BACKGROUND KEY RESULTS IRs of Treatment-Emergent Increases in Lipid Parameters (Observed)5 Use of Lipid-Lowering Medications
Was Low at Baseline and

Characterizing Lipid

. i -f m Rl\e ck:jronic natutrr? of Incidence of Shifts to Higher Lipid-Level Extended BARI AA All-BARI AA Remained Low During the Study
P T underscores the Categories Was Low With Baricitinib BARI 2-mg BARI 4-mg All BARI Doses i %) |
C h a n g eS a n d U S e Of T importance of T tg A Category Shift, n (IR) (N=383) (N=565) (N=1303) - zgepg‘;'ﬁ”itj I(g \;\jeﬁ%m n’iﬂa‘?{é‘ﬁ(‘)ﬁ‘sﬁ‘;ﬁpomd
L I p I d - L Owe rl n g S e OR oo or it o long-term safety of = The IR for category shift to =*borderline high (26.21 mmol/L)? (high NCEP criteria) ' : : these medications post-baseline (=51
canine codaetloralisto . . . TR .
all Lilly content presented at indicated treatments LDL-C (=130 mg/dL) in baricitinib-treated patients LDL-C 2130 mg/dL (23.36 mmol/L)2 [3.9%; IR=2.1])
= = ] u the congress. . . . . . > . . . . 80 (153) 170 (154) 372 (133) " 0, "
M d t P t t = The efficacy and safety was consistent with that reported in the previous (2borderline high NCEP criteria) = 61 patients (4.7%: IR=2.2) in AI-BARI AA
Oth d product A0 IR=2. -
eaications in atients names ars trademarks of profile of baricitinib in safety update’ HDL-C 260 mg/dL (21.55 mmol/L)* 90 (17.2) 168 (15.2) 360 (12.9) initiated lipid-lowering medication
W - t h AI = A t nenrespectve ouner, patients with severe AA m The IR for patients who experienced a category (high NCEP criteria) Sost- baseline
I o e C I a re a a has been reported increase to “very high” triglycerides (2500 mg/dL) Triglycerides 2500 mg/dL 3(08) o) -
. > a i iteri : : : Baseline U f Lipid-L i
p through at least remained low and was the same across groups a (25.65 mmol/L)” (very high NCEP criteria) - _ 15 aseline Use of Lipid-Lowering
| [ ] ] ] ] To convert mmol/L to mg/dL, total cholesterol, LDL-C, and HDL-C were multiplied by 38.67 and triglycerides by 88.57. X
I re ate d WI t h B a rl c I t I n I b ] 104 Weeks Of fOI IOW'Up I\_lotes: Ile were calculated per 100 patient-years. Lipid laboratory parameters include patients that shifted from baseline to the new category, the criterion for inclusion was having a single ;” 10
- |n the BRAVE_AA1 time point change to the new grade/range post baseline. g 5.5 48 6.1
NCT03570749) and e . . . 2 5
I t t d R It F th (BRAVE-AAZ ) Extended BARI AA: Mean Changes From Baseline in Lipid Levels Were Low and Stabilized Over Time o .
n e g ra e es u s ro m e (NCT03899259) m No patients discontinued baricitinib therapy due to TEAEs related to hyperlipidemia BARI 2-mg BARI 4-mg All BARI doses
: : Extended BARI AA All-BARI AA
BRAVE-AA1 and -AA2 Clinical [iliieetery
- | g . ] .
Initiation of Lipid-Lowering
] - Elevations in tOtaI 0991 0991 Maximal mean increase over time: 0607 Maximal mean increase over time: 0391 007 3 ' Medication POSt-BaseIinea
I rl a I S cholesterol, LDL-C, E -~ 0501 0.50- gﬁg: gmg ggg mg:ﬁt%;‘ mg;gt; 0504 BARI4-mgand 2-mg: 0.22 mmoliL (8.5 mg/dL) 0 20- 0.201 g 10 o "
and HDL-C, but not $3 040 0.40- 0.40- 0.10- 0.10 A{/ 8 s 4.2 . .
. . £ 5
ER—. triglycerides, were 2E o 301 . A S & 004 i\% 7 &
Ruth Ann Vleugels?!, Arash Mostaghimi’, gyeend 5g 0" 03 o0 00 o0 I 0
_ . 9 ‘ ) ) . .3 observed 2% onf | | 0.20- 0201 ~0.101 1 ~0.101 -] BARI 2-mg BARI 4-mg All BARI doses
Rodney Sinclair4, Bianca Maria Piraccini®, = Increases in lipid % 00] e ohremn s maa) o] Extended BARI AA AILBARI AA
A I - S t 4 N - S .4 pa ramete rs are BARI 2-mg 0.42 mmol/L (16.2 mg/dL)
] 0.00 0.00 0.00 -0.30 -0.301 *Among patients not on lipid-lowering medications prior tofirst dose of study treatment
nge Ina on a4g ) ajwa omani ’4 5 considered a class effect Week 12 24 36 52 64 76 104 120 136 152 Week 12 24 36 52 64 76 104 120 136 152 Week 12 24 36 52 64 76 104 120 136 152 Week 12 24 36 52 64 76 104 120 136 152 Week 12 24 36 52 64 76 104 120 136 152 Tvgf‘f:'nLéiillﬁfs?éﬁ“cgﬁ!ﬁé?%L;?%TSSL?!I;Af‘.gvﬂIé'l'e"d%icigkiﬁ}r%‘l;é{"a'fg'52{Jff;"e“nririip"éiié”i‘n’y
= - = H H - safety population; Based on Cardiovascular System code ipid Modifying Agents:
Ka ren De NNl ng . Ayu S h S riva Stava , B rett K|n g of JAK inhibitors?-# ® BARI 4-mg N 527 508 502 450 247 246 221 215 213 199 ® N522 507 500 446 242 243 221 215 209 198 ® N527 508 502 450 245 245 221 215 212 198 ® N527 508 502 450 245 245 221 215 212 198 ® N527 508 502 450 245 245 221 215 212 199 atowasiatin, alorvasiatin + amlodipine, colesipal, olesevelam, oholestyramine ovolocumab,
®BARI2-mgN351 336 330 94 72 72 66 65 64 58 ®N348334328 93 71 71 65 63 64 58 ® N351336329 93 72 72 66 65 64 58 ® N351336320 93 72 72 66 65 64 58 ®N351336330 93 72 72 66 65 64 58 + telmisartan, and simvastatin.

Brigham and Women's Hospital, Boston, USA, 2Sinclair Dermatology, Melbourne,
Australia, ]IRCCS University Hospital of Bologna and the University of Bologna,
Bologna, Italy, “Eli Lilly and Company, Indianapolis, USA, SYale University,

New Haven, USA

Sponsored by Eli Lilly and Company, under license from Methods

Lipid Assessments and Analyses Results

Laboratory Evaluations

i Study Design Baseline Demographics and Disease
Incyte Corpo ration y 9 ] m Assessment of lipids was performed at baseline and every 12 to 28 weeks Characteristics
Phase 2/3 BRAVE-AAT and Phase 3 BRAVE-AAZ trials: Patients were instructed not to eat or drink anything except water for 8 hours before
m 36-Week, Double-Blind, Placebo-Controlled Period (completed) sample collection = In All-BARI AA, 1303 patients received 21 dose of baricitinib,
OBJ ECTIVE Randomization to placebo, baricitinib 1-mg (Phase 2 cohort only), 2-mg i it i i reflecting 2789.7 PYE (median 2.3 years, maximum 4 years)
_ o o _ A , , g — If patients _attended the visit in a non-fasting state, samples were nonetheless collected = Approximately 43% of patients had hypercholesterolemia
m To characterize changes in lipid levels and use of lipid-lowering a 9 for evaluation at baseline
medication among patients with severe AA treated with baricitinib to m 68-Week Long-Term Extension Period (Week 36 to Week 104; completed) m Clinical laboratory tests were performed for total cholesterol, LDL-C, HDL-C, Etented BARI AR AILBARIAR
a maximum exposure of 4 years using pooled data from BRAVE-AA1 — Included a randomized withdrawal (BRAVE-AAT) or randomized and triglycerides _ BARI2-mg  BARI4-mg | All BARIDoses
and BRAVE-AA2 down-titration (BRAVE-AA2) of baricitinib m Permanent or temporary discontinuation of study drug was not required for patients with " : =33 N=55 13
= Bridging Extension Period (began at Week 104; ongoing) laboratory changes in lipids S:;yea S oo ((54 '8)) oo ((60'0)) o ((58'1))
— Up to 96 additional weeks of treatment Lipid-Lowering Medication Use >40 173 (45.2) 226 (40.0) 546 (41.9)
e L L. m Use of lipid-lowering agents was identified from “prior therapy” (ie, baseline use) and 265 13 (3.4) 11 (1.9) 30 (2.3)
C O N C L U S IO N S Eligibility Criteria “concomitant therapy” (ie, post-baseline use) in the BRAVE-AA1 and -AA2 clinical Female, n (%) 241 (62.9) 350 (61.9) 804 (61.7)
. . . . . Key Inclusion Criteria trial database Duration since AA onset, years 12.5(10.9) 11.7 (10.9) 12.2 (10.9)
u k‘f\'d :jeVelS ccl:ant bef ilfl\(/a'tehqbf?r at r\]/a”ety of rﬁastonts '(;‘é)a:'hents with m Males (18-60 years) and females (18-70 years)? m All terms were reviewed by an Eli Lilly lipidologist blinded to study treatment Duration of current AA episode, years 4.1 (5.3) 3.7 (3.3) 3.9 (4.3)
Inaepenaent o INNIDITOr therapy as lliustrate e , . e .
prevaler?ce of elevated baseline |ipidspy y m Severe AA as defined by a SALT score 250 (250% scalp hair loss) Statistical Analysis SALT score 86.1(18.2) 85.1(18.0) 858(17.8)
SALT , medi 99.0 95.0 97.0
Th oritv of patient ith b f h holest | ) m Current AA episode lasting >6 months to <8 years® without spontaneous Treatment-Emergent Changes in Lipid Parameters Atopi:;:rcigT:u;na n (%) 147 (38.4) 198 (35.0) 494 (37.9)
€ majority or patients wi aseline ercnolesteroiemia or ' -DOI ion i ' . C AR ' ' :
ot é i y g dp e i typ o - improvement (<10-point reduction in SALT score) in the 6 months before = Two integrated datasets from BRAVE-AAT (data cutoff: May 22, 2023) and BRAVE-AA2 BMI, kgim? 259(53)  2%2(53) 26255
guevaegtinlplunSdel;trggtmgn’:Ia were not on lipia-lowering medaications, screening (data cutoff: May 08, 2023) were analyzed: BMI 230 kg/m2, n (%) 71 (18.5) 115 (20.4) 265 (20.4)
99 . 9 o _ o . _ . Key Exclusion Criteria - | - — Extended BARI AA: Patients treated with continuous baricitinib 2-mg or 4-mg from Current smoker, n (%) 70 (18.3) % (17.0) 222 (17.0)
Elevation of lipids during baricitinib treatment is consistent with a m Use of HMG-CoA reductase inhibitors (statins) for the treatment of AA within baseline to the data cutoff in the long-term extension and bridging extension periods, Hypercholesterolemia,’ n (%) 162 (42.3) 233 (41.2) 556 (42.7)
class effect for JAK inhibitors and is largely characterized by 4 weeks before randomization or during the study® with data censored at dose or treatment change Hypertension, n (%) 41(10.7) 59 (10.4) 145 (11.1)
lovated LD nd HDI-C, ot ilysride? S ALl e g s e mmceniam_ets i omos
. .. . . o . . alopecia; bPatients who ha or 2 year§ cou € enrolled IT episodes .0 regro spontaneous or under treatmen .a een opserve 2 Ose 0 aﬂCltlnl _mg _mg Or _mg at any tlme rom ran Omlzatlon Or SWItC = ’ o . . -
The mean ma nltUde Of Il |d e|evatIOn ObSGNed Wlth banC'tlnlb |S on thea.lffected arc-.:asoverthe.past8years,°U§e ofHMG-CoAreductase inhibitors for the treatment of hypercholesteremia and the , ’ PP aDefined as medical history of or ongoing atopic dermatitis, or allergic rhinitis, or allergic conjunctivitis, or allergic asthma;
modest (e 1 8 1 2 m /dL ?Or LDL C) prevention of cardiovascular disease was permitted during the study. from placebo, up to 30 dayS after the last dose of baricitinib bée;'neg|af)|ba§eliﬂélr;°t;Ir}érgleﬁergf%{m%/dﬁ or |I_|:I)t_|:_D_E; 213"0 r,?,ggddttlgtiérsfe#e(rﬁterp;:of %Oéd'ghﬁ:gﬁtrgcrzllljihc ’
- - nor terol in norm incr \Y normal, v incri - -
J eI . | Reforences = Mean change from baseline inlipid parameters is based on observed data o s, i sl LG o s, ot chosrl DL el oimal s o i
There were nNo d|SCOnt|nuat|OnS due tO I|p|d e|evatIOnS 1. Senna M, et al. J Eur Acad Dermatol Venereol. 2024;38:583-593. 2. Olumiant (baricitinib) [US Package Insert]. ® IRs per 100 patient-years calculated based on time at risk for patients experiencing an event mellitus, ASCVD (defined by medical history.of myocardial infarction, coronary artery bypass, stroke, transient ischemic
. L . ) o Indianapolis, IN: Eli Lilly and Company, 2022. 3. Xeljanz (tofacitinib) [US Package Insert]. New York, NY: Pfizer, 2018. attack, or peripheral vascular disease). Note: Data are presented as mean (SD) unless stated otherwise.
Lipid monitoring, as indicated by product labeling for JAK inhibitors, 4 Rinvog (upadaciiib) [US Package Inser(). North Cricago, IL: AbbVie, 2022. 5. Expert Panel on Detection Evaluation and Disclosures
. . : s . SRPNT reatment of High Blood Cholesterol in Aduilts. . 2001;285:2486-2497. R.A. Vleugels has b ltant for: AbbVie, AstraZeneca, Eli Lilly and C ,and Priovant Th tics; A. Mostaghimi has b ltant for: AbbVie, Concert Ph ticals, Digital Diagnostics, Eli Lilly and C , and Pfizer; R. Sinclair h
may help |dent|fY patlen.ts reqUI_rlng. management per Ilpld QUIdellneS Abbreviations been anei:\?gsfigaa}t?)r.ﬁ)?r;r?d(;g??rjosigec? ';)rqfessli(cennalssr:rv?cr:e(asc’z):A;)pl\/?/ez?,r':\e(o(t)errlzr)sa‘cr:}gn?i;}c, Arll(c()e\;inBiopi;arFr:?:, ﬁ?ng.en, erc:?s,I,T\rlenZSPheaerrr]nZCCeot:]t?:alg,nAs?crend La;fora’cc:)?i?s,Aster‘;?:r?:gal,c g:yerlghaarn;:ggsggaclz, BL@L%n?;lrln%ZlEi?%,%r;istollille;efs Sc;tr:i(l:):,lr %
prior to or associated with JAK inhibitor therapy e et SOt cartous st dssas: ARt Bty mass e HOLCngn. | Sane Coats oSl Conuc BopParna Cutare, b, £ iy ang omyry s, Slroominiin arsen LEO rams, Medimnuolhtazonec, ok St  en, N Orisbiobacs Pl Rogonron oo
density lipoprotein-cholesterol; HMG-CoA reductase=3-hydroxy-3-methyl-glutaryl-coenzyme A reductase; IR=incidence rate; K. Denning, and A. Srivastava are employees and stockholders of: Eli Lilly and Company; B. King has served on advisory boards and/or is a consultant and/or a clinical trial investigator and/or is on a data monitoring committee for: AbbVie, Almirall, AltruBio,
JAK=Janus kinase; LDL-C=low-density lipoprotein cholesterol; N=number of patients in the analysis population; n=number of AnaptysBio, Arena Pharmaceuticals, ASLAN Pharmaceuticals, Bioniz Therapeutics, Bristol Myers Squibb, Concert Pharmaceuticals, Eli Lilly and Company, Equillium, Horizon Therapeutics, Incyte Corporation, Janssen, LEO Pharma, Merck, Otsuka/Visterra, Pfizer,
F;?:li:fnfs ;{7 l‘f;e speciﬁfed categoryg%_c_’l:#:;:Nati?na;%mlest'er;)j EIdLéCDaﬁO? P(gogof’a‘gn; NEC=n§ée/SteWgef3 classified; Q32 Bio, Regeneron, Sanofi Genzyme, Sun Pharma, TWi Biotechnology, Ventyx Biosciences, and Viela Bio; has served on speaker’s bureaus for: AbbVie, Eli Lily and Company, Incyte Corporation, Pfizer, Regeneron, and Sanofi Genzyme; and is a scientific
= = . . =patient-years or exposure; =oeverity o opecia |1 00l; =Stanaard deviation,; =Stanaara error; advisor for: BiologicsMD
Fall Clinical 20245 Las Vegass USA, 24-27 October 2024 TEAE=treatment-emergent adverse event; vLDL=very low-density lipoprotein; VTE=venous thromboembolism Medical writing ggsistance was provided by Clare Weston, MSc, of ProScribe — Envision Pharma Group, and was funded by Eli Lilly and Company Copyright ©2024 Eli Lilly and Company. All rights reserved.




	Slide 1: Characterizing Lipid  Changes and Use of  Lipid-Lowering  Medications in Patients  With Alopecia Areata  Treated With Baricitinib: Integrated Results From the BRAVE-AA1 and -AA2 Clinical Trials
	Slide 2: Characterizing Lipid Changes and Use of Lipid-Lowering Medications in Patients With Alopecia Areata Treated With Baricitinib: Integrated Results From the BRAVE-AA1 and -AA2 Clinical Trials
	Slide 3: Background and OBJECTIVE
	Slide 4: METHODS  Study Design
	Slide 5: Eligibility Criteria
	Slide 6: Lipid Assessments and Analyses
	Slide 7: Statistical Analysis
	Slide 8: RESULTS  Baseline Demographics and Disease Characteristics
	Slide 9: KEY RESULTS  Incidence of Shifts to Higher Lipid-Level Categories Was Low With Baricitinib Treatment 
	Slide 10: Extended BARI AA: Mean Changes From Baseline in Lipid Levels Were Low and Stabilized Over Time
	Slide 11: Use of Lipid-Lowering Medications Was Low at Baseline and Remained Low During the Study
	Slide 12: Conclusions
	Slide 13: References
	Slide 14: Abbreviations
	Slide 15: Disclosures

