Laboratory parameters in adolescent patients aged 12-17 with moderate-to-severe atopic dermatitis treated with
tralokinumalb up to week 52: results from the phase 3 ECZTRA 6 trial

Objective Table 1. Hematology parameters of clinical interest. Methods

- To further characterize the safety profile of tralokinumab by evalucting Initial Treatment Period Open-label Period - Adolescent patients were rondom|zeq j:jﬂ to subcutonequs tralokinumalb 1.50 mg or 300 mg, or

laboratory barameters of adolescents in the ECZTRA 6 trial (Wk 0-16) (Wk 16-52)° placebo every 2 weeks (Q2W), for an initial treatment period of 16 weeks?8 (Figure 1)

yP Tralokinumab 150 mg  Tralokinumab 300 mg Placebo Tralokinumab 300 mg . Loborotory parameters included hematology, serum biochemistry, and urinalysis throughout
chkground (n=98) (n=97) (n=94) + optional TCS (n=234) the trial (weeks O, 8, 16, 28, and 52)
N (%) N (%) N (%) N (%) . . s 4°

. Atopig dermatitis (AD) is more prevalent in children thon in qdu'lts, opd Hemoglobin (g/L) > 190 0(0.0) 0(0.0) 0(0.0) 0(0.0) Baseline and Disease Characteristics

there is a need for more treatments for adolescent patients suffering with Platelets (10%/L) < 100 0(0.0) 0(0.0) 1(1.0) 0 (0.0) - Baseline demographics and clinical characteristics were similar across treatment groups (Table 3)

moderate-to-severe disease'? Basophils (109/L) > 0.2 1(1.0) 3(3.) 1(1.1) 5(2.) , . :
- Tralokinumab, a high-affinity, monoclonal antibody that targets IL-13, is Lymphocytes (10%/L) < 0.6 0 (0.0) 0 (0.0) 1(1.7) 1(0.4) Figure 1. ECZTRA 6 trial design.

approved in the EU and Canada for adolescents (aged 212 years) with Monocytes (107/L) Screening e Rl e et ~ Maintenance treatment Safety

inadequately controlled moderate-to-severe AD, and it does not require <04 64(65.3) 67 (69.1) 52(55.3) 144.(61.5) Washout of previous erinial Potients with cinieal response IGA 0/ or AS75 follow-up

laboratory monitoring.3~7 It is currently under review for adolescents with >0.9(F)/ 1-39(M) 1(.0) 2(21) 2(2) 2(09) weeks for 165 : B rooknumobisomgQaw [

the FDA Neutrophils (10°/L) 1.0 < x < 1.5 0 (0.0) 0(0.0) 0 (0.0) 0 (0.0) 1—[

. . X H H 9 : Tralokinumalb 150 mg Q4W (alternating with placebo)
* In the phase 3 ECZTRA é monotherapy trial, tralokinumab was effective Eosinophils (107/1) 11 Do . ° e
) . : . 05<x<15 46 (46.9) 54 (55.7) 42 (44.7) 122 (52.1) randomization , B Tooknumab300mgGQaw | EE—
and well tolerated in patients aged 1217 years with AD Tralokinumab g
1.5<x=<5.0 14 (14.3) 12 (12.4) 4(4.3) 35 (15.0) 300 ma Q2W I -
mg Tralokinumalb 300 mg Q4W (alternating with placebo)
Results >50 2(2.0) 1(1.0) 0 (0.0) 2(0.9) '
Leukocytes (109/L) [

Hematology Parameters <40 3(3) 2(2) 4 (4.3) 8 (3.4) :
- Mean and median changes of most hematology parameters showed >13.5 0(0.0) 0(0.0) 107 30.3) : e okf’se(’)‘o' '°b‘(;'2"vrff'7me"‘t. e

minor fluctuations within the normal ranges through week 52, except for . ; - . I~—> , - m@o - HE SR

* P hi IGA 0/10r EASI-75 Week 16

cosinophils (Table 1) Table 2. Biochemistry parameters of clinical interest. e e e e
. Eosinophils Initial Treatment Period Open-ldbel Period « Patients losing their response during maintenance treatment period*

o At baseline, elevated mean eosinophil counts (>0.5 107/L) were observed Traloki b 150 T (VIV';(,O'M) 5300 Placeb Tral I£Wk 16':’?00

; : ralokinuma m ralokinuma m acebo ralokinuma m
for 40.8% (trO|Ok|numOb 150 mg)r 48.5% (trGIoklnumob 300 mg)r and = s = = = g = - Rescue treatment during initial and maintenance treatment defined as: TCl, TCS or systemic AD treatment.
o ) . ; (n=98) (n=97) (n=94) + optional TCS (n=234) DTl . A ) Y<
43.6% (placebo) of subjects in each respective treatment group N (%) N (%) N (%) N (%) Téoc:‘d - doie O;‘éo‘o mgAf;r Sgtlems s weeks. 3‘3? oA Q22V¥£ 3?8/:1 %fotr \t/cosi QZCG'V'”»?QEOA“% inw'leA 1at Week 16, or who had IGA >1 at
g 0 o 9 o o Jd ° o atients not achieving - over 24 weeks wi 22 after =0 a =E , Or Wi 23 after =la = , Or wno na >l a
o Maximum m.eOn ChOnge from baseline in eOSIhOphI|S before week 16 was Potassium (mmOI/L) 65<x<75 0 (OO) 0 (OO) 0 (OO) 1 (04) Week 16; patients who receive rescue treatment after Week 16.
0.2x107/L, with levels returning back to near baseline values by week 52 Creatinine (umol/L)
o Continued treatment with tralokinumab or placebo did not correspond 1.5*ULN < x < 3*ULN 0 (0.0) 0(0.0) 0(0.0) 0 (0.0) Table 3. Baseline characteristics.
with further increase in eosinophil levels over time, and no adverse Bilirubin (umol/L) > 2*ULN 0 (0.0 0(0.0 0 (0.0 0 (0.0 . Tralokinumab 150 mg Tralokinumab300 mg Placebo
P m (0.0) (0.0) (0.0) (0.0) Patients
events of eosinophilia were reported Alkaline Phosphatase (U/L) (n=98) (n=97) (n=94)
. X * Mean age, years 14.8 14.6 14.3
Biochemistry Parameters >15"ULN 0(0.0) 1(1.0) 0(0.0) 8 (3.4) Age grovm. n (%)
; . . . Alanine Aminotransferase (U/L) '
+ Mean levels of most biochemistry parameters (i.e., electrolytes, renal + liver . . 12-14 37 (37.8) 45 (46.4) 49 (52.1)
function parameters, and lipid panel), were within normal range at ; : : :

\ : . . Aspartate Aminotransferase (U/L) Male sex, n (%) 51(52.0) 47 (48.5) 51(54.3)
baseline, and mean and median changes showed minor fluctuations 10*ULN <x < 20*ULN 1(1.0) 0(0.0) 0(0.0) 0(0.0) I '(o/) ‘ : :
within normal ranges in all treatment arms (Table 2) o Cholesterol (mmol/L) > 6.2 0 (0.0) 0(0.0) 0 (0.0) 1(0.4) White 55 (56.1) 56 (57.7) 53 (56.4)

- Mean lactate dehydrogenase levels were around or above the upper limit LDL Cholesterol (mmol/L) Black or African American 7(7.) 14 (14.4) 1(1.7)
of normal (ULN) at baseline and decreased to within the normal ranges L41<x <49 0 (0.0) 0 (0.0) 0 (0.0) 1(0.4) Asian 2;3 ((g%f) 200(%8).6) 23 ((24).5)
; . o . ; ; ; ; American Indian or Alaska Native ] 1011
durlng the trial across all groups Similar results were observed during the maintenance treatment period that included few patients. Native Hawaiian or other Pacific Islander 0(0) 221 221
Other 6(6.1) 5(5.2) 4 (4.3)
COn CIUSi ons References Mean duration of AD, years (SD) 127 (37) 121(3.7) 12.1(3.5)
1. Peters AS, et al. J Allergy Clin Immunol. 2010;126:590-95. 2. Weidinger S, et al. Nat Rev Dis Primers. 2018:4:1. 3. Bieber T. Allergy. 2020:75:54-62. &. Furue K, et al. Immunology. 2019;158:281-86. 5. Szegedi K, et al. Severe disease (IGA=4), n (%) 44 (44.9) 48 (49.5) 43 (45.7)
) . . ) ) ) JEADV. 2015;29:2136—44. 6. Tsoi LC, et al. J Invest Dermatol. 2019;139:1480-89. 7. Popovic B, et al. J Mol Biol. 2017;429:208-19. 8. Paller AS, et al. JAMA Dermatol. 2023. Mean BSA (SD) 52.4 (226) 49.6 (233) 514 (239)
o o 9 9 Discl : Am v n an investi r for e, i rm rch, Dermavant, Eli Lilly, Incyte, Janssen, Kr , : nitorin rd for ie, na, whba, . . . . . .
clinically meaningful changes in laboratory parameters, Galdermo, Iived: and Consuitant for Aegetion Prara, Axiia, BECHet Boainger-Ingshaim, bretol Myers Sauish, Couts Creck. £ iy, Janseen, Knystal LEO Prorme, Neverti, Regeneron, sonch/Garnyme, Mean SCORAD (SD) 67.7 (14.4) 683 (13.7) 67.4 (14.9)
. . . . . . Seanergy, TWI Bi hnol , UCB. Michael Cork h rv linical trial investi r for Astellas, Gall , Johnson & Johnson, LEO Pharma, L - ) , Novartis, Perrigo, neron, Sanofi
InC|Ud I ﬂg hemGtO|Ogy, b|OChem|St ry, a nd urind |yS|S Gee(:lzin?g, and Stgfeelc; hoososge\r/v:d as oncc:g\fiso:/ bo;iiﬁer:ge?,sc%:su\tcc?ng cxond/oersirtw\?i?;coi Iegturztrefocrlsl;ﬁz;Trﬁ:(igAO:]gJe?w, Ass(t)ellcxsjjgoyse?, Johnson(; Jc?hns{z)nR,?_CErgPizern\g,T%Drégf NTStDs, NF;e\/org‘((i)s, lEzzgeenet-}rgn, zgngﬁ Mean CDLQI (SD) 12.9 (63) 13.4 (73) 133 (60)
t b din adol ts th h k 52 e e e e B R o e e o o %yer it Mean Weekdy Average Peak Pruritus NRS (SD) re e L] =]
pOere ers’ Were O Serve In G O escen S roug Wee Pharma, »LiIIy,_ Medlm'mune, Novértis, Pfizer, Regeneron, RO(':he, Son'ofi Geniyrne, _Sun Phar'ma, and UCB. Wei_ly 'Soong ho's received _r'eseorc_h %unding from ABbVIe, AstrdZe_neco, Cara, qulde%/rmlo, Genenvtech, Comorbidities (PGSt + Current)
with tralokinumalb treatment or placebo B e e o e e et vee  Asthma 42 (429) 42 (433) 40 (62¢)
) N . I b . . . d d f d | Sf:hneider,lHunnoh Lp, Emilia Vacko, and Irine Rosendahl Meldgaard Pedersen are employees of LEO Phormq. Anqreas Wollenberg has received grants, pfersong\ fees, or nonfinancial support from Abeig, AImirgH, Food Qllergy 64 (653) 4L9 (505) 52 (553)
O rout”’]e O Orotory mon|tor|ng |S nee e Or O u 't Or Aileens, Beiersdorf, Bioderma, BMS, Chugai, Galapagos, Galderma, GSK, Hans Karrer, Janssen, LEO Pharma, Lilly, L'Oreal, Maruho, Medimmune, Novartis, Pfizer, Pierre Fabre, Regeneron, Santen, and Sanofi-Aventis. Rhinitis ollergic 27 (276) 26 (268) 25 (266)
Gd0|escent AD pOtIentS tregted Wlth trO |Ok|numo b Acknowledgements: The ECZTRA 6 trial was sponsored by LEO Pharma A/S, Ballerup, Denmark. Medical writing and editorial assistance were provided by Juliel Espinosa, PhD, from Alphabet Health, funded

Presented at Fall Clinical Dermatology Conference, October 19-22, 2023

by LEO Pharma, Madison, NJ, USA, according to Good Publication Practice guidelines (https://www.ismpp.org/gpp-2022).



	Slide 1

