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INTRODUCTION
• Ulcerative colitis (UC) is a chronic inflammatory bowel disease adversely affecting the people of all ages.
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The disease occurs at the rate of 1.2 to 20.3 cases per 100,000 persons per year.
• The highest prevalence of the disease is seen in the populations of Northern Europe and North America, and
1
the lowest in continental Asia.
• Vedolizumab is the first anti-adhesion therapy for the treatment of UC and Crohn’s disease.
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• The drug is a gut-selective anti-α4β7 integrin mAb approved in multiple jurisdictions for the treatment of
3
moderately to severely UC affected patients.
• It has eventually completed a number of phase 3 clinical trials for UC and Crohn's Disease (GEMINI studies)
2-6
that demonstrate its effectiveness and safety.

OBJECTIVE

Durable clinical remission of vedolizumab was better than placebo (OR=2.96, 95% CI 2.02 to 4.33)

To evaluate the efficacy and safety of vedolizumab versus placebo for the treatment of UC.

MATERIALS AND METHODS
• Literature searches were conducted through MEDLINE, Cochrane Library, and clinicaltrials.gov. The
references of the included studies were also considered. No language or data restrictions were imposed
while searching.
• Two authors independently selected, extracted and assessed the quality of included studies using the
Cochrane Risk of Bias Tool.
• Pooled odds ratio (OR) and corresponding 95% confidence interval (95% CI) were calculated and analyzed.
• All the randomized controlled trials (RCTs) examined the efficacy and safety of vedolizumab versus placebo
2-6
in patients with UC.
• Included outcomes were clinical remission, corticosteroid-free remission, healing rate, durable clinical
remission, durable clinical response and adverse events.
Durable clinical response of vedolizumab was higher than placebo (OR=4.01, 95% CI 3.04 to 5.31)

RESULTS

Total records identified through database searching
N=231
Duplicate records excluded
N=20
Records excluded after abstract
screening N=131
Articles accessed for full text eligibility
N=80
Articles excluded
N=75
Articles included for final review
N=5

• A total of 5 RCTs involving a total of 1189 patients were included in this meta-analysis.
• A total of 797 patients received vedolizumab and 369 patients received placebo.
• Vedolizumab showed improved clinical remission, corticosteroid-free remission, healing rate, durable
clinical remission, and durable clinical response compared to placebo. However, the adverse events and
serious adverse events were higher with vedolizumab.
• The most common adverse events in the patients receiving vedolizumab therapy were headache,
nasophyaryngitis, upper respiratory tract infection, anthragia, nausea, abdominal pain, anemia, fatigue
and cough.

Healing rate of vedolizumab was significant than placebo (OR=5.12, 95% CI 3.82 to 6.86)

DISCUSSION
• Vedolizumab is an integrin antagonist that binds to α4β7 integrin which is expressed specifically by a
2,7
subset of gastrointestinal-homing T lymphocytes.
• The unique gut selectivity of vedolizumab may contribute to the favorable benefit-risk profile observed in
7
vedolizumab clinical trials.
• In an open-label extension phase of GEMINI LTS study, endoscopic healing was observed in 50% of the
patients on long-term vedolizumab therapy, and a combined histological and mucosal healing was seen in
2
64.7% patients with endoscopic healing.
• The analysis of maintenance phase data of GEMINI 1 study on 248 patients showed the vedolizumab
treated patients had greater improvement (152-201%) in the factors associated with health-related
3
quality of life compared to placebo-treated patients.
• Vedolizumab demonstrated significantly greater efficacy as induction and maintenance therapy for UC
6
than placebo in patients naive to TNF antagonists and patients with TNF antagonist failure. In the trial of
induction therapy, 41.8% and 44.8% of patients (total patients=895) continued to receive the drug every
8 week and every 4 week, respectively.

Clinical remission of vedolizumab was better than placebo (OR=4.35, 95% CI 3.19 to 5.93)

CONCLUSION
• Vedolizumab was associated with significant improvement in clinical remission, corticosteroid-free
remission and healing rate compared to placebo among patients with UC.
• The drug is also efficacious in inducing and maintaining clinical remission, and induces long term mucosal
healing in the patients.
• Further research on more RCTs with adequate power is needed to support the current finding.
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