
Adverse events were well matched between the adalimumab
treatment arm and placebo during the placebo-controlled period.
After two years of treatment 14 patients were still receiving
study drug. Reasons for drop out were lack of efficacy (4 pts),
adverse events (3 pts), death (1 pt on placebo, 1 on adalimumab,
both myocardial infarction), and protocol violation (1 pt).

Abstract OP0083 Table 1

Baseline 6

mo

12

mo

18

mo

24

mo

% pts EULAR

response

91 78 78 74

% pts ACR 20 78 65 65 61

% pts ACR 50 26 26 35 35

DAS* 5.23 3.46 2.78 2.49 2.60

Ritchie Index* 18.0 6.0 4.0 3.0 4.0

SJC [0–44 joints]* 20.0 5.0 2.0 4.0 2.0

CRP [mg/L]* 35.0 19.8 13.5 9.6 11.8

*median.

Conclusion Repeated weekly s.c. injections of a dose of 0.5 mg/
kg or 1 mg/kg adalimumab (D2E7) given to patients with active
rheumatoid arthritis over a period of two years were efficacious
and well tolerated.

OP0084 PEG STNF-RI IMPROVES HEALTH-RELATED QUALITY OF
LIFE IN PATIENTS WITH RHEUMATOID ARTHRITIS

1JR Tesser, 2MH Schiff, 3MW Davis, 3JM Woolley. 1Arizona Rheumatology Center, Phoenix,
USA; 2Denver Arthritis Clinic, Denver, USA; 3Amgen Inc., Thousand Oaks, USA

10.1136/annrheumdis-2001.1214

Background

Objectives To evaluate the effect of PEG sTNF-RI on the health
related quality of life (HRQOL) of subjects with rheumatoid
arthritis.
Methods In a 12-week, multicenter, randomised, double-blind
clinical trial, 194 subjects received either 400- or 800-mcg/kg of
PEG sTNF-RI or placebo SC weekly (1:1:1). The study popula-
tion included subjects with or without background DMARDs
(combination therapy involving methotrexate with sulfasalazine
or hydroxychloroquine, or sulfasalazine plus hydroxychloro-
quine). To measure HRQOL, the SF-36 was administered at
baseline and at weeks 4 and 12. The SF-36 consists of 36 items
designed to assess physical function (PF), role limitations due to
physical problems (RP), body pain (BP), general health (GH),
vitality/energy (VT), social function (SF), role limitations due to
emotional problems (RE), and mental health (MH). The SF-36 is
scored from 0 to 100, with higher scores indicating better
HRQOL. Differences of 3 to 5 points are considered clinically
and socially relevant. The mean change in each SF-36 scale score
was compared between subjects receiving PEG sTNF-RI and
those on placebo using a repeated measure mixed effect model
analysis. The analysis set was a modified intent-to-treat sample,
i.e. all patients who received at least one dose were included (n
= 193).
Results Subjects using either dose of PEG sTNF-RI experienced
statistically significant, and clinically and socially relevant
improvements in each SF-36 scale (see Table 1). These improve-
ments exceeded those for subjects on placebo in every scale and

were statistically significantly improved over placebo for 7 of 8
scales for the 800-mcg/kg dose, and 6 of 8 scales for the 400-
mcg/kg dose.

Abstract OP0084 Table 1 Mean change in SF-36 scales from
baseline to week 12

Dose of PEG sTNF-RI PF RP BP GH VT SF RE MH

800 mcg/kg (n = 66) 12.5* 25.4* 22.0* 7.0 16.9* 13.2* 19.8* 5.2*

400 mcg/kg (n = 67) 8.2 24.3* 14.7* 9.4* 13.9* 12.8* 14.3 6.8*

Placebo (n = 61) 4.8 6.1 6.0 2.2 6.7 1.3 0.8 -1,3

*p < 0.05 for comparison with placebo.

Conclusion Subjects receiving PEG sTNF-RI experienced statisti-
cally significant, clinically and socially relevant improvements in
their SF-36 scores. These improvements occurred across a full
range of health-related quality of life scales, from the physical to
the psychosocial, and exceeded those for subjects on placebo. In
this population of patients with rheumatoid arthritis, some of
whom received DMARD or combination DMARD therapy, PEG
sTNF-RI leads to significant and meaningful improvements in
health-related quality of life.

OP0085 INFLIXIMAB PLUS METHOTREXATE IMPROVES SIGNS
AND SYMPTOMS IN INITIAL NON-RESPONDERS WHO
CONTINUE TREATMENT

1E Keystone, 2K Patel, 3G Keenan, 3T Schaible. 1Rheumatology, Mount Sinai Hospital,
Toronto, Canada; 2Biostatistics; 3Immunology Medical Affairs, Centocor, Inc., Malvern, USA

10.1136/annrheumdis-2001.1215

Background In an international, placebo-controlled, randomised
trial, 428 patients with active RA despite methotrexate (MTX)
therapy received placebo (i.e. MTX alone) or infliximab at 3
mg/kg or 10 mg/kg every 4 or 8 weeks along with MTX for 102
weeks. In this trial, infliximab plus MTX improved signs and
symptoms, inhibited progression of structural damage, and
improved physical function compared to MTX alone.
Objectives To determine if continued treatment with infliximab
benefits patients who are not ACR20 responders at week 30.
Methods Patients who were not responders according to ACR20
criteria at week 30 were identified. Their clinical response to
continued treatment was assessed based on ACR-N at the week
54 and week 102 visits. Analysis of variance on the van der
Waerden normal scores was used to compare the ACR-N values
at these time points. Radiologic response is based on the modi-
fied total Sharp score (TSS).
Results The ACR-N and change in TSS at weeks 30, 54 and 102
are shown in the Table 1. The ACR-N was higher in the inflixi-
mab treated groups, compared to the placebo treated group at
weeks 54 and 102. The change in TSS was higher at all time
points in the placebo group as compared to the infliximab
treated groups.
Conclusion Patients who did not initially benefit from infliximab
treatment derived clinical benefit when they continued to be
treated long-term. Radiographic benefit was noted over time in
all of the infliximab treated groups. The time point at which
patients can be categorised as clinical non-responders to inflixi-
mab therapy needs further examination.
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Abstract OP0085 Table 1 Mean ACR-N and change in TSS at
weeks 30, 54, and 102 in ACR20 non-responders at week 30

Placebo 3 mg/

kg

q 8

wks

3 mg/

kg

q 4

wks

10 mg/

kg

q 8 wks

10 mg/

kg

q 4 wks

Total

infliximab

Number of ACR 20 63 39 42 41 32 154

ACR-N at Week 30 1.2 2.3 2.9 3.5* 3.3* 3.0*

ACR-N at Week 54 2.4 9.4* 9.0* 17.1* 17.8* 13.1*

ACR-N at Week 102 3.3 12.2* 6.7 18.7* 10.1* 11.9*

Change in TSS at Week

30

5.1 2.3 0.8* <0.1* 0.5* 0.9*

Change in TSS at Week

54

7.2 3.0* 1.9* 0.2* 0.3* 1.3*

Change in TSS at Week

102

13.5 3.7 1.8* 0.9* -0.8* 1.4*

*p < 0.05.

OP0086 THE FULLY HUMAN ANTI-TNF MONOCLONAL
ANTIBODY, ADALIMUMAB (D2E7), DOSE RANGING
STUDY: THE 24-WEEK CLINICAL RESULTS IN PATIENTS
WITH ACTIVE RA ON METHOTREXATE THERAPY (THE
ARMADA TRIAL)

1E Keystone, 2ME Weinblatt, 3M Weisman, 4D Furst, 3H Paulus, 5C Birbara, 6S Fischkoff,
6EK Chartash. 1Ctr for Advanced Therapeutics, Mt Sinai Hosp, Toronto, Canada; 2Division of
Rheumatology, Brigham and Womens Hospital, Boston; 3Division of Rheumatology, UCLA,
Los Angeles; 4Division of Rheumatology, Virginia Mason Clinic, Seattle; 5Division of
Rheumatology, Univ of Mass, Worcester; 6Department of Immunology, Knoll Pharmaceutical
Co., Mt. Olive, USA

10.1136/annrheumdis-2001.1216

Background

Objectives To investigate the clinical efficacy and safety of adali-
mumab (D2E7), given subcutaneously in combination with
methotrexate (MTX) to rheumatoid arthritis (RA) patients who
are partial responders to MTX treatment.
Methods The ARMADA Trial was a double-blind placebo con-
trolled study of 271 patients who had active RA despite concur-
rent stable doses of MTX. The patients were randomised to
receive placebo or the fully human anti TNF monoclonal anti-
body, adalimumab (D2E7), at one of 3 doses (20, 40 and 80
mg every other week). Baseline demographic characteristics
included: 76.8% females, 81% rheumatoid factor positivity,
mean age 55.5 years, mean duration of RA 12.3 years, mean
dose of MTX 16.8 mg/week, mean number of previous
DMARDs 3.0. These characteristics were well matched between
treatment groups.
Results Clinical efficacy results for the placebo controlled 24-
week period are displayed in the Table 1 below. Adverse events
in the adalimumab (D2E7) groups are similar to placebo. Only
injection site reactions occurred more frequently with adalimu-
mab (D2E7) in 14.8% of the patients versus 3.2% in the pla-
cebo group.

Abstract OP0086 Table 1

Placebo 20 mg

every other week

40 mg

every other week

80 mg

every other week

ACR20 14.5% 49.3%a 65.7%a 65.7%a

ACR50 8.1% 31.9%b 53.7%a 52.7%a

ACR70 4.8% 10.1% 26.9%b 19.2%b

a = p < 0.0001, b = p < 0.02.

Conclusion The efficacy of the fully human anti-TNFa monoclo-
nal antibody, adalimumab (D2E7), in addition to MTX in
patients with longstanding RA is significantly better than placebo
when given every other week subcutaneously. The ACR50 and
ACR70 responses were impressive in this group of patients with
refractory RA.

OP0087 INFLIXIMAB PLUS METHOTREXATE INHIBITS
STRUCTURAL DAMAGE, REDUCES SIGN AND
SYMPTOMS AND IMPROVES DISABILITY IN PATIENTS
WITH ACTIVE EARLY RHEUMATOID ARTHRITIS

1P Emery, 2R Maini, 3F Breedveld, 4J Smolen, 5J Kalden, 6D Van der Heijde, 7C Han,
7G Harriman. 1Rheumatology, University of Leeds, Leeds, UK; 2Rheumatology, Kennedy
Institute of Rheum, Hammersmith, USA; 3Rheumatology, ATTRACT Investigator, Leiden, The
Netherlands; 4Rheumatology, ATTRACT Investigator, Vienna, Austria; 5Rheumatology,
ATTRACT Investigator, Erlangen; 6Rheumatology, ATTRACT Investigator, Maastricht, The
Netherlands; 7Centocor, Inc., Malvern, USA

10.1136/annrheumdis-2001.1217

Background In the ATTRACT trial, 428 pts with active RA
despite methotrexate (MTX) therapy received MTX alone or
infliximab at 3 mg/kg or 10 mg/kg every 4 or 8 weeks along
with MTX for 102 weeks. Since joint damage may progress rap-
idly early in the disease course, pts with early RA (disease dura-
tion < = 3 yrs) were analysed. In this study, 82 of 428 pts (17
placebo, 19 in each of the 3 mg/kg infliximab group, 20 in the
10 mg/kg q8 group and 7 in the 10 mg/kg q4 group) had early
RA.
Objectives To determine prevention of structural damage, reduc-
tion in signs and symptoms and improvement in disability in pts
with early RA after two years of treatment.
Methods Structural damage was assessed using the Van der
Heijde modification of the Sharp score (TSS). Radiographs of
hands and feet were obtained at baseline, and after 30, 54 and
102 weeks. Two trained readers scored the films independently.
The mean score of the two readers for each set of radiographs
was used for further analysis. A clinical response was defined as
an ACR 20 response at week 102. Disability was assessed by
analysing patients? weighted mean change from baseline HAQ
scores through week 102. The changes in TSS and HAQ score
from baseline to week 102 were compared between the inflixi-
mab treatment groups and the placebo group by using analyses
of variance of van der Waerden normal scores. The proportions
of pts with a clinical response at week 102 were compared by
using chi-square test.
Results The change in TSS from baseline through week 102 was
significantly lower in each infliximab dose regiments compared
to placebo, as shown in the Table 1. The clinical response rate
was 29% for the placebo group, 37% for the 3 mg/kg q8 group,
53% for the 3 mg/kg q4 group, 45% for the 10 mg/kg q8 group
and 43% for the 10 mg/kg q4. The median improvement in
HAQ was 0.2 for the placebo group, 0.2 for the 3 mg/kg q8
group, 0.5 for the 3 mg/kg q4 group, 0.4 for the 10 mg/kg q8
group and 0.5 for the 10 mg/kg q4. The results for clinical
response and HAQ did not reach statistical significance. How-
ever, they are consistent with the results of overall study
population.
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