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Exclusions and exceptions in quality-of-
care measures — Can we standardize
calculations to improve the validity

of measurement done for quality
Improvement purposes?

Why definitions are important

We have been measuring the quality of healthcare
services for over fifty years through various forms of
measures called standards, criteria, indicators, key
performance indicators, performance measures
and healthcare quality measures. Most measures
are expressed as a percentage of patients who
receive care consistent with the care described
in the measure. Therefore, measures have been
defined through a component that makes up
the numerator and a component that makes up
the denominator used in the calculation of the
percentage of compliance with the measure.

However, the precise definitions of what makes
up the numerator and the denominator vary
across programmes that measure the quality of
healthcare services. The variation in definitions
affects the usefulness of data resulting from the
measurement of clinical practice and the ability to
reach valid conclusions about the quality of clinical
practice, whether in an individual healthcare
organization or across healthcare organizations
nationally. The variation in definitions inevitably
affects the validity of the measurement.
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Exclusions and exceptions — Definitions

Definitions of exclusions and exceptions in quality
measures vary. Some sources explain exclusions in
relation to the population to be included in the
measurement process and exceptions in relation
to factors that account for the aspect of care
specified in @a measure not being delivered.™ Some
refer to the terms being used interchangeably,
although there are subtle differences.? Still other
sources refer to an exclusion being identified in
advance of data capture and an exception being
recognized only after data capture when it is clear
that a patient’s care has not been consistent with
the aspect of care specified in the numerator.*

Some sources have identified categories of
exceptions as reasons for which a patient may be
excluded from a measure including the following:®

e Medical reasons, including the care specified
in the measure not being indicated (already
received or performed or other explanation)
or contraindicated (patient allergic history,
potential adverse drug reason, etc)

e Patient reasons, including the patient declined,;
economic, social or religious reasons; or other
patient reasons
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e System reasons, including resources to perform
the services not being available; insurance
coverage or payer-related limitations; or other
reasons attributable to health care delivery
systems.

Definitions of these terms depend on the purpose
of the measurement of quality of health care.®
2 If the purpose is quality improvement or
accountability, exceptions to individual measures
are essential to allow for clinical judgement
in responding to specific clinical or patient
circumstances. Improvements in practice are
limited to acting on the reasons why patients
did not have care consistent with the measures,
including defined exceptions. If the purpose is pay-
for-performance, the measure is likely to include
a minimum threshold of a percentage of patients
that must have the care specified in order for a
provider to receive a defined level of payment;
exceptions may or may not be recognized in
individual measures, which could affect the
amount paid to providers.

If the purpose is practitioner or organization
payment-related, for example, exceptions could
recognize systems limitations in the delivery of
care. However, if the purpose of measurement
is quality improvement, the distinctions of terms
should be those described in the box.

Exclusions and exceptions — Who decides

An issue that pervades explanations of healthcare
quality measures is who defines exclusions and
exceptions — the organization managing the
measuring, such as a national organization
conducting a national clinical audit or quality
improvement project, or local clinicians. When
realistic exceptions are not recognized in national
measures, the quality of clinical performance may
be underestimated.'?

On the other hand, studies have demonstrated
variation in specifying exclusions or exceptions
when these cases can be defined locally by
clinicians. Depending on the ‘stakes’ involved in the
findings of measurement, there can be considerable
variation by healthcare organization.*" If the
stakes are high, for example, to prevent financial
penalties for a clinical service, it is possible that
local clinicians could use exceptions as a gaming
mechanism.”™ However, in usual clinical practice,
with locally-based peer review of exceptions, peers
may support up to 94% of exceptions named by
colleagues.’®

When local clinicians are able to specify their own
exclusions or exceptions, some have suggested that
the number and type of exclusions or exceptions
used by local clinicians should be reported publicly

A patient or group of patients or circumstances that are removed from the group of patients to

Exclusions require very careful specification of the population, for example, exact diagnostic

or procedure codes, age ranges of patients, complex cases or co-morbidities, time of onset of

condition, length of illness, or other factors to be excluded from application of the measure.

Term Meaning

Exclusion Relates to the population to which the measure is to be applied
which the quality measure is being applied

Exception

individual patient

Relates to the justification for the aspect of care being measured not being provided for an

Exceptions require very careful specification of the rationale for the aspect of care being measured

to not apply to individual patients who may be in the population, for example, patient declining

the care, patient-specific contraindications, patient-specific circumstances for the care not being

appropriate.
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as part of a report of performance.’” ' Such
reporting would allow judgement about the nature
of the exclusions or exceptions and would enable
learning about the circumstances or situations in
which processes may or may not be associated
with outcomes."”

A point also raised is the importance of reliable data
collection to represent exclusions and exceptions
as accurately as possible. Erroneous conclusions
about true clinical performance can be drawn
if important exclusions or exceptions are not
captured accurately through the data collection
process.'®

Exclusions and exceptions—To add orsubtract
—— from the numerator or the denominator

Typical practice appears to be to constrain the
numerator in a quality measure to the number of
patients who received the care described in the
numerator, and to subtract from the denominator
both exclusions and exceptions. However, one
group suggests adding exceptions, both medical
and patient exceptions, to the numerator.” The
justifications for this practice are: (1) from a shared-
decision making perspective, it allows for patient
preferences without penalizing clinicians, (2) it
reflects the realities of day-to-day clinical practice
with clinical variation in presentation among
patients, (3) it bolsters clinician engagement with
measurement of the quality of care and quality
improvement initiatives, and (4) it produces
an improvement in compliance with quality
measures.'

The intended clinical care

Percentage of
patients having
the intended care

Numerator:

Denominator:
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Exceptions added to the numerator in quality
measures  preserves  clinicians’  judgement
but still enables them to strive for high levels
of performance. Without the use of explicit
exceptions, and the addition of exceptions to the
numerator, the gap between actual performance
and 100% can seem insurmountable to clinicians
who want to deliver excellent clinical care. When
exceptions are added to the numerator of a
quality measure, clinicians and those who hold
them accountable for meeting the measures could
expect a level of performance that is much closer
to 100%.'

The way to interpret what is an exception is to
give credit to a clinician for recognizing that the
measure does not apply to an individual patient.
Good clinical practice is to provide the aspect
of care intended in the measure; good clinical
practice is also not to provide the intended aspect
of care if it is not appropriate for the patient for
medical or patient-related reasons. Good clinical
decision-making for both alternatives is positively
acknowledged, and the measure structure reflects
this recognition of sound clinical practice.

A model of exclusions and exceptions in a
quality measure

When a quality measure is used for quality
improvement purposes only, a model of providing
the most valid representation of clinical practice
and clinical judgement in a quality measure is in
the box.

Clinically justifiable reason for not
providing the intended care

Aspect of care to be provided + Exceptions

Population - Exclusions to the population

Patients that are not part of the
population to which the measure applies
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The value of the model — The fairest -
representation of the ‘true’ quality of care

When an aspect of care does not apply to all
patients, there are theoretically three ways to
handle the circumstance:

In the denominator, subtract from all
patients to which the measure applies any
cases where circumstances would make the
patient exempt from receiving the specified
care or service.

e Use an exception —

e Use no exclusion or exception —

— In the numerator, include the patients for
whom care is consistent with the intended
aspect of care.

— In the denominator, include all patients
to which the measure applies without any
exclusions or exceptions.

e Use an exclusion — _

— In the numerator, include the patients for

which care is consistent with the intended
aspect of care.

In the numerator, include the patient for
which care is consistent with the intended
aspect of care plus the patients for whom
there is a clinically justifiable circumstance
that would make the patients exempt from
receiving the care specified in the evidence
of quality.

In the denominator, include all patients to
which the measure applies.

The decision will affect the picture of performance

provided by the measure. Examples are in the box.

Effect of subtracting from the denominator or adding to the numerator

Timeliness of access to the lung cancer service

Numerator The number of people whose request for an appointment
was received in the months of April to June and whose
clinic appointment was 10 working days after the request
to see the person is received

Exception: The people who chose to wait longer for the

appo

intment

Denominator The number of people whose request for referral for an

appo

Findings from data collection

intment was received in the months of April to June

® 100 people were included in the audit, that is, the measure of an appointment with a specialist being requested applied

to all 100 people.

® 68 people had an appointment in 10 working days after the request was received.

® 14 people chose to wait longer than 10 working days for an appointment.

® 18 people did not have an appointment 10 working days after the request was received and did not choose to wait

longer.

Calculation of compliance making no provision for an exception

68 people had an appointment €10 working days after the request was received 68 8
100 people were referred for an appointment 100 P
Calculation of compliance treating an exception as an exclusion
68 people had an appointment €10 working days after the request was received 68 79 1%
86

100 people were referred for an appointment minus 14 people who chose to wait longer for

an appointment
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Calculation of compliance recognizing an exception as valid clinical decision-making

68 people had an appointment €10 working days after the request was received plus

14 people who chose to wait longer for an appointment

100 people were referred for an appointment

Conclusions about the three approaches to
calculations when an aspect of care does not apply
to all patients are as follows.

e Using no exclusion or exception can result
in underestimation of the level of compliance
with the measure.

e Using an exclusion when some cases are
exempt from receiving the care specified can
result in underestimation of the
compliance with the measure.

level of

e Using an exception presents a more valid
picture of quality by allowing for clinical
judgement and unusual circumstances that
happen in the provision of patient care.

When are exceptions identified — Before or
after data collection

When exceptions can be specified in advance of
data collection, the data capture or collection
process actually can find and count exceptions,

Term Meaning

Fo rgotte n exceptio n

82

0,
100 82.0%

which may help local clinical teams interpret
findings from data capture or collection. However,
it is possible that a clinical group may not think
of all exceptions in advance of data capture.
Cases which were not consistent with the quality
measure should be reviewed to identify any further
exceptions. Examples of possible ‘additional’
exceptions are in the box below.?

The way forward for exclusions and
exceptions
In quality measurement systems that are

entirely reliant on electronic patient record (EPR)
systems, the specifications for the numerator
and denominator for individual measures are
dependent on the structure of the systems.

However, for clinical audit or quality improvement
studies that are not dependent on standardized
specifications dependent on the structure of an
EPR system for the numerator and denominator, it
is important for local clinical peer groups to:

A common exception to the aspect of quality of care that you simply overlooked in drawing up a

measure, such as the patient declined the treatment

Rare exception

An exception to the aspect of quality of care that occurs so rarely that you would not ordinarily

think of including it in a measure. Rare exceptions tend to consist of unusual patient diagnoses or
conditions. It is more efficient to identify rare exceptions during review of cases than to determine
all the possible rare exceptions when drawing up measures.

Complex exception

A combination of clinical circumstances that together create an exception to the aspect of quality.

A complex exception tends to be a patient with several diagnoses or problems in which the
management of one condition may influence management of another.

State-of-the-art
exception
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Patient conditions for which there is no generally accepted effective prevention or treatment or for
which the evidence is in conflict, which may justify not providing the aspect of care.
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Agree in advance of data capture or collection
on both the cases to be excluded from the
population in the study and the clinical and
patient exceptions in quality measures to be
applied locally.

Add exceptions to the numerator and
subtract exclusions from the possible
population in the denominator.

Following data collection, review cases that are
not consistent with quality measures as a peer
group to identify any additional exceptions,
such as rare exceptions or complex cases.

Adjust the percentage of compliance with
a quality measure to add additional exceptions
agreed by a clinical peer group.
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