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CONCLUSIONS

m The development of treatment-
emergent adverse events of
facial, head, and/or neck
erythema is not more common
in patients with moderate-to-
severe AD taking lebrikizumab
than those taking placebo

BACKGROUND SUMMARY OF KEY FINDINGS

m Use of some advanced systemic therapies has been associated with the development of facial, head, and neck erythema in patients with AD n

Treatment-Emergent Adverse Events of Facial, Head, and/or
Neck Erythema IR (per 100 Patient-Years of Exposure)

Treatment-emergent adverse events of 5 73

facial, head, and/or neck erythema were
not increased in patients with
moderate-to-severe AD treated with
lebrikizumab compared with placebo

m Potential causes include Th2/Th1 cytokine profile switching, undiagnosed allergic contact dermatitis, reaction to facial Malassezia species,’
colonization of Demodex mite,? resistance of facial AD to therapy, or drug eruption
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m Lebrikizumab is a monoclonal antibody that binds with high affinity and slow off-rate to IL-13, thereby blocking the downstream effects of

IL-13 with high potency3 _ _ L
m The IR did not increase with increased

number of exposure years to lebrikizumab
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m Lebrikizumab has demonstrated a positive benefit-risk profile and efficacy in Phase 2 and Phase 3 clinical trials for AD**

OBJECTIVE

m To assess the development of facial, head, and/or neck erythema in patients taking lebrikizumab for moderate-to-severe AD
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IR does not increase with
increased number of exposure
years to lebrikizumab
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METHODS

Assessments and Statistical Analyses

Baseline Patient Demographics and Disease Characteristics

Integrated Safety Analysis Study Design8 m Treatment-emergent AEs were analyzed for specified _terms related to facial, PBO-Controlled, Weeks 0-16 All LEBRI
head, and nepk erythema in adults and adolescents with moderate-.to-severe .AD PBO LEBRI 250 mg Q2W  Any LEBRI Dose
AD te1a ( ): 16 ks of induction + 36 DI i based on patients who received 21 dose of study treatment, excluding 38 patients (N=404) (N=783) (N=1720)
VO Cate T OO LCC DI e S S from one study site as the patient eligibility criteria could not be confirmed
52 weeks, PBO, LEBRI 250 mg Q2W / Q4W (only maintenance) . oY ST P IV Age, years, mean (SD) 36.1 (17.3) 36.8 (17.8) 34.0 (17.8)
ADjoin®: 100 weeks m Blinded medical review was completed Adolescent (212 to <18) 48 (11.9) 99 (12.6) 372 (21.6)
52 weeks, PBO, LEBRI 250 mg Q2W / Q4W (only maintenance) (ongoing) m For All LEBRI group, crude % and IRs were reported Female 204 (50.9) 396 (50.6) 877 (51.0)
m Adj IRs were calculated as the number of patients reporting an event per 100 PYR Region
y ADhere?? (TCS combination) PBO-Controlled USA 222 (55.0) 413 (52.7) 945 (54.9)
16 weeks, PBO, LEBRI 250 mg Q2W -wontroiled, RESULTS Europe 94 (23.3) 196 (25.0) 428 (24.9)
Weeks 0-16 Analysis Set ] Rest of the world 88 (21.8) 174 (22.2) 347 (20.2)
= Patients treated with LEBRI 250 mg Development of Treatment-Emergent Facial, Head, and/or Race
Q2W compared with placebo, for Neck Erythema? White 244 (60.4) 493 (63.0) 1079 (62.7)
16 weeks PBO-Controlled, Weeks 0-16 All LEBRI Asian 93 (23.0) 141 (18.0) 311 (18.1)
m 4 studies: ADvocate1, ADvocate2, PBO LEBRI 250 mg Q2W Any LEBRI Dose Black 51 (12.6) 100 (12.8) 232 (13.5)
ADhere, and a Phase 2b study (N=404) (N=783) (N=1720) BMI, kg/m?, mean (SD) 27.5 (7.1) 26.8 (6.4) 26.8 (6.6)
] PYE=113.8 PYE=233.3 PYE=1637.0 Prior treatments
All LEBRI Analysis Set 5 o b
ARBAN (mono vs. TCS) ootionts wh NS n (%) 5(1.2%) 13(1.7) 33 (1.9) TCS/TCI 395 (97.8) 768 (98.1) 1494 (97.3)
- m Patients who received =21 dose PYR 112.5 231.4 1615.8 :
Systemic treatment 188 (46.5) 351 (44.8) 674 (43.9)
12 weeks, TCS, LEBRI 125 mg Q4W
. of LEBRI R 4.3 57 1 20 Facial dermatitis 267 (75.9)° 513 (72.5)° 942 (72.0)°
. = 8 studies: ADvocate1, ADvocate2, S e B AR S ABT Sa a.  a eRAA, AROs o st IGA
2 16 WeekS, PBO, LEBRI 125 mg Q4W, LEBRI 250 mg Q4W and Q2W ﬁggfﬁa 'g\r?éognla:)ﬁ\la:)soerezastRtuEdBLE! ;&Egﬁﬁ% ;;;?é?tég %iee?rrr?%gﬁjsalciﬁ:zsr’iciréeés(%::‘(rﬁaisdnf;:L{sscgnfié)ifa?ht?;\czljlIcgve\‘lli,ﬂgustserlmgsy:?ariﬂ?(la(:nce?, faac?e faecial?rlt-:fcsi,; gruplr:fzrfeadat‘e?rﬁ(i::d?e?r,tna?iti:,a 3 (Moderate) 258 (639) 495 (632) 1123 (653)
R , y Note: IRs in this analysis are adj IRs cal,culate,d using the numbe:r of patients reporting an event per 100 PYR or PYE 4 (Severe) 146 (36-1) 288 (36-8) 997 (34-7)
- S EASI, mean (SD) 29.5 (11.7) 28.6 (11.5) 32.5 (21.3)
\a TCS B LEBRIQ2W [ LEBRI single dose ] LEBRI Q2W/Q4W [ LEBRI Q4W Limitations

@ PBO-controlled; ® Modified safety population; ¢ TCS/TCI use was permitted; ¢ Data cut-off was June 6, 2022; ® TCS/TCI use was permitted during the maintenance period of ADvocate1 and ADvocate2

m These findings need to be confirmed in the real-world setting

2 Includes only Phase 3 trials (ADvocate1, ADvocate2, and ADhere), N=352 (PBO) and N=708 (LEBRI 250 mg Q2W); ° Includes only Phase 3

trials (ADvocate1, ADvocate2, ADhere, ADjoin, and ADore), N=1308

Note: Data are n (%) unless stated otherwise

REFERENCES ABBREVIATIONS DISCLOSURES

1. Kozera E, et al. Br J Dermatol. 2022;186:1050-1052. AD-=atopic dermatitis; adj=study size adjusted;, AE=adverse event; J. E. Murase is on the speaker’s board for non-branded disease state management talks for: UCB Pharma; has served on advisory boards for: Eli Lilly and Company, LEO Pharma, Sanofi Genzyme, and UCB Pharma; and provided dermatologic consulting services for: AbbVie This study was funded by Dermira, a wholly owned

2. Uchida H, et al. J Eur Acad Dermatol Venereol. 2023;37:€300-e302. BMI=body mass index; EASI=Eczema Area and Severity Index; and UpToDate; M. Munera-Campos has received fees for consultancy services, presentations, and other related activities from: AbbVie, Galderma, Janssen, LEO Pharma, and Sanofi; and has served as a principal or co-investigator on clinical trials sponsored by: AbbVie, subsidiary of Eli Lilly and Company. Almirall, S.A. has

3. Okragly AJ, et al. Dermatol Ther (Heidelb). 2023;13:1535-1547. IGA=Investigator’s Global Assessment; IL=interleukin; IR=incidence Almirall, Eli Lilly and Company, Galderma, Janssen, LEO Pharma, Novartis, Pfizer, and Sanofi; H. C.-H. Hong has been a speaker, investigator, advisory board member, and/or consultant for: AbbVie, Amgen, Arcutis, Avillion, Bausch Health, Boehringer Ingelheim, Bristol Myers licensed the rights to develop and commercialize

4. Guttman-Yassky E, et al. JAMA Dermatol. 2020;156:411-420. rate; LEBRI=lebrikizumab; PBO=placebo; PYE=patient-years of Squibb, Celgene, Cutanea, Dermavant, Dermira, DS Biopharma, Eli Lilly and Company, Evelo Biosciences, Galderma, GlaxoSmithKline, Incyte Corporation, Janssen, LEO Pharma, Medlmmune, Merck, Mirimar, Novartis, Pfizer, Regeneron, Roche, Sanofi Genzyme, and UCB lebrikizumab for the treatment of dermatology indications, Scan or click the QR code for a list of all
5. Silverberg JI, et al. N Engl J Med. 2023;388:1080-1091. exposure; PYR=patient-years at risk; Q2W=every 2 weeks; Pharma; A. Taieb has no conflicts of interest; W.-H. Chung has been a speaker, investigator, advisory board member, and/or consultant for: AbbVie, Chugai Pharmaceutical, Eli Lilly and Company, Galderma, Novartis, Pfizer, and Sanofi; A. R. Atwater, M. J. Rueda, and M. L. including atopic dermatitis, in Europe. Lilly has exclusive Lilly content presented at the congress.
6. Simpson EL, et al. JAMA Dermatol. 2023;159:182-191. Q4W=every 4 weeks; SD=standard deviation; TCl=topical B. Piruzel are employees and shareholders of: Eli Lilly and Company; J. Zhong is an employee of: IQVIA; I. Pau-Charles is an employee of: Almirall; M. Deleuran is a speaker, advisory board member, and/or investigator for: AbbVie, Almirall, Eli Lilly and Company, Incyte rights for development and commercialization of

7. Paller AS, et al. Dermatol Ther (Heidelb). 2023;13:1517-1534.. calcineurin inhibitors; TCS=topical corticosteroids; Th2/Th1=type 1/2 Corporation, La Roche-Posay, LEO Pharma, Pierre Fabre, Pfizer, Regeneron, and Sanofi Genzyme lebrikizumab in the United States and the rest of the world Other company and product names are

8. Stein Gold L, et al. Am J Clin Dermatol. 2023;24:595-607. helper Medical writing assistance was provided by Loredana Spoerri, PhD, of ProScribe — Envision Pharma Group, and was funded by Eli Lilly and Company outside of Europe. trademarks of their respective owners.

Fall Clinical Dermatology Conference (Fall CDC 2023); Las Vegas, USA; 19-22 October 2023

Copyright ©2023 Eli Lilly and Company. All rights reserved.




	Lebrikizumab-Treated Patients With Atopic Dermatitis Had No Increase in Treatment-Emergent Adverse Events of�Facial, Head, and Neck Erythema Compared to Placebo


<<

  /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 1.4

  /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 [600 600]

  /PageSize [612.000 792.000]

>> setpagedevice



