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BACKGROUND
■ Atopic dermatitis (AD) is a chronic, relapsing, heterogenous skin 

disorder that affects children and adults1

■ Moderate-to-severe AD causes intense itching, negatively impacting 
sleep and patient quality of life (QoL)2

■ Lebrikizumab is a novel, high-affinity immunoglobulin G4 monoclonal 
antibody targeting interleukin (IL)-13 that selectively prevents 
the formation of the IL-13Rα1/IL-4Rα heterodimer receptor 
signaling complex3

■ Lebrikizumab monotherapy demonstrated efficacy and a favorable
safety profile in patients with moderate-to-severe AD at the 16-week 
primary endpoint of the 2 ongoing, 52-week, randomized, double-blind, 
placebo-controlled Phase 3 trials, ADvocate1 and ADvocate24

■ Lebrikizumab combination therapy also demonstrated efficacy in the 
16-week randomized, double-blind, placebo-controlled Phase 3 trial, 
ADhere5

OBJECTIVE
■ To report the 16-week QoL outcomes of lebrikizumab monotherapy 

in patients with moderate-to-severe AD from the ADvocate1 and 
ADvocate2 trials

CONCLUSIONS
■ Lebrikizumab 250 mg every 2 weeks for 

16 weeks resulted in clinically significant 
improvements in QoL, as assessed by 
the DLQI and EQ-5D, for patients with 
moderate-to-severe AD

■ Improvements were seen as early as 
Week 4 (first post-baseline assessment) 
and continued through Week 16

METHODS
Study Design, ADvocate1 and ADvocate2

Note: Only data from the 16-week Induction Period are presented; the Maintenance Period is ongoing
a LEB-treated patients received a 500-mg LD at Weeks 0 and 2; b Patients who used rescue therapy (including topical) during the Induction Period were considered to be non-responders; c Responders were patients 
who achieved an IGA response of 0,1 or EASI75 at Week 16; d Responders who received PBO and were re-randomized to LEB received an LD of LEB 500 mg at Week 16 or at Weeks 16 and 18, based on the active 
treatment group assigned in the Maintenance Period
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ABBREVIATIONS
AD=atopic dermatitis; ANCOVA=analysis of covariance; BMI=body mass index; BSA=body surface area; 
CI=confidence interval; DLQI=Dermatology Life Quality Index; DLQI (0,1)=DLQI response of clear or 
almost clear; EASI=Eczema Area and Severity Index; EASI75=75% reduction from baseline in EASI score; 
IGA=Investigator’s Global Assessment; ITT=Intent-to-Treat; LD=loading dose; LEB=lebrikizumab; 
LOCF=last observation carried forward; LSM=least squares mean; mITT=modified ITT; MMRM=mixed 
model repeated measures; NRI=non-responder imputation; PBO=placebo; Q2W=every 
2 weeks; Q4W=every 4 weeks; R=randomization; SE=standard error; VAS=visual analog scale

Key Eligibility Criteria
■ Adult or adolescent (≥12 to <18 years; 

weight ≥40 kg)
■ Diagnosis of AD, as defined by the 

American Academy of Dermatology 
Consensus Criteria, for ≥1 year 
before screening

■ Moderate-to-severe AD, defined as having all the 
following at the baseline visit:
– Eczema Area and Severity Index score ≥16
– Investigator’s Global Assessment score ≥3
– Percent body surface area involvement ≥10%

■ Candidate for systemic therapy
■ Dupilumab and tralokinumab naïve 

Outcomes
■ Dermatology Life Quality Index (DLQI)6 at baseline and at 

Weeks 4, 8, 12, and 16a

– Ranges from 0-30, with higher scores indicating greater 
impairment of QoL

■ EQ-5D-5L US Health State Index7 at baseline and at Week 16
– Ranges from 0-1, with higher scores indicating better health

■ EQ-5D visual analog scale7 at baseline and at Week 16
– Ranges from 0-100, with higher scores indicating better health

Statistical Analyses

a Patients who received topical or systemic rescue medication or discontinued treatment for any reason were thereafter set to missing 
(change from baseline analyses) or non-responders (responder analyses) through Week 16; b Efficacy analyses in ADvocate1 used the 
ITT population (all randomized patients); c In ADvocate2, 18 patients from 1 site were excluded from the ITT population because some or 
all the study participants did not meet the eligibility criteria of having moderate-to-severe AD; thus, efficacy analyses in ADvocate2 used 
the mITT population; d Patients who received topical or systemic rescue medication or discontinued treatment due to lack of efficacy were 
thereafter set to non-response through Week 16

ADvocate1 ADvocate2
PBO

(N=141)
LEB 250 mg Q2W

(N=283)
PBO

(N=146)
LEB 250 mg Q2W

(N=281)
Age, years 34.2 (16.4) 36.1 (17.8) 35.3 (17.2) 36.6 (16.8)

Adolescent (12 to 
<18 years), n (%) 18 (12.8) 37 (13.1) 17 (11.6) 30 (10.7)

Adult (≥18 years), n (%) 123 (87.2) 246 (86.9) 129 (88.4) 251 (89.3)
Female, n (%) 73 (51.8) 141 (49.8) 75 (51.4) 136 (48.4)
Region, n (%)

US 62 (44.0) 128 (45.2) 60 (41.1) 107 (38.1)
Europe 46 (32.6) 92 (32.5) 38 (26.0) 76 (27.0)
Rest of world 33 (23.4) 63 (22.3) 48 (32.9) 98 (34.9)

Race, n (%)
White 93 (66.0) 196 (69.3) 85 (58.2) 168 (59.8)
Asian 31 (22.0) 39 (13.8) 44 (30.1) 78 (27.8)
Black/African American 16 (11.3) 33 (11.7) 10 (6.8) 25 (8.9)

BMI, kg/m2 27.8 (7.2) 26.5 (5.8) 26.2 (6.2) 26.6 (6.6)
Asthma, n (%) 50 (35.5) 93 (32.9) 35 (24.0) 78 (27.8)
Allergic rhinitis, n (%) 76 (53.9) 146 (51.6) 69 (47.3) 130 (46.3)
IGA, n (%)

3 (moderate) 83 (58.9) 170 (60.1) 95 (65.1) 175 (62.3)
4 (severe) 58 (41.1) 113 (39.9) 51 (34.9) 106 (37.7)

EASI 31.0 (12.9) 28.8 (11.3) 29.6 (10.8) 29.7 (12.0)
BSA % involvement 47.8 (23.9) 45.3 (22.5) 46.0 (21.1) 46.1 (22.6)
EQ-5D-5L US Health 
State Index 0.7 (0.17) 0.7 (0.17)a 0.7 (0.18)b 0.8 (0.16)c

EQ-5D VAS 67.0 (22.2) 68.2 (22.0)a 68.6 (21.6)b 66.7 (20.7)c

DLQId 15.7 (7.2)e 15.3 (7.4)f 15.9 (7.6)g 15.4 (7.0)h

RESULTS
Table 1. Demographics and Baseline Characteristics

Data presented as mean (standard deviation) unless otherwise specified
a n=282; b n=145; c n=277; d DLQI was completed only for patients ≥16 years of age at baseline; e n=121; f n=239; g n=118; h n=218

Figure 3. DLQI Total Score Change From Baseline

*** p<0.001 vs. PBO using an MMRM model including treatment, baseline value, visit, baseline value-by-visit interaction, treatment-by-visit interaction, geographic region, age group, and baseline IGA score

* p<0.05; *** p<0.001 vs. PBO using an ANCOVA model with treatment, geographic region, age group, and baseline IGA score as fixed factors and baseline value as covariate

This study was funded by Dermira, a wholly owned 
subsidiary of Eli Lilly and Company. Almirall, S.A. 
has licensed the rights to develop and commercialize 
lebrikizumab for the treatment of dermatology 
indications, including atopic dermatitis, in Europe. 
Lilly has exclusive rights for the development and 
commercialization of lebrikizumab in the United 
States and the rest of the world outside of Europe.

Figure 4. Improvements in EQ-5D
EQ-5D-5L US Health State Index
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KEY RESULTS
Figure 1. DLQI ≥4-Point Improvement (in Patients With Baseline DLQI Scores ≥4)

** p<0.01; *** p<0.001 vs. PBO using the Cochran-Mantel-Haenszel test adjusted by geographic region, age group, and baseline IGA score

Figure 2. DLQI (0,1) Response Rate (in Patients With Baseline DLQI Scores >1)

* p<0.05; ** p<0.01; *** p<0.001 vs. PBO using the Cochran-Mantel-Haenszel test adjusted by geographic region, age group, and baseline IGA score

PBO (N=116)LEB 250 mg Q2W (N=226) PBO (N=115)LEB 250 mg Q2W (N=215)

ADvocate2

4 8 12 16
0

20

40

60

80

100

Weeks

D
LQ

I ≥
4-

Po
in

t I
m

pr
ov

em
en

t
Fr

om
 B

as
el

in
e,

 %
, 9

5%
 C

I (
N

R
I)

31.3

60.5
***** *** ***

First
Post-baseline

Visit

ADvocate1

4 8 12 16
0

20

40

60

80

100

Weeks

D
LQ

I ≥
4-

Po
in

t I
m

pr
ov

em
en

t
Fr

om
 B

as
el

in
e,

 %
, 9

5%
 C

I (
N

R
I)

29.3

71.2
****** ***

***

First
Post-baseline

Visit

ADvocate1

4 8 12 16
0

20

40

60

80

100

Weeks

D
LQ

I (
0,

1)
 R

es
po

ns
e 

R
at

e,
 %

, 
95

%
 C

I (
N

R
I)

PBO (N=120)LEB 250 mg Q2W (N=236)

4.2

26.3
***

***

*** ***

First
Post-baseline

Visit

ADvocate2

4 8 12 16
Weeks

D
LQ

I (
0,

1)
 R

es
po

ns
e 

R
at

e,
 %

, 
95

%
 C

I (
N

R
I)

PBO (N=117)LEB 250 mg Q2W (N=217)

First
Post-baseline

Visit

10.1

0.13

0.08

0.03

***

***

0.03

***

0.00

0.05

0.10

0.15

Screening 
(≤30 days)

Weeks 0
(Baseline)

16-Week
Induction Periodb

36-Week 
Maintenance Period

LEB 250 mg Q2W

PBO Q2W

LEB 250 mg Q4W

LEB 250 mg Q2W

52
(End of Study)

Week 16 
respondersc

re-randomized 

Week 16 
non-respondersc

proceed to 
escape arm

LEB 250 mg
Q2W

PBO Q2W

ADvocate1

ADvocate2

R 2:1

LDa

LDd

Rollover to
ADjoin Study or 
safety follow-up

R 2:2:1

4 8 12 16

■ Data are from the 16-week primary outcome database 
lock with data cut-offs on June 21, 2021 (ADvocate1) and 
July 12, 2021 (ADvocate2)

a DLQI was completed only for patients ≥16 years of age at baseline; patients <16 years of age completed the Children’s DLQI

(N=282) (N=277) (N=282) (N=277)

0

20

40

60

80

100

7.7
16.1

*
**

**

221



<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /None

  /Binding /Left

  /CalGrayProfile (Dot Gain 20%)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Warning

  /CompatibilityLevel 1.3

  /CompressObjects /Off

  /CompressPages false

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.0000

  /ColorConversionStrategy /sRGB

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams false

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness false

  /PreserveHalftoneInfo false

  /PreserveOPIComments false

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Remove

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

  ]

  /AntiAliasColorImages false

  /CropColorImages false

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 600

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.00000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /ColorImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasGrayImages false

  /CropGrayImages false

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 600

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.00000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /GrayImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasMonoImages false

  /CropMonoImages false

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 600

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.00000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects false

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly true

  /PDFXNoTrimBoxError false

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox false

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile (U.S. Web Coated \050SWOP\051 v2)

  /PDFXOutputConditionIdentifier (CGATS TR 001)

  /PDFXOutputCondition ()

  /PDFXRegistryName (http://www.color.org)

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<

    /ENU ([Based on 'EPG UPLOAD'] [Based on 'EPG UPLOAD'] [Based on 'HighResolution_NoCrops'] [Based on 'HighResolution_NoCrops'] [Based on 'HighResolution_NoCrops\\0501\\051'] [Based on 'HighResolution_WithCrops'] [Based on '[PDF/X-1a:2001]'] Use these settings to create Adobe PDF documents that are to be checked or must conform to PDF/X-1a:2001, an ISO standard for graphic content exchange.  For more information on creating PDF/X-1a compliant PDF documents, please refer to the Acrobat User Guide.  Created PDF documents can be opened with Acrobat and Adobe Reader 4.0 and later.)

  >>

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /OtherNamespaces [

    <<

      /AsReaderSpreads false

      /CropImagesToFrames true

      /ErrorControl /WarnAndContinue

      /FlattenerIgnoreSpreadOverrides false

      /IncludeGuidesGrids false

      /IncludeNonPrinting false

      /IncludeSlug false

      /Namespace [

        (Adobe)

        (InDesign)

        (4.0)

      ]

      /OmitPlacedBitmaps false

      /OmitPlacedEPS false

      /OmitPlacedPDF false

      /SimulateOverprint /Legacy

    >>

    <<

      /AddBleedMarks false

      /AddColorBars false

      /AddCropMarks false

      /AddPageInfo false

      /AddRegMarks false

      /BleedOffset [

        0

        0

        0

        0

      ]

      /ConvertColors /ConvertToRGB

      /DestinationProfileName (sRGB IEC61966-2.1)

      /DestinationProfileSelector /UseName

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /HighResolution

      >>

      /FormElements false

      /GenerateStructure true

      /IncludeBookmarks false

      /IncludeHyperlinks false

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles false

      /MarksOffset 0

      /MarksWeight 0.250000

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /DocumentCMYK

      /PageMarksFile /RomanDefault

      /PreserveEditing true

      /UntaggedCMYKHandling /UseDocumentProfile

      /UntaggedRGBHandling /LeaveUntagged

      /UseDocumentBleed false

    >>

    <<

      /AllowImageBreaks true

      /AllowTableBreaks true

      /ExpandPage false

      /HonorBaseURL true

      /HonorRolloverEffect false

      /IgnoreHTMLPageBreaks false

      /IncludeHeaderFooter false

      /MarginOffset [

        0

        0

        0

        0

      ]

      /MetadataAuthor ()

      /MetadataKeywords ()

      /MetadataSubject ()

      /MetadataTitle ()

      /MetricPageSize [

        0

        0

      ]

      /MetricUnit /inch

      /MobileCompatible 0

      /Namespace [

        (Adobe)

        (GoLive)

        (8.0)

      ]

      /OpenZoomToHTMLFontSize false

      /PageOrientation /Portrait

      /RemoveBackground false

      /ShrinkContent true

      /TreatColorsAs /MainMonitorColors

      /UseEmbeddedProfiles false

      /UseHTMLTitleAsMetadata true

    >>

  ]

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice



