
0.56*SQRT(TJC) + 0.28*SQRT(SJC) +0.7ln (ESR) +
0.014*(pt global (VAS)).

DAS responses were characterised as ?None?, ?Moderate? or
?Good? using DAS scores at 102 week and change in DAS from
baseline to 102 week. Patients with ?Good? or ?Moderate?
response were considered DAS responders. Fisher?s exact test
was used to compare proportion of patients with DAS response
by treatment group.
Results Clinical responses as measured by ACR20 and DAS cor-
related with each other; however, overall the response rate was
higher with the DAS. At week 102, 84% of patients achieving
ACR20 response were also responders using DAS; 45% of
ACR20 non-responders were DAS responders. The DAS showed
a statistically significant difference for each infliximab treatment
group vs placebo (p < 0.001). ACR20 and DAS response rate at
Wk 102 are presented below, by treatment group.

Abstract FRI0071 Table 1

MTX Alone 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

N 88 86 86 87 81 340

ACR20 16% 42% 40% 48% 40% 42%

DAS 21% 54% 54% 68% 53% 57%

Conclusion Responses assessed with ACR20 and DAS have pre-
viously been shown to correlate. Analysis of data from the
ATTRACT trial suggests that the DAS may be more sensitive to
clinical improvement. The improved sensitivity of DAS, and the
fact that it evaluates both change in response to therapy and also
extent of residual disease activity, support its routine use as an
endpoint in clinical trials.
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Background

Objectives The aim was to evaluate the efficacy and tolerability
of low dose of longterm Methotrexate (MTX) treatment of
rheumatoid arthritis (RA).
Methods This study examines prospectively the response to oral
MTX (5 ? 12,5 mg) over a 5 year period of 70 patients (pts)
with active RA. 54 pts were female, mean age 53,61 ± 12,8
years range (27 ? 76) and mean diseases duration 9,76 ± 7,58
years (range 0,6 ? 35). Patients who were receiving Prednizone
at entry to the trial, were maintained by the same dose, not
exceeding 10 mg/day. Clinical evaluation were performed by the
same physician ? investigator every 3 months for the first year
of the study and every 6 months thereafter. Every 4 weeks com-
plete blood cound and every 12 weeks thereafter complete ery-
trocyte sedimentation (ERS), blood count, serum creatinine and
liver blood tests were obtained. Patients were assessed at 0 stage
(beginning) with 70 pts, after 3 months (mts) (with 62), 6 mts
(with 52), 12 mts (with 49), 24 mts (with 36), 36 mts (with 26),
48 mts (with 13), and after 60 mts (with 11) patients.
Results 11 (15,7%) pts completed the 5 year study, 14 (20%)
dropped out because of an adverse event or due to inefficacy.

After 3, 6, 12, 24, 36 mts of treatment a good clinical response
was shown by signiffcant clinical improvement in the joint swel-
ling (p < 0, 001), morning siffness (p < 0, 001), as well as in
both physicians and patients assessment of the disease activity (p
< 0, 001) compared to pretreatment values. The clinical
improvement was also associated with a decrease of ESR after 3,
6, 12 mts (p < 0, 001), after 24 and 36 mts (p < 0, 05).
Although a sustained clinical response was noted in the diseases
variables during the 5 year study, there was no significant differ-
ence noted in the improvement in the joint swelling after 48 and
60 mts, in duration of morning stiffness and in decrease of ESR
after 60 mts of treatment.
Conclusion Methotrexate therapy appears to be effective and
safe in the treatment of RA in this 5 year prospective study
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Background Connective tissue diseases and, in particular, rheu-
matoid arthritis (RA), may provoke a cutaneous vasculitis leading
to skin ulceration very difficult to heal. A depletion of neuropep-
tides from the nerve endings may contribute to the retardation
of wound contraction and healing.1 Nerve Growth Factor
(NGF) is a neurotrophic and immunomodulatory factor that, in
the skin, contributes to the control of cutaneous morphogenesis,
wound healing and inflammation.2

Objectives Evaluate the efficacy of topical NGF administration
in the treatment of vasculitic ulcers in course of RA and systemic
sclerosis (SSc).
Methods Four long lasting RA patients (3 F, 1 M, age 73 ± 8.7;
disease duration 17 ± 6.2 yrs) and 4 SSc patients (4 F, age
58.25 ± 5.5; disease duration 12 ± 4.3), were selected. All
patients presented vasculitic chronic leg ulcers showing very
poor or absent response to systemic and local treatments. Ulcers
were treated daily with 50 mg of NGF (0.01% dissolved in saline
solution) for 4 weeks and twice a week in the following month.
Before the application of NGF, fibrin or scab were mechanically
removed. Eventually the lesion was dressed with a hydrocolloid
patch (Duoderm, Convatec, England). Size and characteristics of
the ulcers were recorded twice a week.
Results During the first 2 weeks of treatment, the 4 patients
with RA showed a rapid improvement of leg ulcers (both in size
and descriptive parameters such as pain, presence of granulation,
absence of inflammation), followed by a slower but progressive
reduction of size which lead, in all cases, to healing within 5/8
weeks. In SSc patients, the ulcers showed an amelioration in size
and characteristics during the first 2 weeks but, in the following
weeks, the healing stopped and went back to the torpid course
that characterised the ulcers before the treatment. None of them
achieved the healing after 8 weeks.
Conclusion In RA patients treated with NGF, despiteb the
chronicity of the disease and of the ulcers, a rapid healing was
achieved. In these cases, NGF was able to restore the progressive
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