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INTRODUCTION
ÅCurrent topical atopic dermatitis (AD) treatments are limited by dosing frequency, 

local tolerability issues, and restrictions on application to the face/eyelids, large 
body surface areas, and long-term use

ÅRoflumilast cream 0.05% is a once-daily nonsteroidal topical formulation of 
roflumilast, a potent phosphodiesterase 4 (PDE4) inhibitor

ςDemonstrated safety and efficacy in Phase 3 trials in patients with psoriasis 
όҗнyears of age)1ŀƴŘ ǎŜōƻǊǊƘŜƛŎ ŘŜǊƳŀǘƛǘƛǎ όҗф ȅŜŀǊǎ ƻŦ ŀƎŜύ2

ςRoflumilast potency is ~25 to >300-fold higher than apremilast and 
crisaborole,3 with roflumilast more closely mimicking cyclic adenosine 
monophosphate (cAMP) binding to PDE44

ςDoes not contain ethanol, propylene glycol, or fragrances that can irritateskin

ÅIn two Phase 3 trials (INTEGUMENT-1 and 2; NCT04773587, NCT04773600) and in 
the Phase 3 open-label extension trial (INGETUMENT-OLE; NCT04804605), 
roflumilast cream 0.15% was well tolerated and demonstrated efficacy in patients 
ŀƎŜŘ җс ȅŜŀǊǎ ǿƛǘƘ !55,6; assessment of safety and efficacy in patients 2ς5 years 
of age in INTEGUMENT-OLE is complete

ςContinued improvement in efficacy over 56 weeks of treatment with roflumilast 
ŎǊŜŀƳ лΦмр҈ ƛƴ ǇŀǘƛŜƴǘǎ җс ȅŜŀǊǎ ƻŦ ŀƎŜ ǿŀǎ ƻōǎŜǊǾŜŘ ƛƴ Lb¢9D¦a9b¢-OLE, 
ǿƛǘƘ смΦр҈ ŀƴŘ ссΦн҈ ƻŦ ǇŀǘƛŜƴǘǎ ŀŎƘƛŜǾƛƴƎ җтр҈ ƛƳǇǊƻǾŜƳŜƴǘ ƛƴ 9ŎȊŜƳŀ !ǊŜŀ 
and Severity Index (EASI-75) after 28 and 56 weeks, respectively

ςHere, we present results of a Phase 3 trial (INTEGUMENT-PED; NCT04845620) 
of roflumilast cream 0.05% in patients aged 2ς5 years with AD

METHODS 
ÅChildren aged 2ς5 years with mild-to-moderate AD were treated with roflumilast 

cream 0.05% or vehicle once daily for 4 weeks (Figure 1)

ÅThe primary efficacy endpoint was Validated Investigator Global Assessment for 
Atopic Dermatitis (vIGA-AD) Success (defined as a score of 0 [clear] or 
м ώŀƭƳƻǎǘ ŎƭŜŀǊϐ Ǉƭǳǎ җн-grade improvement from baseline) at Week 4 CONCLUSION

ÅOnce-daily, nonsteroidal roflumilast cream 0.05% significantly improved 
AD in children 2ς5 years of age

ςSignificant improvement in AD was observed as early as 1 week after 
treatment initiation

ςReduction in pruritus was observed 24 hours (P=0.0014) following the 
first application

ÅNo adverse event occurred in >4.1% of patients in either treatment group

ÅEfficacy and safety were consistent with previous trials of roflumilast 
ŎǊŜŀƳ лΦмр҈ ƛƴ ǇŀǘƛŜƴǘǎ җс ȅŜŀǊǎ ƻŦ ŀƎŜ ǿƛǘƘ !5 όLb¢9D¦a9b¢-1/25 and 
INTEGUMENT-OLE6)
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Efficacy and Safety of Once-Daily Roflumilast Cream 0.05% in Pediatric Patients Aged 2ς5 Years With 
Mild-to-Moderate Atopic Dermatitis: A Phase 3 Randomized Controlled Trial (INTEGUMENT-PED)

RESULTS
ÅDemographics and baseline disease characteristics were similar between the 

groups (Table 1ς2)

ÅAt Week 4, significantly more roflumilast-treated than vehicle-treated patients 
achieved vIGA-AD Success (25.4% vs 10.7%; P<0.0001; Figure 2), vIGA-AD Clear or 
Almost Clear (35.4% vs 14.6%; P<0.0001; Figure 3), EASI-75 (39.4% vs 20.6%; 
P<0.0001; Figure 4), and Worst Itch-Numeric Rating Scale (WI-NRS) Success 
όҗп-Ǉƻƛƴǘ ƛƳǇǊƻǾŜƳŜƴǘ ƛƴ ǇŀǘƛŜƴǘǎ ǿƛǘƘ ōŀǎŜƭƛƴŜ ǎŎƻǊŜ җпύ όорΦо҈ Ǿǎ муΦл҈Τ 
nominal P=0.0002; Figure 5); significantly greater improvements in daily WI-NRS 
scores were observed for roflumilast versus vehicle starting at 24 hours after the 
first application (P=0.0014; Figure 6)

Figure 1. Study Design

ϞNo upper limit on BSA restriction.
vIGA-AD Success = Clear or Almost Clear vIGA-!5 ǎǘŀǘǳǎ Ǉƭǳǎ җн-grade improvement from baseline.
BSA: body surface area; EASI: Eczema Area and Severity Index; EASI-75: җ75% reduction in EASI score from baseline; QD: once daily; 
vIGA-AD: Validated Investigator Global Assessment for Atopic Dermatitis; WI-NRS: Worst Itch Numerical Rating Scale.

Table 1. Demographics: ITT Population

Roflumilast 0.05%
(n=436)

Vehicle
(n=215)

Age, years, mean (SD) 3.3 (1.1) 3.2 (1.1)

Male, n (%) 225 (51.6) 116 (54.0)

Race, n (%)

Asian 37 (8.5) 17 (7.9)

Black or African American 68 (15.6) 32 (14.9)

White 294 (67.4) 156 (72.6)

Other or >1 race 37 (8.5) 10 (4.7)

Ethnicity, n (%)

Hispanic or Latino 82 (18.8) 31 (14.4)

Not Hispanic or Latino 351 (80.5) 184 (85.6)

Not reported 3 (0.7) 0

Fitzpatrick skin type, n (%)Ϟ

IςIII 279 (64.0) 148 (68.8)

IVςVI 157 (36.0) 66 (30.7)

Key body areas involved, n (%)

Face 226 (51.8) 119 (55.3)

Eyelids 90 (20.6) 51 (23.7)

Prior inadequate response, intolerance, or 
contraindication to:

Topical corticosteroids 226 (51.8) 114 (53.0)

Topical calcineurin inhibitors 74 (17.0) 35 (16.3)

Crisaborole 40 (9.2) 18 (8.4)

ϞFitzpatrick skin type data was missing for 1 patient in the vehicle group.
ITT: intent-to-treat; SD: standard deviation.

Figure 2. vIGA-AD Success

Box indicates primary endpoint. CI: confidence interval.

Endpoints

Primary
ÅvIGA-AD Success at Week 4

Key Secondary
ÅvIGA-AD = Clear (0) or Almost 

Clear (1) at Weeks 1, 2, and 4
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Table 2. Baseline Disease Characteristics: ITT Population

Roflumilast 0.05%
(n=436)

Vehicle
(n=215)

Baseline vIGA-AD, n (%)

2 (mild) 99 (22.7) 43 (20.0)

3 (moderate) 337 (77.3) 172 (80.0)

EASI

Mean (SD) 12.2 (6.9) 11.6 (6.2)

Median (min, max) 10.3 (4.6, 42.0) 9.5 (5.0, 32.9)

BSA

Mean (SD) 22.5 (16.4) 21.2 (15.7)

Median (min, max) 17.3 (3.0, 82.0) 16.5 (4.0, 78.8)

Average weekly baseline WI-NRS

Mean (SD) 6.2 (2.3) 5.9 (2.2)

Median (min, max) 6.6 (0, 10) 6.3 (0, 10)

Average weekly baseline WI-NRS җ4, n (%) 347 (79.6) 160 (74.4)

max: maximum; min: minimum.

Figure 8. Investigator- and Patient-Rated Local Tolerability
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Figure 3. vIGA-AD Clear or Almost Clear
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Figure 4. EASI-75
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Figure 5. WI-NRS Success

WI-bw{ {ǳŎŎŜǎǎ Ґ җп-Ǉƻƛƴǘ ƛƳǇǊƻǾŜƳŜƴǘ ƛƴ ǇŀǘƛŜƴǘǎ ǿƛǘƘ ōŀǎŜƭƛƴŜ ǎŎƻǊŜ җпΦ

Figure 6. LS Mean Change From Baseline in Daily WI-NRS Score 

Evaluated in all patients, not just those with baseline WI-bw{ җпΦ
CfB: change from baseline; LS: least squares; SE: standard error.
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Improvement in itch with roflumilast cream 0.05% was observed at
24hours after first application (indicated by box; P=0.0014 vs vehicle)
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Figure 7. Treatment With Roflumilast Cream 0.05% Once Daily

3-year-old White Male, Hispanic or Latino

Table 3. Safety

n (%)
Roflumilast 0.05%

(n=437)
Vehicle
(n=215)

Patients with at any TEAE 130 (29.7) 47 (21.9)

Patients with any treatment-related TEAE 15 (3.4) 6 (2.8)

Patients with at least one 
treatment-emergent SAEϞ

1 (0.2) 0

Patients with at least one TEAE leading to 
IPdiscontinuationϞϞ

5 (1.1) 5 (2.3)

Patients with at least one TEAE on an 
application site

23 (5.3) 13 (6.0)

Most common TEAEs by preferred term, 
>2 in either group and greater in the 
roflumilast-treated group 

Upper respiratory tract infection 18 (4.1) 3 (1.4)

Diarrhea 11 (2.5) 1 (0.5)

Vomiting 9 (2.1) 0

ϞSAE: 2-year-old female, cellulitis of right leg on non-eczematous skin, hospitalized 3 days for antibiotics. IP held for 5 days; SAE 
deemed unlikely related to study drug; event resolved. 
ϞϞRoflumilast: application site pain, dermatitis atopic, impetigo, neurodermatitis, varicella; Vehicle: application site pain, dermatitis 
atopic, upper respiratory tract infection, urticaria.
AE: adverse event; IP, investigational product; SAE: serious adverse event; TEAE: treatment-emergent adverse event.

Baseline
vIGA-AD=3
EASI=24.6

BSA=39.0%
WI-NRS=5

Week 1
vIGA-AD=1

EASI=2.6
BSA=35.5%
WI-NRS=5

Week 4
vIGA-AD=1

EASI=1.3
BSA=7.0%
WI-NRS=0

3-year-old White Female, Hispanic or Latino

Baseline
vIGA-AD=3
EASI=11.4

BSA=28.0%
WI-NRS=8

Week 1
vIGA-AD=3

EASI=9.0
BSA=16.0%
WI-NRS=3

Week 4
vIGA-AD=1

EASI=0.2
BSA=2.0% 
WI-NRS=1

59 (9%) patients reported prior inadequate response, intolerance, 
or contraindication to crisaborole

35 of the 59 patients reported stinging, burning, and/or poor tolerability
as a reason for stoppingcrisaborole 

Among these 35 patients, 2 of 21 roflumilast-treated and 1 of 14 vehicle-treated patients 
reported any application site TEAE

Patient-Rated Local Tolerability
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Investigator-Rated Local Tolerability

Scale for investigator-rated local tolerability (0ς7)

0 = no evidence of irritation; 1 = minimal erythema, barely 
perceptible; 2 = definite erythema, readily visible; minimal 
edema or minimal papular response; 3 = erythema and 
papules; 4 = definite edema; 5 = erythema, edema, and 
papules; 6 = vesicular eruption; 7 = strong reaction 
spreading beyond application site 

Scale for patient-rated local tolerability (0ς3)

0 (none) = no sensation; 1 (mild) = slight warm, tingling 
sensation; not really bothersome; 2 (moderate) = definite 
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3 (severe) = hot, tingling/stinging sensation that has caused 
definite discomfort
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ÅA series of photographs of patients with improvement in AD following treatment 
is shown in Figure 7

ÅAEs occurring in >2% of patients and greater in the roflumilast-treated group were 
upper respiratory tract infection, diarrhea, and vomiting (Table 3)

ÅFor local tolerability, >92% of roflumilast-treated patients reported no or mild 
sensation across treatment groups at any time point (Figure 8)

Values represent global assessments. vIGA-AD, EASI, BSA, and WI-NRS are global assessments. 
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Methods
ƴData were drawn from the Adelphi AD Disease Specific 

Programme1, a cross-sectional real-world study conducted in 

the United States between February 2021 and February 2022.

ƴFor each patient, the NP/PA completed a patient record form 

including demographics, subjective HCP assessment of overall 

current AD severity (mild, moderate or severe), body areas 

affected, assessment of disease progression (improving, 

stable, changeable or deteriorating), level of satisfaction with 

disease control on current treatment 

(satisfied/neither/dissatisfied).  

ƴPatients filled out a questionnaire including their subjective 

assessment of current AD severity, disease progression, level 

of satisfaction with current treatment.

ƴPatients also completed validated patient reported outcome 

(PRO) tools including the Dermatology Life Quality Index 

(DLQI)2, Patient Oriented Eczema Measure (POEM)3, RECAP 

of Atopic Eczema4.

ƴPatients were grouped according to flare status: whether they 

were currently flaring or not currently flaring at the time of the 

study, flares were not defined and left to the interpretation of 

the APP.

Scan the QR code for a list of all Lilly 

content presented at the congress.

Other company and product names are 
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Title here (should be conclusion)

CONCLUSION
Despite current treatments, AD flares were common in patients 

with a history of moderate-to-severe AD. 

Patients who were currently flaring were less likely to be receiving 

systemic/biologic (dupilumab) or topical (crisaborole) treatments 

approved for AD than those who were not currently flaring.

RELEVANCE TO THE DERMATOLOGY PRACTITIONER

Flares appear to be managed reactively with corticosteroids. Future 

research should explore if flares can be managed proactively, 

reducing the severity and incidence of flares, with systemic or AD-

indicated therapies and which therapies improve disease control.

OBJECTIVE

This study examined the association between flare experiences 

and treatment use in patients with a history of moderate-to-

severe AD.

2025 SDNP National Conference; Indian Wells, CA; April 30 - May 3, 2025

Key Eligibility Criteria

ƴ Healthcare professional (HCP) 

inclusion criteria:
ƴ   Nurse practitioners/physician assistants 

(NPs/PAs) 

ƴ   Affiliated with a dermatologist or allergist 

ƴ   Involved in drug management of adult 

patients with atopic dermatitis

ƴ Patient  inclusion criteria:
ƴ   Next 10 consenting adult (18 years or older) 

patients

ƴ   Currently moderate-to-severe or with a history 

of moderate-to-severe AD

ƴ   Involved in drug management of adult 

patients with atopic dermatitis

Patient Demographics
Characteristic Currently Flaring* N=259 Not Currently Flaring N=366

Age-years, mean (SD) 42.2 (18.64) 41.2 (18.4)

Female sex n (%) 144 (56%) 209 (57%)

Race, n (%)

White/Caucasian 177 (68%) 235 (64%)

African American 45 (17%) 69 (19%)

Native American 1 (0%) 3 (1%)

Asian 14 (6%) 19 (5%)

Hispanic / Latino 13 (5%) 24 (7%)

Middle Eastern 2 (1%) 5 (1%)

Mixed race 3 (1%) 5 (1%)

South-East Asian 4 (2%) 4 (1%)

Other 0 (0%) 2 (1%)

Disease Characteristics
Characteristic Currently Flaring* N=259 Not Currently Flaring N=366

Days since first diagnosis, mean (SD) 1437.6 (2726.29) 1916.3 (2365.6)

Level of severity at first diagnosis, n (%)

Mild 26 (10%) 49 (13%)

Moderate 146 (57%) 152 (42%)

Severe 50 (19%) 131 (36%)

5ƻƴΩǘ ƪƴƻǿ 37(14%) 34 (9%)

EASI Score, mean (SD) 8.1 (8.12) 5.6 (6.04)

BSA, mean % (SD) 17.6 (16.85) 10.6 (13.28)

RECAP Score, mean (SD) 10.9 (8.16) 5.6 (5.56)

Under Control (<6 RECAP Score), n % 12 (31%) 49 (60%)

Flare* Characteristics

What is the severity of this patient's current acute episode (flare)? 

(n, %)

Currently 

Flaring
Not Currently 

Flaring

n=259 n=NA

Mild 40 (15%) NA

Moderate 163 (63%) NA

Severe 56 (22%) NA

What is the typical duration of an acute episode for this patient? 

(day)

Currently 

Flaring
Not Currently 

Flaring

n=243 n=363

Mean 14.0 11.4

Min 1 1

Max 60 60

Std dev 10.59 8.64

Over the last 12 months, has the number of flares this patient 

experiences: n (%)

Currently 

Flaring
Not Currently 

Flaring

n=389 n=148

Increased 67 (17%) 43 (29%)

Stayed the same 177 (46%) 86 (58%)

Decreased 145 (37%) 19 (13%)
*Flares and flare severity were not defined and were left to the interpretation of the APP. Flare severity was not assessed in patients not currently flaring. 

*Flares were not defined and were left to the interpretation of the APP. 

Compared to patients who were not currently flaring, 

those currently flaring were less likely to be using any 

systemic treatment (41% vs 57%) or FDA approved 

therapies for AD (crisaborole and/or dupilumab; 29% 

vs 50%). 

Patients who were currently flaring were more likely 

to be currently prescribed very potent topical 

corticosteroids (80% vs 74%) or injected 

corticosteroids (11% vs 3%). 

*Systemic treatment included Oral corticosteroid, Injected corticosteroid, Cyclosporine, Azathioprine, Methotrexate, Mycophenolate mofetil, and dupilumab

Among patients who were currently flaring, 85% 

were experiencing a moderate-to-severe flare. 

Patients who were currently flaring reported a greater 

impact of AD on their QoL than those not currently 

flaring (mean DLQI score 6.7 vs 4.8). 

Patients who were currently flaring reported higher 

mean POEM scores (9.2 vs 5.7) and RECAP scores 

(10.9 vs 5.6) at the time of the flare.POEM scores: Clear or almost clear = 0 to 2; Mild eczema = 3 to 7; Moderate eczema = 8 

to 16; Severe eczema = 17 to 24; Very severe = 25 to 28. RECAP scores: 0ï1 (completely 

controlled), 2ï5 (mostly controlled), 6ï11 (moderately controlled), 12ï19 (a little 

controlled), 20ï28 (not at all controlled). DLQI scores: 0-1 = no effect at all on patientôs 

life, 2-5 = small effect on patientôs life, 6-10 = moderate effect on patientôs life, 11-20 = 

very large effect on patientôs life, 21-30 = extremely large effect on patientôs life.
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Proportions of Patients Achieving Minimally Important Differences (MIDs)

All P values are nominal. 

Improvements in Patient-Oriented Eczema Measure (POEM)

All P values are nominal. 

INTRODUCTION
ÅAtopic dermatitis (AD) is a chronic inflammatory skin disease that has a substantial impact onǇŀǘƛŜƴǘǎΩ ǉǳŀƭƛǘȅ 

of life1,2; families/parents/caregivers of children and adolescents with AD are also negatively impacted2,3

ÅRoflumilast, a potent phosphodiesterase 4 inhibitor (PDE4), is formulated as a water-based cream andfoam 
ςRoflumilast potency is ~25 to >300-fold higher than other PDE4 inhibitors apremilast and crisaborole, with 

roflumilast more closely mimicking cyclic adenosine monophosphate binding4,5

ςRoflumilast cream 0.15% was recently approved by the US Food and Drug Association for treatment of 
mild-to-ƳƻŘŜǊŀǘŜ !5 ƛƴ ǇŀǘƛŜƴǘǎ ŀƎŜŘ җс ȅŜŀǊǎ

ÅThe safety, efficacy, and patient-reported outcomes from two identically designed phase 3 trials 
(INTEGUMENT-1/INTEGUMENT-2) of once-Řŀƛƭȅ ǊƻŦƭǳƳƛƭŀǎǘ ŎǊŜŀƳ лΦмр҈ ƛƴ ǇŀǘƛŜƴǘǎ ŀƎŜŘ җсyears with AD 
have been published6,7; here, we present the overall improvement in AD signsand symptoms as well as the 
impact on families and caregivers 

ÅThe primary endpoint was Validated Investigator Global Assessment for AD (vIGA-AD) Success (0 [Clear] or 
м ώ!ƭƳƻǎǘ /ƭŜŀǊϐ Ǉƭǳǎ җн-grade improvement from baseline) at Week 4
ÅOther outcome measures included Worst Itch-Numeric Rating Scale (WI-NRS), SCORing AD (SCORAD) total 

score, Patient-hǊƛŜƴǘŜŘ 9ŎȊŜƳŀ aŜŀǎǳǊŜ όth9aύΣ ŀƴŘ 5ŜǊƳŀǘƛǘƛǎ CŀƳƛƭȅ LƳǇŀŎǘ ό5CLΤ ǇŀǘƛŜƴǘǎ ŀƎŜŘ Җмтyears)
ÅSafety and local tolerability were also assessed

CONCLUSIONS
ÅOnce-daily nonsteroidal roflumilast cream 0.15% provided meaningful improvements in signs 

and symptoms of AD, including improvement in pruritus within 24 hours of application

ÅwƻŦƭǳƳƛƭŀǎǘ ŎǊŜŀƳ ŀƭǎƻ ƛƳǇǊƻǾŜŘ ǘƘŜ ƛƳǇŀŎǘ ƻŦ !5 ƻƴ ǇŀǘƛŜƴǘǎΩ ŦŀƳƛƭƛŜǎ ŀƴŘ ǇŀǘƛŜƴǘ-reported 
measures 

ÅRoflumilast cream was well tolerated, with low rates of discontinuations because of AEs 
occurring in both groups

ÅLocal tolerability with roflumilast was generally similar to that of patients treated with vehicle

ABBREVIATIONS
AD: atopic dermatitis; BSA: body surface area; DFI: Dermatitis Family Impact Questionnaire; EASI: Eczema Area and Severity Index; 
LSM: least squares mean; MID: minimal important difference; PED4: phosphodiesterase 4 inhibitor; POEM: Patient-Oriented Eczema Measure; 
QD: once daily; SCORAD: SCORing !ǘƻǇƛŎ 5ŜǊƳŀǘƛǘƛǎΤ ¢/{Υ ǘƻǇƛŎŀƭ ŎƻǊǘƛŎƻǎǘŜǊƻƛŘǎΤ ǾLD!π!5ΥValidated Investigator Global Assessment for Atopic 
5ŜǊƳŀǘƛǘƛǎΤ ²Lπbw{Υ ²ƻǊǎǘ LǘŎƘ-Numeric Rating Scale.
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Patient-Reported Outcomes and Family Impact With Roflumilast Cream in Atopic 
Dermatitis: Pooled Results From the Phase 3 INTEGUMENT-1 and INTEGUMENT-2 Trials

RESULTS
Patient Demographics and Baseline Disease Characteristics

Roflumilast Cream 
0.15% 

(n=884)
Vehicle Cream

(n=453)
Age, years, mean (SD) 27.9 (19.4) 27.3 (19.0)

Age group, n(%)

6ς11 years 214 (24.2) 103 (22.7)

12ς17 years 192 (21.7) 106 (23.4)

18ς64 years 434 (49.1) 223 (49.2)

җср ȅŜŀǊǎ 44 (5.0) 21 (4.6)

Female at birth, n (%) 489 (55.3) 272 (60.0)
Hispanic or Latino, n (%) 150 (17.0) 72 (15.9)

Race, n (%)

White 529 (59.8) 267 (58.9)

Asian 114 (12.9) 62 (13.7)

Black/African American 176 (19.9) 96 (21.2)

American Indian/Alaskan Native 7 (0.8) 1 (0.2)

Native Hawaiian/Other Pacific Islander 1 (0.1) 0

>1 race 24 (2.7) 14 (3.1)

Other 33 (3.7) 13 (2.9)

Fitzpatrick skin type, n(%)
IςIII 481 (54.4) 238 (52.5)

IVςVI 403 (45.6) 215 (47.5)

vIGA-AD,a n (%)
2 (mild) 211 (23.9) 112 (24.7)

3 (moderate) 673 (76.1) 341 (75.3)

BSA, mean (median) [range] 13.5 (9.7) [3.0ς88.0] 13.9 (10.0) [3.0ς86.0]

WI-NRSb
Mean (median) 6.1 (6.3) 5.9 (6.0)

Average weekly baseline scoreҗпΣ ƴ(%) 542 (61.3) 271 (59.8)

SCORAD,c mean (median) [range] 45.5 (45.3) [18.2ς81.5] 45.1 (43.9) [20.9ς83.5]

POEM,d mean (median) [range] 15.8 (16) [0ς28] 15.3 (15) [0ς28]

DFI,e mean (median) [range] 6.5 (5) [0ς27] 6.5 (5) [0ς30]
a5-point scale ranging from 0 (Clear) to 4 (Severe) assessing inflammatory signs of AD. b11-point scale ranging from 0 (no itch) to 10(worst itch imaginable) assessed only in patients aged
җ12 years. cScored up to 103based on extent of involvement, disease intensity, and subjective symptoms. dScale ranging from лς2 (Clear/Almost Clear) to 28 (Very Severe) measuring
disease severity per patient reports of signs and symptoms. eSŎƻǊŜŘ ǳǇ ǘƻ ол ŜǾŀƭǳŀǘƛƴƎ ǘƘŜ ŜŦŦŜŎǘ ƻŦ !5 ƻƴ ǇŀǘƛŜƴǘǎΩ ŦŀƳƛƭȅ ƭƛŦŜ ŀƴŘ ǊŜƭŀǘƛƻƴǎƘƛǇǎ for patients aged Җ17 years. 

>95% of patients showed no signs 
of irritation  on investigator-rated 
ƭƻŎŀƭ ǘƻƭŜǊŀōƛƭƛǘȅ ŀǎǎŜǎǎƳŜƴǘǎ

>90% of patients reported no or 
mild (slight warm tingling that was 
not really bothersome) sensation

ÅLocal tolerability was similar for roflumilast and vehicle. Across both treatment groups at all 
ǘƛƳŜ ǇƻƛƴǘǎΥ

tŀǘƛŜƴǘǎΣ ƴ ό҈ύ

Roflumilast 
Cream0.15%

(n=885)
Vehicle Cream 

(n=451)

Patients with any treatment-related TEAE 53 (6.0) 12 (2.7)

Patients with anytreatment-emergentSAEa 8 (0.9) 0

Patients with any TEAE leading todiscontinuation of trial/trial drug 14 (1.6) 5 (1.1)

Patients with any TEAEb 194 (21.9) 65 (14.4)
aSAEs were: atopic dermatitis, cutaneous nerve entrapment, depression, diverticulitis, general physical health deterioration, pulmonary embolism, staphylococcal 
scalded skin syndrome, suicidal ideation. baƻǎǘ ŦǊŜǉǳŜƴǘƭȅ ǊŜǇƻǊǘŜŘ ¢9!9ǎ όҗм҈ ƛƴ ŜƛǘƘŜǊ ƎǊƻǳǇύ ǿŜǊŜ όǊƻŦƭǳƳƛƭŀǎǘκǾŜƘƛŎƭŜύΥ ƘŜŀŘŀŎƘŜ όнΦф҈κлΦф҈ύΣ ƴŀǳǎŜŀ 
(1.9%/0.4%), application site pain (1.5% 0.7%), diarrhea (1.5%/0.4%), vomiting (1.5%/0.4%), and COVID-19 (0.8%/1.8%).

Safety and Local Tolerability

ÅIncidence of TEAEs was low in both treatment groups

bŜŎƪ ƻŦ ŀƴ ммπ¸ŜŀǊ-Old Female With AD Treated With Roflumilast Cream 0.15%

vIGA-AD is a global assessment.

Asian, Not Hispanic/Latino
Fitzpatrick skin type V
Duration of AD: 6 years

Prior intolerance, inadequate response, or contraindication toTCS 

Baseline
ǾLD!π!5Ґо

Week 1
ǾLD!π!5Ґо

Week 4
ǾLD!π!5Ґм

Study Design

aNonmedicated emollients or moisturizers could be applied QD, but ƻƴƭȅ ǘƻ ǳƴǘǊŜŀǘŜŘ ŀǊŜŀǎ ƻŦ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ǎƪƛƴΦ 
BSA: body surface area; EASI: Eczema Area and Severity Index; QD: once daily.

Identically designed, parallel, phase 3 multicenter trials (NCT04773587, NCT04773600)

Eligibility
ÅDiagnosis of mild or moderate AD (vIGA-AD = 2 or 3)
Å!ƎŜ җс ȅŜŀǊǎ
Å.{! җо҈
Å9!{L җр

4 weeks dosinga

Roflumilast Cream 0.15% QD 

Vehicle Cream QDR
a
n

d
o

m
iz

e
2
:1

Proportion of Patients Achieving vIGA-AD Success, vIGAπ!50/1, EASI-75, 
and WI-NRS Success at Week 4

Intent-to-treat population. Multiple imputation of missing data. All P values are nominal.
aWI-NRS success was evaluated in patients aged >12 years with baseline WI-bw{ җпΦ 
vIGA-!5 {ǳŎŎŜǎǎ Ґ л ό/ƭŜŀǊύ ƻǊ м ό!ƭƳƻǎǘ /ƭŜŀǊύ Ǉƭǳǎ җн-grade improvement from baseline. EASI-75 = җ75% reduction from baseline. WI-NRS Success Ґ җп-point 
improvement in patients with baseline WI-bw{ ǎŎƻǊŜ җпΦ 
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Roflumilast Cream 0.15% (n=884)

Vehicle Cream (n=453)

<0.0001

31.9

16.6

WI-bw{ {ǳŎŎŜǎǎⱫ

Roflumilast Cream 0.15% (n=542)

Vehicle Cream (n=271)

Improvements in Pruritus

All P values are nominal.
aEvaluated in all patients, not just those with baseline WI-bw{ җпΦ bEvaluated in patients aged >12 years with baseline WI-bw{ җнΦ
LSM: least squares mean. 
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Roflumilast Cream 0.15% (n=884)

Vehicle Cream (n=453)

P<0.0001 for all time points

Improvements in SCORing AD (SCORAD) Total Score

All P values are nominal. 
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Roflumilast Cream 0.15% (n=884)

Vehicle Cream (n=483)

Area
Estimate the portion of each of the following body areas affected by eczema.

Head and neck (9% BSA)

    Upper limbs (left; 9% BSA)

    Upper limbs (right; 9% BSA)

    Genitals (1% BSA)

Lower limbs (left; 18% BSA))

Lower limbs (right; 18% BSA)

Anterior torso (18% BSA)

Posterior torso (18% BSA)
Ã 0% Ã 25% Ã 50% Ã 75% Ã 100%

Intensity
Rate the following for a representative area of eczema.

Redness

    Swelling

    Oozing/crusting

Scratch marks

Skin thickening (lichenification)

Dryness
Ã None (0)         Ã Mild (1)         Ã Moderate (2)        Ã Severe (3)

Subjective symptoms
Rate the following for the last 3days/nights.

Itch
0
ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω 

10
Sleep loss ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω ω 

(None) (Worst 
Imaginable)

Improvements in Dermatitis Family Impact (DFI)

All P values are nominal.  
5CL ǿŀǎ ŜǾŀƭǳŀǘŜŘ ƛƴ ǇŀǘƛŜƴǘǎ ŀƎŜŘ Җмт ȅŜŀǊǎΦ

Over the last week, on how many days [or nights] has 
ȅƻǳǊκȅƻǳǊ ŎƘƛƭŘΩǎΧōŜŎŀǳǎŜ ƻŦ ǘƘŜ ŜŎȊŜƳŀΚ

Χskin been itchyΧ

Χsleep been disturbedΧ

Χskin been bleedingΧ

Χskin been weeping or oozing clear fluidΧ

Χskin been crackedΧ

Χskin been flaking offΧ

Χskin felt dry or roughΧ

<0.0001

<0.0001 <0.0001
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Roflumilast Cream 0.15% (n=884)

Vehicle Cream (n=483)

Ã No days
(0)

Ã мς2 days
(1)

Ã оς4 days
(2)

Ã рς6 days
(3)

Ã Every day
(4)

лς2: clear/ 
almost clear

оς7: mild
уς16: 

moderate
мтς24: 
severe

нпς28: very 
severe

Baseline: 15.3ς15.8

Over the last weekΣ Ƙƻǿ ƳǳŎƘ ŜŦŦŜŎǘ Ƙŀǎ ȅƻǳǊ ŎƘƛƭŘ ƘŀǾƛƴƎ ŜŎȊŜƳŀ ƘŀŘ ƻƴΧ

Χhousework?

Χfood preparation and feeding?

ΧǘƘŜ sleep of others in the family?
Χfamily leisure activities?

Χtime spent on shopping for the family?

Χexpenditure?

ΧŎŀǳǎƛƴƎ tiredness or exhaustion ƛƴ ȅƻǳǊ ŎƘƛƭŘΩǎ ǇŀǊŜƴǘǎκŎŀǊŜǊǎΚ
ΧŎŀǳǎƛƴƎ emotional distress ƛƴ ȅƻǳǊ ŎƘƛƭŘΩǎ ǇŀǊŜƴǘǎκŎŀǊŜǊǎΚ

Χrelationships between the main carer and partner or between the 
main carer and other children in the family?

Over the last week, how much effect has ƘŜƭǇƛƴƎ ǿƛǘƘ ȅƻǳǊ ŎƘƛƭŘΩǎ 
treatment ƘŀŘ ƻƴ ǘƘŜ Ƴŀƛƴ ŎŀǊŜǊΩǎ ƭƛŦŜΚ

Ã Not at all (0)          Ã A little (1)          Ã A lot (2)          Ã Very much (3)

=0.0003

=0.0001 <0.0001
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0: no impact on life of family 30: max impact on life of family

Baseline: 6.5
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INTRODUCTION
ÅSeborrheic dermatitis (SD) is a chronic, inflammatory, dermatologic 

condition that causes flaking scales and persistent itching.1 Treatment 
options include topical corticosteroids (TCS), which present challenges 
such as limited efficacy and adverse effects1

ÅIn the Phase 3 STRATUM trial, roflumilast foam 0.3% demonstrated 
efficacy and tolerability in the treatment of moderate-to-severe 
SD (Table 1)2

ÅThis subgroup analysis supports that roflumilast foam 0.3%  provides 
meaningful efficacy and quality-of-life (QOL) improvements in 
patients with SD who report an inadequate response, intolerance, 
or contraindication to TCS prior to enrollment in STRATUM

METHODS 
ÅtŀǘƛŜƴǘǎ ŀƎŜŘ җ ф ȅŜŀǊǎ ǿƛǘƘ ŀǘ ƭŜŀǎǘ ƳƻŘŜǊŀǘŜ {5 όLƴǾŜǎǘƛƎŀǘƻǊ Dƭƻōŀƭ 
!ǎǎŜǎǎƳŜƴǘ ώLD!ϐ җ оύ ǿƘƻ ǊŜǇƻǊǘŜŘ ŀ ǇǊŜǾƛƻǳǎ ƛƴŀŘŜǉǳŀǘŜ ǊŜǎǇƻƴǎŜΣ 
intolerance, or contraindication to TCS were randomized 2:1 to 
roflumilast foam 0.3% or vehicle for 8 weeks

ÅEfficacy was assessed using a 5-point physician-evaluated IGA  a 
common clinical endpoint used in dermatology trials. The primary 
efficacy endpoint was IGA success (Clear or Almost Clear with at least 
a 2-grade improvement) at Week 8

Åvh[ ǿŀǎ ŜǾŀƭǳŀǘŜŘ ƛƴ ǇŀǘƛŜƴǘǎ ŀƎŜŘ җ мт ȅŜŀǊǎ ǳǎƛƴƎ ǘƘŜ 5ŜǊƳŀǘƻƭƻƎȅ 
Life Quality Index (DLQI)  a validated patient-reported questionnaire 
(score range of 030), with higher scores indicating greater QOL 
effects. Endpoints included percentage change from baseline in 
DLQI score, achievement of a minimal important difference (MID; 
defined as at least a 4-point reduction in baseline DLQI score), and 
achievement of a DLQI score of 0 or 1 (indicating no disease effect at 
all) by treatment group at Weeks 2, 4, and 8

ÅDifferences in change from baseline DLQI scores were assessed using 
the Kruskal-Wallis test. The CochranςMantelςHaenszel test was used 
to assess differences in the proportion of patients achieving binary 
endpoints between treatment groups

CONCLUSIONS
ÅPatients with SD and an inadequate response, intolerance, or 

contraindication to TCS had approximately 3.5 times greater odds 
of achieving IGA success with roflumilast foam 0.3% treatment 
compared with vehicle

ÅRoflumilast foam 0.3% was associated with a rapid and significant 
improvement in DLQI scores relative to vehicle in this patient 
population. Furthermore, roflumilast foam 0.3%-treated patients 
hadsix timesgreater odds of achieving a clinically meaningful 
difference in DLQI score and twice as likely to achieve a score
of 0 or 1

ÅRoflumilast foam 0.3% may offer important benefits for patients 
with SD when treatment with TCS is unsuccessful or 
contraindicated. This should be considered by providers and 
healthcare decision-makers when assessing treatment options 
for these patients
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Clinical Efficacy and Patient-Reported Impacts of Roflumilast Foam 0.3% in Seborrheic Dermatitis:
An Analysis of STRATUM Data for Patients Unresponsive or Intolerant to Topical Corticosteroids

RESULTS 
Å189 patients at baseline were included in the subgroup analysis 

(129 roflumilast foam 0.3%; 60 vehicle). At Week 8, 78.8% of 
roflumilast foam 0.3% patients achieved IGA success versus 48.3% 
of vehicle patients (odds ratio [OR]: 3.45; 95% confidence interval 
[CI]: 1.62, 7.36; p < 0.001) (Figure 1)

ÅAt all time points, percentage change from baseline in DLQI score was 
significantly greater for roflumilast foam 0.3%-treated patients 
relative to vehicle (Figure 2)

ÅTreatment with roflumilast foam 0.3% significantly increased the 
odds of achieving an MID in DLQI score from baseline to Weeks 2, 
4, and 8 compared with vehicle (OR: 6.97; 95% CI: 3.97, 12.24; 
p < 0.001) (Figure 3) 

ÅRelative to vehicle, the odds of achieving a DLQI score of 0 or 1 from 
baseline to Weeks 2, 4, and 8 was significantly higher for patients 
treated with roflumilast foam 0.3% (OR: 2.46; 95% CI: 1.58, 3.81; 
p < 0.001) (Figure 4)
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Roflumilast foam 0.3% Vehicle

p-value < 0.001

Table 1. STRATUM study design2

Key: BSA, body surface area; IGA, Investigator Global Assessment; QD, once daily; SD, standard deviation; WI-NRS, Worst Itch Numeric Rating Scale. 

Eligibility criteria 
ÅAdults and adolescents  
όҗ ф ȅŜŀǊǎ ƻŦ ŀƎŜύ ǿƘƻ ƘŀŘ ŀ 
clinical diagnosis of seborrheic 
dermatitis for at least 3 months
ÅStable disease for at least 

4 weeks before the baseline 
assessment
ÅIGA score of at least 3 on a 

5-point scale
ÅInvolvement of up to 20% BSA

Roflumilast foam 
0.3% QD

Vehicle foam
QD

8 weeks dosing
Visits: Weeks 2, 4, 8

Phase 3, parallel group, double-blind, vehicle-controlled study (N = 457)
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Baseline patient characteristics

Age (years), mean (SD): 42.7 (17.03)

IGA 3, n (%): 428 (93.7)

Male, n (%): 228 (49.9)

IGA 4, n (%): 29 (6.3)

BSA (%), mean (SD): 2.92 (2.24)

WI-NRS, mean (SD): 4.95 (2.32)a

Figure 1. Patients achieving IGA success by treatment groupat Week 8

Key: IGA, Investigator Global Assessment.

Figure 2. Percentage change in baseline DLQI score by treatment group

Key: CFB, change from baseline; DLQI, Dermatology Life Quality Index.

p-value < 0.001

p-value < 0.001

p-value = 0.001

Figure 4. Patients achieving a DLQI score of 0 or 1 by treatment group 

Key: DLQI, Dermatology Life Quality Index.  

Figure 3. Patients achieving an MID in DLQI score by treatment group

Note: Patients were required to have a baseline DLQI score >4 for this analysis.
Key: DLQI, Dermatology Life Quality Index; MID, minimally important difference.
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LIMITATIONS
ÅThe limited follow-up period of 8 weeks in STRATUM may not allow 

for the assessment of long-term QOL impacts associated with 
roflumilast foam 0.3%

ÅAlthough the DLQI is a commonly used endpoint in dermatology 
clinical trials, it is not specific to SD and may not reflect the full 
impact of SD 

ÅPatients with IGA scores below 3 were not included in the analysis; 
therefore, conclusions may not be applicable to those with SD 
classified as Mild (2)

ÅQOL was not assessed in participants from STRATUM aged 9 to 
< 17 years. QOL results may need to be confirmed in younger 
patients

Poster 4
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Proportion of Patients Achieving vIGA-AD Success, vIGA-AD 0/1, EASI-75, and WI-NRS Success at Week 4

CI: confidence interval.

Improvement in Patients With AD Treated With Roflumilast Cream 0.15%INTRODUCTION
ÅThe epidemiology and clinical presentation of atopic dermatitis (AD) 

may differ based on race, ethnicity, and Fitzpatrick skintype1-3 

ÅIn the INTEGUMENT-1 (NCT04773587) and INTEGUMENT-2 
(NCT04773600) Phase 3 trials, roflumilast cream0.15% was well 
ǘƻƭŜǊŀǘŜŘ ŀƴŘ ŘŜƳƻƴǎǘǊŀǘŜŘ ŜŦŦƛŎŀŎȅ ƛƴ ǇŀǘƛŜƴǘǎ ŀƎŜŘ җс ȅŜŀǊǎ ǿƛǘƘ 
mild-to-moderate AD4,5

METHODS 
ÅINTEGUMENT-1 and INTEGUMENT-2 were identically designed, 

randomized, parallel-group, double-blind, vehicle-controlled, 
multicenter ǘǊƛŀƭǎ ŜƴǊƻƭƭƛƴƎ ǇŀǘƛŜƴǘǎ ŀƎŜŘ җс ȅŜŀǊǎ ǿƛǘƘ ƳƛƭŘ-to-
moderate AD

ÅThe primary endpoint was Validated Investigator Global Assessment 
for Atopic Dermatitis (vIGA-AD) Success (0 [clear] or 1 [almost clear] 
Ǉƭǳǎ җн-grade improvement) at Week 4

ς vIGA-AD: 5-point scale ranging from clear (0) to severe (4) 
that assesses inflammatory signs of AD

ÅSecondary endpoints included vIGA-AD Success at Weeks 1 and 2; 
vIGA-AD 0/1 at Weeks 1, 2, and 4; Worst Itch-Numeric Rating Scale 
(WI-bw{ύ {ǳŎŎŜǎǎ όҗп-Ǉƻƛƴǘ ƛƳǇǊƻǾŜƳŜƴǘ ƛƴ ǇŀǘƛŜƴǘǎ ŀƎŜŘ җмн ȅŜŀǊǎ 
ǿƛǘƘ ōŀǎŜƭƛƴŜ ǎŎƻǊŜ җпύ ŀǘ ²ŜŜƪǎ мΣ нΣ ŀƴŘ пΤ ŀƴŘ җтр҈ ǊŜŘǳŎǘƛƻƴ ŦǊƻƳ 
baseline in Eczema Area and Severity Index (EASI-75) at Week 4

ςWI-NRS: 11-point scale ranging from 0 (no itch) to 10 (worst itch 
imaginable)

ÅSafety and tolerability were also assessed

CONCLUSIONS
ÅOnce-daily nonsteroidal roflumilast cream 0.15% provided meaningful improvements in 

signs and symptoms of AD

ςImprovements in outcomes were generally consistent across race, ethnicity, and 
Fitzpatrick skin type subgroups of patients andwith the overall trial results 

ÅSafety and local tolerability were generally consistent across race, ethnicity, and 
Fitzpatrick skin type subgroups and similar between both roflumilast and vehicle 
treatment groups

Vimal H. Prajapati,1 John C. Browning,2 Mercedes Gonzalez,3 H. Chih-ho Hong,4 Eric L. Simpson,5 Melissa S. Seal,6 David Krupa,6 Patrick Burnett,6 David R. Berk,6 Robert C. Higham,6 David H. Chu6
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Once-Daily Roflumilast Cream 0.15% for the Treatment of Atopic Dermatitis in Patients With Diverse 
Skin Types: Pooled Subgroup Analysis From the Phase 3 INTEGUMENT-1 and -2 Trials

OBJECTIVE
ÅAssess the efficacy of roflumilast cream 0.15% in patients with AD 

based on race (White, Black or African American, Asian, or other race), 
ethnicity (Hispanic or Latino, or Not Hispanic or Latino), and Fitzpatrick 
skin type (IςIII or IVςVI) using pooled data from Phase 3 randomized 
controlled trials 

Study Design

aNonmedicated ŜƳƻƭƭƛŜƴǘǎ ƻǊ ƳƻƛǎǘǳǊƛȊŜǊǎ ŎƻǳƭŘ ōŜ ŀǇǇƭƛŜŘ v5Σ ōǳǘ ƻƴƭȅ ǘƻ ǳƴǘǊŜŀǘŜŘ ŀǊŜŀǎ ƻŦ ǘƘŜ ǇŀǘƛŜƴǘΩǎ ǎƪƛƴΦ  
BSA: body surface area; EASI: Eczema Area and Severity Index; QD: once daily.

Roflumilast Cream
0.15% QD 

Vehicle Cream
QD

Eligibility

ÅDiagnosis of mild or 
moderate AD 
(vIGA-AD = 2 or 3)

Å!ƎŜŘ җс ȅŜŀǊǎ 
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4 weeksa

RESULTS
ÅBaseline weekly average WI-NRS and EASI did not differ by race

ÅRoflumilast cream 0.15% provided consistent and meaningful 
improvements in signs and symptoms of AD in patients across race, 
ethnicity, and Fitzpatrick skin types

Safety
ÅSafety findings were generally consistent across subgroups

ÅhǾŜǊŀƭƭΣ ǘƘŜ Ƴƻǎǘ ŦǊŜǉǳŜƴǘƭȅ ǊŜǇƻǊǘŜŘ όҖнΦф҈ύ ǘǊŜŀǘƳŜƴǘ-emergent adverse events across 
subgroups included headache, nausea, application site pain, diarrhea, andvomiting

ÅInvestigator-rated and patient-reported tolerability by race were consistent with the 
overall population

Patient Demographics

Roflumilast Cream 
0.15% (n=884)

Vehicle Cream
(n=453)

Age, years, mean (SD) [range] нтΦф (мфΦп) [сς91] нтΦо (мфΦл) [сς84]

Female at birth, n (%) 489 (55.3) 272 (60.0)

Ethnicity, n (%)

Hispanic or Latino 150 (17.0) 72 (15.9)

Not Hispanic or 
Latino

730 (82.6) 377 (83.2)

Not reporteda 4 (0.5) 4 (0.9)

Race, n (%)

White 529 (59.8) 267 (58.9)

Black or African 
American

176 (19.9) 96 (21.2)

Asian 114 (12.9) 62 (13.7)

Other raceb 65 (7.4) 28 (6.2)

Fitzpatrick skin 
type, n (%)

IςIII 481 (54.4) 238 (52.5)

IVςVI 403 (45.6) 215 (47.5)
aPatients not reporting ethnicity were not included in subgroup analyses based on ethnicity; bOther race 
category includes patients reporting races as American Indian or Alaska Native, Native Hawaiian or Other Pacific 
Islander, multiple races, and those patients who chose to describe their race rather than select 1 of the provided 
options, as well as patients who did not report their race. 
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Roflumilast Cream 0.15% Vehicle

ABBREVIATIONS
AD: atopic dermatitis; BSA: body surface area; CI: confidence interval; 
EASI: Eczema Area and Severity Index; QD:once daily; vIGA-AD: 
Validated Investigator Global Assessment for Atopic Dermatitis; 
WI-NRS: Worst Itch-Numeric Rating Scale.
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Roflumilast Cream 
0.15% (n=884)

Vehicle Cream
(n=453)

vIGA-AD2
(Mild), n (%)

Overall 211(23.9) 112(24.7)

White 134(25.3) 70(26.2)

Black or African 
American

45(25.6) 28(29.2)

Asian 18(15.8) 8 (12.9)

Other race 14(21.5) 6 (21.4)

vIGA-AD3
(Moderate),
n (%)

Overall 673(76.1) 341(75.3)

White 395(74.7) 197(73.8)

Black or African 
American

131(74.4) 68(70.8)

Asian 96(84.2) 54(87.1)

Other race 51(78.5) 22(78.6)

EASI, mean 
(SD)

Overall 10.1(5.7) 10.0(5.2)

White 9.7(5.1) 10.0(5.1)

Black or African 
American

9.5(4.6) 9.4(5.3)

Asian 11.6(7.7) 10.6(5.5)

Other race 12.4(8.3) 10.6(5.0)

Weekly
WI-NRS,
mean(SD)

Overall 6.1(2.2) 5.9(2.2)

White 6.0(2.1) 5.8(2.2)

Black or African 
American

6.0(2.3) 6.0(2.4)

Asian 6.1(2.1) 5.8(2.3)

Other race 6.1(2.3) 6.0(2.4)

Baseline Disease Characteristics

Antecubital fossa of a Black/African American non-Hispanic/Latino male, aged15 years, 
Fitzpatrick skin type V, duration of disease 10years, 2 flares in the previous 12months

Popliteal fossa of an Asian non-Hispanic/Latino female, aged 43years, Fitzpatrick 
skin type III, duration of disease 10months, 10flares in the previous 12 months

vIGA-AD and EASI are global measures.

vIGA-AD=3
EASI=5.2

vIGA-AD=2
EASI=0.8

vIGA-AD=1
EASI=0.4

Baseline Week 1 Week 4

vIGA-AD=3
EASI=7.2

vIGA-AD=3
EASI=2.8

vIGA-AD=1
EASI=0.8

Baseline Week 1 Week 4
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KEY RESULTS

Table 1: Proportion of week -16 responders 

maintaining response at week 52 in phase 3 

trials

Treatment 

withdrawal

Treatment 

continuation

IGA 0/1

Lebrikizumab 250 mg Q4W2* 40.1% 69.4%

Tralokinumab 300 mg Q2W3 34.0% 55.9%

Dupilumab 300 mg QW/Q2W4 14.3% 54.0%

EASI 75

Lebrikizumab 250 mg Q4W2* 59.2% 68.7%

Tralokinumab 300 mg Q2W3 26.4% 57.3%

Dupilumab 300 mg QW/Q2W4 30.4% 71.6%

Abbreviations: EASI 75, Ó75% improvement in Eczema Area Severity Index; IGA 

0/1, Investigatorôs Global Assessment of 0 (clear) or 1 (almost clear), with a Ó2 

point reduction from baseline; Q2W, every 2 weeks; Q4W, every 4 weeks.

* Analysis included the ADvocate 1 and 2 adult population.

Statistical analysis

ƴ Unanchored simulated treatment comparison 

(STC) was used to estimate odds ratios (OR) 

adjusting for baseline covariates 

ςSTC regresses outcomes on baseline 

covariates, treating them as prognostic factors 

and including interaction terms for effect 

modifiers

ςTwo STC logistic regression models were 

generated: one for week-16 outcomes and one 

for week 52 outcomes

ƴ Uncertainty was handled using non-parametric 

bootstrapping, with 5000 resamples drawn from 

the active induction treatment population

ƴ All comparisons remained consistent even when 

the target population and the covariates used for 

adjustment were varied

Durability index odds ratios for lebrikizumab and dupilumab for IGA 0/1 and EASI 75 from 0% to 100% treatment continuance  

Solid line represents the point estimate for ORs. Upper and lower bands represent 95% CrIs. Dashed line represents the point of equivalence (i.e., no difference between drugs). 

ƴ IGA 0/1: Lebrikizumab had statistically significantly better odds of durability at week 52 than dupilumab for continuance rates 

from 0% (OR 4.69, 95% CrI: 2.23ï15.96) to 100% (1.73, 1.01ï2.94)

Abbreviations: CrI, credible interval; EASI 75, Ó75% improvement in Eczema Area Severity Index; IGA 0/1, Investigatorôs Global Assessment of 0 (clear) or 1 (almost clear), with a Ó2 point reduction from baseline; OR, odds ratio; Q2W, every 2 weeks; Q4W, every 4 weeks

ƴ IGA 0/1: Lebrikizumab had significantly better odds of durability than tralokinumab at continuance rates between 

39.5% (OR 1.68, 95% CrI: 1.00ï3.12) and 96.9% (1.79, 1.00ï3.14). Lebrikizumab also had numerically better odds at 

continuance rates <39.5% and >96.9%.
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CONCLUSIONS
ƴ This indirect comparative analysis demonstrates that biologics 

differ in their maintenance of population-level efficacy at varying 

treatment continuance rates

ƴ Treatment responses were significantly higher for lebrikizumab 

than dupilumab or tralokinumab at most continuance rates, 

especially lower rates

ƴ This finding suggests that lebrikizumab may have better 

maintenance of response in real-life settings where treatment 

pauses may occur, and continuance rates may be below 100%

OBJECTIVE
ƴ This study aims to understand whether the durability of treatment 

effect is a critical factor to consider when managing a chronic 

disease such as atopic dermatitis (AD) whose symptoms can 

fluctuate over time.

In real-world settings, patients with AD may need to pause 

treatment or may not be completely compliant with treatment1

Recent phase 3 monotherapy trials indicate that the impact of 

treatment pauses may vary for dupilumab, tralokinumab, and 

lebrikizumab2-4

We developed the ñdurability indexò (DI), a novel estimate of drug 

performance that captures a drugôs ability to maintain efficacy 

whether on-therapy or off-therapy at the population level
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Durability index definition

ƴ The DI was developed as a novel estimate of the 

population-level efficacy of biologics when different 

proportions of patients who respond to treatment either 

continue or suspend treatment

ƴ The DI can be based on varying rates of treatment 

continuance, from 0% to 100% continuing therapy

ƴ The durability index was calculated as the proportion of 

predicted week-52 responders out of week-16 responders 

at varying continuance rates from 0% to 100%

METHODS
Durability index development

ƴ A population-adjusted indirect comparison was conducted of 

placebo-controlled phase 3 monotherapy trials with similar 

designs in post-induction periods

ς Lebrikizumab 250 mg Q4W (ADvocate1 and ADvocate2)2

ς Tralokinumab 300 mg Q2W (ECZTRA1 and ECZTRA 2)3

ς Dupilumab 300 mg QW/Q2W (SOLO 1, SOLO 2, and 

SOLO CONTINUE)4

ƴ Patients were eligible for these trials if they had responded to 

biologics at week 16

ς Responders were re-randomized at week 16 to continue 

treatment or switch to treatment withdrawal until week 52

ς Data from these trials cannot be connected in a network 

meta-analysis using the withdrawal arm as a common 

comparator because patients in this arm received 

treatment during the 16-week induction period

ς The withdrawal arm, however, can be used to evaluate a 

drugôs effect after treatment discontinuation as a 

population-level measure of long-term durability of 

response (Table 1 )

ς For the DI analysis, patients who used rescue medication 

after week 16 were considered non-responders

Durability index odds ratios for lebrikizumab and tralokinumab for IGA 0/1 and EASI 75 from 0% to 100% treatment continuance  

ƴ EASI 75: Lebrikizumab had significantly better odds of durability than dupilumab at continuance rates from 0% (OR 3.24, 

1.83ï6.12) to 64.2% (1.45, 1.00ï2.08). Lebrikizumab also had numerically better odds from 64.2% to 84.7%, while 

dupilumab had numerically better odds from 84.7% to 100%. 

ƴ EASI 75: Lebrikizumab had statistically significantly better odds of durability at week 52 than tralokinumab at continuance rates 

from 0% (OR 3.89, 2.13ï7.66) to 100% (2.13, 1.35ï3.32)






