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As such, UCB Canada Inc. is requesting that CADTH acknowledge bimekizumab’s potential 
advantages and more stringent endpoints over currently available treatment options for active AS 
by including the following statement: 
 
“Although the results of the NMA and MAIC are subject to some uncertainty, evidence based on the 
NMA shows that bimekizumab demonstrated similar efficacy to the TNFi and JAKi classes and 
ixekizumab, and similar or higher efficacy to secukinumab. In addition, based on the MAIC analysis at 
week 52, patients treated with bimekizumab achieved higher response rates against secukinumab 150 
mg and ixekizumab 80 mg on ASAS40 and further endpoints in patients with AS. This further 
strengthens the need for new treatment options, such as bimekizumab, which can achieve rapid and 
sustained improvement in patients’ pain, stiffness, fatigue, and physical function.” 
 
2. Bimekizumab provides an additional treatment option that produces rapid, consistent, and 
sustained improvements in clinical response across a broad range of axial and non-axial AS 
symptoms, function/disability, and HRQoL. 
On page 5 of the draft recommendation, under Discussion Points, it is stated by CDEC that “The 
sponsor submitted another study (BE AGILE 2 trial, N=255) to address this gap. However, CDEC 
discussed that there was insufficient evidence to conclude any long-term comparative efficacy and 
safety advantages of bimekizumab over other treatments for AS.” 
 
Through a robust clinical trial program, bimekizumab demonstrated rapid, sustained, and 
consistent results on stringent outcomes (e.g., ASAS40) for a mixed population of biologic-naïve 
and TNFi-experienced patients with AS. In addition, bimekizumab addressed a broad range of axial 
and non-axial symptoms and improved quality of life (QoL). Results from long-term extension (LTE) 
studies demonstrated that bimekizumab can be safely and effectively used long-term, with data 
available up to approximately 5 years, which combined 48 weeks of treatment in BE AGILE and an 
additional 204 weeks of treatment in BE AGILE 2, with a safety follow-up at week 272. These results 
demonstrate the efficacy level achieved in BE AGILE at week 48 being sustained to week 256. In BE 
AGILE 2, ASAS assessments were conducted every 12 weeks from entry into BE AGILE 2 to week 
208 (week 256 from the start of BE AGILE). According to the clinical experts consulted by CADTH, 
ASAS20 at week 12 has been considered an acceptable clinical response for the bDMARDs trials in 
AS. Therefore, ASAS40 at week 16 is considered a major clinical improvement.1 
 
As such, UCB Canada Inc. is requesting that CADTH acknowledge bimekizumab’s potential long-
term efficacy and safety advantages for active AS by including the following statement: 
 
“Despite limitations identified by CDEC, prolonged bimekizumab treatment for up to 204 weeks in BE 
AGILE 2 was associated with sustained efficacy across all key endpoints, including long-term clinically 
meaningful improvements in measures of clinical response (ASAS40, ASAS20, ASAS-PR), disease 
activity (patient-reported BASDAI, ASDAS-MI), patient-reported physical functioning (BASFI, SF-36 
PCS), and patient-reported HRQoL (ASQoL). These findings demonstrate that patients experienced 
rapid, consistent, and sustained improvements in their axial and non-axial manifestations of AS, as well 
as improvements in their HRQoL.” 
 
3. Bimekizumab is the 1st and only available humanised monoclonal antibody that binds to both 
IL-17F and IL-17A, demonstrating consistent and sustained efficacy on stringent endpoints for 
patients with AS all while addressing important outcomes valued by patients. 
UCB Canada Inc. would like to highlight key benefits of bimekizumab that were absent from the draft 
recommendation. Bimekizumab is the first and only humanized monoclonal antibody with dual 
specificity that selectively inhibits the biological activity of both IL-17A and IL-17F, a pivotal 
driver of inflammation. Studies have demonstrated that dual neutralization of both IL-17A and IL-17F 
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