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 Dupixent               Non-Preferred with Conditions 
      

Summary 

Pharmacology/Usage:  Tralokinumab-ldrm, the active ingredient of Adbry®, is an interleukin-13 antagonist, a human 
IgG4 monoclonal antibody that specifically binds to human interleukin-13 (IL-13) and inhibits its interaction with the 
IL-13 receptor α1 and α2 subunits (IL-13Rα1 and IL-13Rα2). IL-13 is a naturally occurring cytokine of the Type 2 
immune response. Tralokinumab-ldrm inhibits the bioactivity of IL-13 by blocking IL-13 interaction with IL-13Rα1/IL-
4Rα receptor complex. Tralokinumab-ldrm inhibits IL-13 induced responses including the release of 
proinflammatory cytokines, chemokines, and IgE.  

Indication:  For the treatment of moderate-to-severe atopic dermatitis in adult patients whose disease is not 
adequately controlled with topical prescription therapies or when those therapies are not advisable. Adbry® can be 
used with or without topical corticosteroids.  

There is no pregnancy category for this medication; however, the risk summary indicates that there are limited data 
from the use in pregnant women to inform a drug-associated risk of adverse developmental outcomes. Human IgG 
antibodies are known to cross the placental barrier; thus, Adbry® may be transmitted from the mother to the 
developing fetus. The safety and efficacy of use in the pediatric population have not been established. 

Dosage Form:   Solution in a single-dose prefilled syringe for Injection: 150mg/ml. Does not contain preservatives. 

Before injection, remove from the refrigerator and allow to reach room temperature (30 minutes) without removing 
the needle cap. After removal from the refrigerator, prefilled syringes may be kept at room temperature up to 77°F 
and must be used within 14 days or discarded. 

Recommended Dosage:  Complete all age-appropriate vaccinations as recommended by current immunization 
guidelines prior to initiating treatment with Adbry®.  

Adbry® is to be administered by subcutaneous injection. While Adbry® is intended for use under the guidance of a 
healthcare provider, a patient may self-inject after training in subcutaneous injection technique. Administer as a 
subcutaneous injection into the thigh or abdomen, except for the 2 inches around the navel. The upper arm can also 
be used if a caregiver administers the injection.  

The recommended dose is an initial dose of 600mg (four 150mg injections), followed by 300mg (two 150mg 
injections) administered every other week. After 16 weeks of treatment, for patients with body weight below 100kg 
who achieve clear or almost clear skin, a dosage of 300mg every 4 weeks may be considered. For the initial 600mg 
dose, administer each of the four Adbry® 150mg injections at different injection sites within the same body area. 
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For the subsequent 300mg doses, administer the two 150mg injections at different injection sites within the same 
body area. Rotate the body area with each subsequent set of injections. 

Adbry® can be used with or without topical corticosteroids. Topical calcineurin inhibitors may be used, but should 
be reserved for problem areas only, such as the face, neck, intertriginous and genital areas. 

Clinically significant differences in the pharmacokinetics of tralokinumab-ldrm were not observed with mild to 
moderate renal impairment or mild hepatic impairment. The effect of severe renal impairment or moderate to 
severe hepatic impairment on the pharmacokinetics of tralokinumab-ldrm is not known. 

Drug Interactions:  There are no drug interactions listed with this product.  

Box Warning:  There is no box warning listed with this product. 

Common Adverse Drug Reactions:  Listed % incidence for adverse drug reactions= reported % incidence for drug 
(Adbry® monotherapy) minus reported % incidence placebo. Please note that an incidence of 0% means the incidence 
was the same as or less than placebo. The most frequently reported adverse events included upper respiratory tract 
infections (3.4%), conjunctivitis (4.4%), injection site reactions (3.3%), and eosinophilia (0.9%). 

Listed % incidence for adverse drug reactions= reported % incidence for drug (Adbry® plus topical corticosteroid [TCS]) 
minus reported % incidence placebo plus TCS. Please note that an incidence of 0% means the incidence was the same 
as or less than placebo/TCS. The most frequently reported adverse events included upper respiratory tract infections 
(14.6%), conjunctivitis (8.7%), injection site reactions (10.3%), and eosinophilia (1.2%). 

Hypersensitivity reactions have been reported with Adbry® use. 

Conjunctivitis and keratitis occurred more frequently in atopic dermatitis subjects who received Adbry®. 
Conjunctivitis was the most frequently reported eye disorder. Most subjects with conjunctivitis or keratitis 
recovered or were recovering during the treatment period. Advise patients to report new onset or worsening eye 
symptoms to their healthcare provider. 

Patients with known helminth infections were excluded from participation in clinical studies. It is not known if 
Adbry® will influence the immune response against helminth infections by inhibiting IL-13 signaling. Treat patients 
with pre-existing helminth infections before starting Adbry® treatment. If patients become infected while receiving 
Adbry® and do not respond to anti-helminth treatment, discontinue treatment with Adbry® until the infection 
resolves. 

Adbry® may alter a patient’s immunity and increase the risk of infection following administration of live vaccines. 
Prior to starting therapy with Adbry®, complete all age appropriate vaccinations per current immunization 
guidelines. Avoid use of live vaccines in patients treated with Adbry®. Limited data are available regarding 
coadministration of Adbry® with non-live vaccines.  

Contraindications:   In patients who have known hypersensitivity to tralokinumab-ldrm or any component of the 
product. 

Manufacturer:  LEO Pharma Inc. 

Analysis:  The safety and efficacy of Adbry® were assessed in three double-blind, randomized, placebo-controlled 
trials (ECZTRA 1, ECZTRA 2, ECZTRA 3) that included adult subjects 18 years of age and older (N=1934 total) with 
moderate-to-severe atopic dermatitis not adequately controlled by topical medication(s). Disease severity was 
defined by an Investigator’s Global Assessment (IGA) score ≥3 in the overall assessment of atopic dermatitis (AD) 
lesions on a severity scale of 0 to 4, an Eczema Area and Severity Index (EASI) score ≥16 on a scale of 0 to 72, and a 
minimum body surface area (BSA) involvement of ≥10%. At baseline, 58% of subjects were male,  69% were white, 
50% had a baseline IGA score of 3 (moderate AD), and 50% of subjects had a baseline IGA score of 4 (severe AD). 
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The baseline mean EASI score was 32 and the baseline weekly averaged Worst Daily Pruritus Numeric Rating Scale 
(NRS) was 8 on a scale of 0-10. 

In all three trials, subjects received Adbry® 600mg or placebo on day 0, followed by 300mg every other week or 
placebo for 16 weeks. Responders were defined as achieving an IGA 0 or 1 (clear or almost clear) or EASI-75 
(improvement of at least 75% in EASI score from baseline) at week 16. 

To assess maintenance of response in the monotherapy trials (ECZTRA 1 and ECZTRA 2), subjects responding to initial 
treatment with Adbry® 300mg every other week were re-randomized to Adbry® 300mg every other week, Adbry® 
300mg every 4 weeks or placebo every other week for another 36 weeks following first dose administration. Subjects 
randomized to placebo in the initial treatment period who achieved a clinical response at week 16 continued to 
receive placebo every other week for another 36 weeks. Non-responders at week 16, and subjects who lost clinical 
response during the maintenance period were placed on open-label treatment with Adbry® 300mg every other 
week (QOW) and optional use of topical corticosteroids (TCS). 

In the combination therapy trial (ECZTRA 3), subjects received either Adbry® 300mg QOW with TCS or placebo with 
TCS and as needed topical calcineurin inhibitors (TCI) until week 16. Subjects in the Adbry® 300mg with TCS group 
who achieved clinical response at week 16 were re-randomized to Adbry® 300mg QOW with TCS or Adbry® Q4W 
with TCS for another 16 weeks following first dose administration. Subjects in the placebo with TCS group who 
achieved clinical response at week 16 continued on placebo plus TCS for another 16 weeks. Subjects who did not 
achieve clinical response at week 16 received Adbry® 300mg QOW for another 16 weeks. A mid-potency TCS (i.e. 
mometasone furoate 0.1% cream) was dispensed at each dosing visit. Subjects were instructed to apply a thin film 
of the dispensed TCS as needed once daily to active lesions from week 0 to week 32 and were to discontinue 
treatment with TCS when control was achieved. An additional, lower potency TCS or TCI could be used at the 
investigator’s discretion on areas of the body where use of the supplied TCS was not advisable, such as areas of thin 
skin. 

All 3 trials assessed the primary endpoints of the proportion of subjects with an IGA 0 or 1 at week 16 and the 
proportion of subjects with EASI-75 at week 16. Secondary endpoints included the reduction of Worst Daily Pruritus 
NRS (weekly average) of at least 4 points on the 11-point itch NRS from baseline to week 16. 

The results of the Adbry® monotherapy trials (ECZTRA 1 and ECZTRA 2) and the Adbry® with TCS trial (ECZTRA 3) are 
presented in the table below, which was adapted from the prescribing information. 

  
ECZTRA 1 ECZTRA 2 ECZTRA 3 (+TCS) 

Adbry®  
300mg QOW  

Placebo 
Adbry®  

300mg QOW 
Placebo 

Adbry®  
300mg QOW 

Placebo 

# of subjects randomized & dosed 601 197 577 193 243 123 

IGA 0 or 1  16% 7% 21% 9% 38% 27% 

Difference from placebo 9% 12% 11% 

NNT calculated by CHC 12 9 10 

EASI-75 25% 13% 33% 10% 56% 37% 

Difference from placebo 12% 22% 20% 

NNT calculated by CHC 9 5 5 

# of subjects w/baseline Worst 
Daily Pruritus NRS score ≥4 

594 194 563 192 240 123 

Worst Daily Pruritus NRS  
(≥4 point reduction) 

20% 10% 25% 9% 46% 35% 
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ECZTRA 1 ECZTRA 2 ECZTRA 3 (+TCS) 

Adbry®  
300mg QOW  

Placebo 
Adbry®  

300mg QOW 
Placebo 

Adbry®  
300mg QOW 

Placebo 

Difference from placebo 10% 16% 11% 

NNT calculated by CHC 10 7 10 

A greater proportion in the Adbry® 300mg QOW arm achieved EASI-90 compared to placebo in the 3 trials. (No 
further information in the prescribing information besides this statement was found). 

In ECZTRA 1, 179 Adbry® 300mg QOW responders (IGA 0/1 or EASI-75) were re-randomized (and dosed) at week 16 
to Adbry® 300mg QOW (N=68), Adbry® 300mg Q4W (N=76), or placebo (N=35). Of these subjects, 39 in the Adbry® 
QOW group, 36 in the Adbry® Q4W group, and 19 in the placebo group were IGA 0/1 responders at week 16. 
Maintenance of IGA 0/1 response at week 52 was as follows: 20 subjects (51%) in the QOW arm, 14 subjects (39%) 
in the Q4W arm, and 9 subjects (47%) in the placebo arm. Among the re-randomized subjects, 47 in the Adbry® 
QOW arm, 57 in the Adbry® Q4W arm, and 30 subjects in the placebo arm were EASI-75 responders at week 16. 
Maintenance of EASI-75 response at week 52 was as follows: 28 subjects (60%) in the QOW arm, 28 subjects (49%) 
in the Q4W arm, and 10 subjects (33%) in the placebo arm. 

In ECZTRA 2, 218 Adbry® 300mg QOW responders (IGA 0/1 or EASI-75) were re-randomized (and dosed) at week 16 
to Adbry® 300mg QOW (N=90), Adbry® 300mg Q4W (N=84), or placebo (N=44). Of these subjects, 53 in the Adbry® 
QOW group, 44 in the Adbry® Q4W group, and 26 in the placebo group were IGA 0/1 responders at week 16. 
Maintenance of IGA 0/1 response at week 52 was as follows: 32 subjects (60%) in the QOW arm, 22 subjects (50%) 
in the Q4W arm, and 6 subjects (23%) in the placebo arm. Among the re-randomized subjects, 76 in the Adbry® 
QOW arm, 69 in the Adbry® Q4W arm, and 40 subjects in the placebo arm were EASI-75 responders at week 16. 
Maintenance of EASI-75 response at week 52 was as follows: 43 subjects (57%) in the QOW arm, 38 subjects (55%) 
in the Q4W arm, and 8 subjects (20%) in the placebo arm. 

In the ECZTRA 3, 131 Adbry® 300mg QOW plus TCS responders (IGA 0/1 or EASI-75) were re-randomized (and dosed) 
at week 16 to Adbry® 300mg QOW + TCS (N=65) or Adbry® 300mg Q4W + TCS (N=66). Among these subjects, 45 in 
the Adbry® 300mg QOW + TCS and 46 subjects in the Adbry® 300mg Q4W + TCS were IGA 0/1 responders at week 
16. Maintenance of IGA 0/1 response at week 32 was as follows: 40 subjects (89%) in the QOW arm and 35 subjects 
(76%) in the Q4W arm. Among the re-randomized subjects, 65 subjects in the Adbry® 300mg QOW arm and 62 
subjects in the Adbry® 300mg Q4W arm were EASI-75 responders at week 16. Maintenance of EASI-75 response at 
week 32 was as follows: 60 subjects (92%) in the QOW arm and 56 subjects (90%) in the Q4W arm. 

Place in Therapy:   Adbry®, a human IgG4 monoclonal antibody that specifically binds to human interleukin-13 (IL-
13) and inhibits its interaction with the IL-13 receptor α1 and α2 subunits, is indicated for the treatment of moderate-
to-severe atopic dermatitis in adult patients whose disease is not adequately controlled with topical prescription 
therapies or when those therapies are not advisable. Adbry® can be used with or without topical corticosteroids. 
Complete all age-appropriate vaccinations as recommended by current immunization guidelines prior to starting 
treatment with Adbry®. The efficacy of Adbry® was assessed in 3 randomized, double-blind, placebo-controlled trials 
that compared Adbry® with placebo in adults with moderate-to-severe atopic dermatitis not adequately controlled 
by topical medication(s). In one study, Adbry® was used in combination with TCS and compared with placebo plus 
TCS and as needed topical calcineurin inhibitors. All three trials assessed the primary endpoints of the proportion of 
subjects with an IGA 0 or 1 at week 16 and the proportion of subjects with EASI-75 at week 16.    

Per Silverberg et al2 in the full-text of the ECZTRA 3 study, a significantly greater number of  tralokinumab treated 
subjects than placebo achieved IGA 0/1 (38.9% vs 26.2%; p=0.015) and EASI-75 (56% vs 35.7%, p˂0.001). 

Furthermore, cumulative TCS use was lower at weeks 15-16 with tralokinumab (p=0.004). At weeks 15-16, the 
tralokinumab group used about 50% less of the supplied TCS compared with those treated with placebo (p=0.002). 
Significant differences were also observed in the outcomes for the ECZTRA 1 and EZCTRA 2 studies.3 Direct head-to-
head comparisons with other active ingredients indicated for atopic dermatitis were not found. 
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There is some evidence to suggest in one phase 3 study that Adbry® with TCS was more effective than placebo 
with TCS for the primary endpoints of the proportion of subjects with an IGA 0 or 1 and the proportion of subjects 
with EASI-75 at week 16; however, there is no evidence at this time to support that Adbry® is safer or more 
effective than the other medications. It is recommended that Adbry® should be non‐preferred in order to 

confirm the appropriate diagnosis and clinical parameters for use.  

PDL Placement:        Preferred 
    Non-Preferred 
    Refer to DUR for PA Criteria 
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