Real-world tralokinumab use In dupilumab-experienced patients: a retrospective multi-center case series

Edward |. Herman, MD, PhD!; Jessica Burgy, MD?; Mona Shahriari, MD?

1South Shore Dermatology Physicians, North Easton, MA; ?President, Columbia Dermatology, Columbia, SC; 3Assistant Clinical Professor of Dermatology, Yale University School of Medicine, New Haven, CT; Associate Director of Clinical Trials, CCD Research

Table 1. (A) Baseline characteristics and (B) outcomes on tralokinumab of nine dupilumab-experienced patients

® Atopic dermatitis (AD) is a chronic relapsing inflammatory skin disease that
negatively impacts the quality of life (QoL) of patients?

® There is still a need for treatment options that offer patients long-term disease
control along with a favorable safety profile

® Dupilumab, a monoclonal antibody (mAb) that targets IL4Ra, blocking signaling
of interleukin (IL)-13 and IL-4, is approved for the treatment of adults with
moderate-to-severe AD in the US and EU?3

® Tralokinumab, the first fully human mAb that specifically neutralizes IL-13,
blocking its interaction with its receptor, is approved in the EU, UK, Canada, and
the US for adults with moderate-to-severe AD#>

o Phase 3 trials showed tralokinumab provided significant improvements in AD
severity and was well-tolerated up to 52 weeks of treatment*>

o Head-to-head studies of these two biologics have not been performed, and
real-world evidence of tralokinumab use in moderate-to-severe AD patients
that were previously treated with dupilumab is limited

To further characterize the efficacy and safety profile of tralokinumab by evaluating
clinical findings in patients previously treated with dupilumab in routine clinical
practice who were switched to tralokinumab

Patients

® Adult patients with moderate-to-severe AD from 3 dermatology practices In the
US, that were previously treated with dupliumab, and subsequently switched to
tralokinumab, were included

® The healthcare providers at these sites recorded clinical information from these
patients as part of their routine clinical practice

Data collection
® Baseline characteristics data collected included:

o History of previous treatments

o Comorbidities

o Morphologic and topographic AD phenotype

o IGA and BSA prior to and at the time of initiating tralokinumab treatment
o Disease duration

o Duration of dupilumab treatment

o Reason for dupilumab discontinuation

® Data collected related to tralokinumab treatment included:

o Duration of treatment

o Dose administered [i.e., on/off-label, every 2 or 4 weeks (Q2W/Q4W)]
o IGA

o BSA

o Patient-reported outcomes (PROs;
treatment satisfaction)

itch, clearance of erythema,

e.g.,

o Adverse events (AEs) possibly related to tralokinumab

(A) Baseline characteristics at time of tralokinumab initiation

(B) Outcomes on tralokinumab
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aPatient was clear at 3 month follow up. PPatient was clear at 2 month follow up. cUnclear if related.

A Before

After

apPatients provided consent for use of photographs. PPrevious treatments included MTX (stopped due to worsening fatigue after 4-5 years), dupilumab, upadacitinib (stopped due to increasing LFTs and BMI), prednisone, and phototherapy.

After

/

Baseline Characteristics

® Baseline characteristics of the 9 patients included in the case series are shown In
Table 1A

® 8 (89%) patients reported experiencing plaques/classical AD, 6 (67%) reported
previously using prednisone, and 5 (56%) reported having asthma as a
comorbidity

® Median (range) baseline IGA and IGA at time of tralokinumab administration were
4 (3-4) and 3 (2-4), respectively

®* Median baseline BSA and BSA at time of tralokinumab administration were 20%
(4-30%) and 10% (1-30%), respectively

Qutcomes on tralokinumab

¢ All 9 dupilumab-experienced patients were administered on-label tralokinumab
(Q2W for 8 patients, Q4W for 1 patient) and had been on tralokinumab for 2-8
months (Table 1B)

® At the time of data collection, median (range) IGA and BSA for these patients
were 0 (0-3) and 0% (0-10%), respectively

® All patients experienced improvements in PROs (see examples in Figure 1):

o 67% (6/9) of patients reported improvements in itch with NRS scores of O or 1
o 44% (4/9) reported general clearance of AD signs and symptoms of AD
o 44% (4/9) reported their overall satisfaction of being on tralokinumab

® AEs of conjunctivitis (3 patients) and joint pain (1) completely resolved in patients
upon switching from dupilumab to tralokinumab

® Residual signs and symptoms of AD following initiation of tralokinumab were
managed with antihistamines (1 patient), topical JAK inhibitors (1), and
prednisone (1)

® No AEs were reported except in 1 patient with possible mild seborrheic
dermatitis/head-neck dermatitis eruption that was treated with topicals, and 1
patient with herpes labialis (unclear if related to tralokinumab treatment)

Conclusions

e This case series suggests that tralokinumab is a potential effective
therapy in patients with moderate-to-severe AD who have failed
dupilumab, due to lack of efficacy or AEs

o Resolution of AEs of concern for biologic therapies for AD, such as
conjunctivitis, was observed in patients upon switching from
dupilumab to tralokinumab

e Further studies are needed to elucidate if and how the different
mechanisms of action of dupilumab and tralokinumab contribute to
varying responses in patients

Abbreviations

AD, atopic dermatitis; AE, adverse event; BMI, body mass index; BSA, body surface area; dupi, dupilumab; IGA, Investigator’s Global Assessment; JAK,
Janus Kinase; LFT, liver function test; mos., months; NRS, numerical rating scale; PRO, patient-reported outcome; Q2W, every 2 weeks; Q4W, every 4
weeks; tralo, tralokinumab; yrs, years.

References

1. Weidinger S, Novak N. Lancet. 2016;387(10023):1109-1122. 2. Thyssen JP, de Bruin-Weller MS, Paller AS, et al. J Eur Acad Dermatol Venereol.
2019;33(7):1224-1231. 3. Simpson EL, Bieber T, Guttman-Yassky E, et al. N Engl J Med. 2016;375(24):2335-2348. 4. Wollenberg A, Blauvelt A, Guttman-
Yassky E, et al. Br J Dermatol. 2021;184(3):437-449. 5. Silverberg JI, Toth D, Bieber T, et al. Br J Dermatol. 2021;184(3):450-463.

Acknowledgements

Medical writing and editorial support from Alphabet Health by Juliel Espinosa, PhD, was funded by LEO Pharma Inc., Madison, NJ, USA according to Good
Publication Practice guidelines (https://www.ismpp.org/gpp-2022). This work was previously presented at the Congress of Clinical Dermatology (CCD),
Amelia Island, FL, USA, June 01-04, 2023.

Disclosures

Edward I. Herman has no relevant disclosures. Jessica Burgy has no relevant disclosures. Mona Shahriari has been a consultant (received honoraria)
for AbbVie, Arcutis, Amgen, Bristol Myers Squibb, Dermavant, Janssen, Leo Pharma, Lilly USA, Novartis, Ortho Dermatologics, Sanofi-Genzyme,
Regeneron, UCB; has served as a speaker for Abbvie, Arcutis, Bristol Myers Squibb, Lilly USA, Janssen, Dermavant, Leo Pharma, Sanofi-Genzyme,
Regeneron; and has been and investigator for AbbVie, CorEvitas Psoriasis Registry, Dermira, Cara, Dermavant, Novartis, Union, Mindera.



	Slide 1: Real-world tralokinumab use in dupilumab-experienced patients: a retrospective multi-center case series

