
S-114

Division of Rheumatology and Immuno-
logy, Department of Medicine, Vanderbilt
University Medical Center, Nashville, 
Tennessee, USA.

Supported in part by grants from the
Arthritis Foundation and the Jack C.
Massey Foundation.

Please address correspondence to:
Theodore Pincus, MD, Professor of
Medicine, Division of Rheumatology and
Immunology, Vanderbilt University School
of Medicine, 203 Oxford House, Box 5,
Nashville, TN 37232-4500, USA:
E-mail: t.pincus@vanderbilt.edu

Clin Exp Rheumatol 2005; 23 (Suppl. 39):
S114-S119.

© Copyright CLINICAL AND EXPERIMENTAL

RHEUMATOLOGY 2005.

Key words: Rheumatoid arthritis,
extra-articular disease, MDHAQ,
comorbidities, DMARD.

ABSTRACT
An efficient 3-page format known as
the “standard protocol to evaluate rh e u-
matoid arthritis” (SPERA) has been
developed to collect essential baseline
clinical data in clinical trials and clini -
cal research studies. 
The three pages address: 1) clinical fea -
tures of rheumatoid arthritis (RA), 2)
medications taken, and 3) a 42-joint
count. Two additional documents, a pa -
tient questionnaire and a radiographic
scoring sheet, are included for a com -
prehensive database. The 15-20 min -
utes needed to complete the SPERA
generally adds efficiency over time in
s t a n d a rd clinical care, and does not
preclude the collection of additional in -
formation for clinical care and/or clin -
ical research. The SPERA is presented
not as the most desirable format, but
rather as an example of a possible ap -
proach to the development of a consen -
sus in the rheumatology community
regarding a common format for the col -
lection of core clinical data in RA.

Introduction
Information collected in clinical care
may be classified as “objective”, i.e.
obtained by a health professional, and
“subjective” i.e. provided by the pa-
tient. In general, most “objective” data
such as laboratory tests or imaging pro-
cedures are collected according to a
standard format. By contrast, most
“subjective” data, such as the patient
history, are not collected according to a
standard format. 
In recent years, some patient history
data have been collected in the standard
format of a patient self-report question-
naire. Patient questionnaires facilitate
the flow of information and allow com-
parison of data concerning pain, physi-
cal function, or other measures from
one site to another or from one visit to
another in an individual patient. This
development suggests that further in-

formation from a medical history and
physical examination might be collect-
ed in a standard format to facilitate cli-
nical research and clinical care. 
An example of data which might be
collected in a standard format involves
comorbidities, which generally are
more common in patients with rheuma-
toid arthritis than in the general popula-
tion (1). Comorbidities also are a signi-
ficant predictor of work disability and
premature mortality in RA, at higher
levels than radiographic scores or lab-
oratory tests in one study (2). Data con-
cerning comorbidities in patients with
RAare collected with relatively similar
lists in clinical trials and clinical care.
However, the absence of a standard for-
mat detracts from the pooling of data
into multicenter databases for clinical
research. 
We have developed in clinical research
over the last two decades a 3-page stan-
dard format for the efficient collection
of data in patients with inflammatory
arthritis, termed a “standard protocol to
evaluate rheumatoid arthritis” (SPE-
RA) (3). This protocol provides an effi-
cient format for assessment that can be
completed generally in 15-20 minutes
or less. The protocol captures the most
important baseline information that
most clinicians wish to know concern-
ing a patient who might have RA, as
well as baseline information for a clini-
cal trial or observational research stu-
dy. It helps avoid the collection of ex-
ensive information which may be of
limited or no value while adding ex-
pense, time and effort for patients and
health professionals. However, the
SPERA does not preclude the collec-
tion of additional data for specialized
studies.
The SPERA format described here is
not advocated as most desirable, but is
presented as an example of a possible
approach for the rheumatology com-
munity to reach a standard format for
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Fig. 1. Clinical Lifetime Updateable Evaluation form for clinical features of RA– Onset features, classification criteria, extra-articular disease, surg-
eries, comorbidities, surgeries.
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Fig. 2. Clinical Lifetime Updateable Evaluation form for medications taken for RA.
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Fig. 3. A 42-joint count, which includes 10 proximal interphalangeal (PIP) joints of the hand, 10 metacarpophalangeal (MCP) joints of the hand,
2 wrists, 2 elbows, 2 shoulders, 2 hips, 2 knees, 2 ankles and 10 metatarsophalangeal (MTP) joints (hips and shoulders are not scored for swelling).
All joints are scored for tenderness, swelling (except hips and shoulders), limited motion, and surgery, with a space to indicate that a joint is nor-
mal.



the gathering of such information. A
standard format will require consensus
from various rheumatology centers, ex-
tending the concept of the uniform cli-
nical database for rheumatic diseases
proposed by Fries in the 1970s (4). A
database such as the SPERA could be
used at baseline for all clinical trials as
well as in standard care to facilitate
analyses of the long term outcomes of
rheumatic diseases. 
The first 2 pages of the SPERA proto-
col are designated as Clinical Lifetime
Updateable Evaluation (CLUE) forms.
They are designed to indicate a nega-
tive response by a (–), which may then
be amended to a (+). The 3 pages as-
sess: 
1. Clinical features – Onset of RA,

classification criteria, extra-articular
disease, surgeries, comorbidities,
surgeries (Fig. 1);

2. Medications taken for RA (Fig. 2);
3. A 42-joint count, which includes 10

proximal interphalangeal (PIP) joints
of the hand, 10 metacarpophalange-
al (MCP) joints of the hand, 2
wrists, 2 elbows, 2 shoulders, 2 hips,
2 knees, 2 ankles and 10 metatarso-
phalangeal (MTP) joints (hips and
shoulders are not scored for swel-
ling). All joints are scored for ten-
derness, swelling (except hips and
shoulders), limited motion, and sur-
gery, with a space to indicate that a
joint is normal (Fig. 3).

Two additional pages are incorporated
into a comprehensive assessment:
4. A patient self-report Health Assess-

ment Questionnaire (HAQ) (5) or
derivative such as a multi-dimen-
sional HAQ (MDHAQ) to assess
functional status, pain, global status,
psychological distress, fatigue, min-
utes of morning stiffness, and other
measures (6).

5. Radiographic scoring sheet for
quantitative Sharp or Larsen scores. 

Access software is available to record
and store these data, although comput-
erization is needed only if analyses are
conducted of patients in groups. The
two pages of clinical features (Fig. 1)
and medications (Fig. 2) may be kept in
a designated position in the patient
record, generally on color-coded paper,
for updating in standard care. 

The SPERA incorporates the 5 core
domains listed in a consensus for long-
term observational studies from an Out-
come Measures in Rheumatoid Arthri-
tis Clinical Trials (OMERACT) confer-
ence in 1998: health status, disease pro-
cess, damage, mortality, and toxicity/
adverse reactions (7). The format has
proven useful to collect data in clinical
research concerning the prognosis and
monitoring of patients, including dev-
elopment of a 28-joint count (8), obser-
vation of radiographic damage in most
patients within the first 2 years of dis-
ease (9), recognition that patient ques-
tionnaires are correlated significantly
with joint counts, radiographic scores
and laboratory tests (10), although they
are better predictors of work disability
(11) and mortality (2,12) than tradi-
tional measures, and the relatively
small proportion of patients were eligi-
ble for clinical trials in contemporary
care of RA(13,14). Recently, the SPE-
RA format was used to document that
all patients with RAseen by the author
in 2000 had considerably better status
than all patients seen in 1985 in the
same clinical setting (6). 
We emphasize again that the SPERA
format described here is not advocated
as the optimal format for the rheumato-
logy community. A consensus of vari-
ous rheumatology centers toward a uni-
form standardized assessment method-
ology would appear desirable. A simi-
lar format could be incorporated into
clinical trials and long-term observa-
tional research, so the clinical trial
could provide baseline information for
the observation of long-term outcomes. 
A standard format to list comorbidities
could perform, like an ESR or pain
visual analog scale, to facilitate com-
parisons in different clinical settings or
different countries with different treat-
ments over time. Although several scales
are available for the assessment of
comorbidities (15-18), they generally
are not used in rheumatology clinical
research or in standard clinical care.
Such data could enhance analyses of
questions such as whether anti-TNF
therapy might reduce the prevalence of
subsequent comorbidities. 
Although it may appear that the pro-
cess of recording data in a standardized

format requires considerable extra time
on the part of the rheumatologist and
detracts from efficiency in clinical
care, ironically within a very short time
the opposite is generally true. A stan-
dardized format in clinical care can
provide information at a glance which
may otherwise require 5-10 times as
long to collect, as has been seen with
patient questionnaire data concerning
physical function, pain or global status.
A standard format concerning comor-
bidities, medications, etc. could have a
similar benefit. Obviously, certain
changes are needed in the collection
and recording of information, no differ-
ently from entering information into a
computer rather than writing it on a
piece of paper. The information on the
computer will always be available even
if the paper is misplaced or lost and
must be written again. Similarly, a stan-
dard format facilitates efficient clinical
research and standard clinical care.
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