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Background: Within the framework of the prospective real-world 
RUN-CD registry on the effectiveness and safety of ustekinumab (UST) 
in Crohn’s disease (CD), a total of 901 CD-patients undergoing a newly 
initiated biologics therapy were enrolled in 44 IBD-experienced centers 
from all over Germany between 2017-2020 with a follow-up of 3 years. 
Here, the results on the effectiveness of the maintenance therapy over 
24 months are presented as a real-world evidence (RWE) comparison 
of CD-patients with UST vs anti-TNF.
Methods: After exclusion of other biologics than UST and anti-TNF 
and missing outcomes (HBI), the final sample consisted of 550 CD 
patients. Clinical remission (HBI ≤ 4) was the predefined endpoint 
at month 24 and additionally, switching of biologics therapy was 
considered as an outcome failure. Patients were analysed on a modi-
fied intent-to-treat basis (mITT; switchers considered as outcome 
failure). To reduce the effect of confounders, propensity score (PS) 
adjustment with inverse probability of treatment weighting (IPTW) 
was implemented. A  weighted logistic regression was used, and 
the results were reported as odds ratio (OR) and 95% confidence 
interval (CI). Quality of life was assessed using the self-reported 
visual analogue scale (EQ-VAS) of the EQ-5D with changes from 
baseline to 2 years.
Results: 308 UST (naïve: 27) and 242 anti-TNF (naïve: 162) CD-patients 
were included (ADA: 61.2%, IFX: 38.8%). The number of switches 
within 24 months was significantly lower with UST than with anti-TNF 

(27.6% vs 37.1%; p=0.038), and especially with IFX, whereby the 
difference between UST and IFX (27.6% vs 46.7%; p=0.003) proves 
to be statistically significant (Fig. 1). Clinical remission at two years 
was not statistically different for the overall UST vs anti-TNF groups 
(51.2% vs 54.4) (numerically higher in biologic-naïve UST- vs anti-
TNF-patients, without statistically significance) (Tab. 1). Remission 
rates were similar for UST vs ADA, while they were significantly higher 
for UST vs IFX (54.4% vs 37.9%; p=0.008) (Tab. 2), and also signifi-
cantly higher for ADA vs. IFX (58.2% vs 37.9%; p=0.003). As a sign 
of an improved QoL we observed a significant increase in EQ-VAS 
within both treatment groups. However, a similar increase in EQ-VAS 
was observed with UST and anti-TNF (+14.2 vs +12.3; p=0.147).
Conclusion: In this prospective two-year RWE comparison clinical re-
mission was, also due to more frequent switches within the IFX group, 
significantly higher with UST when compared with IFX and higher 
with ADA than with IFX. Considering the effectiveness results of UST 
and the proven favourable safety profile, UST can be considered a first-
line targeted therapy for CD.
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Background: Background: The feasibility of anti-TNF discontinuation 
in inflammatory bowel disease (IBD) must be proven in clinical trials 
including patients in clinical, endoscopic, and radiologic remission at 
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the time of anti-TNF withdrawal to make recommendations for clin-
ical practice.
Aims: Primary: to compare the rates of clinical remission at 1 year in 
patients who discontinue anti-TNF treatment vs. those who continue 
treatment. Secondary objectives: to know the effect of anti-TNF with-
drawal on relapse-free time, mucosal healing and safety; and to identify 
predictive factors for relapse.
Methods: Prospective, quadruple-blind, multicentre, randomised, 
controlled trial. Patients with ulcerative colitis (UC) or Crohn’s 
disease (CD) in clinical remission for > 6 months were randomised 
to maintain anti-TNF treatment [maintenance arm (MA)] or to 
withdraw it [withdrawal arm (WA)]. Patients who were on inflixi-
mab (IFX) received IFX 5 mg/kg or an intravenous placebo every 8 
weeks, while patients on adalimumab (ADA) received subcutaneous 
ADA 40 mg or placebo every other week. Patients were followed-up 
until month 12 or up to the time of clinical relapse, whichever came 
first. Inclusion and exclusion criteria, trial scheme and definitions 
are summarized in figures 1a, 1b and 1c. Results were analysed by 
intention-to-treat (ITT) and by per-protocol (PP). Local investiga-
tors were blinded to faecal calprotectin (FC) and IFX and ADA 
trough levels. On-site monitoring was performed to assess data 
quality.
Results: 159 patients were screened, from whom 140 were ran-
domised and comprised the ITT cohort: 70 allocated to the MA 
and 70 to the WA. Fifteen patients dropped out before the end of 
follow-up (12  months or relapse), leaving 63 patients in the MA 
and 62 patients in the WA for the PP analysis. The characteristics 
of patients in the MA and WA were similar (figure 2). The propor-
tions of patients who maintained clinical remission -59/70 (84%), 
95% confidence interval (CI)=74-92% in the MA vs. 53/70 (76%), 
95%CI=64-85% in the WA- and who remained without significant 
endoscopic lesions at the end of follow-up were similar between 
groups (figures 3a, 3b, 3c). Only the proportion of patients with FC 
>250 mg/g was higher in the WA at the end of follow-up (figure 3d). 
Maintenance of clinical remission was no different between groups 
(figure  4). The same percentage of patients in both groups had at 
least one adverse event (69%). The proportion of patients with ser-
ious adverse events was also similar between groups (4% in MA vs. 
7% in WA).
Conclusion: Anti-TNF withdrawal in selected IBD patients in clin-
ical, endoscopic, and radiologic remission could be feasible without an 
increase in the risk of clinical relapse. Long-term follow-up of these 
patients is warranted.
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Background: Fibrosis-induced intestinal strictures leading to obstruc-
tion are a common and serious complication of Crohn’s disease (CD) 
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