Editorial

Measuring Patient Health Status in
Rheumatoid Arthritis — What Is a Minimal
Clinically Important Difference?

Rheumatoid arthritis (RA) is characterized by joint destruc-
tion, deformities, and disability'. Clinicians often use plain
radiographs to determine the degree of joint destruction and to
monitor the progression of the disease. In this issue of The
Journal, Bruynesteyn and colleagues present findings about
different clinicians’ judgment of what is a minimal clinically
important difference (MCID) in the progression of RA using
plain radiographs of the hand and foot at one year intervals?,

An expert panel of 5 international experienced rheumatol-
ogists was asked to define MCID as “the amount of progres-
sion of joint damage that would make them change the
second-line therapy prescribed.” When musculoskeletal
consultant radiologists recorded “substantial progression” in
their reports, this was defined as MCID. The Sharp/van der
Heijde scores of the plain radiographs and receiver operating
characteristic analyses provided a common quantification of
what the 2 professions judged to be MCID. The authors
concluded that the radiologists appeared to be more reserved
than the rheumatologists in judging MCID for patients with
RA. Despite finding a difference in judgment of the 2 profes-
sions and noting that radiological joint damage is only an
intermediate outcome measure, Bruynesteyn and colleagues
nevertheless emphasize the need to assess this in trials in addi-
tion to patient reported outcomes.

This editorial examines in detail the rationale for assessing
MCID in relation to patient-assessed health instruments, i.e.,
the smallest difference that is important to patients.

WHAT IS MCID?

A minimal clinically important difference has been defined as
“the smallest important difference in score in the domain of
interest which patients perceive as beneficial and which
would mandate, in the absence of troublesome side-effects
and excessive cost, a change in the patient’s management.™
MCID facilitate the interpretation of score changes on

outcome measures and are useful for informing sample size
calculations in evaluative studies including clinical trials.

MCID DETERMINED BY CLINICAL JUDGMENT

As suggested by Bruynesteyn and colleagues, clinicians’
repeated experience of viewing plain radiographs allows them
to interpret what is substantial radiological progression in
joint damage that may lead to a change in therapy. It is useful
to discuss this method of estimating MCID in the context of a
framework developed by Fineberg, et al to evaluate diagnostic
technologies following debate about the adoption of
computed tomography in the 1970s*. The proposed frame-
work measures the effects of diagnostic technologies at 4
separate levels®; these were subsequently extended by the
Institute of Medicine to 5%. Figure 1 shows the framework as
applied to the assessment of RA using plain radiographs.

The “diagnostic accuracy” level is concerned with whether
plain radiographs allow clinicians to accurately assess the
presence and severity of RA. However, image interpretation is
considered to be one of the weakest areas of clinical radiology
and a source of substantial variation’. At this level of the
framework it is therefore necessary to assess intra- and inter-
observer reliability for consistency in clinician decision-
making. A recent study showed good concordance at 74%
between 3 experienced consultant radiologists when reporting
on skeletal plain radiographs, compared with only 61% and
51% concordance when reporting radiographs for the chest
and abdomen, respectively®. Indeed, Bruynesteyn and
colleagues showed good intra- and inter-observer reliability in
clinician decision-making when reporting on skeletal radi-
ographs. This provides evidence that skeletal plain radi-
ographs are a reliable method for monitoring changes in joint
damage. Bruynesteyn and colleagues also used experienced
clinicians to ensure that valid judgments were made about the
progression of RA. They also appropriately addressed the

See Progression of rtheumatoid arthritis on plain radiographs judged differently
by expert radiologists and rheumatologists, page 1088
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Technical Performance

Do plain radiographs reliably result in good quality images
which are anatomically representative of RA?

;

Diagnostic Accuracy

Do plain radiographs allow accurate diagnoses of RA to be made?

:

Diagnostic Impact

Do plain radiographs change clinician’s diagnostic confidence
about the progression of RA?

.

Therapeutic Impact

Do the results of plain radiographs lead clinicians to change
therapy for patients with RA?

!

Impact on Health

Does the use of plain radiographs contribute to the improved
health of a patient with RA?

Figure 1. Evaluative hierarchy as applied to the assessment of rheumatoid
arthritis using plain radiographs.

issue of independence in decision-making, which can be a
source of bias, as well as the effect of availability of clinical
data’. At the “therapeutic impact” level they defined MCID as
whether a change in radiological progression of disease would
lead to a change in therapy. The assumption being that a
change in management is important for improving patients’
health as should be addressed at the “impact on health” level
of Fineberg’s hierarchy.

Despite an appropriate application of this method of deter-
mining MCID there are substantial limitations to this
approach. First, the reliability and validity of decision-making
by clinicians when judging changes in the progression of joint
damage is dependent on their experience. Moreover, variation
was found in different professions’ judgment of what was a
MCID. The clinicians included in a study could therefore
dramatically influence how MCID is determined. Second,
several experienced clinicians reporting on pairs of radio-

graphs can require substantial resources. In Bruynesteyn and
colleagues’ study it was only feasible to include 46 patients.
Subsequently this may result in limited generalizability and
lack of precision in findings. Third, the global assessment of
clinician judgment about how a change in therapy should
improve health outcomes does not necessarily reflect what the
progression of RA means to the patient’s functioning and well
being.

MCID DETERMINED BY PATIENT JUDGMENT

It is now widely accepted that randomized trials and similar
forms of evaluative study should incorporate the patient’s
views about outcome. This has led to considerable growth in
the number of instruments, questionnaires, and rating scales
that are designed for measuring health status and health
outcomes from the perspective of the patient!®. However,
much of this work has focused on the development and testing
of instruments for measurement properties of reliability and
validity; relatively less attention has been given to the inter-
pretation of instrument scores, including the MCID!.

There are 2 broad approaches to assessing the MCID for
score changes produced by patient-assessed health instru-
ments: anchor-based and distribution-based'?!3. Distribution-
based approaches rely on statistical criteria including
significance testing, sample variation, and measurement
precision'*. The most commonly applied distribution-based
approach is the effect size statistic, which relates changes in
instrument scores to baseline variation in the sample''.
Several authors suggest that statistical measures are insuffi-
cient for assessing instruments; they recommend that the
views of patients about the importance of the change should
be included'*!®. Anchor-based approaches assess the relation-
ship between changes in instrument scores and an external
variable'3. This includes health transition items or global judg-
ments of change that have been used to estimate the MCID!7,
Several studies have used a 15-point rating scale ranging from
—7 to 7, where —7 is a very great deal worse and 7 is a very
great deal better; the MCID has been judged to be in the range
of 1-318.

A reliance on the patient in the determination of the MCID
is a key advantage of health transition questions. However,
few health transition ratings that have been used for assessing
MCID have been evaluated for reliability and validity'.
Retrospective judgments are also subject to recall bias, and
transition ratings have been found to be unduly influenced by
current health states?’. Moreover, MCID should not be consid-
ered a fixed property and may vary across groups of
patients'®!3,

FUTURE ASSESSMENT OF MCID IN PATIENTS
WITH RA

Numerous outcome measures are available for assessment of
patients with RA, including clinical and patient-assessed
approaches. Standardization is dependent on structured
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reviews of existing instruments and expert recommendations
such as those made by the American College of
Rheumatology and the international committee, Outcome
Measures in Rheumatoid Arthritis Clinical Trials
(OMERACT). However, the interpretation of instrument
scores is a neglected area of research?'. The assessment of
important changes in health will inform sample size calcula-
tions in evaluative studies and enhance clinical understanding
of the meaning of score changes produced by outcome
measures. Future studies involving patient-assessed health
instruments should assess the MCID through the concurrent
use of health transition questions. However, further research
should also address the reliability and validity of such ques-
tions.
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