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Setting

The study population is all UC and CD patients in the Registry who received at least 1 dose of 
vedolizumab IV during the 2.75-year period from 05 September 2017 through 28 May 2020. 

Subjects and Study Size, Including Dropouts

Two hundred seventy-four patients who initiated vedolizumab IV treatment from 05 September 
2017 through 28 May 2020 aged at least 18 years at time of initiating vedolizumab IV, were 
enrolled in the Registry. All subjects agreed to the usage of their data from the Registry are 
analyzed in this study.

Variables and Data Sources

The data source for the analysis is the data contained in the Registry. The Registry is a national 
registry of IBD patients that systematically collects longitudinal information on the clinical 
management, medication use, and clinical outcomes of patients with IBD from participating IBD 
clinics.

Results

In the total of 274 enrolled patients, most patients were male (66.1%; 181/274), had a normal 
BMI at the initiation of vedolizumab IV (49.3%; 135/274), no smoking history (80.7%; 
221/274), no alcohol history (73.7%; 202/274), and no family history of IBD (91.6%; 251/274). 
In addition, 46.4% (127/274) of all patients were diagnosed as CD and 53.6% (147/274) were 
UC patients. 57.5% (168/274) of all patients were biologic naïve and 64.2% (176/274) of 
patients used steroids concurrently with the initiation of vedolizumab IV, and 57.5% (158/274) 
of patients used immunosuppressants at the time of initiation of vedolizumab IV. 

Notably, 57.1% (32/56) and 71.4% (40/56) of CD patients responded to treatment and achieved 
clinical remission respectively, as well as 33.3% (11/33) of CD patients achieved steroid free 
remission at 12- month follow-up. 76.0% (38/50) and 58.0% (29/50) of UC patients responded to 
treatment and achieved clinical remission respectively; 35.0% (14/40) of UC patients achieved 
steroid free remission at 12-month follow-up. Furthermore, the bio-naïve CD patients had better 
clinical response to the vedolizumab IV. Of the total number of enrolled patients, 7.7% (21/274) 
discontinued vedolizumab IV treatment due to negative outcomes. During the entirety of the 
study, of the total 274 enrolled patient, 3 patients experienced a total of 3 serious infections (2 
events in CD patients and 1 event in a UC patient ), one CD patient experienced an opportunistic 
infection (cytomegalovirus disease), one CD patient had a hepatic viral infection (hepatitis B 
viral reactivation ), 3 CD patients experienced three events of gastrointestinal infections, 2 UC 
patients experienced two events of infusion-related reactions and hypersensitivity, and 1 CD 
patient experienced a serious adverse event. No events of malignancies, hepatic injury, or 
pregnancy were reported.

Discussion

This study is a prospective real-world study to evaluate the safety and effectiveness of 
vedolizumab IV for CD and UC patients in Taiwan. Overall, patients with CD and UC achieved 
clinical response and remission with Vedolizumab treatment, 71.4% (40/56) of CD patients 
achieved steroid free remission and 40.5% (15/37) of UC patients achieved steroid free remission 
at 12- month follow-up. From the first dose of vedolizumab IV to end of study follow-up, there 
were a total of three events of serious infections, one event each of opportunistic infections, 
hepatic viral reactivation, and serious adverse events, three events of gastrointestinal infections, 
two events of infusion-related reactions and hypersensitivity were reported and there  were 
no 
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