Virtual Mentor
American Medical Association Journal of Ethics
January 2013, Volume 15, Number 1: 51-55.

POLICY FORUM
Evidence-Based Guidelines and Quality Measures in the Care of Older Adults
Erika Ramsdale, MD, and William Dale, MD, PhD

Discussion of health care utilization, costs, and quality continues to pervade the
public and political discourse. The basic message is that we have an unsustainable,
dysfunctional system, with costs spiraling out of control and a poor return on our
investment. Among 19 industrialized countries, the United States has the highest rate
of preventable deaths despite the highest per capita expenditure on health care,
mostly attributable to poorly controlled chronic conditions [1]. Health care reform
initiatives aim to simultaneously increase access, improve quality, and contain costs.
The most recently enacted iteration, the Patient Protection and Affordable Care Act
of 2010, extends insurance coverage, promises to lower costs through the work of the
Independent Payment Advisory Board, and (beginning in 2015) to cut payments to
providers who do not report on selected quality measures.

In any year, approximately 10 percent of Americans account for more than two-
thirds of health care costs [2]. Forty percent of this group are older than 65, and
many of them have multiple chronic conditions. For these older patients with
complex conditions and multimorbidity, how should “quality care” be defined? Is it
possible to standardize quality measures for these patients based on the best current
evidence? Should the measures be linked to provider incentives? Will taking these
steps improve outcomes and quality of life for this group of patients?

What Counts as Evidence?

The dominant paradigm guiding current medical practice is evidence-based medicine
(EBM) [3]. The gold standard for “evidence” in EBM is the blinded, prospective
randomized clinical trial (RCT), which eliminates bias by: (1) random assignment of
participants to interventions to control for confounding variables, and (2) concealing
outcomes from data evaluators to allow them to assess the efficacy and effectiveness
of interventions objectively. EBM based on RCTs has largely supplanted other forms
of clinical evidence, such as individual expertise, anecdotal case series, case-control
studies, and observational cohort studies. Ideally, EBM advocates the “conscientious,
explicit, and judicious use of current best evidence in making decisions about the
care of individual patients” [4]. Indeed, guidelines are preferentially based upon
evidence from prospective RCTs and represent a systematic application of EBM to
practice.

Detractors maintain that this approach encourages a defensive, algorithmic medical

practice in an attempt to adhere to overly standardized, reductive guidelines [5]. In
many cases, clinical trials fail to enroll subjects representative of patients seen in
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practice. In fact, the most complex patients—elderly patients with multimorbidity—
are typically excluded from RCT participation. Even when older patients are
included, trials tend to enroll only the healthiest, generally excluding those with
significant numbers of comorbid conditions, functional impairments, and cognitive
dysfunction [6]. In cancer therapeutic trials, for example, elderly patients represent
only 25 percent of trial participants, despite comprising greater than 60 percent of
cancer cases overall [7], and rigorous exclusion criteria permit only the healthiest
older patients to enroll.

Can EBM Be Used to Individualize Care for Older Patients?

This process of developing EBM-based guidelines and applying them to clinical care
highlights the tension between generating unbiased knowledge based on statistical
aggregation and the application of this information to individual patients. RCTs are
designed to eliminate the “noise” of population heterogeneity from the measurement
of true effects between an intervention and an outcome. Clinical practice, however,
must respond to the specificity of the individual patient’s condition, and clinical
heterogeneity increases with age and multimorbidity.

Many older adults remain robust and clinically similar to their younger counterparts,
but others are more vulnerable to stressors and still others are frail, generating a
broad spectrum of older patients. Applying data from narrowly defined clinical trials
that enroll mostly younger and healthier patients to the entire spectrum of older
patients is inappropriate and possibly even harmful in many situations.

What about Quality Measures?

Should EBM-based clinical practice guidelines form the basis for quality and cost
containment measures for older adults with complex conditions? Attractive as it
might be for standardizing health care, there are pitfalls to this approach. Such a
strategy both fails to account for the uniqueness of older individuals and dismisses
the role of the physician as a judicious user of evidence. Encouraging defensive and
algorithmic medical practice diminishes the “art of care” that has been a cornerstone
of medicine. EBM-based practice was never intended to be a static, one-size-fits-all
mandate, but a highly dynamic process that includes a trained physician’s judgment
in applying multiple sources of evidence to complex, emergent systems (i.e., the
irreducible totality of the patient). Linking EBM to quality measures and pay-for-
performance threatens to co-opt this process, eliminating the step between the
measuring of population-based evidence and the weighing of its merit for specific
individuals.

Furthermore, there is no definitive evidence that using EBM clinical guidelines as
quality measures improves outcomes. Most quality measures focus on structures or
processes, rather than directly on outcomes [8]. Outcomes are what really matter, but
they can be heavily influenced by factors outside the health care system (e.g.,
poverty, education level, lifestyle choices). Processes, such as screening for cancer,
giving aspirin after a heart attack, or giving adjuvant chemotherapy to stage Il colon
cancer patients, are easily measured and directly ascertain what is being done to the
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patient in the health care setting. Processes are then “linked” to outcomes based on
RCTs showing, for example, that aspirin improves mortality when given after an Ml
[9], or that adjuvant chemotherapy improves survival following resection of a stage
I11 colon cancer [10]. Still, these linkages between process and outcome may not be
generalizable, particularly to complex clinical situations. Little data exist showing
that process measures definitively improve outcomes in many cases, and they may
prove quite harmful for many older patients.

Furthermore, using aggregate evidence may lead to denial of reimbursement for the
treatments deemed most useful for a particular patient. The debates that have raged
the last few years over the use of mammography (especially in women ages 40-50)
and prostate-specific antigen (PSA) screening for men illustrate this point; using
these guidelines as a basis for insurance reimbursement, under the rubric of “quality
care,” often ignores individual risk-benefit ratios.

Conclusions

The substitution of overly simplistic guidelines for nuanced clinical judgment
attuned to individual patient complexity can be dangerous. Unless we focus more on
clinical judgment, care cannot be said to be “individualized” or “patient-centered.” It
is often said that we are shifting toward a “patient-centered” model of health care,
one that involves patients in medical decision making and treats the “whole patient”
[11]. The reality for many physicians can be very different: hemmed in by
decreasing payments, increasing demands for reporting and documentation, and
growing interference by insurers, doctors can scarcely afford to educate patients
during their increasingly abbreviated clinic visits, elicit their opinions and insight, or
have conversations about their goals.

The patients who account for the largest share of our health care dollars—older
adults with multiple chronic diseases—are also those for whom EBM guidelines
least often apply. In fact, applying EBM guidelines to such individuals can be an
onerous or impossible challenge [12]. Our older patients with chronic conditions are
the most vulnerable in a health care model driven solely by EBM-based quality
measures, and perhaps have the most to gain from a truly patient-centered model of
health care. Algorithmic guidelines sufficiently flexible to account for the wide
heterogeneity of older adults are unlikely to be created. Bluntly applied guidelines
may cause as much harm as good. Instead, we need to find better ways to support
thoughtful, well-trained clinicians in applying evidence in a shared decision with
patients. Reimbursing physicians for spending more time with and thinking harder
about these patients, rather than checking off “quality” boxes, is one genuine way to
improve quality in health care. This approach is more likely to produce more
ethically sound, as well as more individualized, outcomes for older adults.
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