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Bimekizumab efficacy and safety in patients with moderate to severe hidradenitis suppurativa: Analysis of
pooled data from BE HEARD I and II phase 3, randomised, double-blind, placebo-controlled, multicentre
studies
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Introduction & Objectives:

Hidradenitis suppurativa (HS) is a debilitating skin disease; treatment options are limited.1 Bimekizumab (BKZ), a
humanised IgG1 monoclonal antibody that selectively inhibits interleukin (IL)17F in addition to IL-17A, has
demonstrated clinically meaningful improvements in patients (pts) with HS.2 Here, pooled efficacy and safety data
are presented to Week (Wk) 48 for the phase 3 BE HEARD I and II studies.3,4

Materials & Methods:

Data were pooled from BE HEARD I and II which included an initial (Wks 0-16) and maintenance treatment period
(Wks 16-48). Adult pts with moderate to severe HS were randomised 2:2:2:1 (initial/maintenance) to BKZ 320 mg
every 2 wks (Q2W)/Q2W, BKZ Q2W/every 4 wks (Q4W), BKZ Q4W/Q4W or placebo (PBO)/BKZ Q2W. We report
the proportions of pts with =50/75/90/100% HS Clinical Response (HiSCR50/75/90/100), and a safety overview
through Wk 48. Modified non-responder imputation reported at Wk 16 and observed case at Wks 16/48.

Results:

In total, 1,014 pts were randomised: BKZ Q2W/Q2W (n=288), BKZ Q2W/Q4W (n=292), BKZ Q4W/Q4W (n=288)
and PBO/BKZ Q2W (n=146). Baseline demographics were comparable across treatment arms; mean age: 35.8-
37.3 years, female pts: 51.4-60.8% and mean weight: 95.9-99.0 kg. Baseline clinical characteristics were similar;
mean abscess and inflammatory nodule count: 14.4-17.7, mean draining tunnel count: 3.3-3.8.

BKZ-treated pts showed higher response rates in the primary endpoint HiSCR50 at Wk 16 vs PBO (PBO/BKZ Q2W
33.4%, Q4W/Q4AW 56.1%, Q2W/Q4W 55.9%, Q2W/Q2W 58.0% [mNRI]). Responses improved at Wk 48 for BKZ pts
(Q4W/Q4W 79.5%, Q2W/Q4W 80.6%, Q2W/Q2W 76.8%) (Table). At Wk 48, response in PBO/BKZ switchers
approached that reached by pts on BKZ from baseline (70.5%). A similar trend was seen in the more stringent
HiSCR75/90 endpoints through Wk 48 (Table). Analysis of the most stringent HiISCR100 endpoint showed
numerically higher responses in BKZ pts vs PBO at Wk 16 (PBO/BKZ Q2W 5.6%, Q4W/Q4W 15.8%, Q2W/Q4W
16.6%; Q2W/Q2W 15.6% [mNRI]). BKZ-treated pts had improved responses at Wk 48; PBO/BKZ switchers
demonstrated similarly high HiSCR100 rates at Wk 48 (Table).



Serious TEAEs were reported in 7.0% Q4W/Q4W, 4.5% Q2W/Q4W and 8.1% Q2W/Q2W pts. One pt died across 48
wks (congestive heart failure, significant cardiovascular history). The most frequently reported TEAEs in 995 pts
receiving =1 dose of BKZ were hidradenitis (18.7%), oral candidiasis (11.2%) and corona virus infection (10.8%).
Adjudicated definite or probable inflammatory bowel disease occurred in 0.7% of BKZ pts.

Conclusion:

BKZ treatment resulted in clinically meaningful improvements in HiSCR50 and the more stringent HiSCR75/90/100
endpoints vs PBO at Wk 16. Improvements increased for pts remaining in the study through Wk 48.** BKZ was
generally well tolerated with a safety profile that was consistent with previous studies.5** These data, together
with confirmatory results from the individual studies, support the efficacy of IL-17F and IL17A blockade in treating
moderate to severe HS, and support BKZ as a promising new therapeutic option.
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