h

BE RADIANT

Bimekizumab in patients with
moderate-to-severe plaque psoriasis

Summary of results from the Phase 3b BE RADIANT study

BE RADIANT assessed different maintenance dosing regimens for bimekizumab.
Only the Q8W maintenance dosing regimen after week 16 was licensed for use.
Please always read the Bimzelx SmPC before prescribing.
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Study overview?

BE RADIANT§

A 48-week, phase 3b, multicentre, IL-17 inhibitors2

randomised, double-blinded, secukinumab-

controlled study investigating the efficacy .

and safety of bimekizumab in patients with Secukinumab
Fre : eyt Ixekizumab*

moderate-to-severe chronic plague psoriasis

! ] IL-17A/A IL-17A/F  IL-17F/F IL-17E

Study objective . X .
Sk -
| i \|/

To compare the clinical benefit for
patients with psoriasis of inhibiting both
IL-17A and IL-17F, with bimekizumab,
with the inhibition of IL-17A alone,

. . IL-17R IL-17RB
with secukinumab £

IL-17RA IL-17RA

1. Reich K, et al. N Engl J Med 2021;385:142-152; 2. Adapted from: Patel D et al. Ann Rheum Dis 2013;72(Suppl 2):ii116—23. Abbreviations: IL: interleukin.; 3. Cosentyx SmPC, www.fass.se.
4. Taltz SmPC, www.fass.se. 5. Kyntheum SmPC, www.fass.se




Study design* BE RADIANT Y

Patient inclusion criteria

O >18 years of age, chronic plaque psoriasis O Moderate-to-severe disease: PASI =12, BSA
with =6 months’ symptom duration affected by psoriasis >10% and IGA score >3

Screening Initial treatment period Maintenance period Open-label extension period

Patients with — > Open-label
moderate-to-severe extension period
(OLE)

plaque psoriasis 1:2 randomisation
1:1 randomisation
Bimekizumab 320 mg Q8W*

Safety follow-up

for patients not
Secukinumab 300 mg Q4W® > enrolling in OLE;

20 weeks after
last dose

Primary endpoint:
PASI 100 at Week 16

2-5 weeks
& @

L
Baseline Week 4 Week 144
A

Secondary endpoint:

Secondary endpoint:
PASI 100 at Week 48

PASI 75 at Week 4

Note: Q4W dosing after week 16 is an unlicensed dosing regimen. Bimekizumab is approved for use in moderate to severe psoriasis at Q4W dosing until week 16, followed by Q8W maintenance dosing.
Only if the patient is >120kg, maintenance dosing may be Q4W. 1. Reich K, et al. N Engl J Med 2021;385:142-152. 2 The Q8W maintenance dosing regimen was added via protocol amendment, with the first re-
randomisation occurring approximately 7 months after the trial began, after 82 patients had completed Week 16.° Secukinumab was administered weekly to Week 4 and then Q4W. Abbreviations: BSA: Body Surface
Area; IGA: Investigator's Global Assessment; OLE: open-label extension; PASI75/100: 275%/100% improvement from baseline in Psoriasis Area and Severity Index; Q4W: every 4 weeks; Q8W: every 8 weeks.




Demographics and baseline characteristics!

Secukinumab
N=370

Age (years), mean + SD 459 +14.2 440 + 147
Male, n (%) 251 (67.3) 235 (63.5)
Caucasian, n (%) 347 (93.0) 348 (94.1)
Weight (kg), mean + SD 90.1+213 88.8 + 20.0
Duration of PSO (years), mean + SD 184 + 131 172+ 12.3
PASI, mean + SD 202075 19571 6.7
BSA (%), mean + SD 248 +15.5 23.8 +14.3

IGA, n (%)
3: moderate 240 (64.3) 268 (72.4)
4: severe A3 (8511 102 (27.6)

DLQI total, mean + SD 108 + 6.6 33 72
Any prior systemic therapy, n (%) 267 (71.6) 27 2735.5)

Prior biologic therapy, n (%) 125 (33.5) H1I9(32.2)
anti-TNF 71 (19.0) 69 (18.6)
anti-IL-17 39 (10.5) 50 (13.5)
anti-IL-23 24 (6.4) 23(6.2)
anti-1L-12/23 23(6.2) 17 (4.6)

Adapted from Reich K, et al. 2021.
1. Reich K, et al. N Engl J Med 2021;385:142—152. 2Included are patients with previous use of one or multiple biologic agents. Abbreviations: BSA: body surface area; DLQI: Dermatology
Life Quality Index; IGA: Investigator's Global Assessment; IL: interleukin; PASI: Psoriasis Area and Severity Index; PSO: psoriasis; SD: standard deviation; TNF: tumour necrosis factor.




Results! (1/2)

BE RADIANT§ Short-term data

Primary endpoint: PASI 100

at Week 16 for BKZ vs SEC

At Week 16

of patients on BKZ

achieved clear
skin (PASI 100)

compared to

48.9%

of patients
CNSE@

n=373, 370
VIEW FULL GRAPH
VIEW PASI 100 AT 48 WEEKS

Key secondary endpoint:® PASI 75 at Week 4 for BKZ vs SEC

At Week 4

of patients on BKZ

achieved
PASI 75

compared to

47.3%

of patients
@m SEC"

=S 200
VIEW FULL GRAPH

@ SEC 300 mg Q4W

At Week 16

of patients on BKZ

achieved
PASI 90

compared to

74.3%

of patients
ol SIECT

=578, 70

VIEW FULL GRAPH
VIEW PAS| 90 AT 48 WEEKS

At Week 16

of patients on BKZ

achieved
IGA 0/1

compared to

78.6%

of patients
©m SEC

n=373, 370

VIEW FULL GRAPH

VIEW IGA 0/1 AT 48 WEEKS

*p<0.001 vs SEC; p values are based on the stratified Cochran-Mantel-Haenszel test for the general association, with prior biologic exposure and geographic region as stratification factors

NEXT =

1. Reich K, et al. N Engl J Med 2021;385:142—152. 2 Other key secondary endpoints include PASI 100 at Week 48 for BKZ vs SEC, presented on the following slide.
Abbreviations: BKZ: bimekizumab; IGA 0/1: score of 0 (clear) or 1 (almost clear) with 22-category improvement relative to baseline in Investigator's Global Assessment, scored on a 5-point

scale; PASI 75/90/100: 275%/290%/100% improvement from baseline in Psoriasis Area and Severity Index; Q4W: every 4 weeks; SEC: secukinumab.




Results! (2/2)

BE RADIANT§ Long-term data
Key secondary endpoint:® PAS| 100 at Week 48 for BKZ vs SEC

At Week 48 At Week 48

of patients on BKZ Q4W or Q4W/Q8W of patients on BKZ Q4W or Q4W/Q8W

achieved clear achieved
skin (PASI 100) PASI 90

compared to compared to

46.2% 70.5%

of patients on SEC* of patients on SEC!

n=373, 370 n=373, 370
VIEW FULL GRAPH VIEW FULL GRAPH

@ SEC 300 mg Q4W

At Week 48

of patients on BKZ Q4W or Q4W/Q8W

achieved
IGA 0/1

compared to

73.8%

of patients on SEC!

n=373, 370
VIEW FULL GRAPH

*p<0.001 vs SEC; p values are based on the stratified Cochran-Mantel-Haenszel test for the general association, with prior biologic exposure and geographic region as stratification factors

NEXT =

Note: Q4W dosing after week 16 is an unlicensed dosing regimen. Bimekizumab is approved for use in moderate to severe psoriasis at Q4W dosing until week 16, followed by Q8W maintenance
dosing. Only if the patient is >120kg, maintenance dosing may be Q4W. 1. Reich K, et al. N Engl J Med 2021;385:142-152. 2 Other key secondary endpoints include PASI 75 at Week 4 for BKZ vs SEC,
presented on the previous slide. Abbreviations: BKZ: bimekizumab; IGA 0/1: score of 0 (clear) or 1 (almost clear) with 22-category improvement relative to baseline in Investigator's Global Assessment,
scored on a 5-point scale; PASI 90/100: 290%/100% improvement from baseline in Psoriasis Area and Severity Index; Q4W: every 4 weeks; Q8W: every 8 weeks; SEC: secukinumab.




Safety proﬁl_el (1/2) ® BKZ 320 mg Q8W @ SEC 300 mg Q4W

Any TEAE Serious TEAEs

The incidence of All patients Maintenance Set*® All patients Maintenance Set*"
TEAEs, severe TEAEs

and discontinuations Weeks 0-48 Weeks 16-48 Weeks 0-48 Weeks 16-48
due to TEAEs was
comparable between
treatment groups

Deaths: one
pedestrian vehicular
accident in the

BKZ Q8W group and
one fatal asphyxia

adjudicated as MACE
in the SEC group. w v

301/370 162/215 21/370
81.4% 75.3% 5.7%

SEC 300 mg Q4w BKZ 320 mg Q8W SEC 300 mg Q4W BKZ 320 mg Q8W

VIEW SAFETY TABLE

Note: Q4W dosing after week 16 is an unlicensed dosing regimen. Bimekizumab is approved for use in moderate to severe psoriasis at Q4W dosing until week 16, followed by Q8W
maintenance dosing. Only if the patient is >120kg, maintenance dosing may be Q4W. 1. Reich K| et al. N Engl J Med 2021;385:142—152. @ Patients are summarised by maintenance treatment,
this includes patients who received at least one dose of study treatment at Week 16 or later. ® Only events with a start date during the maintenance treatment period are included. Abbreviations:
BKZ: bimekizumab; MACE: major adverse cardiovascular event; Q4W: every 4 weeks; Q8W: every 8 weeks; SEC: secukinumab; TEAE: treatment-emergent adverse event.




Safety profile!(2/2)

Overall, the safety profile of bimekizumab was in line with secukinumab

« |ncidence of serious infections, IBD, SIB, and death was low for both
bimekizumab and secukinumab

There was an increased incidence of oral candidiasis with bimekizumab
compared with secukinumab

e 972% of cases of oral candidiasis were mild or moderate with bimekizumab,
none were serious and none led to discontinuation

VIEW COMMON TEAEs VIEW SAFETY TOPICS OF INTEREST

1. Reich K, et al. N Engl J Med 2021;385:142—-152. Abbreviations: IBD: inflammatory bowel disease; SIB: suicidal ideation and behaviour; TEAE: treatment-emergent adverse event.
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BE RADIANT PASI 100 over 48 Weeks (NRI)'

Primary endpoint: PASI 100 response with bimekizumab versus secukinumab at Week 16
Secondary endpoint: PASI 100 response with bimekizumab versus secukinumab at Week 48

PASI 100 at Weeks 16 and 48 (ITT, NRI) PASI 100 to Week 48 (Maintenance Set, NRI)

M BKZ 320 mg Q4W (N=373)
M BKZ 320 mg Q4W or Q4W/Q8W (N=373) -®- BKZ 320 mg Q4W =@=BKZ 320 mg Q4W/Q8W M- SEC 300 mg Q4W

EC 300 4W (N=370 (N=147) N=215 N=354

100-_ SEC mg Q4W ( ) 100 - ( ) ( )
0.001

80 4 pe0001 - o 80 - 73.5%"

¢ ® 67.0%

60 66.0%*

(o]
o

40 48.3%

N
o

PASI 100 (%)

20

N
o

Proportion of patients achieving

*p<0.001 versus secukinumab

16 48 0 4 8 12 16 20 24 28 32 36 40 44 48
Week Week

Note: Q4W dosing after week 16 is an unlicensed dosing regimen. Bimekizumab is approved for use in moderate to severe psoriasis at Q4W dosing until week 16, followed by
Q8W maintenance dosing. Only if the patient is >120kg, maintenance dosing may be Q4W. Adapted from Reich K, et al. 2021. 1. Reich K, et al. N Engl J Med 2021;385:142-152. p values are
based on the stratified Cochran-Mantel-Haenszel test for the general association, with prior biologic exposure and geographic region as stratification factors. Abbreviations: BKZ: bimekizumab; ITT: intent-to-treat;
NRI: non-responder imputation; PASI 100: 100% improvement from baseline in Psoriasis Area and Severity Index; Q4W: every 4 weeks; Q8W: every 8 weeks; SEC: secukinumab.
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BE RADIANT PASI 75 at Week 4 (NRI)!

Secondary endpoint: PASI 75 response with bimekizumab versus secukinumab at Week 4

PASI 75 at Week 4 (ITT, NRI)

B BKZ 320 mg Q4W (N=373) W SEC 300 mg Q4W (N=370)

o] 100 1 p<0.001

g [ _ L ]

= 807 71.0%

®

ns

£

§5 907

";" N~

25

L < 4 _

s 40

S

5 20

4

o

0 _

4
Week

Adapted from Reich K, et al. 2021. 1. Reich K, et al. N Engl J Med 2021;385:142-152. p values are based on the stratified Cochran-Mantel-Haenszel test for the general association, with prior biologic exposure

r ] and geographic region as stratification factors. Abbreviations: BKZ: bimekizumab; ITT: intent-to-treat; NRI: non-responder imputation; PASI 75/90: 275%/290% improvement from baseline in Psoriasis Area and

L“J Severity Index; Q4W: every 4 weeks; SEC: secukinumab.



Return to short-term results

PASI 90 to Week 48 (Maintenance Set, NRI)

BE RADIANT PASI 90 over 48 Weeks (NRI)'

PASI 90 at Weeks 16 and 48 (ITT, NRI)

" BKZ 320 mg Q4W (N=373) ~0- BKZ 320 mg Q4W  -@-BKZ 320 mg Q4W/Q8W -l SEC 300 mg Q4W

I BKZ 320 mg Q4W or Q4W/Q8W (N=373) (N=147) (N=215) (N=354)
M SEC 300 mg Q4W (N=370)
100 -~ 100 -~

g 85.5% 83.6%

'.GE, 80 74.3% 70.5% 80

8

28 60 - 60

Lo

w2

{-,‘g 40 1 40

c

k)

%’ 20 - 20

3

e

o 0 7 0 T T T T T T T T T T T 1

16

48

Week

4 8 12 16 20 24

28 32 36 40 44 48
Week

Note: Q4W dosing after week 16 is an unlicensed dosing regimen. Bimekizumab is approved for use in moderate to severe psoriasis at Q4W dosing until week 16, followed by
Q8W maintenance dosing. Only if the patient is >120kg, maintenance dosing may be Q4W. Adapted from Reich K, et al. 2021. 1. Reich K, et al. N Engl J Med 2021;385:142—152. Non-ranked

r J secondary endpoint: PASI 90 at Week 16 for BKZ vs SEC. p values are based on the stratified Cochran-Mantel-Haenszel test for the general association, with prior biologic exposure and geographic region as

L _4 stratification factors. Abbreviations: BKZ: bimekizumab; ITT: intent-to-treat; NRI: non-responder imputation; PASI 90: 290% improvement from baseline in Psoriasis Area and Severity Index; Q4W: every 4 weeks;
Q8W: every 8 weeks; SEC: secukinumab.



BE RADIANT IGA 0/1 over 48 Weeks (NRI)'

IGA 0/1 at Weeks 16 and 48 (ITT, NRI)

I BKZ 320 mg Q4W (N=373)

M BKZ 320 mg Q4W or Q4W/Q8W (N=373)

B SEC 300 mg Q4W (N=370)
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Return to long-term results

IGA 0/1 to Week 48 (Maintenance Set, NRI)

~0- BKZ 320 mg Q4W  =@~BKZ 320 mg Q4W/Q8W -l SEC 300 mg Q4W
(N=215) (N=354)

(N=147)

87.1%
6.0%
77.1%

4 8 12

16

20

24 28 32 36 40 44 48
Week

Note: Q4W dosing after week 16 is an unlicensed dosing regimen. Bimekizumab is approved for use in moderate to severe psoriasis at Q4W dosing until week 16, followed by
Q8W maintenance dosing. Only if the patient is >120kg, maintenance dosing may be Q4W. Adapted from Reich K, et al. 2021. 1. Reich K, et al. N Engl J Med 2021;385:142-152. Non-ranked
¥ .2 secondary endpoint: IGA 0/1 at Week 16 for BKZ vs SEC. p values are based on the stratified Cochran-Mantel-Haenszel test for the general association, with prior biologic exposure and geographic region as

A ' 4 stratification factors. Abbreviations: BKZ: bimekizumab; ITT: intent-to-treat; NRI: non-responder imputation; IGA 0/1: score of O (clear) or 1 (almost clear) with >2-category improvement relative to baseline in the
Investigator's Global Assessment; Q4W: every 4 weeks; Q8W: every 8 weeks; SEC: secukinumab.



BE RADIANT Incidence of TEAEs and Common TEAEs'

Weeks 0-48 (All Patients) Weeks 16—48 (Maintenance Set)2°
BKZ Total SEC 300 mg Q4W BKZ 320 mg Q8W
(N=373) (N=370) (N=215)
n (%) n (%) n (%)
Any TEAE 321 (86.1) 301 (81.4) 119 (81.0) 162 (75.3)
Serious TEAEs 22 (5.9) 21 (5.7) 4(2.7) 9(4.2)
Discontinuation due to TEAEs 13 (3.5) 10 (2.7) 3(2.0) 1(0.5)
Drug-related TEAEs 160 (42.9) 117 (31.6) 46 (31.3) 72 (33.5)
Severe TEAEs 26 (7.0) 15 (4.1) 5(3.4) 11 (5.1)
Deaths 1(0.3) 1(0.3) 0(0.0) 1(0.5)
Most common TEAEs (>5% of
patientsc)
Upper respiratory tract infections? 145 (38.9) 154 (41.6) 35 (23.8) 62 (28.8)
Oral candidiasis 72 (19.3) 11 (3.0) 19 (12.9) 36 (16.7)
Urinary tract infection 25 (6.7) 22 (5.9) 11 (7.5) 10 (4.7)

The incidence of TEAESs, severe TEAESs, and discontinuations due to TEAEs was comparable between treatment groups

Deaths: one pedestrian vehicular accident (bimekizumab Q8W); one fatal asphyxia adjudicated as MACE (secukinumab)

Note: Q4W dosing after week 16 is an unlicensed dosing regimen. Bimekizumab is approved for use in moderate to severe psoriasis at Q4W dosing until week 16, followed by
Q8W maintenance dosing. Only if the patient is >120kg, maintenance dosing may be Q4W. Adapted from Reich K, et al. 2021. 1. Reich K, et al. N Engl J Med 2021;385:142-152. 2Patients are
~ summarised by maintenance treatment (patients who received at least one dose of study treatment at Week 16 or later). "Only events with a start date during the maintenance treatment period are included. >5%
HEj occurring in any group. YUpper respiratory tract infections include laryngitis, nasopharyngitis, pharyngeal abscess, pharyngitis, rhinitis, sinusitis, tonsillitis, tracheitis, and upper respiratory tract infection.
Abbreviations: BKZ: bimekizumab; MACE: major adverse cardiovascular event; Q4W: every 4 weeks; Q8W: every 8 weeks; SEC: secukinumab; TEAE: treatment-emergent adverse event.



BE RADIANT Safety Topics of Interest (1/2)’

Weeks 0-48 (All Patients) Weeks 16—48 (Maintenance Set)??
BKZ Total SEC 300 mg Q4W BKZ 320 mg Q8W

(N=373) (N=370) (N=215)
n (%) n (%) n (%)

Serious infections 8(2.1) 8(2.2) 1(0.7) 6 (2.8)
Active TB 0(0.0) 0(0.0) 0(0.0) 0 (0.0)
Latent TB 5(1.3) 4(1.1) 4(2.7) 1(0.5)
Inflammatory bowel disease 1(0.3) 1(0.3) 0(0.0) 0 (0.0)
Ulcerative colitis 1(0.3) 1(0.3) 0(0.0) 0 (0.0)

Candida infections 79 (21.2) 17 (4.6) 21 (14.3) 38 (17.7)
Genital candidiasis® 3(0.8) 5(1.4) 0(0.0) 2(0.9)

Oral candidiasis 72 (19.3) 11 (3.0) 19 (12.9) 36 (16.7)
Oropharyngeal candidiasis 2(0.5) 1(0.3) 1(0.7) 0(0.0)

Skin candida 4(1.1) 2(0.5) 1(0.7) 1 (0.5)

97.2% of oral candidiasis cases were mild or moderate with bimekizumab; none were serious and none led to discontinuation

NEXT =

Note: Q4W dosing after week 16 is an unlicensed dosing regimen. Bimekizumab is approved for use in moderate to severe psoriasis at Q4W dosing until week 16, followed by
Q8W maintenance dosing. Only if the patient is >120kg, maintenance dosing may be Q4W. Adapted from Reich K, et al. 2021. 1. Reich K, et al. N Engl J Med 2021;385:142—152. aPatients are
r summarised by maintenance treatment (patients who received at least one dose of study treatment at Week 16 or later). bOnly events with a start date during the maintenance treatment period are included. °In weeks 0 through
L“j 48, there were 3 cases of vulvovaginal candidiasis in the bimekizumab group; and 3 cases of vulvovaginal candidiasis, 1 case of genital candidiasis, and 1 case of balanitis candida in the secukinumab group. In weeks 16 through
48, there were 2 cases of vulvovaginal candidiasis in the group receiving bimekizumab every 8 weeks. Abbreviations: BKZ: bimekizumab; Q4W: every 4 weeks; Q8W: every 8 weeks; SEC: secukinumab; TB: tuberculosis.



BE RADIANT Safety Topics of Interest (2/2)'

Weeks 0-48 (All Patients) Weeks 16—48 (Maintenance Set)2b
BKZ Total SEC 300 mg Q4W BKZ 320 mg Q8W
(N=373) (N=370) (N=215)
n (°/o) n (0/0) n (%)

Adjudicated SIB 1(0.3) 0(0.0) 0 (0.0) 0(0.0)
Suicide attempt 1(0.3) 0(0.0) 0 (0.0) 0 (0.0)
Cancer®¢ 5(1.3) 3(0.8) 1(0.7) 2(0.9)
NMSC 3(0.8) 3(0.8) 1(0.7) 1(0.5)
Serious hypersensitivity reactions 0 (0.0) 0 (0.0) 0 (0.0) 0 (0.0)
Adjudicated MACE 0(0.0) 2(0.5) 0(0.0) 0(0.0)
Elevated liver enzymesd 21 (5.6) 19 (5.1) 3(2.0) 7(3.3)

There were no cases of adjudicated MACE in bimekizumab-treated patients; there were two cases of adjudicated MACE in
secukinumab-treated patients

Note: Q4W dosing after week 16 is an unlicensed dosing regimen. Bimekizumab is approved for use in moderate to severe psoriasis at Q4W dosing until week 16, followed by
Q8W maintenance dosing. Only if the patient is >120kg, maintenance dosing may be Q4W. Adapted from Reich K, et al. 2021. 1. Reich K, et al. N Engl J Med 2021;385:142—152. 2Patients are
summarised by maintenance treatment (patients who received at least one dose of study treatment at Week 16 or later). ®Only events with a start date during the maintenance treatment period are included. ¢In weeks 0 through
48, there was 1 squamous cell carcinoma, 1 malignant melanoma in situ, and 3 basal cell carcinomas in the bimekizumab group, and 3 basal cell carcinomas in the secukinumab group. In weeks 16 through 48, there was 1 basal cell
carcinoma in the group receiving bimekizumab every 4 weeks and 1 squamous cell carcinoma and 1 basal cell carcinoma in the group receiving bimekizumab very 8 weeks. All cases of nonmelanoma skin cancer were basal cell
V“] carcinomas. 9Liver function tests included the following reported as adverse events: elevated levels of alanine aminotransferase, aspartate aminotransferase, blood bilirubin, y-glutamyltransferase, hepatic enzymes, and liver
A 4 aminotransferase or an elevated liver-function test. Abbreviations: BKZ: bimekizumab; MACE: major adverse cardiovascular event; NMSC: non-melanoma skin cancer; Q4W: every 4 weeks; Q8W: every 8 weeks; SIB: suicidal

ideation and behaviour; SEC: secukinumab; TB: tuberculosis.



BIMZELXYV Solution for injection in pre-filled syringe or pre-filled pen.
ABBREVIATED PRODUCT INFORMATION

W Detta ldkemedel ar foremal for utdkad overvakning. Detta mojliggér snabb identifiering av ny sakerhetsinformation. Vardgivare uppmanas att rapportera missténkta biverkningar.

Forkortad forskrivningsinformation Bimzelx® (bimekizumab).
Beredningsform: 160 mg l6sning i forfylld spruta och forfylld injektionspenna. Varje forfylld spruta eller forfylld penna inneh8ller 160 mg bimekizumab i 1 mL Rx, (F), LO4AC21.

Indikation: Bimzelx® &r indicerat fér behandling av: 1. Mattlig till sv8r plackpsoriasis hos vuxna som behéver systemisk behandling, 2. Aktiv ankyloserande spondylit (AS) hos vuxna med
tidigare otillracklig respons pé eller intolerans mot konventionell behandling, 3. Aktiv icke-radiografisk axial spondylartrit (nr-axSpA) med objektiva tecken p& inflammation pévisat genom
forhojt C-reaktivt protein och/eller magnetkameraundersékning hos vuxna med tidigare otillracklig respons pa eller intolerans mot icke-steroida antiinflammatoriska ldkemedel (NSAID) samt
4. Aktiv psoriasisartrit hos vuxna med tidigare otillrackligt svar eller intolerans mot ett eller flera sjukdomsmodifierande antireumatiska lakemedel (DMARDs) dar bimekizumab kan ges i
monoterapi eller i kombination med metotrexat.

Dosering och administreringssiatt: Den rekommenderade dosen for vuxna patienter med plackpsoriasis &r 320 mg (som ges som 2 subkutana injektioner pd 160 mg vardera) vid vecka 0,
4,8, 12, 16 och déarefter var 8:e vecka. Den rekommenderade dosen for patienter med AS, nr-axSpA och psoriasisartrit &r 160 mg (ges som 1 subkutan injektion pd 160 mg) var 4:e vecka.
For patienter med psoriasisartrit och samtidig mattlig till svdr plackpsoriasis &r den rekommenderade dosen densamma som for plackpsoriasis och baserat pa kliniskt svar i lederna kan efter
vecka 16 behandling med 160 mg var 4:e vecka 6vervagas. Ingen dosjustering kravs for patienter 6ver 65 ars alder. Bimekizumab har inte studerats i patientpopulationer med nedsatt njur-
eller leverfunktion. Sakerhet och effekt for bimekizumab hos barn och ungdomar yngre &n 18 8r har inte faststéllts.

Kontraindikationer: Overkénslighet mot den aktiva substansen eller mot ndgot hjilpamne. Kliniskt betydelsefull aktiv infektion (t.ex. aktiv tuberkulos (TB)).

Varning och forsiktighet: Bimekizumab kan oka risken for infektioner sdsom 6vre luftvagsinfektioner och oral kandidos. Forsiktighet bor iakttas d& man Gvervager att anvanda
bimekizumab till patienter med kronisk infektion eller anamnes pa aterkommande infektion. Bimekizumab ska inte ges till patienter med aktiv TB. Patienter som far bimekizumab bor
dvervakas avseende tecken och symtom pa aktiv TB. Behandling mot TB bor évervagas innan behandling med bimekizumab pabérjas hos patienter med anamnes pa latent eller aktiv TB for
vilka en adekvat behandlingskur inte kan bekréftas. Bimekizumab rekommenderas inte till patienter med inflammatorisk tarmsjukdom. Allvarliga éverkanslighetsreaktioner inklusive
anafylaktiska reaktioner har observerats med IL-17-hdmmare. Overvég att slutfora alla lampliga vaccinationer enligt aktuella riktlinjer for &ldersgruppen innan behandling med bimekizumab
paborias. Levande vacciner ska inte ges till patienter som behandlas med bimekizumab. Fertila kvinnor ska anvanda en effektiv preventivmetod under pdgdende behandling och i minst 17
veckor efter avslutad behandling.

Biverkningar: mycket vanliga (= 1/10): dvre luftvagsinfektioner; vanliga (= 1/100, < 1/10): oral kandidos, tineainfektioner, éroninfektioner, herpes simplex-infektion, orofaryngeal
kandidos, gastroenterit, follikulit, huvudvark, dermatit och eksem, akne, reaktioner pd injektionsstallet, trotthet; mindre vanliga (= 1/1 000, < 1/100): mukés och kutan kandidos (inklusive
esofageal kandidos), konjunktivit, neutropeni, inflammatorisk tarmsjukdom.

Likemedelsférman: Subventioneras endast for patienter som har behandlats med TNF-hdmmare eller dar detta inte &r l1ampligt. Datum for 6versyn av produktresumén: Juni 2023.
For fullstandig produktinformation och pris se www.fass.se. UCB Pharma AB, Olof Palmes gata 29, 111 22 Stockholm. Tel 040-294900.
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