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Abbreviations

A&E
ABX
ADA

AE

ALT
AMS

AN
ANCOVA
AST
BAD
BDNG
BKZ
BMI
BNF
BSC
C-SSRS
cC
CENTRAL
CfB

Cl
CPRD
Crl

CSR
DIC
DLQI
DT
EAIR
EMA
EQ-5D-3L
ESS
FDA

accident and emergency department
antibiotics

adalimumab

adverse event

alanine aminotransferase

active medication set

abscess and inflammatory nodule
analysis of covariance

aspartate aminotransferase

British Association of Dermatologists
British Dermatological Nursing Group
bimekizumab

body mass index

British National Formulary

best supportive care

Columbia-Suicide Severity Rating Scale
clinical coding

Cochrane Central Register of Controlled Trials
change from baseline

confidence interval

Clinical Practice Research Datalink
credible interval

clinical study report

deviance information criteria
Dermatology Life Quality Index

draining tunnel

exposure-adjusted incidence rates
European Medicines Agency
5-dimension, 3-level EuroQol questionnaire
effective sample size

Food and Drug Administration
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FDLQI
FE

GHQ
GLM
HCRU
HiISCR
HiISCR25

HiISCR50

HiISCR75

HiISCR90

HiISCR100

HiSCR-er
HISQOL
HRG
HRQoL
HS
HSSA
HSSDD
HSSQ
IBD
ICE
IgG1
IHS4
IHS4-55
IL

IMP
IQR

ISI
MACE

Family Dermatology Life Quality Index
fixed effects

General Health Questionnaire
generalised logit model

healthcare resource utilisation
hidradenitis suppurativa clinical response

25% reduction from baseline in the total AN count, with no increase from
baseline in abscess or draining tunnel count

50% reduction from baseline in the total AN count, with no increase from
baseline in abscess or draining tunnel count

75% reduction from baseline in the total AN count, with no increase from
baseline in abscess or draining tunnel count

90% reduction from baseline in the total AN count, with no increase from
baseline in abscess or draining tunnel count

100% reduction from baseline in the total AN count, with no increase from
baseline in abscess or draining tunnel count

Hidradenitis Suppurativa Clinical Response excluding the surgical site
hidradenitis suppurativa quality of life

healthcare resource group

health-related quality of life

hidradenitis suppurativa

Hidradenitis Suppurativa symptoms assessment

Hidradenitis Suppurativa Symptom Daily Diary

HS symptom questionnaire

inflammatory bowel disease

intercurrent event

immunoglobulin G1

International Hidradenitis Suppurativa Severity Score System
55% reduction in IHS4 total score

interleukin

investigational medical product

interquartile range

Insomnia Severity Index

major adverse cardiac events
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MAIC
MCID
MCMC
MCS
MD
MedDRA
MI
mNRI
MS

NC
NMA
NR
NRI
NRS
NRS30

oC

OHE

OLE

OR
PCDS
PCS

PGA
PGI-C-SP
PGI-S-SP
PHQ-9
PICOS
PSS
PRDA
PRISMA
PRO

PY

PYE

matching-adjusted indirect comparison
minimal clinically important difference
Markov chain Monte Carlo imputation
Mental Component Summary

Mean difference

Medical Dictionary for Regulatory Activities
multiple imputation

modified non-responder imputation
maintenance set

not calculable

network meta-analysis

not reported

non-responder imputation

numerical rating scale

2 30% reduction and reduction of = 2 units from baseline in HSSDD weekly

worst skin pain NRS score, assessed in patients with a baseline NRS
score of =2 3

observed case

Office of Health Economics

open-label extension

odds ratio

Primary Care Dermatology Society

Physical Component Summary

Patient Global Assessment

Patient Global Impression of Change in Severity of Skin Pain
Patient Global Impression of Severity of Skin Pain

Patient Health Questionnaire-9

population, intervention, comparator, outcomes, and study design
personal social services

Patient-rated disease activity

Preferred Reporting Items for Systematic Reviews and Meta-Analyses
patient-reported outcome

patient-year

patient-years of exposure
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QALY quality-adjusted life year

Qw every week

Q2w every 2 weeks

Q4w every 4 weeks

RCT randomised controlled trial
RS randomised set

SAE serious adverse event

SARS-CoV-2 severe acute respiratory syndrome coronavirus 2

SD standard deviation

SE standard error

SF-12 12-item short form health survey
SF-36 36-item short form health survey
SIB suicidal ideation and behaviour
SLR systematic literature review

SmPC summary of product characteristics
SMQ standardised MedDRA queries

SS Safety Set

STA Single Technology Appraisal
SUCRA surface under the cumulative ranking curve
TEAE treatment-emergent adverse event
Th17 T helper 17

TSU technical support document.

ULN upper limit of normal

VAS visual analogue scale
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B.1 Decision problem, description of the technology and clinical care pathway

B.1.1  Decision problem

The submission focuses on part of the technology’s marketing authorisation: adults with active moderate to severe hidradenitis suppurativa
(HS) who have an inadequate response to conventional systemic treatments and for whom adalimumab is contraindicated or otherwise
unsuitable, including those who have failed to respond or have lost response to prior adalimumab treatment. The proposed position in the
treatment pathway is narrower than the marketing authorisation because this position optimises the cost effectiveness of bimekizumab;
bimekizumab is not anticipated to be cost effective versus adalimumab due to the availability of adalimumab biosimilars.

Table 1 The decision problem
Final scope issued by Decision problem addressed in the company Rationale if different from the
NICE submission final NICE scope
Population People with moderate to | Adults with active moderate to severe HS who have This position optimises the cost
severe HS an inadequate response to conventional systemic effectiveness of bimekizumab
treatments and for whom adalimumab is
contraindicated or otherwise unsuitable, including
those who have failed to respond or have lost
response to prior adalimumab treatment
Intervention Bimekizumab Bimekizumab Q2W to week 16, followed by
bimekizumab Q4W
Comparator(s) e Adalimumab e Secukinumab Bimekizumab is anticipated to
e Secukinumab (where | ¢ Best supportive care (including some adalimumab | be positioned in the UK for
adalimumab is not use due to limited treatment options; assumed to | People with moderate to severe
suitable, did not work be used by 20.8% of patients on BSC in the cost- | HS for whom adalimumab is
or has stopped effectiveness model) contraindicated or otherwise
working) unsuitable, including those who
e Best supportive care have failed to respond or have
lost response to prior
adalimumab treatment.
Therefore, adalimumab is not a
directly relevant comparator
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Outcomes e Disease severity e Disease progression, clinical response, and
e Disease progression discomfort and pain, assessed as HiSCR25,
e Clinical response HiSCR50,2 HISCR75, HISCR90 and HiISCR100
e Inflammation and responses, HS lesion counts, IHS4, IHS4-55
fibrosis responses, flare, the HSSDD and the HSSQ
e Discomfort and pain e Adverse effects of treatment, including TEAEs of
e Adverse effects of interest
treatment e Health-related quality of life, assessed with the
e Health-related quality DLQI, HiISQOL and EQ-5D-3L
of life

@ The proportion of patients achieving HISCR50, defined as a 50% reduction from baseline in the total AN count, with no increase from baseline in abscess or draining tunnel
count, at week 16 was the primary endpoint of the BE HEARD trials [1, 2].

AN, abscess and inflammatory nodule; DLQI, Dermatology Life Quality Index; EQ-5D-3L, 3-level, 5-dimension EuroQol questionnaire; HiISCR, hidradenitis suppurativa clinical
response; HiISQOL, Hidradenitis Suppurativa Quality of Life; HS, hidradenitis suppurativa; HSSDD, Hidradenitis Suppurativa Symptom Daily Diary; HSSQ, HS symptom
questionnaire; IHS4, International Hidradenitis Suppurativa Severity Score System; Q2W, every 2 weeks; Q4W, every 4 weeks; TEAE, treatment-emergent adverse event.
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B.1.2 Description of the technology being evaluated

A description of the technology being evaluated, bimekizumab, is shown in Table 2.

Table 2 Technology being evaluated

UK approved name and Bimekizumab (Bimzelx®)
brand name
Mechanism of action Bimekizumab is a humanised IgG1/k monoclonal

antibody that selectively binds with high affinity to
IL-17A and IL-17F homodimers and IL-17A/F
c