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Value of Fecal Calprotectin in Assessing Disease Activity in Crohn’s Disease Patients Treated With Biological
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Background: Crohn’s disease (CD) is a chronic relapsing inflammatory disorder of the gastrointestinal tract.
Biological agents have been widely used in the treatment of CD in recent years, and accurate assessment of disease activity
is crucial for therapeutic decision-making. Compared with conventional endoscopic evaluation, fecal calprotectin (FC) test
is convenient and can reflect the severity of intestinal inflammation, which has gradually become a focus in research and
clinical practice. Aims: To investigate the value of FC in assessing disease activity in CD patients treated with biological
agents. Methods: A retrospective study was conducted on CD patients who were treated with biological agents and
admitted at the First Affiliated Hospital of Soochow University from January 1, 2016 to June 30, 2025. Data on FC level as
well as concurrent laboratory, endoscopic and imaging findings were collected. Crohn’s disease activity index (CDAT) and
simple endoscopic score for Crohn’s disease (SES-CD) were used to assess clinical and endoscopic disease activity,
respectively. The predictive values of FC for clinical and endoscopic activity were evaluated using ROC curve analysis.
Results: A total of 217 patients treated with biological agents were enrolled (158 patients underwent multiple FC tests).
Complete data of FC combined with CDAI score were available for 479 cases, and complete data of FC combined with SES-
CD score were available for 103 cases. FC levels were significantly higher in patients with colonic involvement than in

those without colonic involvement (P=0.003). There were no significant differences in FC levels between patients with and
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without perianal/penetrating disease (P=0.138), as well as between those with and without stricturing disease (P=0.756). FC
levels were correlated with both CDAT and SES-CD scores during biological therapies (p=0.481, 0.525, all P<0.001). The
area under the curve (AUC) of FC for predicting clinical activity was 0.710 (P<0.001; cutoff value: 342.10 pg/g, sensitivity:
0.648, specificity: 0.700). The AUC for predicting endoscopic activity was 0.775 (P<0.001; cutoff value: 103.67 pg/g,

sensitivity: 0.727, specificity: 0.867). Conclusions: FC levels in CD patients treated with biological agents vary according

to lesion location, with higher levels observed in those with colonic involvement, and are correlated with both clinical and

endoscopic activity, indicating a good predictive value for assessing disease activity in CD patients.
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