Improvement of the head and neck regions with continuous tralokinumalb treatment for up to 4 years in adults with
moderate-to-severe atopic dermatitis

Objectives Background Methods

- To examine the efficacy of long- - Atopic dermatitis (AD) is a chronic, inflammatory disease that can affect multiple regions of the body but can be particularly burdensome on exposed areas of skin, such as «  Data were obtained from all patients initiated on tralokinumalb in ECZTRA 1&2, identically
the head and neck (H&N) regions’ designed phase 3 monotherapy trials conducted in adults with moderate-to-severe AD

term tralokinumalb treatment on

the head and neck regions through + The H&N regions can be difficult to treat, and the use of medium- to high-potency topical corticosteroid (TCS) in this region is not recommended? « Patients on active treatment were followed for up to 52 weeks in parent trials, and patients that
a post hoc analysis of two Phase 3 - Tralokinumab, a high-affinity monoclonal antibody that specifically neutralizes interleukin-13, is approved for the treatment of moderate-to-severe AD in multiple countries3# then enrolled in the long-term open-label study ECZTEND were followed up to an additional 152
clinical trials and the on-going - ECZTEND (NCT03587805) is an ongoing open-label, 5-year extension trial investigating the long-term safety and efficacy of tralokinumab plus optional TCS weeks until the April 30, 2022 data cutoff (Figure 4)
ECZTEND open-label trial Figure 2. EASI Head and Neck (0-7.2) in severe subgroup: IGA & . I;)ato frpm Week 16 responders re-randomized to placebo were not included beyond that

and H&N EASI >4 at baseline timepoint (Figure 4)

Results . P ECTTEND Analyses

 In patients treated with tralokinumalb fpr up toa toFoI of 4 years in ECZTRA1 & 2 and ECZTEND, thg median H&N A : : - Overall EASI scores (0-72) were calculated as a composite of the intensity (0-3) and extent of
EASI was reduced from 3.0 at parent trial (PT) baseline to 0.2 at Week 152 in ECZTEND. The proportion of patients ' involvement (0—6)
with H&N EASI<1 ot Week 152 was 87.2% (Figure?) g ' + Head and neck regional scores (H&N EASI; 0-7.2), the intensity of signs (erythema,

* In the most severe subgroup, with IGA 4 and high H&N involvement (H&N EASIz4) at baseline (n=301), the median . Iy induration/papulation, excoriation, lichenification) were assessed individually (0-3) and were
H&N EASI was reduced from 5.4 at PT baseline to 0.4 at Week 152. The proportion of patients with H&N EASI<T at . i summated (0-12) and then multiplied by extent of involvement (0-6). Then the % BSA weighting
Week 152 was 70.7 (Figure 2) : | I 1 coefficient 0.1 was used

+ The median total EASI (0-72) was improved from 28.2 at PT baseline to 1.3 at Week 152. The proportion of patients % l Il ' * Results are presented using observed data
with EASIS7 and EASI<2 at Week 152 were 86.5% and 58.3%, respectively (Figure 3) % I “ I Figure 4. Trial Design

5 . I I ECZTRA 18&2 (1 year) ECZTEND
1 year in ECZTRA 182 3 years in ECZTEND EREEss e I I QQQEHQQDQQQQQQQ Q Q img G2W attr , NPT i 300 Rl s
) Tralokinumab Q4W/Q2W + optional TCS N . Tralokinumab Q2W * optional TCS N R il ! I g e 5 weeks for Tt =4 A tients wit 2 A
7 0 8 16 28 40 52 0 16 32 48 64 80 104 120 136 162

Tralokinumab 300 mg Q2W

Total at risk (N} 30 204 282 230 203 188 123 120 19 13 112 108 101 94 78 58 . CZTRA 603) and 2 93 Tralokinumab 300 ma Q&W Open_lcbel trclokinumob 300 mg QZW +
n 301 288 282 221 201 186 123 120 119 110 101 102 a8 93 78 58 ' g o tiOnQI TCS
......... . . EASIHEN =0 (%) O 34 35 6.3 8 8.6 4.1 108 151 a.1 13.2 17.8 8z 129 178 17.2 ol : Patients not achieving IGA 0/1 or EASI-75 at 16 weeks p
'
! EASIHEN =1 (%) 0O 201 23 371 488 538 423 &0 889 B&4 634 678 894 BET 705 707 (e m_bbd tralokinumab 300 mg Q2W +
Median 54 28 24 16 1.2 [P} 1.2 08 086 0.6 04 0.5 08 05 0.4 0.4 opﬁond-r(s

Weeks Weeks Tralokinumab 300 mg Q2W

“Variabi Ume between last realment in parent Uial and (st reatment In ECZTEND. Not all sites paricipated in ECZTEND and all patients did not censent 1o conline.
83 SUDJEEES C1d Not r2-CONSENt 1 EORENLE IN ECZTEND Tollowiing & pratoedl amendment in May 2021 prowonging the trial from U 1o 310 U to 5 Year and changing the VISK bquency rom every 8 1o every 15 weeks

Patients wit ca terialGA ASI-75 Efficacy outcomes assessed per visit were:

B 4t |
PTTETITTT Figure 3. Overall EASI (0-72) T E— » : =l

NEFI1T 73+ 7 8 1 year in ECZTRA 1&2 3 years in ECZTEND |

HETFTFrTTT T Tralokinumab Q4W/Q2W + optional TCS Tralokinumab Q2W = optional TCS “ > Tralokinumab 300 mg Q2W

L] IO I W S 1 A —- - s . 72 >« > Optional TCS and optional home use

H&N EASI (0-7.2

2
§ """"" - | : . L] o
= TT T of T 1 T T T T 1 i . . . .
3 LI T LI IL] - 1 . 1 Baseline and Disease Table 1. Baseline demographics and characteristics
o ¢ H '
o : | R f H H 0 .
z Lorpoionzosono R » Characteristics Initially randomized
24 L : T R . - to tralokinumab
& ; T e Rk it - i o i - Patients generally exhibited
g Q2w
A : ! 1Ty OF T O | 1 1 Pl 5 i substantial disease severity at
. .1l S R A Y A T P (S T A T 3 fhy ) (N=1192)
11 H ! ! -—-i e T e S S Sy Sy e M : B g E baseline (Table 1)
: E A E I | I EEHE : : : H b * 87.8% of patients had H&N Mean age, years (SD) 37.9 (14.2)
........ S B E B E E o LS lzl E EI EI e e [ E - . 1 I I ‘ involvement at baseline (H&N EASI>)
3 8 16 28 40 0 16 32 48 64 80 104 120 136 152 , 5 + The median treatment duration was Male sex, n (%) 708 (59.4)
Weeks Weeks I H i . .
| U 53.1weeks (IQR 38.4;199.9) and max  Mean BSA involverment % (SD) 52.6 (24.8)
Total at risk (N) 1192 1159 1125 930 837 784 523 503 486 467 456 445 426 412 333 267 ! : 1‘ i 238 5 WeekS .
n 1192 1140 1125 910 815 784 523 503 485 454 416 431 415 408 333 266 i ' Mean duration of AD, years, (SD) 281 (15.2)
EASIHEN=0(%) 31 112 1486 199 218 249 20.1 30 342 308 329 378 342 385 456 444 * The most common reasons for o
Totalatrisk(N) 1192 1159 1125 030 837 784 523 503 486 467 456 445 426 12 33 267 H H H : IGA 4 (severe) n (/o) 591 (496)
EASIHEN <1(%) 122 449 482 60.1 67.7 712 62.3 79.1 81.4 82.2 84.6 856 836 85 86.8 87.2 ! discontinuation were Lack of efficacy :
n 182 140 1125 a0 815 784 523 503 485 454 416 431 415 408 333 286
Median 3 1.2 1.2 0.6 0.5 04 0.6 0.3 0.3 0.3 02 0.2 0.2 0.2 0.1 0.2 EASIE2(%) O 84 172 228 0.2 343 254 483 488 485 s34 541 526 566 56.8 56.3 (119 %), Other reasons (98 o/o), Adverse Mean EASI (SD) 32.2 (140)
B e e ot b L o o O eomin. o il oguoncy fom avey 8 1 overy 16 ks wam a2 me me & as  se  ar sz a2 as e e oW events (6.6%), Withdrawal by subject  Mean H&N EASI (SD) 3.2(18)
e e e TN et b et 1 ey S o o 1 o o e e S e vl sy e sy 0 very 1wk (7.2%), and Lost to follow up (4.2%)
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