ASSESSMENT REQUEST FORM (ENGLISH) NYE METODER

Nye metoder - Request for assessment of medicinal product

To request an assessment of a new medicinal product or a new indication for an existing medicinal product through
Nye metoder, health technology developers should complete this form. By submitting a request for assessment, the
developer signals that it plans to submit documentation for such an assessment.

Please send the completed form to Nye metoder by e-mail: nyemetoder@helse-sorost.no.

A request for assessment may not be submitted prior to day 120 of the European Medicines Agency (EMA) market-
ing authorisation assessment process for new medicinal products under regular approval procedure, or prior to day
1 for variation/extension assessments and for medicinal products under accelerated assessment.

This form must be completed in its entirety. Nye metoder will plan the assessment process based on the informa-
tion provided in the request form.

At the time of request for assessment, the health technology developer must have a plan for when it intends to
submit documentation for assessment.

Information about Nye metoder can be found online (nyemetoder.no). Please contact Sekretariatet for Nye metod-
er if you have any questions.

Please note: The form will be published in its entirety.

The submitter is aware that the form will be published in its entirety (tick): /

1 Contact information

Date 01 NOV 2023

Health technology developer || UCB Pharma AS

Name Cecilie Alstad

Position Access Lead

Telephone +47 90950301

E-mail cecilie.alstad@uch.com

External representation
Name/Organization
Phone/E-mail

NA

PLEASE NOTE: For external
representation, please attach
an authorisation/power of
attorney

Assessment Request Form (English) Version 1.1 (23.06.2023) 1


mailto:nyemetoder%40helse-sorost.no?subject=

ASSESSMENT REQUEST FORM (ENGLISH) NYE METODER

2 Medicinal product overview

Does the request concern a new No

active substance?

Trade name Bimzelx
Generic name Bimekizumab

Marketing authorisation in Norway

Yes, UCB Pharma AS

ATC code

LO4A C21

Mode of administration

Subcutaneous injection: solution for injection in pre-filled pen or syringe

Pharmacotherapeutic group and
mechanism of action

Briefly describe

Bimekizumab is a humanised IgG1/k monoclonal antibody that
selectively binds with high affinity to IL-17A, IL-17F and IL-17AF
cytokines, blocking their interaction with the IL-17RA/IL-17RC
receptor complex. Elevated concentrations of IL-17A and IL-17F have
been implicated in the pathogenesis of several immune-mediated
inflammatory diseases, including hidradenitis suppurativa.

Expected indication relevant to the
request

Expected indication must be
written in Norwegian

Indication expansion: Behandling av moderat til alvorlig hidradenitis
suppurativa.

3 Assessment history

Has the medicinal product previously
been assessed by Nye metoder for
other indications?

If yes, enter the Nye metoder ID
number

Yes, three indications, all with positive reimbursement decision in
Beslutningforum: 1D2021_013, 1D2022_146, ID2022_145.

Are you aware of other medicinal
products assessed by Nye metoder
for the same indication?

If yes, enter the Nye metoder ID
number

Yes, ID2015_009 is reimbursed and in tender.
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4 Expected timeline

Procedure number for the marketing || EMEA/H/C/005316/11/0020
authorisation assessment in EMA

Expected date (month/year) of CHMP Q2 2024
positive opinion

Expected date (month/year) of
marketing authorisation in Norway Q22024

Expected date (quarter/year) for Q22024
submission of documentation to
Norwegian Medicines Agency

Dates must be stated

5 Diagnostics and resource use
Fill inn where relevant

No
Will the new method require
diagnostic testing for biomarker
analysis?

No
Which biomarker(s) are relevant and
which publications describe this?
Please refer to publications

No

Do you know whether diagnostics
can be performed by the public
health service or whether it must be
performed by an external supplier?

Will introduction of the new method No
require establishment of other/new
infrastructure?

For example, custom analysis
machine, digital pathology/
Al-based analysis, proteomics,
functional tests etc.?

Pre-analytical requirements No

For example, biopsies, other
sampling, sample processing etc.
are required.
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Test execution: is there a need to
establish one specific test or is a
biomarker already established in the
health service (e.g. in gene panels)?

No

Description of reading of results
including data analysis program if
necessary.

No

Which patient groups need to be
tested, and what is the expected
proportion of findings that provide
treatment options?

No

6 Description of the disease and current treatments

Description of the disease

Brief description of the
pathophysiology and clinical
presentation/symptoms, possibly
including references

Hidradenitis suppurativa (HS) is a chronic inflammatory skin disease characterized by the inflammation of hair follicles in apocrine gland-bearing
areas of the body, manifesting as painful nodules, abscesses and chronically draining fistulas (1,2). HS is a multifactorial disease in which genetic
and environmental factors play important roles. The primary defect in HS pathophysiology involves follicular occlusion of the
folliculopilosebaceous unit, followed by follicular rupture and inflammatory immune responses. The vicious inflammatory cycle results in pain,
purulence, tissue destruction and scarring. It is a highly disabling disease with great psychological and functional impact on patients due to pain
and malodorous discharge from the lesions. 1/3 of patients are estimated to be genetically predisposed. Onset is typically in late puberty and
early adulthood, and occurs more frequently in women. Many patients have severe symptoms for several years before they receive a correct
diagnosis. Data from a Nordic quality register (HISREG) shows a median time of seven years from symptoms to diagnosis (1-3).

Ref.: 1. ScalaE, et al. Cells 2021,10,2094. doi: 10.3390/cells10082094; 2. Amat-Samaranch, et al. Ther Adv Chronic Dis. 2021, Vol. 12: 1-34.
doi:10.1177/20406223211055920; 3. Lien, Grimstad & Tzellos, Tidsskr Nor Legeforen 2021 doi: 10.4045/tidsskr.20.0692

Therapeutic area

Specify which field best describes
the method

Gynekologiske sykdommer og fgdsel
Hjerte- og karsykdommer
Hudsykdommer

Immunologi

Infeksionssykdommer

Cancer

If the method applies to the
medical field of cancer, specify
which type of cancer is relevant

* Ingen Kreftsykdom

Bein- og blgtvevskreft

Blod- beinmargs- og lymfekreft
Brystkreft

Mage- og tarmkreft

Current treatment

Current standard treatment in
Norway, including references

In Norway, treatment is challenging and complex with national variations, and a high unmet medical need remains among patients with moderate-to-severe hidradenitis
suppurativa (HS). Depending on the disease severity and complexity of HS, three categories of treatments are used, often in combinations (1):

1. Surgery: Deroofing, lasers, local excision, wide surgical excision.

2. Medical treatment: Topical clindamycin, systemic antibiotics and acitretin, systemic biologics.

3. Adjuvant therapy as pain management, treatment of super infections, weight loss, tobacco abstinence.

Currently, only adalimumab is available as a biological treatment of moderate to severe HS (1-4). In 2019 the first national recommendations for the treatment of HS in
Norway were published by the Norwegian association of dermatology and venereology (2).

Ref.: 1. Zouboulis, et. al. JEADV, 2015, 29:619-644. https://doi.org/10.1111/jdv.12966; 2. Veileder for behandling av HS i Norge, NFDV; 3. HISREG &rsrapport 2021; 4.
2306b TNF BlO-anbudet v/Sykehusinnkjgp
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Prognosis

Describe the prognosis with current
treatment options, including
references

Hidradenitis suppurativa (HS) is a severe and chronic disease with frequent worsening and relapses (1). There is currently
no cure, and available medical treatments aim to control symptoms (e.g., nodule, abscess and tunnel formation), reduce
pain, disease burden, and the need for surgery, and to prevent permanent scarring. The management of
moderate-to-severe HS is challenging for clinicians as patients are frequently refractory to available treatments (2).

Ref.: 1. Lien, Grimstad & Tzellos, Tidsskr Nor Legeforen 2021 doi: 10.4045/tidsskr.20.0692; 2. Amat-Samaranch, et al.
Ther Adv Chronic Dis. 2021, Vol. 12: 1-34. doi:10.1177/20406223211055920

The new medicinal product’s
placement in the treatment algorithm

In tender as a switch option after biosimilar adalimumab.

Patient population

Description, incidence and
prevalence of the patient
population covered by the relevant
indication* in Norway, including
references.

Number of Norwegian patients
assumed to be relevant for new
method

* The entire patient group covered
by the indication in question is to
be described

Hidradenitis suppurativa (HS) has an estimated prevalence of ~1% in European literature.
There is limited Norwegian data on incidence and prevalence. It is also difficult to
estimate how many patients are candidate for a new biologic treatment today (1,2).
Bimekizumab is expected to be relevant for patients with inadequate response to
conventional systemic HS therapy. As biosimilar adalimumab is available in tender, it is
expected that patients eligible for biologic treatment with bimekizumab will be much
lower than the population that is treated with adalimumab today.

For the HTA of adalimumab in 2016, Legemiddelverket assumed that 50-100 new
patients would be eligible for biologic treatment each year. More recently in 2022,
Legemiddelverket’s Horizon Scanning of secukinumab for HS estimated that
approximately 50,000 people in Norway have HS, and of these, ~26% have moderate or
severe HS, leading to ~13,000 people with moderate to severe HS in Norway. However, it
remained unclear how many would be candidate for biologic treatment. Further, in an
input from the company, clinicians estimated that ~400 patients are currently treated
with biologic treatment.

Ref.: 1. Veileder for behandling av HS i Norge; 2. HISREG - register for Hidradenitis
suppurativa

7 Comparability to other medicinal products and inclusion in tender

Are there existing procurements or
tenders in the therapeutic area?

Yes, tender for Hidradenitis suppurativa since 2019.

Are there other medicinal products
with a similar mechanism of action
and/or similar effect (for the same
indication)?

Treatments that are approved or under review have different mechanism of actions, and no study
programme of direct comparisons exist. Only adalimumab (TNFa-inhibitor) has been included in
TNFBIO tender since 2019 for HS. Secukinumab (IL-17A inhibitor) was approved by EMA in 2023, but
is not reimbursed in Norway. Bimekizumab (IL-17A and IL-17F inhibitor) for HS is undergoing EMA
review.

Does the supplier consider the
medicinal product to be comparable
to other medicinal products?

Expected to be included in tender. However, no head-to-head
comparisons exist between the different biological treatments for HS.
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8 Relevant clinical trials
(pivotal trial(s) and clinical studies relevant for establishing relative efficacy)

Study 1

Study 2

Study 3

Study ID

Study name, NCT
number, hyperlink

NCT04242446

BEHEARD |

A Study to Evaluate the Efficacy and Safety of Bimekizumab in Study
Participants With Moderate to Severe Hidradenitis Suppurativa (BE
HEARD 1)

NCT04242498

BE HEARD Il

A Study to Evaluate the Efficacy and Safety of Bimekizumab in Study
Participants With Moderate to Severe Hidradenitis Suppurativa (BE HEARD Il)
https:/A T0424; ?

4,status:actth

https://www_clinicaltrial T0424:
:3%204,status:acty

20comé&rank=2&tab=table

NCT04901195

A Study to Test the Long-term Treatment of Bimekizumab
in Study Participants With Moderate to Severe
Hidradenitis Suppurativa (BE HEARD EXT).
https://clinicaltrials.gov/study/NCT04901195?
term=Bimekizumab&aggFilters=status:act&rank=2

Study type and design

Phase 3, Randomized,
Double-Blind, Placebo-Controlled,
Multicenter Study

N=507

Phase 3, Randomized,
Double-Blind, Placebo-Controlled,
Multicenter Study

N=509

Phase 3, open label, parallel
group, multicenter extension
study

N=658

Objective

Evaluate the efficacy and safety
of bimekizumab in patients
with moderate to severe
hidradenitis suppurativa

Evaluate the efficacy and safety
of bimekizumab in patients
with moderate to severe
hidradenitis suppurativa

Evaluate the long term safety
of bimekizumab in patients
with moderate to severe
hidradenitis suppurativa

Population

Important inclusion
and exclusion criteria

Inclusion: Age >18 4r, HS diagnosis 6 months before baseline. HS lesions in
=2 distinct anatomic areas, one of which must be at least Hurley Stage II/11l at
Screening and Baseline. Moderate to severe HS defined as 25 inflammatory
lesions at screening and baseline, inadequate response to a course of
systemic antibiotic for treatment of HS, females not pregnant and not
breastfeedning + not of childbearing potential / accepts to follow
contraceptive guidance during treatment period.

Exclusion: Draining tunnel count of >20 at baseline, active IBD, other active
skin diseases. Antibiotic therapy not permitted except under the following
conditions: participants on a stable dose and regimen of doxycycline,

Inclusion: Age >18 &r, HS diagnosis 26 months before baseline. HS lesions in
22 distinct anatomic areas, one of which must be at least Hurley Stage II/Il at
Screening and Baseline. Moderate to severe HS defined as 25 inflammatory
lesions at screening and baseline, inadequate response to a course of
systemic antibiotic for treatment of HS, females not pregnant and not
breastfeedning + not of childbearing potential / accepts to follow
contraceptive guidance during treatment period.

Exclusion: Draining tunnel count of >20 at baseline, active IBD, other active
skin diseases. Antibiotic therapy not permitted except under the following
conditions: participants on a stable dose and regimen of doxycycline,

Inclusion: Patients who completed the Week 48 in BE HEARD
I'or BE HEARD I, were eligible to receive bimekizumab at the
time of completing the feeder study, and did not meet any
withdrawal criteria of the feeder study, females not pregnant
and not breastfeedning + not of childbearing potential /
accepts to follow contraceptive guidance during treatment
period.

Intervention (n)

Dosage, dosing
interval, duration of
treatment

Bimekizumab n=433

320mg Q4W for 48 weeks (n=144)
320mg Q2W for 48 weeks (n=143)
320mg Q2W for 16 weeks to Q4W
up to week 48 (n=146)

Bimekizumab n=435

320mg Q4W for 48 weeks (n=144)
320mg Q2W for 48 weeks (n=145)
320mg Q2W for 16 weeks to Q4W
up to week 48 (n=146)

Bimekizumab dosing regimen 1 or
Bimekizumab dosing regimen 2

(BKZ 320mg Q2W vs BKZ 320mg Q4W)
https://classic.clinicaltrials.gov/ct2/sh
ow/NCT04901195

Comparator (n)

Dosage, dosing
interval, duration of
treatment

Placebo n=72

Patients in the comparator group
received placebo until week 16 and
then switched to bimekizumab 320mg
Q2W from week 16 to week 48

Placebo n=74

Patients in the comparator group
received placebo until week 16 and
then switched to bimekizumab 320mg
Q2W from week 16 to week 48

No comparator

Endpoints

Primary, secondary
and exploratory
endpoints,
including definition,
measurement
method and, if
applicable, time of

Primary endpoint: HiSCR50 at week 16
Secondary endpoints at week 16:
HiSCR75, DLQI, Skin pain score, Skin
pain reponse

Secondary endpoints until safety
follow-up (week 71): TEAES, SAEs,
withdrawals due to TEAEs.

Exploratory endpoints such as:
HiSCR50, HiSCR75 and HiSCR90 to week
48, IHS4 to week 48, HiSQoL to week
48, abscess and nodule count to week

Primary endpoint: HiSCR50 at week 16
Secondary endpoints at week 16:
HiSCR75, Flares, DLQI, Skin pain score,
Skin pain reponse.

Secondary endpoints until safety
follow-up (week 71): TEAES, SAES,
withdrawals due to TEAES.

Exploratory endpoints such as:
HiSCR50, HiSCR75 and HiSCRI0 to week
48, IHS4 to week 48, HiSQoL to week
48, abscess and nodule count to week

Primary endpoint:TEAEs during
the study from baseline until end
of safety follow-up (week 120)
Secondary endpoints at week
120: SAEs, withdrawals due to
TEAES).

Other secondary endpoints (such
as) at weeks 0, 16, 32, 48, 76, 92,
100: HiSCR50, HiSCR75, flares,

measurement 48. 48. HSSQ, DLQI.
Relevant subgroup Sub group analysis Sub group analysis Not applicable
analyses expected to be published || expected to be published

Description of any in 2024 in 2024

relevant subgroup

analyses

Assessment Request Form (English) Version 1.1 (23.06.2023)




ASSESSMENT REQUEST FORM (ENGLISH)

NYE METODER

Study 1

Study 2

Study 3

Follow up time

If the study is
ongoing, indicate the
follow-up time for
the data expected

to be available for
assessment by the
Norwegian Medicines
Agency as well as the
expected/planned
total follow-up time
for the study

Completed.

Study participants have
continued in the
open-label extension
study NCT04901195.

Completed.

Study participants have
continued in the
open-label extension
study NCT04901195.

Ongoing

Time perspective
results

Ongoing or
completed study?
Available and future
data cut-offs

Q42023

Q42023

Q22025

Publications

Title, author, journal,
year. Expected date
of publication

Bimekizumab in patients with moderate-to-severe
hidradenitis suppurativa: 48-week efficacy and
safety from BE HEARD | & II, two phase 3,
randomized, double-blind, placebo-controlled,
multicenter studies

(Alexa B. Kimball et al. AAD congress presentation
2023, oral late-breaker presentation, session S042)

Peer-reviewed publication expected in 2023.

Bimekizumab in patients with moderate-to-severe
hidradenitis suppurativa: 48-week efficacy and
safety from BE HEARD | & II, two phase 3,
randomized, double-blind, placebo-controlled,
multicenter studies

(Alexa B. Kimball et al. AAD congress presentation
2023, oral late-breaker presentation, session S042)

Peer-reviewed publication expected in 2023.

Not available

9 Ongoing and planned studies

Are there ongoing or planned studies
for the medicinal product within the
same indication that may provide
further information in the future?

If yes, state the expected time
perspective for data availability

An open label extension ongoing, including study participants from
BE HEARD | and BE HEARD Il (NCT04901195). The study is expected
to end Q2 2025.

indications?

Are there ongoing or planned studies
for the medicinal product for other

Open label extension trials are ongoing in the approved indications for
bimekizumab: BE BRIGHT in plagque psoriasis (NCT03598790), BE VITAL in psoriatic
arthritis (NCT04009499), and BE MOVING in axial spondyloarthritis (NCT04436640).
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10 Expected health economic documentation
Enter information about the expected health economic analysis

Requesting "Forenklet Lap D" as product will be included in

Type of health economic analysis tender for hidradenitis suppurativa (HS)

E.g. cost-per-QALY analysis or cost
minimisation analysis

(Justify the proposal)

The patient population on which the Requesting "Forenklet Lap D" as product will be included in

health economic analysis is based, tender for hidradenitis suppurativa (HS)
including any subgroups.

The main analysis (base case)
shall include the entire patient
population covered by the
indication sought.

What type of documentation will Requesting "Forenklet Lgp D" as product will be included in

form the basis for estimating relative || tender for hidradenitis suppurativa (HS)
efficacy?

(Direct or indirect evidence)

What type of documentation will Requesting "Forenklet Lap D" as product will be included in

form the basis for health-related tender for hidradenitis suppurativa (HS)
quality of life data?

Expected pharmaceutical budget Requesting "Forenklet Lap D" as product will be included in

impact per year, in the 5-year period tender for hidradenitis suppurativa (HS)
following a potential approval

11 Suitable for FINOSE?

Can the method be appropriate for No, product is already available in Norway and new indication will
assessment through FINOSE (yes/no) be included in tender.

If no, why not?
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12 Other relevant information

Disclose other aspects that Nye metoder should be aware of.

Have you been in contact with
clinicians at Norwegian health
trusts about this medicinal product/
indication? Yes/no

If so, who have you been in
contact with and what have been
their contribution?

(Relevant information in
connection with the recruitment
of experts in the field at Nye
metoder)

Bimekizumab is already introduced for the Norwegian clinical
practice for the treatment of plaque psoriasis, psoriasis arthritis and
axial spondyloarthritis. UCB has been in contact with treating
physicians concerning the approved indications. HISREG has been
consulted regarding the prevalence and incidence of HS for this
assessment request form. Three hospital departments have
participated in the clinical study programme of bimekizumab for the
treatment of HS (two patients in the phase Il study through UNN
and Nordlandssykehuset, and one patient in the phase Il study
through St. Olavs Hospital).

Are there specific circumstances
related to the medicinal product
implying that a plain discount may
not be appropriate for fulfilment of
the priority criteria (yes/no)?

If yes, a separate form must

be completed and sent
nyelegemidler@sykehusinnkjop.
no at the same time as
documentation is sent to the
Norwegian Medicines Agency for
a health technology assessment.

Information and form:
https://www.sykehusinnkjop.

no/om-oss/informasjon-og-

opplering/

Yes.

Any other relevant information?

NA.
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	name: Cecilie Alstad
	Position: Access Lead
	Telephone: +47 90950301
	Email: cecilie.alstad@ucb.com
	External representation - name/organizationn - phone/email: NA
	C2: Yes
	Active substance: No
	Trade name: Bimzelx
	Generic name: Bimekizumab
	Marketing authorisation in norway: Yes, UCB Pharma AS
	ATC-code: L04A C21
	Mode of administration: Subcutaneous injection: solution for injection in pre-filled pen or syringe
	Pharmacotherapeutic group: Bimekizumab is a humanised IgG1/κ monoclonal antibody that selectively binds with high affinity to IL-17A, IL-17F and IL-17AF cytokines, blocking their interaction with the IL-17RA/IL-17RC receptor complex. Elevated concentrations of IL-17A and IL-17F have been implicated in the pathogenesis of several immune-mediated inflammatory diseases, including hidradenitis suppurativa.
	expected indication: Indication expansion: Behandling av moderat til alvorlig hidradenitis suppurativa.
	Other indications: Yes, three indications, all with positive reimbursement decision in Beslutningforum: ID2021_013, ID2022_146, ID2022_145.
	Same indications: Yes, ID2015_009 is reimbursed and in tender.
	Procedure number for marketing authorisation assessment in EMA: EMEA/H/C/005316/II/0020
	Expected date (month/year) of CHMP positive option: Q2 2024
	Expected date (month/year) marketing authorisation in norway: Q2 2024
	Expected date (quarter/year) submission of documentation: Q2 2024
	testing for biomaker analysis?: No
	Which biomaker: No
	Diagnostics preformance: No
	Establishment of other/new infrastructure: No
	Pre-analytical requirements: No
	Tst extecution: No
	Description of reading of results: No
	Which patient groups: No
	Therapeutic area: [Hudsykdommer]
	Description of the disease: Hidradenitis suppurativa (HS) is a chronic inflammatory skin disease characterized by the inflammation of hair follicles in apocrine gland-bearing areas of the body, manifesting as painful nodules, abscesses and chronically draining fistulas (1,2). HS is a multifactorial disease in which genetic and environmental factors play important roles. The primary defect in HS pathophysiology involves follicular occlusion of the folliculopilosebaceous unit, followed by follicular rupture and inflammatory immune responses. The vicious inflammatory cycle results in pain, purulence, tissue destruction and scarring. It is a highly disabling disease with great psychological and functional impact on patients due to pain and malodorous discharge from the lesions. 1/3 of patients are estimated to be genetically predisposed. Onset is typically in late puberty and early adulthood, and occurs more frequently in women. Many patients have severe symptoms for several years before they receive a correct diagnosis. Data from a Nordic quality register (HISREG) shows a median time of seven years from symptoms to diagnosis (1-3).
Ref.: 1. Scala E, et al. Cells 2021,10,2094. doi: 10.3390/cells10082094; 2. Amat-Samaranch, et al. Ther Adv Chronic Dis. 2021, Vol. 12: 1–34. doi:10.1177/20406223211055920; 3. Lien, Grimstad & Tzellos, Tidsskr Nor Legeforen 2021 doi: 10.4045/tidsskr.20.0692
	Cancer treatment: In Norway, treatment is challenging and complex with national variations, and a high unmet medical need remains among patients with moderate-to-severe hidradenitis suppurativa (HS). Depending on the disease severity and complexity of HS, three categories of treatments are used, often in combinations (1):
1. Surgery: Deroofing, lasers, local excision, wide surgical excision.
2. Medical treatment: Topical clindamycin, systemic antibiotics and acitretin, systemic biologics.
3. Adjuvant therapy as pain management, treatment of super infections, weight loss, tobacco abstinence.

Currently, only adalimumab is available as a biological treatment of moderate to severe HS (1-4). In 2019 the first national recommendations for the treatment of HS in Norway were published by the Norwegian association of dermatology and venereology (2).

Ref.: 1. Zouboulis, et. al. JEADV, 2015, 29:619-644. https://doi.org/10.1111/jdv.12966; 2. Veileder for behandling av HS i Norge, NFDV; 3. HISREG årsrapport 2021; 4. 2306b TNF BIO-anbudet v/Sykehusinnkjøp
	Cancer: [* Ingen Kreftsykdom]
	Prognosis: Hidradenitis suppurativa (HS) is a severe and chronic disease with frequent worsening and relapses (1). There is currently no cure, and available medical treatments aim to control symptoms (e.g., nodule, abscess and tunnel formation), reduce pain, disease burden, and the need for surgery, and to prevent permanent scarring. The management of moderate-to-severe HS is challenging for clinicians as patients are frequently refractory to available treatments (2).

Ref.: 1. Lien, Grimstad & Tzellos, Tidsskr Nor Legeforen 2021 doi: 10.4045/tidsskr.20.0692; 2. Amat-Samaranch, et al. Ther Adv Chronic Dis. 2021, Vol. 12: 1–34. doi:10.1177/20406223211055920 
	The new medicinal product: In tender as a switch option after biosimilar adalimumab.
	Patient population: Hidradenitis suppurativa (HS) has an estimated prevalence of ~1% in European literature. There is limited Norwegian data on incidence and prevalence. It is also difficult to estimate how many patients are candidate for a new biologic treatment today (1,2). Bimekizumab is expected to be relevant for patients with inadequate response to conventional systemic HS therapy. As biosimilar adalimumab is available in tender, it is expected that patients eligible for biologic treatment with bimekizumab will be much lower than the population that is treated with adalimumab today.

For the HTA of adalimumab in 2016, Legemiddelverket assumed that 50-100 new patients would be eligible for biologic treatment each year. More recently in 2022, Legemiddelverket’s Horizon Scanning of secukinumab for HS estimated that approximately 50,000 people in Norway have HS, and of these, ~26% have moderate or severe HS, leading to ~13,000 people with moderate to severe HS in Norway. However, it remained unclear how many would be candidate for biologic treatment. Further, in an input from the company, clinicians estimated that ~400 patients are currently treated with biologic treatment. 

Ref.: 1. Veileder for behandling av HS i Norge; 2. HISREG – register for Hidradenitis suppurativa
	Existing procurements in therapeutic area: Yes, tender for Hidradenitis suppurativa since 2019.
	Any other medicinal products: Treatments that are approved or under review have different mechanism of actions, and no study programme of direct comparisons exist. Only adalimumab (TNFa-inhibitor) has been included in TNFBIO tender since 2019 for HS. Secukinumab (IL-17A inhibitor) was approved by EMA in 2023, but is not reimbursed in Norway. Bimekizumab (IL-17A and IL-17F inhibitor) for HS is undergoing EMA review.
	Consider supplier: Expected to be included in tender. However, no head-to-head comparisons exist between the different biological treatments for HS.
	1 Study ID: NCT04242446
BE HEARD I
A Study to Evaluate the Efficacy and Safety of Bimekizumab in Study Participants With Moderate to Severe Hidradenitis Suppurativa (BE HEARD I)
https://www.clinicaltrials.gov/study/NCT04242446?cond=Hidradenitis%20Suppurativa&aggFilters=phase:3%204,status:act%20com&rank=3
	2 Study ID: NCT04242498
BE HEARD II
A Study to Evaluate the Efficacy and Safety of Bimekizumab in Study Participants With Moderate to Severe Hidradenitis Suppurativa (BE HEARD II)
https://www.clinicaltrials.gov/study/NCT04242498?cond=Hidradenitis%20Suppurativa&aggFilters=phase:3%204,status:act%20com&rank=2&tab=table
	3 Study ID: NCT04901195
A Study to Test the Long-term Treatment of Bimekizumab in Study Participants With Moderate to Severe Hidradenitis Suppurativa (BE HEARD EXT). https://clinicaltrials.gov/study/NCT04901195?term=Bimekizumab&aggFilters=status:act&rank=2
	1 Study type and design: Phase 3, Randomized, Double-Blind, Placebo-Controlled, Multicenter Study
N=507
	2 Study type and design: Phase 3, Randomized, Double-Blind, Placebo-Controlled, Multicenter Study
N=509
	3 Study type and design: Phase 3, open label, parallel group, multicenter extension study
N=658
	1 Objective: Evaluate the efficacy and safety of bimekizumab in patients with moderate to severe hidradenitis suppurativa 
	2 Objective: Evaluate the efficacy and safety of bimekizumab in patients with moderate to severe hidradenitis suppurativa 
	3 Objective: Evaluate the long term safety of bimekizumab in patients with moderate to severe hidradenitis suppurativa
	1 Population: Inclusion:  Age ≥18 år, HS diagnosis ≥6 months before baseline. HS lesions in ≥2 distinct anatomic areas, one of which must be at least Hurley Stage II/III at Screening and Baseline. Moderate to severe HS defined as ≥5 inflammatory lesions at screening and baseline, inadequate response to a course of systemic antibiotic for treatment of HS, females not pregnant and not breastfeedning + not of childbearing potential / accepts to follow contraceptive guidance during treatment period. 
Exclusion: Draining tunnel count of >20 at baseline, active IBD, other active skin diseases. Antibiotic therapy not permitted except under the following conditions: participants on a stable dose and regimen of doxycycline, minocycline, or an equivalent systemic tetracycline for 28 days prior to baseline.
	2 Population: Inclusion:  Age ≥18 år, HS diagnosis ≥6 months before baseline. HS lesions in ≥2 distinct anatomic areas, one of which must be at least Hurley Stage II/III at Screening and Baseline. Moderate to severe HS defined as ≥5 inflammatory lesions at screening and baseline, inadequate response to a course of systemic antibiotic for treatment of HS, females not pregnant and not breastfeedning + not of childbearing potential / accepts to follow contraceptive guidance during treatment period. 
Exclusion: Draining tunnel count of >20 at baseline, active IBD, other active skin diseases. Antibiotic therapy not permitted except under the following conditions: participants on a stable dose and regimen of doxycycline, minocycline, or an equivalent systemic tetracycline for 28 days prior to baseline.
	3 Population: Inclusion: Patients who completed the Week 48 in BE HEARD I or BE HEARD II, were eligible to receive bimekizumab at the time of completing the feeder study, and did not meet any withdrawal criteria of the feeder study, females not pregnant and not breastfeedning + not of childbearing potential / accepts to follow contraceptive guidance during treatment period.  
	1 Endpoints: Primary endpoint: HiSCR50 at week 16
Secondary endpoints at week 16: HiSCR75, DLQI, Skin pain score, Skin pain reponse
Secondary endpoints until safety follow-up (week 71): TEAEs, SAEs,   withdrawals due to TEAEs.
Exploratory endpoints such as: HiSCR50, HiSCR75 and HiSCR90 to week 48, IHS4 to week 48, HiSQoL to week 48, abscess and nodule count to week 48.
	2  Endpoints: Primary endpoint: HiSCR50 at week 16
Secondary endpoints at week 16: HiSCR75, Flares, DLQI, Skin pain score, Skin pain reponse.
Secondary  endpoints until safety follow-up (week 71): TEAEs, SAEs,  withdrawals due to TEAEs.
Exploratory endpoints such as: HiSCR50, HiSCR75 and HiSCR90 to week 48, IHS4 to week 48, HiSQoL to week 48, abscess and nodule count to week 48.
	3 Endpoints: Primary endpoint:TEAEs during the study from baseline until end of safety follow-up (week 120)
Secondary endpoints at week 120: SAEs, withdrawals due to TEAEs).
Other secondary endpoints (such as) at weeks 0, 16, 32, 48, 76, 92, 100: HiSCR50, HiSCR75, flares, HSSQ, DLQI.
	1 Relevant subgroup: Sub group analysis expected to be published in 2024
	2 Relevant subgroup: Sub group analysis expected to be published in 2024
	3 Relevant subgroup: Not applicable
	1 Intervention: Bimekizumab n=433
320mg Q4W for 48 weeks (n=144)
320mg Q2W for 48 weeks (n=143)
320mg Q2W for 16 weeks to Q4W up to week 48 (n=146)
	2 Intervention: Bimekizumab n=435
320mg Q4W for 48 weeks (n=144)
320mg Q2W for 48 weeks (n=145)
320mg Q2W for 16 weeks to Q4W up to week 48 (n=146)
	3  Intervention: Bimekizumab dosing regimen 1 or
Bimekizumab dosing regimen 2 
(BKZ 320mg Q2W vs BKZ 320mg Q4W)
https://classic.clinicaltrials.gov/ct2/show/NCT04901195
	1 Comparator: Placebo n=72
Patients in the comparator group received placebo until week 16 and then switched to bimekizumab 320mg Q2W from week 16 to week 48
	2 Comparator: Placebo n=74
Patients in the comparator group received placebo until week 16 and then switched to bimekizumab 320mg Q2W from week 16 to week 48
	3 Comparator: No comparator
	1 Follow up time: Completed.
Study participants have continued in the  open-label extension study NCT04901195.
	2 Follow up time: Completed.
Study participants have continued in the  open-label extension study NCT04901195.
	3 Follow up time: Ongoing
	1 Time perspective: Q4 2023
	2 Time perspective: Q4 2023
	3 Time perspective: Q2 2025
	1 Publications: Bimekizumab in patients with moderate-to-severe hidradenitis suppurativa: 48-week efficacy and safety from BE HEARD I & II, two phase 3, randomized, double-blind, placebo-controlled, multicenter studies
(Alexa B. Kimball et al. AAD congress presentation 2023, oral late-breaker presentation, session S042)

Peer-reviewed publication expected in 2023.
	2 Publications: Bimekizumab in patients with moderate-to-severe hidradenitis suppurativa: 48-week efficacy and safety from BE HEARD I & II, two phase 3, randomized, double-blind, placebo-controlled, multicenter studies
(Alexa B. Kimball et al. AAD congress presentation 2023, oral late-breaker presentation, session S042)

Peer-reviewed publication expected in 2023.
	3 Publications: Not available
	Ongoing studies - further information: An open label extension ongoing, including study participants from BE HEARD I and BE HEARD II (NCT04901195). The study is expected to end Q2 2025.
	Ongoing studies indications: Open label extension trials are ongoing in the approved indications for bimekizumab: BE BRIGHT in plaque psoriasis (NCT03598790), BE VITAL in psoriatic arthritis (NCT04009499), and BE MOVING in axial spondyloarthritis (NCT04436640).
	Type of health economic analysis: Requesting "Forenklet Løp D" as product will be included in tender for hidradenitis suppurativa (HS)
	Patient population sungroups: Requesting "Forenklet Løp D" as product will be included in tender for hidradenitis suppurativa (HS)
	Which documentation estimating relative efficacy: Requesting "Forenklet Løp D" as product will be included in tender for hidradenitis suppurativa (HS)
	Health related quality of life: Requesting "Forenklet Løp D" as product will be included in tender for hidradenitis suppurativa (HS)
	Expected pharmaceutical budget: Requesting "Forenklet Løp D" as product will be included in tender for hidradenitis suppurativa (HS)
	Suitable for FINOSE: No, product is already available in Norway and new indication will be included in tender.
	Contact with clinicians at norwegian health trusts: Bimekizumab is already introduced for the Norwegian clinical practice for the treatment of plaque psoriasis, psoriasis arthritis and axial spondyloarthritis. UCB has been in contact with treating physicians concerning the approved indications. HISREG has been consulted regarding the prevalence and incidence of HS for this assessment request form. Three hospital departments have participated in the clinical study programme of bimekizumab for the treatment of HS (two patients in the phase II study through UNN and Nordlandssykehuset, and one patient in the phase III study through St. Olavs Hospital).
	Spesific circumstances: Yes.
	Andre relevante opplysninger? 2: NA.


