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Vedolizumab 
Study No. Vedolizumab-4020 
Clinical Study Report 

CONFIDENTIAL 

group. Large intestine was the most common disease site reported in majority of patients (140, overall) including 
all 102 patients in UC and 38 patients in CD. The baseline mean (SD) Full Mayo Score in patients with UC was 
8.64 (1.488) and the mean (SD) HBI score in patients with CD was 10.90 (2.469). 

Primary Outcome Measure: Safety was the primary objective of the study and the safety results are described 
below:  

Overall, 83 (55.3%) patients (UC: 54 [52.9%] patients; CD: 29 [60.4%] patients) experienced at least 1 AE,
among which 81 (54.0%) patients experienced at least 1 TEAE (UC: 52 [51.0%] patients; CD: 29 [60.4%]
patients).

Overall, the majority of the patients experienced mild AEs (overall: 72 [48.0%] patients; UC: 46
[45.1%] patients; CD: 26 [54.2%] patients), followed by moderate AEs (overall: 12 [8.0%] patients; UC: 7
[6.9%] patients; CD: 5 [10.4%] patients) and severe AEs (3 [2.0%] patients in UC only). These severe AEs
included pulmonary tuberculosis, hypertension, and rectal adenocarcinoma. Among these severe AEs,
pulmonary tuberculosis and hypertension were considered to be related to the study drug by the
Investigator, while rectal adenocarcinoma was considered to be unrelated to the study drug.

The majority of patients experienced TEAEs that were not related to vedolizumab as determined by the
Investigator (overall: 77 [51.3%] patients; UC: 48 [47.1%] patients; CD: 29 [60.4%] patients). At the end
of study (EOS), AEs were resolved in most of the patients (overall: 71 [47.3%] patients; UC: 47 [46.1%]
patients; CD: 24 [50.0%] patients).

Overall, the incidence of SAEs was observed in 8 (5.3%) patients (UC: 6 (5.9%) patients and
CD: 2 (4.2%) patients). All the SAEs were TESAEs. The most commonly reported criterion for SAE was
hospitalization/prolonged hospitalization. These SAEs included small intestinal obstruction (in 2 [1.3%]
patients), colitis ulcerative, intestinal obstruction, cholelithiasis, pulmonary tuberculosis, tuberculous
pleurisy, and rectal adenocarcinoma, each reported in 1 (0.7%) patient. Among these SAEs, pulmonary
tuberculosis, and tuberculous pleurisy were considered to be related to the study drug, while other SAEs
were considered to be unrelated to the study drug by the Investigator. Almost all the SAEs except 1 (rectal
adenocarcinoma) were resolved at the EOS. The patient reported with rectal adenocarcinoma was
withdrawn from the study.

No cases of PML and death were reported in the study.

Overall, 5 (3.3%) patients experienced at least 1 ADR (related to study drug as determined by Investigator).
All these ADRs were observed in patients with UC. These ADRs included cytomegalovirus infection,
pulmonary tuberculosis, tuberculous pleurisy, arthralgia, pruritus, and hypertension (1.0 [1.0%] patient,
each). Cytomegalovirus infection, pulmonary tuberculosis, and tuberculous pleurisy were the unexpected
ADR reported. None of the patients in the CD group reported any ADR.

Overall, 4 (2.7%) patients experienced at least 1 AESI. All these AESIs were observed in patients with UC.
These AESIs included pulmonary tuberculosis, tuberculous pleurisy, rectal adenocarcinoma, and
hypertension (1 [0.7%] patient, each). None of the patients in the CD group reported any AESI.

The study drug was withdrawn due to AEs in 8 (5.3%) patients (6 [5.9%] patients with UC and 2 [4.2%]
patients with CD). The AEs that led to vedolizumab discontinuation included anal fistula, intestinal
obstruction, cytomegalovirus infection, fungal skin infection, pulmonary tuberculosis, tuberculous
pleurisy, rectal adenocarcinoma, pneumonitis, and hypertension. Of these, the events of cytomegalovirus
infection, pulmonary tuberculosis, tuberculous pleurisy, and hypertension were related to the study drug as
determined by the Investigator.

Few patients reported abnormal clinically significant (CS) laboratory values that were reported as AEs.
The events include anemia, iron deficiency anemia and hypoproteinaemia, all events were not related to
study drug as determined by Investigator. No major CS changes were observed in electrocardiogram
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