
Improvements in OA signs and symptoms in response to valde-
coxib were dose-dependent, with the greatest improvements in
primary efficacy measures observed at 5 mg BID, 10 mg QD,
and 10 mg BID, compared with placebo (p < = 0.004). Valde-
coxib doses of 5 mg BID, 10 mg QD, and 10 mg BID were also
as effective as naproxen 500 mg in the treating signs and symp-
toms of OA. There were no statistically significant differences
between any of the treatment groups in the number of adverse
events or in vital signs or clinical laboratory measurements.
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Least Square Mean Change

from Baseline at Week 2

Least Square Mean Change

from Baseline at Week 6

Placebo -11.46* -10.44*

Valdecoxib 0.5

mg BID

-13.84* -15.74*

Valdecoxib 1.25

mg BID

-19.09** -24.32**

Valdecoxib 2.5

mg BID

-24.30** -28.08**

Valdecoxib 5 mg

BID

-28.12** -29.42**

Valdecoxib 10

mg QD

-27.77** -29.50**

Valdecoxib 10

mg BID

-30.28** -29.24**

Naproxen 500

mg BID

-27.76** -30.05**

Patient’s Global Assessment of Arthritis at Weeks 2 and 6 (*p < = 0.05 vs naproxen, **p

< = 0.05 vs placebo).

Conclusion Valdecoxib is an effective therapy among patients
with symptomatic OA of the knee. Valdecoxib doses of 5 mg
BID, 10 mg QD, and 10 mg BID are maximally efficacious, as
they are superior to placebo and comparable to naproxen 500
mg BID in all primary efficacy measures. Valdecoxib is well tol-
erated at all doses.

Sponsored by Pharmacia Corporation and Pfizer, Inc.
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Background A pooled index of various measures, such as the dis-
ease activity index (DAS) in rheumatoid arthritis, can provide
advantages over individual measures to assess disease severity,
analyse responses to therapy, and improve statistical power in a
clinical trial or observational study.
Objectives To apply an index of four measures of severity of
osteoarthritis of the hip or knee, the Western Ontario McMaster
(WOMAC) scale, visual analogue scale (VAS) for pain, Kellgren-
Lawrence radiographic stage, and number of joints involved
among two hips and two knees, in analyses of results of a

randomised, controlled clinical trial of diclofenac/misoprostol
(Arthrotec, ARTH) compared to acetaminophen (ACET).
Methods 227 patients with radiographic stage 2–4 osteoarthritis
of the hip or knee received either 6 weeks of ARTH 75 mg
twice a day or ACET 1,000 mg four times a day after a washout
period, and then the other drug for 6 weeks, in a randomised,
double-blind, multicenter, crossover clinical trial. A pooled index
to recognise patients who had mild osteoarthritis was developed
according to 4 criteria: location in only one knee, Kellgren-Law-
rence stage 2, lowest tertile at screening for the WOMAC, and
lowest tertile at screening for the pain VAS. The value of the
pooled index was 0 (mildest) if 3 or 4 of the indicators applied
to a patient; the value was 1 if 2 indicators applied to a patient,
2 if only one indicator applied to a patient, and 3 (most severe)
if no indicator applied to a patient.
Results Overall, WOMAC pain scores were improved by 7.8 of
100 units (p < 0.001), and pain VAS scores were improved by
14.6 of 100 units (p < 0.001), while taking ARTH versus
ACET. Differences between changes in WOMAC scores while
taking ARTH versus ACET were -0.8 (advantage to ACET) for
26 patients with a pooled index of 0 (p = 0.86), compared to
1.5 (advantage to ARTH) for 50 patients with a pooled index of
1 (p = 0.70), 6.8 for 74 patients with a pooled index of 2 (p =
0.06), and 14.7 for 77 patients with pooled index of 3 (p <
0.001). Differences between changes in pain VAS scores while
taking ARTH versus ACET were 0.9 (advantage to ARTH) for
patients with a pooled index of 0 (p = 0.88), compared to 8.8
for patients with a pooled index of 1 (p = 0.11), 14.0 for
patients with a pooled index of 2 (p = 0.002), and 22.1 for
patients with a pooled index of 3 (p < 0.001).
Conclusion A pooled index of four measures of severity of
osteoarthritis of the hip or knee, the WOMAC, pain VAS, Kell-
gran-Lawrence radiographic stage, and number of joints involved
can be applied to analyse results of a clinical trial, and may be
useful to stratify patients in clinical trials and clinical care.
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Background Erosive osteoarthritis of hand (EOA) is believed to
be a subset of generalised OA characterised by frequent inflam-
matory episodes and an aggressive clinical course.
Objectives Since rare studies are available on the risk factors of
EOA, we investigated its immunogenetic predisposition.
Methods In 47 patients with EOA (42 F, mean age 62.8 ± 8
years), HLA typing for A, B, C, DRB1 loci was performed. In
the same patients we also evaluated the number of active joints
(NAJ), the number of X-ray erosions (NEJ), the radiographic
score (RS, Kallman), along with ESR and CRP.
Results The HLA antigens most frequently found in the 47
patients with EOA were A2 (16 = 34%), B5 (13 = 27.7%),
Cw4 (13 = 27.7%), and DRB1011 (11 = 23.4%) and DRB103
(8 = 17%). Interestingly, the frequency of these two latter anti-
gens were higher in EOA than in non-EOA patients (DRB1011
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