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Addition of infliximab compared with addition of
sulfasalazine and hydroxychloroquine to methotrexate in
patients with early rheumatoid arthritis(Swefot trial) :
1-year results of a randomised trial
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Structure of the Swefot trial
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Methotrexate+sulfasalazine+hydroxychloroguine (—ciclosporin A) (n=130)
Methotrexate monotherapy /

@eumatoid arthritis ) » mg per week /
symptoms <1 year 3-4 months /
No previous DMARD use ;

DAS28 532
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Methotrexate+infliximab (—etanercept) (n=128)
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Screening and inclusion Randomisation of patients Primary endpoint: proportion of Re-randomisation of patients
with DAS28 >32 patients with a good response with low disease-activity or in
according to EULAR criteria remission




Characteristics of randomised population

[ 493 screened for inclusion I

I 6 screening failure

[

@ enrolled and treated with
methotrexate for 3-4 months

9 otherillness
48 other reasons
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(130)andomfy allocated sulfasalazine and
hydroxychloroquine (primary analyses)

5 never received randomly
allocated drug

5 switched to ciclosporin A
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128 gandomly allocated infliximab
(primary analyses)

8 never received randomly
allocated drug

5 switched to etanercept

125 included in modified
intention-to-treat population
(secondary analyses)

41 discontinuec before 1-year
follow-up
18 lack of effectiveness
14 adverse event
9 other

ted 1-year follow-up

+

120 included in modified
intention-to-treat population
(secondary analyses)

23 discontinued before 1-year
follow-up
3 lack of effectiveness <4
10 adverse event
10 other

el o

@completed 1-year follow-up




Proportion of patients achieving a good response according
to EULAR criteria at 6,9,12 months

Sulfasalazine and hydroxychloroquine 64 ATIEMmBFDE L/NEL
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