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Abstract
Politicians and healthcare administrators have touted that under their leadership
enormous strides have been made in the quality of healthcare. However, the
question of how to measure quality remains ambiguous. To demonstrate
improved quality that is meaningful to patients, outcomes such as life
expectancy, mortality, and patient satisfaction must be validly and reliably
measured. Dramatic improvements made in many of these patient outcomes
through the twentieth century have not been sustained through the twenty-first.
Most studies have shown no, or only modest improvements in the past several
years, and at a considerable increase in cost. These data suggest that the rate of
healthcare improvement is slowing and that many of the quality improvements
touted have not been associated with improved outcomes.
Surrogate Markers
The most common measures of quality of healthcare come from Donabedian in
1966 (1). He identified two major foci for the measuring quality of care-outcome
and process. Outcome referred to the condition of the patient and the
effectiveness of healthcare including traditional outcome measures such as
morbidity, mortality, length of stay, readmission, etc. Process of care represented
an alternative approach which examined the process of care itself rather than its
outcomes.
Beginning in the 1970’s the Joint Commission began to address healthcare
quality by requiring hospitals to perform medical audits. However, the Joint
Commission soon realized that the audit was “tedious, costly and nonproductive”
(2). Efforts to meet audit requirements were too frequently “a matter of paper
compliance, with heavy emphasis on data collection and few results that can be
used for follow-up activities. In the shuffle of paperwork, hospitals often lost sight
of the purpose of the evaluation study and, most important, whether change or
improvement occurred as a result of audit”. Furthermore, survey findings and
research indicated that audits had not resulted in improved patient care and
clinical performance (2).
In response to the ineffectiveness of the audit and the call to improve healthcare,
the Joint Commission introduced new quality assurance standards in 1980 which
emphasized measurable improvement in process of care rather than outcomes.
This approach proved popular with both regulatory agencies and healthcare
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investigators since it was easier and quicker to show improvement in process of
care surrogate markers than outcomes.
Although there are many examples of the misapplication of these surrogate
markers, one recent example of note is ventilator-associated pneumonia (VAP),
a diagnosis without a clear definition. VAP guidelines issued by the Institute for
Healthcare Improvement include elevation of the head of the bed, daily sedation
vacation, daily readiness to wean or extubate, daily spontaneous breathing trial,
peptic ulcer disease prophylaxis, and deep venous thrombosis prophylaxis. As
early as 2011, the evidence basis of these guidelines was questioned (3).
Furthermore, compliance with the guidelines had no influence on the incidence of
VAP or inpatient mortality (3). Nevertheless, relying on self-reported hospital data
the CDC published data touting declines in VAP rates of 71% and 62% in
medical and surgical intensive care units, respectively, between 2006 and 2012
(4,5). However, Metersky and colleagues (6) reviewed Medicare Patient Safety
Monitoring System (MPSMS) data on 86,000 critically ill patients between 2005
and 2013 and report that VAP rates remain unchanged since 2005.
Hospital Value-Based Purchasing (HVBP)
CMS’ own data might be interpreted as showing no improvement in quality.
About 200 fewer hospitals will see bonuses from the Centers for Medicare and
Medicaid Services (CMS) under the hospital value-based purchasing (HVBP)
program in 2017 than last year (7). The program affects some 3,000 hospitals
and compares hospitals to other hospitals and its own performance over time.
The reduction in payments are “somewhat concerning,” according to Francois de
Brantes, executive director of the Health Care Incentives Improvement Institute
(7). One reason given was fewer hospitals were being rewarded, but another was
hospitals' lack of movement in rankings. The HVBP contains inherent design
flaws according to de Brantes. As a "tournament-style" program in which
hospitals are stacked up against each other, they don't know how they'll perform
until the very end of the tournament. "It's not as if you have a specific target," he
said. "You could meet that target, but if everyone meets that target, you're still in
the middle of the pack."
Although de Brantes point is well taken, another explanation might be that HVBP
might reflect a declining performance in healthcare. If the HVBP program is to
reward quality of care, fewer hospitals being rewarded logically indicates poorer
care. As noted above, CMS will likely be quick to point out that they have
established an ever-increasing litany of "quality" measures self-reported by the
hospitals that show increasing compliance with these measures (8). However,
the lack of improvement in patient outcomes (see below) suggests that
completion of these has little meaningful effect.
Life Expectancy
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Although life expectancy for the Medicare age group is improving, the increase
likely reflects a long-term improvement in life expectancy and may be slowing
over the past few years (Figure 1) (9). Since 2005, life expectancy at birth in the
U.S. has increased by only 1 year (10).

Figure 1. Life expectancy past age 65 by year.
The reason(s) for the declining improvement in life expectancy in the twenty-first
century compared to the dramatic improvements in the twentieth are unclear but
likely multifactorial. However, one possible contributing factor to a slowing
improvement in mortality is a declining or flattening rate of improvement in
healthcare.
Inpatient Mortality
Figueroa et al. (11) examined the association between HVBP and patient
mortality in 2,430,618 patients admitted to US hospitals from 2008 through 2013.
Main outcome measures were 30-day risk adjusted mortality for acute myocardial
infarction, heart failure, and pneumonia using a patient level linear spline analysis
to examine the association between the introduction of the HVBP program and
30-day mortality. Non-incentivized, medical conditions were the comparators.
The difference in the mortality trends between the two groups was small and
non-significant (difference in difference in trends −0.03% point difference for each
quarter, 95% confidence interval −0.08% to 0.13%-point difference, p=0.35). In
no subgroups of hospitals was HVBP associated with better outcomes, including
poor performers at baseline.
Consistent with Figueroa’s data, inpatient mortality trends declined only modestly
from 2000 to 2010 (Figure 2) (12).
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Figure 2. Number of inpatient deaths 2000-10.
Although the decline was significant, the significance appears to be mostly
explained by a greater that expected drop in 2010 and may not represent a real
ongoing decrease. Consistent with the modest improvements seen in overall
inpatient mortality, disease-specific mortality rates for stroke, acute myocardial
infarction (AMI), pneumonia and congestive heart failure (CHF) all declined from
2002-12. However, the trend appears to have slowed since 2007 especially for
CHF and pneumonia (Figure 3).

Figure 3. Inpatient mortality rates for stroke, acute myocardial infarction (AMI),
pneumonia and congestive heart failure (CHF) 2002-12.
Consistent with the trend of slowing improvement, mortality rates for these four
conditions declined at −0.13% for each quarter during from 2008 until Q2 2011
but only −0.03% from Q3 2011 until the end of 2013 (12).
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Patient Ratings of Healthcare
CMS has embraced the concept of patient satisfaction as a quality measure,
even going so far as rating hospitals based on patient satisfaction (13). The
Gallup company conducts an annual poll of Americans' ratings of their healthcare
(14). In general, these have not improved and may have actually declined in the
past 2 years (Figure 4).

Figure 4. Americans’ rating of their healthcare.
Cost
There is little doubt that healthcare costs have risen (15). The rising cost of
healthcare has been cited as a major factor in Americans’ poor rating of their
healthcare. The trend appears to be one of increasing dissatisfaction with the
cost of healthcare (Figure 5) (16).

Figure 5. Americans’ satisfaction or dissatisfaction with the cost of healthcare.
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Discussion
Americans have enjoyed remarkable improvements in life expectancy, mortality,
and satisfaction with their healthcare over the past 100 years. However, the rate
of these improvements appears to have slowed despite an ever-escalating cost.
Starting with a much lower life expectancy in the US, primarily due to infections
disease, the dramatic effect of antibiotics and vaccines on overall mortality in the
twentieth century would be difficult to duplicate. The current primary causes of
mortality in the US, heart disease and cancer, are perhaps more difficult to
impact in the same way. However, declining healthcare quality may explain, at
least in part, the slowing improvement in healthcare.
The evidence of lack, or only modest, improvement in patient outcomes is part of
a disturbing trend in quality improvement programs by healthcare regulatory
agencies. Under political pressure to “improve” healthcare, these agencies have
imposed weak or non-evidence based guidelines for many common medical
disorders. In the case of CMS, hospitals are required to show compliance
improvement under the threat of financial penalties. Not surprisingly, hospitals
show an improvement in compliance whether achieved or not (17). The
regulatory agency then extrapolates this data from previous observational studies
to show a decline in mortality, cost or other outcomes. However, actual measure
of the outcomes is rarely performed. This difference is important because a
reduction in a surrogate marker may not be associated with improved outcomes,
or worse, the improvement may be fictitious. For example, many patients often
die with a hospital-acquired infection. Certainly, hospital-acquired infections are
associated with increased mortality. However, preventing the infections does not
necessarily prevent death. For example, in patients with widely metastatic
cancer, infection is a common cause of death. However, preventing or treating
the infection, may do little other than delay the inevitable. A program to improve
infections in these patients would likely have little effect on any meaningful
patient outcomes.
There is also a trend of bundling weakly evidence-based, non-patient centered
surrogate markers with legitimate performance measures (18). Under threat of
financial penalties, hospitals are required to improve these surrogate markers,
and not surprisingly their reports indicate they do. The organization mandating
compliance with their outcomes reports that under their guidance hospitals have
significantly improved healthcare saving both lives and money. However, if the
outcome is meaningless or the hospital lies about their improvement, there is no
overall quality improvement. There is little incentive for the parties to question the
validity of the data. The organization that mandates the program would be
politically embarrassed by an ineffective program and the hospital would be
financially penalized for honest reporting.
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Improvement begins with the establishment of measures that are truly evidencebased. Surrogate markers should only be used when improvement in that marker
has been unequivocally shown to improve patient-centered outcomes. The
validity of the data also needs to be independently confirmed. Those regulatory
agency-demanded quality improvement programs that do not meet these criteria
need to be regarded for what they are-political propaganda rather than real
solutions.
The above data suggest that healthcare is improving little in what matters most,
patient-centered outcomes. Those claims by regulatory agencies of improved
healthcare should be regarded with skepticism unless corroborated by
improvement in valid patient-centered outcomes.
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