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Netakimab is a humanized anti-interleukin-17A monoclonal antibody, it has marketing approval for treatment of adult patients with moderate-to-severe plaque psoriasis, psoriatic arthritis, and ankylosing spondylitis. This paper provides the results of the first 12-weeks period of phase III BCD-085-16/PLANETA-KIDS clinical study. Objective. The aim of the BCD-085-16/PLANETA-KIDS is to evaluate netakimab efficacy and safety in pediatric patients 6+ years old with moderate-to-severe plaque psoriasis. Methods. BCD-085-16/PLANETA-KIDS (NCT06640517) is a randomized, double-blind, placebo-controlled phase III clinical study with open-label active-comparator arm. 155 male and female patients aged from 6 to 18 years with confirmed moderate-to-severe plaque psoriasis were randomized to receive netakimab (n=83), placebo (n=35), or adalimumab (n=37). Netakimab dosage was weight adjusted: for patients weighting 50 kg or more netakimab dose was 120 mg (two injections of 60 mg/ml each), for patients weighting less than 50 kg netakimab dose was 60 mg (one injection of 60 mg/ml). Patients in the Netakimab group received netakimab subcutaneously once per week for the first three weeks (induction) and once every 4 weeks thereafter (maintenance). Patients in the placebo group received placebo in blinded manner like netakimab. Adalimumab was administered in open-label way in doses recommended by the product’s SmPC. In this study co-primary efficacy endpoints were the proportion of patients achieving PASI75 and sPGA0/1 at week 12. Results. Netakimab has shown superiority over placebo for both co-primary endpoints. The proportion of patients achieving PASI75 at week 12 was 89.2% in the Netakimab group and 14.3% in the placebo group, odds proportion 59.0, 95% CI [16.5; 211.5] (p<0.0001). The proportion of patients achieving sPGA0/1 at week 12 was 83.1% in the Netakimab group and 8.6% in the placebo group, odds proportion 54.9, 95% CI [14.6; 206.5] (p<0.0001). The subgroup analysis has shown consistent netakimab superiority over placebo for both co-primary endpoints, regardless of age, body weight and psoriasis severity. Throughout the 12-week period netakimab has shown favorable safety profile comparable to that in the placebo group. Conclusion. The results of the 12-week period in the BCD-085-16/PLANETA-KIDS study have shown high efficacy of netakimab compared with placebo with favorable safety profile in children aged 6 years and older and adolescents with moderate-to-severe plaque psoriasis.
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Fig. 1. Study design
Note. <1> — dose is determined based on body weight; <2> — switch to netakimab is performed after administration at weeks 12, 13, and 14 for the placebo group, and at weeks 20, 21, and 22 for the Adalimumab group; <3> — response to therapy is defined as achievement of sPGA 0/1 by Week 58. R — randomization; PEP — primary endpoint (co-primary efficacy endpoints — proportion of patients achieving PASI75 and sPGA 0/1); EOT (end of treatment) — study completion.


Table 1. Baseline patient characteristics (n=155)
	Indicator
	Netakimab
(N = 83)
	Placebo
(N = 35)
	Adalimumab 
(N = 37)

	Demographic and anthropometric characteristics

	Age (years), mean ± SD
	11,9 ± 3,2
	12,3 ± 3,5
	12,4 ± 3,3

	Female gender, n (%)
	48 (57,8)
	19 (54,3)
	19 (51,4)

	Race, n (%)

	Mongoloid
	1 (1,2)
	0
	0

	Caucasian
	82 (98,8)
	35 (100)
	37 (100)

	Height (cm), mean ± SD
	152,3 ± 17,9
	152,5 ± 18,6
	153,8 ± 19,5

	Body weight (kg), mean ± SD
	48,8 ± 17,9
	49,1 ± 20,7
	49,3 ± 17,0

	Body mass index (kg/m²), mean ± SD
	20,3 ± 4,6
	20,2 ± 4,1
	20,1 ± 3,6

	Disease characteristics

	Duration of psoriasis since diagnosis (years), mean ± SD
	3,5 ± 2,8
	4,1 ± 3,5
	3,2 ± 2,7

	Presence of psoriatic arthritis, n (%)
	2 (2,4)
	2 (5,7)
	1 (2,7)

	Prior psoriasis therapy, n (%)
	
	
	

	Systemic therapy
	20 (24,1)
	12 (34,3)
	6 (16,2)

	GEBD
	0
	0
	0

	Phototherapy (UVB/UVB-311)
	29 (34,9)
	12 (34,3)
	13 (35,1)

	Photochemotherapy
	2 (2,4)
	1 (2,9)
	3 (8,1)

	Topical agents
	65 (78,3)
	26 (74,3)
	21 (56,8)

	Severity of underlying disease
	
	
	

	Moderate psoriasis
	62 (74,7)
	28 (80,0)
	0

	Severe psoriasis
	21 (25,3)
	7 (20,0)
	37 (100)

	PASI, mean ± SD
	19,9 ± 7,1
	19,5 ± 7,4
	27,8 ± 6,0

	BSA (%),mean ± SD
	24,5 ± 13,1
	23,1 ± 11,9
	34,2 ± 8,7

	sPGA, mean ± SD
	3,5 ± 0,6
	3,4 ± 0,6
	4,0 ± 0,4

	sPGA category, n (%)

	3
	47 (56,6)
	23 (65,7)
	3 (8,1)

	4
	33 (39,8)
	11 (31,4)
	31 (83,8)

	5
	3 (3,6)
	1 (2,9)
	3 (8,1)

	NAPSI > 0, n (%)
	19 (22,9)
	7 (20,0)
	10 (27,0)

	NAPSI, mean ± SD
	32,5 ± 25,4
	41,6 ± 44,4
	18,6 ± 14,5

	Itch severity, NRS > 0, n (%)
	80 (96,4)
	32 (91,4)
	36 (97,3)

	NRS, mean ± SD
	5,0 ± 2,3
	4,4 ± 2,7
	5,9 ± 2,6

	PSSI > 0, n (%)
	77 (92,8)
	35 (100)
	35 (100)

	PSSI, mean ± SD
	24,8 ± 16,1
	23,9 ± 11,4
	24,6 ± 10,7

	PPASI > 0, n (%)
	5 (6,0)
	1 (2,9)
	7 (18,9)

	PPASI, mean ± SD
	4,9 ± 4,6
	2,8 ± NA*
	25,1 ± 32,5

	mGPASI > 0, n (%)
	15 (18,1)
	6 (17,1)
	5 (13,5)

	mGPASI, mean ± SD
	15,1 ± 11,9
	14,2 ± 8,0
	11,6 ± 8,1

	CDLQI/DLQI, mean ± SD
	9,7 ± 7,0
	9,5 ± 6,5
	14,7 ± 7,5

	Note. GEBD (ГИБП) — genetically engineered biologic drugs; SD (СО) — standard deviation; NA — not applicable; UVB — ultraviolet B radiation 280–320 nm (selective phototherapy); UVB-311 — narrow-band ultraviolet B therapy at a wavelength of 311 nm. <*> — standard deviation is not provided due to the impossibility of its calculation given that data are available for only 1 patient in the group.



Fig. 2. Dynamics of PASI75 (A) and sPGA 0/1 (B) achievement in the study groups
Note. Due to the design of clinical trial, efficacy evaluation in the netakimab and placebo groups was performed at weeks 2, 6, 10, and 12 of therapy, while in the adalimumab group it was performed at weeks 1, 5, 9, 11, and 12 of therapy.
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Fig. 3. Frequency of PASI75 achievement at week 12 of therapy by subgroups
Note. <1> — Wald confidence interval. NA — not applicable.

Fig. 4. Frequency of sPGA0/1 achievement at week 12 of therapy by subgroups
Note. <1> — Wald confidence interval. NA — not applicable.

Table 2. Key efficacy outcomes at week 12 of therapy
	Indicator
	Netakimab
(N = 83)
n (%)
	Placebo
(N = 35)
n (%)
	Adalimumab
(N = 37)
n (%)

	Binary endpoints

	Proportion of patients achieved PASI75
	74 (89,2)
	5 (14,3)
	28 (75,7)

	Proportion of patients achieved PASI90
	63 (75,9)
	2 (5,7)
	27 (73,0)

	Proportion of patients achieved PASI100
	50 (60,2)
	1 (2,9)
	22 (59,5)

	Proportion of patients achieved sPGA0/1
	69 (83,1)
	3 (8,6)
	27 (73,0)

	Proportion of patients achieved sPGA0
	50 (60,2)
	1 (2,9)
	22 (59,5)

	[bookmark: _Hlk216703833]Proportion of patients achieved IGA mod 2011 0/1
	70 (84,3)
	3 (8,6)
	27 (73,0)

	Proportion of patients achieved CDLQI/DLQI0/1
	59 (71,1)
	4 (11,4)
	21 (56,8)

	Continuous endpoints (changes from baseline)

	Percentage change in PASI index, mean ± SD
	−91,2 ± 17,0
	−30,0 ± 38,5
	−85,5 ± 25,7

	Percentage change in NAPSI index, mean ± SD
	−54,7 ± 36,3
	−11,2 ± 29,7
	−50,6 ± 45,2

	Percentage change in NRS, mean ± SD
	−82,1 ± 36,2
	11,9 ± 106,0
	−83,1 ± 29,1

	Percentage change in PSSI index, mean ± SD
	−94,3 ± 16,5
	−28,4 ± 55,9
	−88,0 ± 34,1

	Percentage change in PPASI index, mean ± SD
	−78,4 ± 39,9
	−100,0 ± NA*
	−74,5 ± 33,2

	Percentage change in mGPASI index, mean ± SD
	−100,0 ± 0,0
	−40,7 ± 52,9
	−98,3 ± 3,7

	Percentage change in CDLQI/DLQI score, mean ± SD
	−61,0 ± 118,7
	−14,8 ± 65,7
	−82,4 ± 26,5


Note. NA — not applicable. <*> —standard deviation is not provided due to inability of its calculation as the data is available only for 1 patient in the group. For all binary endpoints, p<0.0001 for the comparison between the netakimab and placebo groups.

Fig. 5. Dynamics of PASI90 (A) and PASI100 (B) achievement in the study groups
Note. Due to the design of clinical trial, efficacy evaluation in the netakimab and placebo groups was performed at weeks 2, 6, 10, and 12 of therapy, while in the adalimumab group it was performed at weeks 1, 5, 9, 11, and 12 of therapy.

Table 3. Safety indicators
	Indicator
	Netakimab
(N = 83)
n (%)
	Placebo
(N = 35)
n (%)
	Adalimumab
(N = 37)
n (%)
	Total
(N = 155)
n (%)

	Proportion of patients with AE
	29 (34,9)
	14 (40,0)
	17 (45,9)
	60 (38,7)

	Proportion of patients with AR
	3 (3,6)
	2 (5,7)
	2 (5,4)
	7 (4,5)

	Proportion of patients with serious AE
	0
	0
	0
	0

	Proportion of patients with serious AR
	0
	0
	0
	0

	Proportion of patients with AE of Grade 3 or higher according to CTCAE v. 5.0/DAIDS1
	2 (2,4)
	3 (8,6)
	5 (13,5)
	10 (6,5)

	Proportion of patients with AR of Grade 3 or higher according to CTCAE v. 5.0/DAIDS1
	0
	0
	1 (2,7)
	1 (0,6)

	Proportion of patients with AR leading to treatment discontinuation
	0
	0
	0
	0

	Proportion of patients with AE of special interest
	0
	0
	0
	0

	Proportion of patients with local reactions
	1 (1,2)
	0
	0
	1 (0,6)

	Note. <1> — due to the fact that some of the severity criteria used in CTCAE are not applicable to the pediatric population, the Division of AIDS (DAIDS) table for grading the severity of adult and pediatric adverse events (2017) was used to grade certain AE. AE — adverse event; AR — adverse reaction.
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