-related
lawsuits have been increasing.’®® Negligence litigation has become an attempt to correct
substandard nursing facility care.2*® In the process of litigation, a facility's adherences to and/or
departures from minimum standards of care are used to establish a proximate cause related to the
alleged injuries suffered by the resident.!** A 2004 article written by Pat lyer, a legal nurse
consultant, indicated that nursing home litigation was one of the "fastest growing areas of medical
malpractice."**? In a more recent article, from 2014, Mugeet, et al. write, "Nursing home
neglect/abuse is growing fast, and so is related litigation."** A 2003 survey of 464 attorneys was
conducted with a response rate of 60% (278 attorneys) and found that those attorneys were
personally involved in 4,677 nursing home negligence claims filed in 2001.1** Those attorneys'
firms reported having handled 8,256 nursing home negligence claims during that same year.}*
Although the exact reason for the increase in nursing home negligence litigation is not known, the
authors speculate that the increase is due, in part, to "unacceptable care in nursing homes and
potential failures of regulatory oversight."*¢ The most commonly alleged injuries in nursing home
negligence cases include pressure ulcers, falls, dehydration or weight loss.**’ Interestingly, there
are regulations in place for all four of these care areas; yet, the rate of lawsuits related to these
types of injuries is growing.'*® The 2017 AON Long Term Care Actuarial Analysis report notes
increasing liability costs for long term care profession.*® In Kentucky, for example, the cost to
defend and settle nursing home liability suits was $1,480 per bed in 2007; ten-years later, this
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number grew more than four times.'**This shows that quality of care regulations are not working
to substantially prevent nursing home negligence.*>!

The fact remains that facility surveys do not promote enough quality to discourage
negligence-related lawsuits.’® In fact, one study showed that regulatory compliance does not
substantially reduce a facility's risk of lawsuit.>®

When patients and families receive poor care from nursing facilities, they sometimes resort
to lawsuits to recover damages. In fact, since the implementation of the public sector regulatory
system, nursing home negligence lawsuits have been on the rise.’® While some believe that
lawsuits promote nursing home quality, others believe that lawsuits divert resources in the defense
of the nursing facility, thus diverting resources from resident care.™> Therefore, it is believed that
lawsuits can be counterproductive in promoting improved quality.

Another study, by Konetzka, et al., sought to evaluate the effectiveness of lawsuits in
deterring facilities from the deficient practices that led to the lawsuit.”>" This study found that the
deterrence effect was low and "unlikely to lead to widespread improvement in quality."*%® All the
more concerning, another study found that good survey outcomes did not significantly reduce a
facility's rate of lawsuits.?>® It was noted that those facilities who received the least amount of
citations during State inspections were subject to lawsuits only "marginally” less frequently than
the worse performing facilities.°

Stevenson, et al. conducted a study to evaluate whether nursing home litigation increases
or decreases quality of care.’®® The study looked at 6,471 negligence claims which were filed
against 1,514 nursing facilities between 1998 and 2010.1%2 They found that higher litigation costs
were associated with a decrease in care quality.®3
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VI.  DISCUSSION

Nursing facility operators and their direct-care staff function under a multitude of
regulatory forces and consequently, suffer from multiple burdens associated with regulatory
compliance. Associated costs of maintaining compliance include employment of individuals
tasked with compliance-related activities as well as the costs associated with regulatory mandated
programs.®* Dollars spent in the pursuit of regulatory compliance are diverted from staff wages
and labor budgets and ultimately have the potential to negatively impact patient care. While the
intention of the 2016 Final Rule was "to improve the quality of care and quality of life for residents
of long-term care facilities,"*®® the financial impact of these regulatory changes can produce
unintended consequences which negatively impact quality of care. 6

Another consequence of regulatory compliance is the amount of time spent by staff
engaged in compliance-related activities that do not impact direct patient care. These activities
include obligations to notify the local Ombudsman for each transfer and discharge and
requirements to perpetually revise the facility-wide assessment. The interpretive guidelines
(SOM) are voluminous and make it difficult for facilities to pay proper attention to all of these
regulatory expectations at the same time.*®” The regulatory changes, though well-intended, could
actually be having a negative impact on quality by detracting attention away from direct patient
care activities.1®

The survey process itself is burdensome and stressful to facility operators and direct-care
staff.?%® Some will argue that the survey should not be a burden if the facility is engaged in
regulatory compliance year-round with a "business as usual mentality during survey proceedings.
However, surveyors have become known for entering facilities with the intention of finding every
mistake a facility has made in the months since the prior survey. Facility staff live in fear of these
punitive responses from surveyors.t’® This stress, in and of itself, can negatively impact quality
because of the distraction that the survey itself produces. The relationship between surveyors and
facility staff is strained, even pushing facility administrators into resignation due to the stress of
the enforcement process and relationship burden. Losing facility administrators after a "bad
survey" is not an uncommon theme in the industry.1’* This leads to the logical finding that turnover
in the administrator position has been linked to decreased quality outcomes for patients.!’2

Depending on the severity of non-compliance, there is a risk of financial penalties as well,
173 hence raising the potential that funds will be diverted from direct patient care activities in the
payment of CMP's or denial of payment for new admissions.’* Any time the facility's operating
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budget is subject to losses due to these penalties, there is a risk for deterioration in the caliber of
patient care because of potential for labor cutbacks to offset the financial losses.'’

The purpose of the 2016 Final Rule came as an attempt to improve quality because prior
regulations were perceived to be lacking in their ability to substantially improve quality for
residents of nursing facilities. However, it is unreasonable to think that more of the same,'’® while
previously ineffective in a lot of ways, will now be the sole answer to resolve quality of care issues.

VIl. RECOMMENDATIONS

This section will propose recommendations to address problems with of regulatory
burdens. Although multiple areas of potential burden have been identified, recommendations will
be made to address three of these areas including: the financial burden, the time burden and
enforcement-related burdens.

a. Financial Incentives

Further research needs to be conducted to evaluate the cost of regulatory compliance,
including cost/benefit analysis of various proposals. One option for reducing the financial burden
of nursing facility regulations is to offer financial incentives for improved patient outcomes.’” In
a national survey of long-term care providers, a majority of providers ranked financial incentives
(pay-for-performance) as an effective strategy for improving the quality of care in nursing
facilities.'’® The pay-for-performance concept has been proposed in the belief that it has the
potential to produce healthier patients and improve quality of life.2”® With pay-for-performance,
payers (in this case, CMS) offer incentives to facilities in the form of performance measures and
reaching quality benchmarks.'8 At present, one pay-for-performance type incentive is in effect
for nursing facilities which was rolled out in 2016 to incentivize facilities to reduce
rehospitalization rates.*®! Nursing facilities would experience a sense of relief related to the burden
of regulations if the regulations were positively associated with financial incentives for meeting
various metrics. Rather than a "command and control" type of approach®, the government could
offer positive reinforcement of improved outcomes instead of focusing on negative reinforcement
of negative outcomes as in the current regulatory climate.
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b. Reduction of Non-Patient Care Activities

There is a lack of research in respect to the relative time burden of regulatory requirements
in nursing facilities. Further research needs to be done to evaluate the amount of time associated
with individual regulations. More importantly, the regulations should be evaluated to determine
which regulations have a direct impact on improving quality of care and which regulations are
either of questionable benefit or actually detract from patient care. In nursing facilities, there are
certain roles which are heavily oriented towards regulatory compliance. Specifically, nurse
managers (i.e. directors of nursing and unit managers) are engaged in daily auditing and follow-
up to ensure compliance with regulations. The nursing facility industry would benefit from further
research as to how much of these individuals' days are wrapped up in compliance-related activities
that may or may not directly impact patient care. While the goal of regulations is to improve the
quality of care, there are some regulatory requirements for nursing facilities that result in only
marginally beneficial or abjectly counterproductive time spent away from direct patient care
activities. Further research should be conducted to streamline the regulatory requirements to
improve the regulatory focus on activities that enhance direct-patient care interactions and, thus,
improve care quality.

C. Relationship Reform

Another key aspect which would benefit from regulatory reform is the adversarial
relationship that exists between regulators and operators. One way of accomplishing this
relationship reform would be to modify the role of state agencies to allow surveyors to function in
a consultant-type capacity.'® This concept was discussed by Miller, et al. in a 2008 article by
looking at "lessons learned" from Hurricane Katrina.*®* The authors evaluated the tragic account
of St. Rita's Nursing Home in St. Bernard's Parish in New Orleans.*®® During the hurricane, 34
residents were abandoned and drowned.'® The facility failed these residents in their inability to
safely evacuate, but the government agencies also failed these 34 residents with their lack of
intervention in the years prior to Katrina when it was clear that the facility was reducing staff
while, at the same time, caring for a more acutely ill population.'®” The article referenced a 2003
OIG report which recommended that the state agencies remain in a "non-consultative” capacity
when interacting with facilities.'®8 However, facilities could benefit from open dialogue from
state agencies in the exchange of best practices to improve quality.'®® After all, the intended
purpose of nursing facility regulations is to ensure quality of care; why not foster a more open
relationship between operators and regulators if there is a potential for improved quality in the
end?
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When facility staff remain focused on the consequences of non-compliance, resident care
can be negatively impacted, particularly when facility policy and procedure are guided by the
"letter" of the regulation rather than the "spirit."*%* A study by Colon-Emeric, et al. sought to
evaluate the regulatory effect on nursing home management's "mindfulness, %2 meaning the staff's
ability to process information in an attentive manner that facilitates meaning and responsiveness
in their day-to-day activities.!®® The authors sought to evaluate the effect that regulation has on
mindfulness, having predicted that a high level of mindfulness would be beneficial in identifying
changes in patients’ health status.'®* This study found that regulations helped facilitate
mindfulness in some respects but inhibited mindfulness in other respects.!®® Specifically, the
authors found that mindfulness decreased when staff remained focused on the compliance and
punitive aspects of regulations. 1% Alternatively, the study found an increase in mindfulness when
the regulations were framed in terms of the intended purpose versus the consequences of non-
compliance.®’

In the previously mentioned study which surveyed facility administrators' job satisfaction
as it related to the survey process, 37% of respondents suggested that the survey process be more
collaborative and/or educational.® The administrators offered their suggestions to open ended
questions such as: "Share best practices™ and "The process should be a chance to improve facilities'
practices as opposed to finding what is wrong."**® In his book, The Rule of Nobody, Phillip K.
Howard suggests that regulators focus their attention on results instead of punishment.?® He
further suggests that regulators focus their efforts on ways to help improve issues rather than only
offering ways to punish those who have been unsuccessful in achieving compliance.?%
Regulations should have the ability to discriminate between poor performing facilities and those
that are providing good care rather than taking a "cookie-cutter” approach which fails to adequately
address the needs of facilities which are performing poorly.2%
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VIIl. CONCLUSION

On March 6, 2019, the Senate Finance Committee convened to discussed the current crisis
of abuse and neglect in nursing facilities.?® David C. Grabowski, professor of health care policy
at Harvard University, testified that the United States spends $170 billion dollars annually on
nursing home care.?** He highlighted current issues with nursing facility staffing, care practices,
outcomes, resident safety and quality of life.?% In discussing the reasons for these issues, he noted
insufficient reimbursement, as well as problems with regulatory oversight, which is extensive but
inconsistent.?%  Furthermore, during her testimony at this Senate hearing, Dr. Kate Goodrich,
Chief Medical Officer for CMS, admitted that reducing provider burden can allow operators to
dedicate more resources to improving patient care.?” However, she also indicated that CMS has
been committed to strengthening requirements [more of the same] for nursing homes. Now is the
time for regulators to take a different approach on improving nursing home quality.

Dr. Rebecca Elon, an experienced nursing facility medical director once wrote, "What 1
have witnessed in nursing homes over the past 20 years leads me to believe that the current process
of federal regulatory enforcement is more a part of our collective failure than a path to healing."?%
Another expert noted that the punitive approach to regulations is "burdensome to the industry and
ineffective in protecting consumers."?% Yes, regulations are necessary to monitor for compliance
with minimum standards.?!® However, regulations, alone, are insufficient in substantially
improving the quality of care.?!! If history is our teacher, the 2016 Final Rule for nursing facilities
is unlikely to be the answer for quality of care concerns. The industry needs regulatory reform to
reduce the burden of the current regulatory "octopus."?? Changes should be made to enable and
incentivize facility staff to spend more time at the bedside performing direct patient care activities
rather than continuing to operate in an environment of fear, blame and paper-compliance. **
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