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Editorial

Patient Questionnaires for Clinical
Research and Improved Standard
Patient Care: Is It Better to Have
80% of the Information in 100% of
Patients or 100% of the Information in 5% of Patients?
A series of reports by Strand and colleagues1-4 provides a
model for analysis of clinical trial data beyond the initial
primary outcomes, adding substantial value at a fraction of
the costs of collecting these data. Extensive analyses of 3
clinical trials, US3015, MN3016, and MN302/3047, have
contributed much new information to the rheumatology
community, particularly concerning the effectiveness of
patient questionnaires to assess and monitor patients with
rheumatoid arthritis (RA)1-5,8. [Disclosure: The present
authors have participated in two efforts involving further
analyses of US3018,9.] Many large clinical trial data sets
could be analyzed beyond whether statistically significant
differences exist between active and placebo treatment, to
improve management of RA and other diseases.

In this issue of The Journal, Dr. Strand and colleagues10

analyze differences between active versus placebo treat-
ments in patients with RA according to the problem elicita-
tion technique (PET) questionnaire11 and the physical com-
ponent scale of the Medical Outcome Study Short-Form 36
(SF-36), a generic questionnaire to assess health related
quality of life12. The findings indicate similar levels of supe-
rior efficacy of leflunomide and methotrexate to placebo to
those seen according to the primary outcome measures, the
Health Assessment Questionnaire (HAQ)13 and its modified
version (MHAQ)14. These observations add to the authors’
previous reports that patient questionnaire measures have a
higher relative efficiency and are less likely to improve with
placebo than joint counts1,2. Further, patient questionnaire
scores are as sensitive as joint counts, American College of
Rheumatology (ACR) 20 improvement criteria, or disease
activity scores in the capacity to recognize differences
between active and placebo treatment in patients with RA8,9.

Why is this important? Patient questionnaires were ini-
tially regarded by most clinicians, including ourselves, as
research tools or a “poor man’s” surrogate in clinical care, to
be used when time or resources were lacking for a tradition-

al joint count, quantitative radiographic score, or laboratory
measure. Many rheumatologists continue to believe that
patient questionnaires are weak “subjective” measures
compared to stronger “objective” measures assessed by
health professionals. 

Our viewpoint changed dramatically when patient ques-
tionnaire scores were found in 1984 to predict mortality in
patients with RA more effectively than previously docu-
mented for any traditional measure15 (and have consistent-
ly been confirmed since then16). These findings suggested
that questionnaires should be incorporated into standard
patient care, similar to routine monitoring of important pre-
dictors of premature mortality such as blood pressure or
cholesterol in cardiovascular and other diseases. The prac-
tice of assessing a clinical measure is based on epidemio-
logic research concerning longterm prognosis, but is
applied in standard care to improve outcomes in individual
patients. Improvement in indicators of poor prognosis is
associated with increased well-being and survival, although
that cannot necessarily be determined in individual patients
in standard care.

Incorporation of patient questionnaires into standard
clinical care requires different strategies from those used in
clinical research, just as the degree of stringency in assess-
ment of blood pressure and serum lipids differs in clinical
care compared to clinical research (Table 1). Research
questionnaires generally are elaborate, increase the length
of a visit, add significantly to staff and physician time, and
require special tools or programs to analyze, as well as
expertise to interpret. These questionnaires necessarily
include much information that may be superfluous to
patient assessment in standard care. The SF-36 may have
many uses, such as cost-benefit analyses17 and comparison
of quality of life in patients with RA compared to other dis-
eases. Questionnaires used in our own clinical research may
include extensive queries about work history, hospitaliza-
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tions, etc., and additional instruments such as the SF-36 to
develop improved measures, such as assessment of complex
activities in a multidimensional HAQ (MDHAQ)18 and
more evenly spaced scoring in a HAQII19.

Patient questionnaires for standard clinical care should
be pragmatic, short enough to be completed in less than 10
minutes, reviewed (eyeballed) by a clinician in less than 10
seconds, and scored by the clinician or designated associate
in less than 30 seconds without a computer or calculator.
This type of questionnaire facilitates and improves clinical
encounters. The findings of Strand, et al, if confirmed in
other data sets, indicate that omission of the SF-36 and PET
will not result in loss of important information to assess and
monitor patients in standard care.

The HAQ13, Clinical HAQ (CLINHAQ)20, MHAQ14,
MDHAQ18, or HAQII19 are as informative as all additional
questionnaires to assess patient responses to therapies.
These questionnaires are useful in all rheumatic diseases,
including RA, osteoarthritis, fibromyalgia, systemic lupus
erythematosus, scleroderma, ankylosing spondylitis, etc.16.
Only a few simple measures on a short questionnaire are
needed to assess a patient fully: a measure of function, pain,
global severity, fatigue, and psychological distress.

The physical function scales of the HAQ and derivatives
are as effective as any questionnaire (or even any other clin-
ical measure including joint count, radiograph, or laborato-
ry test) to predict most important longterm outcomes in
patients with RA, such as functional and work disability,
costs, joint replacement surgery, and premature mortali-
ty16,20. A visual analog scale to assess pain is as effective as
a 2-page Western Ontario and McMaster Universities
(WOMAC) Osteoarthritis Index to distinguish active from
placebo treatment in osteoarthritis21. A visual analog scale
to assess fatigue is as effective as a 2-page fatigue question-
naire to detect changes over time22.

In many situations, we do not need questionnaires to
inform clinical decisions — just as we often do not need
joint counts, erythrocyte sedimentation rate (ESR), or C-
reactive protein at many visits. But in some instances patient

questionnaire scores illuminate in a few seconds degrees of
functional loss, pain or psychological issues, or improve-
ment or worsening, which are not apparent in the simple
clinical interview, particularly when accompanied by a flow
sheet of serial scores. A patient’s level of pain, physical
function, and global status at a given time, or as these prob-
lems may change over time, cannot be documented quanti-
tatively from a careful history, physical examination, labo-
ratory test, or radiograph, but only from a patient question-
naire.

Predicting which patient will provide important unex-
pected patient questionnaire information in standard
rheumatology care is not possible. Patients almost always
have 5–10 minutes to complete a questionnaire while wait-
ing to see the physician, but are (appropriately) anxious to
leave the clinical setting when the visit is complete.
Therefore, asking each patient to complete a simple ques-
tionnaire at each visit, similar to checking weight or blood
pressure in each patient at each visit, provides the most thor-
ough care and is logistically the most feasible procedure.

Progress in medical care requires quantitative measure-
ment to assess clinical status and document improvements
over time in conditions ranging from hypertension to hyper-
cholesterolemia. Initially, complex measurements are devel-
oped in clinical research settings, which are then simplified
for pragmatic use in clinical care. All rheumatologists
recognize differences between ultracentrifugation and mass
spectroscopy in a research laboratory to assess autoantibod-
ies and inflammation versus a rheumatoid factor kit or sim-
ple ESR for standard care. However, many rheumatologists
do not recognize substantial differences between patient
questionnaires for clinical research versus those for clinical
care. Therefore, most quantitative rheumatology assessment
in the medical literature involves thorough measurement in
a small fraction of patients who are enrolled in clinical tri-
als, rather than pragmatic measurement in the vast majority
of patients seen in standard clinical care. This situation is
consistent neither with medicine as a quantitative “scientif-
ic” endeavor nor with optimal patient assessment and care.
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Table 1. Patient questionnaires in clinical research and clinical care.

Feature Clinical Research Clinical Care

Design considerations Complete, long Patient-friendly, < 10 min
Effect on patient visit Adds time, interferes with flow Saves time for MD and patient
Scoring Complex, requires computer Simple, may “eyeball” results
Goal of data Add to research database Add to clinical care
Focus of analysis Groups of patients in clinical Individual patients cared

trials or observational databases for by individual physicians
Data management Send to data center Review for patient care
Major criteria for use Validity, reliability; assess Document status, medical

minimum clinically important and medicolegal rationale
significant difference for aggressive therapies

Disposition of questionnaire Enter into computer Enter into flow sheet in 
medical record
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In standard care, simple patient questionnaires are more
than adequate and provide permanent medical and
medicolegal documentation of patient status at a given time.
If such a questionnaire is not included in a visit, an irre-
placeable opportunity is lost for the patient and the rheuma-
tologist. Even if small amounts of incremental data might be
missed in use of pragmatic office questionnaires rather than
extensive research questionnaires, we answer our question
in the title by suggesting that it is better to have 80% of the
information in 100% of patients than 100% of the informa-
tion in 5% of the patients. Simple clinical patient question-
naires save time and make us better physicians.
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