BACKGROUND Lebrikizumab Significantly Reduced AER Compared With Lebrikizumab Improved FEV, Compared With Placebo at Weeks 24 and 52
Placebo at Week 52 Despite significant

m Lebrikizumab, a novel, high-affinity improvement in the

monoclonal antibody selectively - - LEBRI 125 mg Q4W

Post-Hoc Analyses Support R 2 E 500 o g 500 sbarop ez,
demonstrated efficacy and safety 1.62 = — = — s improvement was

Eﬁl f L [ k- [ in Phase 3 and 3b studies for — 1.43 . - 8 E 400- en % E 400- 358.0 observed at Week 52

|cacy O e rl IZU ma |n moderate-to-severe AD at doses of 5 107 o 5 17 o - o 300.5 T e 3173 313.3 ‘
: _ 250 mg Q2W for induction and > > £2 3001 ' * £2 3001 : :
Patients With Moderate- 250 mg QU for malntenance
s The Phase 3 LAVOLTA | = 075 078 = 0.77  0.77 S2 200- $2 200-

(NCT01867125) and LAVOLTA I m | g © g ©

to-Severe Uncontrolled NCTOtEGR06T) cical it of | < 05- < o5 52 o 52 1o0]ss2

. s lebrikizumab in moderate-to- N —
Eosinophilic Asthma and ek 00 00 T o 5 I
leted in 2016, h t T ' U ' = ) = B : :
o o consistont PBO LEBRI LEBRI PBO LEBRI LEBRI Week 24 Week 52 Week 24 Week 52
| |

Prlor Exace rb atlons reductions in exacerbations, 2 37c'§1vr?/g %54'\’/"\,9 37(-33\?(‘/9 %54?\/9 N= 103 101 103 96 98 98 N= 56 58 63 51 55 60
polss?ly duedto subotptlmal patient N= 109 105 107 N= 62 60 66 Patients With 21 Exacerbation Patients With 21 Exacerbation,
selection and premature -

1 y ) and Elevated FeNO Elevated FeNO, and Elevated
Jonathan Corren y Stanley J. Szefler y understanding of asthma Patients With =21 Exacerbation Patients With 21 Exacerbation, Blood Eosinophils
3 il 4 H 5 phenotypes? and Elevated FeNO Elevated FeNO, and Elevated
Ellen Sher®, Phillip Korenblat*, Weily Soong?, . . Blood Eosinophil = PBO © LEBRI37.5mg Q4W m LEBRI 125 mg Q4W
. -6 7 — These trials studied doses of 0od cosinophils
Nicola A. Hanania ’ Gary Berman ’ Guy 37.5 mg and 125 mg Q4W **p<0.001 vs. PBO. *p<0.05, **p<0.01, ***p<0.001 vs. PBO.

Brusselle®, Ralph Zitnik®? Chitra R. Natalie?,
Kimberly Siu'?, Wen-Shuo Wu'?, Meihua Qiao®,

. - H . Ana| Si S PO u Iation Abbreviations: AD=atopic dermatitis; AER=adjusted exacerbation rate; FeNO=fractional exhaled
Peter LI()1 2, Aprll W_ ArmStrong1 StUdy DeSIQ n. LAVO LTA I and LAVO LTA " y P nitric oxide; FEV,=forced expiratory volume in 1 second; LEBRI=lebrikizumab; LSM=least squares
m Post hoc analysis of pooled observed data from LAVOLTA | and |I mean; PBO=placebo; ppb=parts per billion; Q2W-=every 2 weeks; Q4W=every 4 weeks
University of California Los Angeles, Los Angeles, USA, 2Children's Hospital — LEBRI 37.5 mg Q4W (N=716) in the subgroup of patients with =1 asthma exacerbation in the Disclosures: J. Corren has served asa speaker and/or consultant for and/or received research
Colorado, University of Colorado School of Medicine, Aurora, USA, *Allergy Randomization past 12 months and: I%lrc?\?;?t izncggtri ﬁgggza;{tés\é;:r:grs] f;%rg'sgr:gf?-néAjtgzzsz:rcﬁ; EI(I:CL):Iguelatr;g %;_rn:;?g,zgnirzntech,
G : : 1:1:1 ’ ’ ’ ) O Y : ’
Partners of NJ, Ocean, USA, 4Phillip Korenblat LLC, St. Louis, USA, 5Allervie Wrey _ Baseline elevated FeNO (250 mean ppb) GlaxoSmithKline, Moderna, Propeller Health, Regeneron, and Sanofi; and has received research
Clinical Research-Alabama Allergy & Asthma Center, Birmingham, USA, (LAVOLTA I) B éupg_ort fromI: the Ccljol:l)orlado Depgl_rtment %f Public I-tlﬁalt'\fl! ?_nd Elr;vir?PTent’fs :olﬁgaﬂotcan?elj, .
6 . - 7Ol . _ _ ; > : ardiovascular and Pulmonary Disease Program, the National Institutes of Hea ational Heart,
Baylor College of Medl_cu_1e, HOI:ISton, US_A’ Clinical ReseaTCh IrPStltUte a_nd N=1067 Extension Baseline elevated I_:eNO_( 50 mean ppb) and baseline Lung and Blood Institute, and Propeller Health; E. Sher has served as an advisor, speaker,
Allergy & Asthma Specialists, Minneapolis, USA, 8Ghent University Hospital, (LAVOLTAIT) e elevated blood eosinophils (=300 cells/uL) researcher, and/or consultant for: AbbVie, Aimmune Therapeutics, ALK-Abell6, Allergy Therapeutics,
Ghent, Belgium, %Valerio Consulting, Santa Barbara, USA, 10E|; LiIIy and Safety Amgen, AstraZeneca, Eli LI||¥ and Company, ngentgch, GlaxoSmithKline, Mgrck, Novartis,
. . 1T Med | S t. USA. 2North t Eoll Outcomes Optinose, Regeneron, Sanofi Genzyme, and Shionogi; P. Korenblat has nothing to declare;
CompanY! Indlanapolls, USA! igerivied Inc, somerset, ’ orthwestern . ) ] offow-up ) ) ] W. Soong has served as an investigator for: AbbVie, Allakos, Amgen, Dermavant, Eli Lilly and
University Feinberg School of Medicine and Medical Dermatology Associates Screening (22 weeks)? Randomized, Double-Blind Treatment Periods m Annualized adjusted exacerbation rate (AER) vs. placebo at Company, Escient Pharmaceuticals, Galderma, GlaxoSmithKline, Incyte Corporation, LEO Pharma,
. . ! ! Pfizer, Regeneron, Sanofi, Teva, and Upstream Bio; and as a consultant or speaker for: AbbVie,
of Chlcago’ Chlcago’ USA Week 0 Weelk 52 Week 52 Amgen, Dermavant, Eli Lilly and Company, Genentech, GlaxoSmithKline, Incyte Corporation,
' — Exacerbation events were defined as any new or increased LEO Pharma, Novartis, Pfizer, Regeneron, Sanofi, Teva, and UCB Pharma; N. A. Hanania has
th t that led to t t t with t . received honoraria for serving as an advisor or consultant for: Amgen, AstraZeneca, Genentech,
Primary endpoint: Secondary endpoints asthma symptoms that led 1o treatment with systemic GlaxoSmithKline, Novartis, Regeneron, Sanofi, and Teva; and his institution has received research
O BJ ECTIVE Rate of asthma included: Change from corticosteroids or to hospitalization grant support on his behalf from: AstraZeneca, Genentech, GlaxoSmithKline, Novartis, Sanofi, and
exacerbations during| | baseline in pre-bronchodilator ] ] ] Teva; G. Berman has received speaker fees from: Allergan, Alder BioPharmaceuticals, Amgen,
m TO describe pOSt hOC ana|yses Of exacerbation rate redUCtion the 52-week period FEV, (Weeks 24 and 52) m Least squares mean (LSM) difference in pre-bronchodllator Biohaven, Eli Lilly and Company, and Teva; and has consulted for: Alder BioPharmaceuticals,
FEV1 VS. placebo at Weeks 24 and 52 Biohaven, and electroCore; G. Brusselle has received fees for attending advisory boards and

and lung function improvement in adults with uncontrolled

aTo prospectively determine that patients met eligibility criteria and to obtain periostin concentrations for stratified speaker fees from: AstraZeneca, Boehringer Ingelheim, Chiesi, GlaxoSmithKline, Novartis, Merck

. T . . P domizati d blood eosinophil . — Asthma therapies with th tential to affect FEV. wer Sharp & Dohme, and Sanofi Regeneron; R. Zitnik has served as a consultant for: Eli Lilly and
eosinophilic asthma (baseline elevated fractional exhaled nitric randomization anblood eosinopfl counts wisjchhelad uﬁti? Ereesbronchs dFi)IZt(:r FaEVO ?neeacsurem1enti © Company; C. R. Natalie, K. Siu, and W-S. Wu are employees and shareholders of: Eli Lilly and
i i i i i . mg =g . . - 1 Company; M. Qiao is an employee of: TigerMed Inc; P. Lio reports research grants and/or funding
oxide [FeNO] and/or ele_vat_ed blood eOSIHOph"S) with a hIStory Key Ellglblllty Criteria were completed from: AbbVie, AOBiome, and Eczema Foundation; has been on speakers bureaus for: AbbVie,
of 21 asthma exacerbation in the past 12 months from the Eli Lilly and Company, Galderma, Hyphens Pharma, Incyte Corporation, La Roche-Posay/L’Oréal,
LAVOLTA | and LAVOLTA Il clinical trials m Adults aged 18-75 years Statistical Ana|yses MyOr, ParentMD, Pfizer, Pierre Fabre, and Sanofi Regeneron; has received consulting fees from

and/or been on advisory boards for: AbbVie, Almirall, Amyris, Arbonne, Arcutis, ASLAN
m AER: Poisson regression model included treatment and adjusted Pharmaceuticals, Bodewell, Boston Skin Science, Bristol Myers Squibb, Burt’s Bees, Castle

f di . ith the foll . iat . dditi to | Biosciences, Codex Labs, Concerto Biosciences, Dermavant, Dermira, Dermveda, Eli Lilly and
or over-dispersion wi € Tollowing covariates In addition 1o 109 Company, Galderma, IntraDerm, Janssen, Johnson & Johnson, Kaleido Biosciences, Kimberly-Clark,

m Uncontrolled asthma, defined by a 5-item Asthma Control Questionnaire
score 21.5 with 21 of the following:

ON C LU SlON S — Symptoms >2 days/week (patient-years) as an offset: number of asthma exacerbations L’Oréal, LEO Pharma, Lipidor, Menlo Therapeutics, Merck, Micreos, MyOr, Sanofi Regeneron, Sibel
. . . . P : : : Health, Skinfix, Sonica, Theraplex, UCB Pharma, Unilever, Verrica Pharmaceuticals, and Yobee
C — Nighttime awakenings 21 time/week within thE_IaSt 1_2 months, baseline asthma medications, and Care; has stock options with: LearnSkin/LearnHealth, Medable, Micreos, Modernizing Medicine, and
: : - : : L eographic region - i : i i id; and i
m This post hoc analysis demonstrates that lebrikizumab could be — Use of short-acting $-agonist rescue medication >2 days/week gEvg I\j_ g J dol 1 ed oluded treatment :r?giiigr?tzﬁé:gziizfr?/tig:np;ﬁ?ézgnfg;ﬁggf of: t'ﬁé lelrgt?::;IV\IIEngor%/:Ig\eszg;g’ioanr:d = & board member
. : : : : : — = : Mixed model for repeated measures included treatmen investi :
beneficial in patients with uncontrolled asthma with type 2 — Interference with normal daily activities 1 . peated . - ! A. W. Armstrong has served as a consultant, speaker, and/or investigator for:
and adjusted baseline FEV,, visit, baseline FEV, x visit AbbVie, Almirall, Arcutis, ASLAN Pharmaceuticals, Boehringer Ingelheim,
. . . . J 19 ’ 1 ’ . . . L
inflammation (elevated FeNO and/or elevated eosinophils) and m Pre-bronchodilator forced expiratory volume in 1 second (FEV,) 40-80% treatment x visit, number of asthma exacerbations within the last ool g"yers Stc.‘”'bz’ Dermavfgg oermira, = 'a'"y and C,amdpa.”y’ N ';ea'th’
. . . . . . o _ _ _ _ ncyte Corporation, Janssen, arma, Modernizing Medicine, Nimbus
a history of recent exacerbations predicted and improvement in FEV, after bronchodilator of 212% 12 months, baseline asthma medication, and geographic region Therapeutics, Novartis, Ortho Dermatologics, PAREXEL, Pfizer, Regeneron,
. cer . . Sanofi Genzyme, Sun Pharma, and UCB Pharma
imitati i i i m Daily treatment with inhaled corticosteroids (500-2000 ug/da i i inlici
m Limitations of this study include small sample sizes and ; t'y ot o et 56 ( . Hg/day = All analyses are considered post hoc, with no multiplicity Medical writing assistance was provided by Clare Weston, MSc, of ProScribe —
post hOC analyses are not multlp“CIty Controlled uticasone propionate or equivalen ) Oor 26 montns adJUStment Envision Pharma Group, and was funded by Eli Lilly and Company
m =1 additional controller medication . _ This study was funded by Roche. Post-hoc statistical analyses were funded Sfcalfmle QR dete fora ”tStd
_ _ _ _ ' References: 1. Hanania NA, et al. Lancet Respir Med. 2016;4:781-796. by Dermira, a wholly-owned subsidiary of Eli Lilly and Company. Eli Lilly ofall cI:o};;(r)gsin presente
m Patients were enrolled irrespective of asthma exacerbation history 2. Corren J, et al. J Allergy Clin Immunol Pract. 2024;12:1215-1224. and Company provided additional funding for statistical analyses. Other company and product

names are trademarks of

Fall Clinical 2024; Las Vegas, USA; 24-27 October 2024 Copyright ©2024 Eli Lilly and Company. All rights reserved. their respective owners.




	Post-Hoc Analyses Support Efficacy of Lebrikizumab in Patients With Moderate-to-Severe Uncontrolled Eosinophilic Asthma and Prior Exacerbations 


<<

  /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



