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ABSTRACT

Assessment of benefit/risk of therapies
for any diseaseis best conducted accor-
ding to quantitative data. In many dis-
eases, such as hypertension or hyperli-
pidemia, a single quantitative measure
serves as a "gold standard" for patient
status, but no single measure can serve
as a "gold standard' for all individual
patients with rheumatoid arthritis (RA).
Therefore, indices such as the Ameri-
can College of Rheumatology (ACR)
Core Data Set and Disease Activity
Score (DAS), are used in clinical trials
and other clinical research. These indi-
ces include 3 types of measures, which
are derived from a health professional
[joint counts, global]; alaboratory [ery-
throcyte sedimentation rate (ESR) and
C-reactive protein (CRP)]; or a patient
questionnaire [physical function, pain,
global]. In most standard clinical care,
the majority of clinicians do not collect
joint count or patient questionnaire data
at most visits. Therefore, assessment
and management of most patients with
RA is conducted empirically, with the
only quantitative data from laboratory
tests. Measures on a patient self-report
questionnaire of physical function, pain,
and global status, are as informative as
joint counts, radiographic scores, labo-
ratory tests, or any measure by a health
professional to document status, esti-
mate prognosis, and monitor responses
to therapies. e suggest that quantita-
tive measurement may be incor porated
into standard clinical care most easily
and effectively by asking each patient
to complete a simple 1-page question-
naire at each visit to a rheumatol ogist.

Introduction

The benefit/risk of a therapy for any
disease is best estimated according to
guantitative measures to stratify pa-
tients regarding prognosis and appro-
priate therapy. Documentation in hy-
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pertension and diabetes that reversal of
quantitative dataindicating a poor prog-
nosis leads to prolongation of lifespan
has provided important advances (1, 2).
It would appear desirable that patients
with RA should have similar quantite-
tive assessment as a component of stan-
dard care (3-6).

In the quantitative assessment of RA,
two important differences are seen com-
pared to most chronic diseases. First,
no single measure — whether a joint
count, radiograph, laboratory test, or
patient questionnaire score — can serve
as a"gold standard" for the assessment
of clinical status in all individua pa-
tients with RA. Therefore, pooled in-
dices of several measures (7) have been
developed for quantitative patient as-
sessment. Second, measures obtained
from patients have been found to be as
informative as measures obtained by
health professionals, including joint
counts, radiographs and laboratory tests,
to document status, develop a progno-
sis, and monitor responses to therapy
(6). Therefore, modern pooled indices
to assess patients with RA include quan-
titative measures provided by patients.

Early pooled indices (Table I) included
a "therapeutic scorecard in rheumatoid
arthritis’ of Steinbrocker and Blazer
(8), the Lansbury Index (9), and the Pau-
lus Criteria (10). These indices have
largely been supplanted by the ACR
Core Data Set (11-13) and the Disease
Activity Score (DAS). The ACR Core
Data Set includes 3 measures by a
health professional assessor [swollen
joint count, tender joint count, and glo-
bal assessment], one laboratory measure
[erythrocyte sedimentation rate (ESR)
or C-reactive Protein (CRP)], and 3
measures from a patient questionnaire
[functional disability, pain, and global
assessment] (11-13). Criteria for im-
provement according to the ACR Core
Data Set, notably 20%, 50% and 70%



improvement in swollen and tender
joints plus 3 of the 5 additional measures
(known as ACR 20, 50 and 70) have
been described (14). The DAS includes
aswollen joint count, tender joint count,
ESR or CRP, and patient assessment of
global status (15-17); criteria for im-
provement according to DAS scores
have been described (18,19). More re-
cently a simplified disease activity in-
dex (SDAI) has been described, which
includes the 4 measures from the DAS,
aswell aphysician assessment of global
status (20). In addition, an index which
includes measures only from a patient
guestionnaire, i.e., physical function,
pain and patient assessment of global
status, has been developed (21).
Clinical trials are now conducted ac-
cording to standard quantitative data
included in the ACR Core Data Set and
DAS. However, standard clinical care
of most patients with RA continues a
tradition of being conducted without
joint counts, patient questionnaires, or
any quantitative data other than labora-
tory tests, and DAS in selected patients
who are treated with biological agents
in certain settings. For example, at a
meeting in Europe in 2003, rheumatol -
ogists were asked "Across routine vis-
its of patients with RA under your care
(not including clinical trials), what per-
centage of visits includes a formal ten-
der and swollen joint count?' In re-
sponse, 13% of rheumatologists indi-
cated "no visit," and only 14% indicat-
ed "all visits." Overal, 45% indicated
"fewer than 25% of visits," 56% "fewer
than 50% of visits," and 70% "fewer
than 75% of visits" included a formal
joint count. Furthermore, it has been
found that fewer than 25% of rheuma-
tologists use patient questionnaires in
standard clinical care (22). Therefore,
benefit/risk assessment in standard
clinical careis based predominantly on
empirical, rather than quantitative, as-
sessment with very limited documenta-
tion of clinical status and possible im-
provement (or decline) over time.

In this essay, we suggest that the bene-
fit/risk of any therapeutic intervention
in an individual rheumatology patient
be approached quantitatively in stan-
dard care. Joint count and laboratory
measures are certainly valuable, but in-
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Tablel. Indexes of various measures used to characterize patients with rheumatoid arthritis.

Measure

® ©)

Steinbrocker Lansbury Paulus ACR Core Data
(10)

DAS SDAI Pt.only

Set(11-13)  (16,17) (20) (21)

Joint swelling

Joint pain/tenderness
Joint motion/limited
ESR

Hemoglobin
Functiona status
Pain

Patient global
Weight

Fever

Muscle weakness
Morning stiffness
Fatigue

Assessor global

o+ o+ o+ o+ o+ o+ o+ +
+

+ o+ o+ o+

Table I1. Rationale for completion of patient self-report questionnaires at each visit to a

rheumatol ogist.

1. Petient self-report questionnaires address the primary concerns of patients quantitatively,
including pain, physical function, fatigue, and psychological distress.

2. Questionnaire data are as effective or more effective than traditional joint counts,
radiographs, and laboratory tests to predict severe outcomes of RA, including functional
declines, work disability, and costs, and to predict premature mortality.

3. Questionnaire scores are highly reproducible - higher than seen for 2 assessors performing a
joint count or 2 radiologists scoring a radiograph.

4. Questionnaire data are correlated significantly with data from traditional joint counts,
radiographs, and laboratory tests, as well as physical measures of functional status.

5. Changesin statusin clinical trials may be detected using questionnaires as effectively or
more effectively than using the traditional physical, radiographic, or laboratory measures.

6. Anindex of the 3 measures from the Core Data Set on a self-report questionnaire, functional
disability, pain and global status, appears as sensitive as ACR 20 to distinguish active

treatment from placebo in aclinical trial.

7. Patient questionnaires which are designed for use in standard clinical care are easily

completed by patients.

8. A patient questionnaire can save time for the physician.
9. The patient questionnaire can document clinical status on a given day, which if not collected

indicates data forever lost.

10. Self-report questionnaires are effective in al rheumatic diseases, including rheumatoid
arthritis, osteoarthritis, fibromyalgia, systemic lupus erythematosus, and scleroderma.

11. Most rheumatologists do not perform quantitative joint counts or collect any other
quantitative data at most visits of most patients.

volvetime and expense, particularly re-
lative to patient questionnaires. Ironi-
cally, patient questionnaires are the
most easily administered and reliable
guantitative measures to assess and
document status, estimate a prognosis,
and monitor responses to therapy in
patients with RA. We raise the consid-
eration that patient questionnaire scores
should be collected as routine docu-
ments in the infrastructure of rheuma-
tology care at each visit of each patient
to arheumatologist (23).
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Why should each patient complete
asdf-report questionnaire at each
visit to arheumatologist in standard
clinical care?

A rationale for the use of self-report
questionnaires in standard care of pa-
tients with rheumatic disease (and pos-
sibly any chronic disease) is based on
many lines of evidence (Table Il). Pa
tient questionnaires address the prima-
ry concerns of patients directly and
quantitatively, including pain, physical
function, fatigue, and psychologica dis-
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tress. Questionnaires offer measurable
insight into the psychosocia problems
of patients, which clinicians have al-
ways acknowledged to be of great im-
portance but had no ssmple way to as-
sess (24, 25).

Self-report questionnaire scores are cor-
related significantly with datafrom tra-
ditional joint counts, radiographs, and
laboratory tests, as well as physical
measures of functiond status (26). Ques-
tionnaire data appear the best single
representation of clinical status among
all available measures (26). Patient
guestionnaires provide more informa-
tive data than joint counts, radiographs,
or any known laboratory test to predict
and monitor severe long-term outcomes
of RA, including functional declines,
costs, work disability, death and even
joint replacement surgery (6,25,27-31).
Questionnaire data document that mor-
tality in RA is associated with greater
severity of disease, comparable to find-
ings in other chronic diseases such as
Hodgkin's disease and coronary artery
disease, rather than "unrelated to RA"
(32, 33).

Changesin statusin clinical trialsin RA
may be detected using questionnaires as
effectively or more effectively than tra-
ditional physical or laboratory mea-
sures (34-36). This phenomenon results
in part from the fact that tender and
swollen joint counts are the measuresin
the Core Data Set which are most likely
to improve with placebo treatment,
while patient questionnaire measures of
physical function and global status
show no change with placebo treatment
(Table111) (38,39). The highest relative
efficaciesinoneclinical trial werethere-
fore seen for patient questionnaire mea-
sures (Tablell1).

Patient self-report questionnaire results
have been reported most extensively in
patients with RA, which is the most
prevalent disease managed in rheuma-
tology practices. However, simple self-
report questionnaires such as the health
assessment questionnaire (HAQ) (40)
and its modified (MHAQ) (26) or mul-
tidimentional (MDHAQ) (41) versions
are effective to describe the status of
patients with all rheumatic diseases, in-
cluding osteoarthritis, fibromyalgia, sys-
temic lupus erythematosus, and sclero-

Tablelll. Changein ACR Core Data Set measures over 12 months in rheumatoid arthritis
clinical trial of leflunomide versus methotrexate versus placebo.

Measure Leflu- Placebo Metho- Effect Relative
nomide trexate size efficiency
Tender joints -7.7 -3.0 -6.6 -0.59 1.00
Swollen joints -5.7 -2.9 -54 -0.44 0.56
Physician global status -2.8 -1.0 -24 -0.68 1.33
ESR -6.3 +2.6 -6.5 -0.41 0.48
HAQ -0.45 +0.03 -0.26 -0.80 184
MHAQ -0.29 +0.07 -0.15 -0.69 1.37
Pain -2.2 -0.4 -1.7 -0.65 121
Patient global status -2.1 +0.1 -15 -0.81 1.88

ESR: erythrocyte sedimentation rate; HAQ: health assessment questionnaire; MHAQ: modified HAQ.
Sources: Strand V, Cohen S, Schiff M et al.: Treatment of active rheumatoid arthritis with leflunomide compared
with placebo and methotrexate. Arch Intern Med 1999; 159: 2542-50.

Tugwell P, Wells G, Strand V et al.: Clinical improvement as reflected in measures of function and health-related
quality of life following treatment with leflunomide compared with methotrexate in patients with rheumatoid arthri-
tis: Sensitivity and relative efficiency to detect a treatment effect in a twelve-month, placebo-controlled trial. Leflu-
nomide Rheumatoid Arthritis Investigators Group. Arthritis Rheum 2000; 43: 506-14.

Table V. Improvement with leflunomide, methotrexate or placebo for 3 pooled indices of
"patient only", "assessor only" and ACR Core Data Set measures, aswell asACR20 and DAS.

20% Improvement response Z scores
Leflunomide  Methotrexate
Pooled Index Leflunomide Methotrexate Placebo vs Placebo vs Placebo
ACR 20 52% 46% 26% 4.36 3.32
Patient Only 64% 56% 33% 4.85 3.00
Assessor Only 74% 69% 43% 5.12 4.86
All Core Data Set 57% 49% 29% 5.89 512
DAS 59% 59% 30% 4.84 4.85

All z scores p < 0.001

Source: Pincus T, Strand V, Koch G et al.: An index of the three core data set patient questionnaire measures
distinguishes efficacy of active treatment from placebo as effectively as the American College of Rheumatol-
ogy 20% response criteria (ACR20) or the disease activity score (DAS) in arheumatoid arthritis clinical trial.

Arthritis Rheum 2003; 48 (3):625-30.

derma, aswell as RA (41-43). The high-
est levels of functional disability were
seen in patients with RA, while the
highest visual analog pain scale scores
and highest levels of learned helplessness
were seen in patients with fibromyalgia
(42, 43). These data were compiled
from the distribution of a self-report
guestionnaire to all patients at all visits
in arheumatology clinical setting.

The patient measures on the ACR Core
Data Set (11-13), physica function,
pain, and global assessment, have been
developed into an index (21), as noted
above. This"patient only" index (Table
IV) showed a capacity similar to an in-
dex of "assessor only" measures (swol-
len joints, tender joints, assessor glob-
al), patient measures plus ESR (the lab-
oratory measure in the Core Data Set),
assessor measures plus ESR, aswell as
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a pooled index of al 7 Core Data Set
measures, to distinguish active lefluno-
mide or methotrexate treatment from
placebo treatment (21). Furthermore,
efficacy was similar according to these
indices as according to the ACR 20
(14) and DAS (21). These data suggest
that collection of patient questionnaire
data in standard clinical care may pro-
vide data which are as informative as
the entire ACR Core Data Set. Even if
patient questionnaire data might lose,
say, 20% of the information provided
by the entire Core Data Set, if aformal
count of tender and swollen joints were
collected, it might be reasonable to sug-
gest that availability of 80% of optimal
datain 100% of patients (at < 20 of the
costs) might be preferable to 100% of
the optimal in fewer than 10% of the pa-
tientswho areincluded in clinical trials.
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TableV. Some reasons why a patient questionnaire may not beincluded in standard clinical

care.

A. Traditiona "biomedical model" paradigm — critical clinical data come from a physician and/or
high-technology imaging and laboratory sources, rather than from a patient

B. Most rheumatologists experience with patient questionnaires is derived from clinical research, in
which the collection, scoring and management of patient questionnaire data is seen as a burden,

rather than atime-saving asset, in patient care

C. Logistic concerns regarding the HAQ

1. Cannot be quickly scanned by a clinician to assess patient status

2. Not easily scored in standard clinical care
D. Specific possible limitations of the HAQ

1. Score may beincreased artifactually by recommending a device, e.g., patient given a cane
or jar opener responds "with some difficulty", but now has score of 2 instead of 1

2. Some activities are correlated at higher levels with activitiesin other categories than in the

same category

3. 8of 20 activities determine the overall score — different activities may determine score on

different dates

4. Patient may improvein 1-12 activities, but show no change in HAQ score
5. Certain activities, such as"shampoo your hair," "chores such as vacuuming or yard work"

are not performed by some patients

6. HAQ does not include scores for psychological distress, fatigue, change in status, or
morning stiffness, and other constructs which some clinicians wish to monitor

7. Floor effects are seen, in that some patients may have normal HAQ scores, but nonetheless

have functional limitations.

Across all routine visits of patients with RA under your
care (not including clinical trials), what % of these visits
includes a formal tender and swollen joint count?

® 25-49% of visits
[ R—— A, 11%

@ 74% of visits

s i Ao i 140/0

(B 75-99% of visits

i 16%

4 14%

@ 1-24% of visits

Fig. 1. Responses of about 500 European rheumatol ogists to a question presented in September 2003
at the European launch of adalimumab: "Across all routine visits of patients with RA under your care
(not including clinical trials), what percentage of these visitsincludes aformal tender and swollen joint
count ?* Note that 13% of rheumatologists indicated that no visit included a formal joint count, and
only 14% indicated that all visits of patients with RA included formal joint counts. Overall, 45% of
rheumatologists indicated that fewer than 25% visits included aformal joint count, 56% indicated that
fewer than 50% of visitsincluded aformal joint count, and 70% indicated that fewer than 75% of vis-
itsincluded aformal joint. (By permission of Abbott Immunology)

Why are patient questionnaires

not used in standard clinical care?
The HAQ (40) and arthritis impact
measurement scales (AIMS) (44) were
published in 1980, and evidence that pa-

tient questionnaires are better clinical
measures to predict morbidity and mor-
tality in RA than laboratory tests or ra-
diographs was published in 1984 (45).
Nonetheless most rheumatologists have
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not incorporated patient questionnaires
into standard clinical care. Some of the
reasons for this phenomenon (Table V)
are discussed below.

First, the traditional "biomedical mod-
e" paradigm, the basis for most spec-
tacular advances of 20th-century medi-
cine (46,47) regards data derived from
aphysician and/or high-technology im-
aging and laboratory source as critical.
Data from a patient are seen as unim-
portant, primarily assessed to provide
clues to obtain definitive high techno-
logy "objective" data.

Second, most rheumatologists have lit-
tle experiencein clinical care with ssim-
ple questionnaires, and most experi-
ence with patient questionnaires in-
volves cumbersome and lengthy ques-
tionnaires, designed for clinical re-
search and clinical trials (Table VI). In
formal clinical research, extensive ques-
tionnaires are appropriate to acquire as
complete a database as might be need-
ed to address the study questions. Pa-
tients and clinicians recognize and ac-
cept the inconveniences of lengthy ques-
tionnaires with complex scoring. In-
deed, the clinician is not expected to
review patient questionnaire data, which
are not interpreted at the clinical site,
but rather sent to a remote data center
for entry into a database (Table V1).

By contrast, a questionnaire designed
to be used in standard patient care must
befeasibleand practical (TableVI), com-
pleted by a patient within 5-10 minutes,
scanned ("eyeballed") by a health pro-
fessional in less than 5 seconds, and
scored and available in a flowsheet to
compare with previous visitsin less than
30 seconds. Furthermore, a question-
naire for standard patient care should
be clinically applicable to patients with
al diagnoses. The questionnaires pro-
vide time-saving information to the phy-
sician by enhancing a patient's capacity
to describe concernsin the limited time
dlotted for aclinical visit (Table V1).
Use of a patient questionnaire in clini-
cal care may be compared to the devel-
opment of a kit to assess, say, rheuma-
toid factor or DNA antibodies in clini-
cal practice. The kit may not provide as
precise ameasure as might be available
through certain research methods. How-
ever, the kit alows information to be
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Table V1. Features of patient questionnairesin clinical research versusclinical care.

Clinical research

Clinical care

Designed to obtain 100% of the datain 5% of patients

Complete, long — feasibility not an issue
Takes time from office routine

Requires > 1 minute to review responses
Scoring requires > 1 minute and/or computer
Results unknown in care

Send to data center for computer entry

May be specific for disease, eg, osteoarthritis, or construct,

e.g., depression
Completed by afew patients
Enter into computer

Designed to obtain 80% of the datain 100% of patients

Feasible, practical — patient-friendly, less than 5-10 minutes
Saves time for office routine — facilitates care

"Eyeball" responsesin < 5 seconds

Scored by a health professiona within 15-30 seconds
Entered into aflow sheet to compare with previous visits within 60 seconds
Review with patient to add to care and documentation

Completed by al patients
No need for computer

Reflects all primary patient concerns — applicable to patients with all diagnoses

availablein a pragmatic fashionin acli-
nical care setting, which otherwise
might not be available at all or be over-
ly expensive for clinical use. As noted
above, evenif aquestionnaire might pro-
vide only 80% of the information pro-
vided by a complete joint count, ESR
and CRP, it appears preferable to have
80% of the information in 100% of pa-
tients than 100% of the information in
fewer than 10% of patients who are in-
cluded in clinical trials and other formal
research studies.

A number of misconceptions have been
mentioned by clinical rheumatologists
concerning patient questionnaires, which
may be broadly classified into three ca-
tegories concerning validity, consequen-
ces and logistics. Rheumatol ogists have
suggested that patient questionnaires
may be unrelated to physical examina
tion, laboratory or radiographic data.
However, significant correlations be-
tween patient measures and traditional
measures are seen if sufficient numbers
of patients are included, although the
level of correlations indicate that the
data are not redundant (26).

The proper use of aquestionnaire saves
time for the physician, provided that it
is easily completed by patients, scanned
("eyeballed") in 5-15 seconds, and scored
in 15-30 seconds. The questionnaire
does not in any way replace the history
and careful joint examination. The pur-
pose of the questionnaire is to reduce
the time required to gather factual in-
formation and replace it with interpre-
tative time to assess diagnostic issues
and to provide patient discussion and
counseling. There is no obligation for a

rheumatologist to create a computerized
database with patient questionnaire data
anymore than with laboratory data or
radiographic data, although a flowsheet
is a very good way to monitor patient
status.

Longitudinal databases have been esta-
blished for post-marketing surveillance
of biologic agents. These research data-
bases are necessary to recognize possi-
ble problems with safety of the new
agents, but cannot provide optimal an-
swers concerning their efficacy and ca-
pacity to improve long-term outcomes.
Furthermore, these databases usually do
not include data concerning patients who
are not treated with biological agents,
many of whom have favorable outcomes.
A more compl ete picture of the respon-
ses of patients to all therapies adminis-
tered can emerge only from monitoring
of consecutive patients at all visits.

How to administer patient question-
nairesin standard rheumatology
care

A clinician may collect a HAQ, or its
modified versions using a very simple
system that has been implemented ef-
fectively over the last 20 years (Fig. 2)
(3,23,48). When the patient registersfor
the visit, the receptionist asks the patient
to complete a questionnaire mounted
on aclipboard, along with a soft pencil
or felt-tip pen, while waiting to see the
physician. The questionnaire should be
presented as an important component
of medical care, to provide dataregard-
ing functional status, pain, global sta-
tus, fatigue, and psychological status,
which cannot be obtained from any
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source other than the patient herself or
himself. A cheerful and enthusiastic
manner is important — the patient loses
interest if the staff projects a general
disdain of questionnaires.

Many clinicians have suggested that it
would be desirable to select patients to
complete questionnaires on the basis of
specific criteria, such as diagnosis, in-
terval since the last questionnaire, or
the nature of the encounter (e.g. begin-
ning of new therapy etc.). However,
schemes that include only certain pa-
tients generally fail in usua clinical
practice. It is considerably easier for
the office staff to hand a questionnaire
to each patient at registration than to at-
tempt to determine which patient should
receive a questionnaire, except possibly
who isa"new" versus "return" patient.
Therefore, in actua clinical practice,
the most effective system is to assess
every patient at every visit. The only
complexity is that there may be a dif-
ferent questionnaire for new patients,
such as a4-sided, 2-page version which
may include past history, family histo-
ry, alergies, surgeries, and illnesses,
compared to the 2-sided, 1-page ques-
tionnaire for "return" patients. Col-
lection of routine data from consecu-
tive patients at each visit may be sup-
plemented by additional data collection
at intervals in certain subsets of pa-
tients, if desired.

The questionnaire is completed by the
patient before being called into an ex-
amining room. Most patients wait at
least 5-10 min before seeing a rheuma-
tologist. The questionnaire helps the
patient focus on problems and adds to
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PT: XXX 1% Visit: 11/4/2003 DXICD9: 714.00 Onset: 01/1996 Education: 8

VISIT DATE | 11/4/03 | 1/13/04 | |
PATIENT SELF_REPORT QUESTIONNAIRE DATA
FUNCTIONAL STATUS (FN) [0-10] 2.67 [/}
PSYCHOLOGICAL STATUS (PS) [0-10] 1.10 0
PAIN (PN) [0-10] 9.6 0.3
AM STIFFNESS (AM) [0-300 min] 60 30
FATIGUE (FT) [0-10] 9.6 0.7
CHANGE OVER 2 WEEKS (CH) [1-5] M Worse Same
GLOBAL STATUS (GL) [0-10] 8.9 0.3
# SYMPTOMS (SY) [0-60] 19 4
VITAL SIGNS
WEIGHT (Ibs) 167 167
BLOOD PRESSURE (mm/Hg) 114/70 131/81
JOINT EXAMINATION DATA
# Tender/pain on motion Joints (#/28) 7 2
# Swollen Joints (#/28) 14 2
# Deformed/limited motion Jts (#/28) 11 2
# Abnormal Joints (#/28) 17 2
LABORATORY DATA
ESR (mmy/hr) [M:0-20 / F:0-30] 43 8
CRP (mg/L) [0-10] 30 3
WBC (thou/uL) [4-11] 6.3 7.9
HGB (g/dL) [M:14-18/F:12-16] 16.8 17
HCT (%) [M:42-50/F:37-44] 47.6 49
PLATELETS (thou/ulL) [150-400] 179 207
ALBUMIN (g/dL) [3.5-5.0] 3.9 4.1
ALK PHOS (U/L) [40-100] 101 128
SGOT (U/L) [4-40] 18 17
CREATININE (mg/dt) [0.7-1.5] 1.1 0.8
THERAPIES
Prednisone N-3 QD 30D
Methotrexate N-10 QW C-20 QW
Folic Acid N-1QD 10D
Tylenol with Codeine 0-30 TID D

Fig. 2. A practical system for routine completion of patient questionnairesin clinical care.
Abbreviations: N: new therapy; C: change dosage; D: discontinue therapy; O: On —taking at visit; QD: once aday; QW: once aweek; TID: 3 times aday.

the encounter with the rheumatol ogist.
Generally, no help from a heathcare
professional is needed for a patient to
complete the questionnaire. However,
approximately 25% of patients do re-
quire help from a family member or
health professional to complete the
questionnaire, which should be willing-
ly provided.

It is necessary that the patient sees that
the questionnaireisreviewed by the phy-
sician. Patients have commented that
they have been unhappy after compl et-

ing questionnaires in physician's offi-
cesif there was no evidence that the in-
formation was reviewed by a hedth pro-
fessional. The questionnaire may also
be reviewed with anurse or other mem-
ber of the office staff when the weight
or blood pressure are checked, or when
the patient is placed in an examination
room. This review is not necessary, but
may include identification and comple-
tion of missing data, medications, pa-
tient inquiries, and scoring of the ques-
tionnaire scales.
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Many options exist for management of
questionnaire data, ranging from sim-
ply scanning the questionnaire to as-
sess patient status, to formally scoring
it, to keeping a flowsheet (Table VII).
A flowsheet may be used to facilitate
recognition of possible changesin func-
tional capacity, pain, fatigue, or psy-
chological status from previous visits.
Flowsheets appear useful in the man-
agement of chronic disease in general,
and many clinicians record medications,
|aboratory tests, joint examination find-
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ings, and other data on aflowsheet. Our
clinic uses aone-page flowsheet, which
includes patient questionnaire scores,
laboratory data and drugs, which we
find very useful in standard clinical care,
and is completed at each visit (Table
VII).

An example of such aflowsheet is pre-
sented in Table VII. Thisexampleillus-
trates a patient who was seen initially
on 4 November 2003. He reported one
episode of arthritis in 1996, which re-
solved spontaneously, and he had pa-
lindromic episodes between 1996 and
2003. He presented a 2-month history
of accelerated generalized arthritis, and
was taking acetaminophen (paraceta-
mol) with codeine. He had 7 tender
joints, 14 swollen joints, 11 joints with
deformity or limited motion, or a total
of 17 abnormal joints, an ESR of 43
mm/hr, and CRP of 30 mg/L (upper li-
mit of normal 10). His patient question-
naire scores were (on a scale of 0-10)
2.67 for functional disability (0.8 on a
scale of 0-3), 9.6 for pain, 8.9 for glob-
al status, 9.6 for fatigue, and he had 1
hour of morning stiffness.

He was given prescriptions for 3 mg/
day of prednisone, 10 mg/week of meth-
otrexate, and 1 mg/day of folic acid.
When seen 2 months later on 13 Janu-
ary 2004, he had 2 tender joints, 2 swol-
len joints, 2 joints with deformity or li-
mited motion, ESR of 8 mm/hr and CRP
of 3 mg/L. He tolerated methotrexate
without any difficulty but continued to
have symptoms so his methotrexate was
raised to 20 mg/week. He was main-
tained on 3 mg/day of prednisone. This
patient had the type of response that is
often seen with 90% improvement in
ACR Core Data Set measures, but gen-
eraly not documented effectively in
standard clinical carein most settings.
Clinicians have expressed concerns that
guestionnaires may interfere with of-
fice routine and time management, with
conseguent increases in costs and time.
However, data from a brief question-
naire designed for standard care can
provide an important saving of time
(after a brief "learning curve," asisre-
quired with any new practice).

The senior author has included a pa-
tient questionnaire at each patient visit
over the last 2 decades, so that robust

Table VII. A practical system for routine completion of patient questionnaires in clinical

care.

o A W DN E

Patient given 2-page questionnaire by receptionist - completed in waiting room
Nurse or other staff member may review and/or complete medication data
Physician should expect to do aslittle as possible - should “eyeball” questionnaire
Staff member (or physician, but unlikely) may score questionnaire

Many options for management of patient questionnaire information:

a Simply filein medical record without scoring like alaboratory test report

b. Questionnaire scored by staff member and filed in medical record

¢. Questionnaire scored, entered into computer flow sheet and filed

d. Questionnaire scored, entered into computerized flow sheet and filed

e. Questionnaire scored, entered into computerized flow sheet and flow sheets merged into

computer database

information concerning functional sta-
tus, pain, psychological distress, fatigue,
global status, review of systems, and
medications are known when the pa-
tient enters the examination room. This
information enables the clinician to fo-
cus on matters that require attention at
the visit, rather than acquiring basic da-
ta from the patient, leading to more ef-
ficient and effective clinical care.
Although many specialized question-
naires such asthe AIM S (44) and West-
ern Ontario McMaster (WOMAC) (49)
osteoarthritis scale are useful in differ-
ent types of clinical research studies,
the HAQ and MDHAQ have proven
clinically useful in standard care and re-
search studies for all rheumatic diseas-
es (41,42). Thereis no need for aclini-
cian to use an additional questionnaire,
other than for specialized research stu-
dies or his or her own interests. As not-
ed above, it is unnecessary to use acom-
puter unless one plans to compile data
concerning groups of patientsinto are-
port.

The standard medical record generally
includes little or no quantitative datato
document whether patients are better or
worse over long periods, and patients
often see different physicians over the
years. Rheumatologists can monitor
consecutive patients in clinical care to
recognize long-term outcomes, using
patient self-report questionnaires as a
standard component of each visitin cli-
nical care (3,23,50). The inclusion of
patient questionnaire data in the stan-
dard care of al patients with rheumatic
diseases, in addition to appropriate lab-
oratory tests and imaging data, would
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add quantitative data to document sev-
erity and monitor improvement in all
individual patients under the care of
any rheumatol ogist.
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