Relapse rate after withdrawal of anti-TNF therapy in patients with IBD in deep remission 
– the STATIC study
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Background/Aim
The withdrawal of anti-TNF therapy in IBD patients in remission is debated. The STATIC study aims to evaluate the two-year relapse rate after anti-TNF discontinuation in Swedish patients with ulcerative colitis (UC) or Crohn’s disease (CD), and to identify clinical and biological markers (i.e. prognostic factors) that offer guidance as to which patients successfully may discontinue maintenance anti-TNF therapy, and which patients on the contrary should continue treatment in order to remain in remission. Here, we present preliminary clinical data from the study.

Methods
STATIC is a prospective observational cohort study including patients aged 18–80 years with UC or CD treated with infliximab or adalimumab for at least 12 months and in stable remission. Concomitant treatment with an immunomodulator (IM) was permitted. At baseline, all patients were in deep remission, confirmed by endoscopy and fecal calprotectin measurements. Anti-TNF therapy was discontinued, and patients were followed for two years or until relapse with regular clinical examintions and sampling for biomarker studies. At 12, 24 months (end of study) or at relaps an endoscopy with calculations of endoscopic scores and biopsy sampling was done.

Results
[bookmark: _GoBack]A total of 118 patients were enrolled. To date, complete follow-up data are available for 95 patients (UC = 53, CD = 42). Forty-nine patients (52%) received concomitant IM therapy: azathioprine (n = 40), 6-mercaptopurine (n = 6), or methotrexate (n = 3). The mean baseline fecal calprotectin level was 54 mg/kg. Among the 95 patients with complete follow-up, 57% (n = 54) experienced a relapse within two years (UC: 53%, CD: 62%). The relapse rate was 47% in patients receiving an IM, compared with 67% in those without IM therapy (p < 0.05). The median time to relapse was 12 months with concomitant IM, and 23.6 months without IM.

Conclusion
In this preliminary analysis from the STATIC study, a significant proportion of patients in stable remission, remained in remission after anti-TNF discontinuation. Relapse rates were lower among patients who received concomitant IM therapy. Further analyses, including studies for predictive biomarkers, are underway.
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