A Checklist to Aid in Identifying Patients with Atopic Dermatitis who are Candidates for Systemic Therapy

Jonathan Silverberg?!, Matthias Augustin?, Lawrence Eichenfield?, Peter Lio*, Emma Guttman-Yassky®, Amber Reck Atwater®, Evangeline Pierce®, Maria Jose Rueda®, Alvin Li’, Yolanda Munoz Maldonado’, Eric Simpson?

1George Washington University School of Medicine and Health Sciences, Washington, DC, USA, 2University Medical Center Hamburg-Eppendorf, Hamburg, Germany, 3Rady Children's Hospital, University of California, San Diego, USA, “Northwestern University Feinberg School of
Medicine, Chicago, USA, ®Icahn School of Medicine at Mount Sinai, New York, USA, ¢Eli Lilly and Company, Indianapolis, USA, "CorEvitas LLC, Massachusetts, USA, 80regon Health & Science University, Oregon, USA

BACKGROUND KEY RESULTS CONCLUSIONS

Checklist for the Treatment of Atopic Dermatitis (AD) Frequency of CorEvitas AD registry data aligning with “When To || © More than 90% patients taking systemic therapy at

« Systemic therapy is indicated for patients with moderate-to-severe atopic With Systemic Medication Start Systemic Therapy Checklist” criteria? enroliment in the CorEvitas registry met at least one
dermatitis (AD) who do not achieve adequate disease control with topical therapy 1 o ] criterion from the “Clinical Severity” or “Subjective Burden”
or have frequent or severe f|are-ups_1 . General conditions for systemlc treatment . Initiating sy_stemic therapyb at the time of sections of the “When To Start Systemic Therapy Checklist”,

« The decision to initiate systemic therapy in patients with AD is complex, with no Age >6 months Diagnosis Clinical diagnosis of atopic dermatitis; other conditions enroliment in CorEvitas registry (N=1.488) indicating strong alignment between the Checklist sections A
consensus on criteria for initiation. considered to explain lack of response [allergic contact dermatitis, J Notinitiating systemic therapy® at the time of and B and the reqgistry.

« To aid clinicians in this decision making, the “When To Start Systemic Therapy scabies, mycosis fungoides, immunodeficiency, etc.] enroliment in CorEvitas registry (N=208)

Checklist”, comprising three sections, was developed. Systemic therapy is 2. Eligibility criteria for systemic treatment SECTION A CLINICAL SEVERITY * Most patients in the non-systemic therapy group met at least
indicated when =1 criterion in each section is fulfilled.? - : - one criterion from the Severity and Burden sections of the
A Clinical Severity [see scales] 97.0% Meet any criteria 100.0% checklist, potentially indicating therapeutic inertia.
At least one or more of the following criteria is fulfilled: Yes No — VIGAAD™ of (GAZ3/4
OBJECTIVE , ' ’ - 100.0% « The decision to initiate systemic therapy is multifactorial. To
» VIGA-AD™ or IGA=3 or 4 ensure timely and appropriate access to care, future
. _— . . 75.3% 1,120 BSA210% y pprop :
To examine the validity of the “When To Start Systemic Therapy Checklist” b R » | 100.0% i i ith hi
Body Surface Area >10% analyses should examine why some patients wit [0
evaluating agreement between the decision to initiate systemic therapy usin % [ reamentrefractory AD i i i i
g . 9 . . y . Py 9 » Treatment-refractory atopic dermatitis in sensitive/visible areas (e.g. head/neck, hands, feet, genitalia) 86.7% Loy in sensitive/visible areas ol 81.7% dlsease_ burden and severity remain untreated with
the Checklist, compared to the reference, patients in the CorEvitas AD - S— — 0 o A— systemics.
. . . > espite appropriate maintenance topica erapy, persisiten or muttipte ares over a o-mon
Registry who were prescribed systemic therapy. time period (episodes requiring an escalation of treatment, or seeking additional medical advice] (a) LIMITATIONS
’ SECTION B: SUBJECTIVE BURDEN
B Subjective Burden (see scales) 94.1% Meet any criteria - 92.3% * The CorEvitas Registry includes qnly a sample of aQuIts W?th AD;
METHODS therefore, may not be representative of all people with AD in the US
At least one or more of the following criteria is fulfilled: Yes No 84.9% PGA-AD (severity)=3/4 175 84.1% or Canada.
Data source: ( _ _ . ) . e The statistical methods in this descriptive study did not correct for
| | | | - | | » Patient Global Assessment of Atopic Dermatitis = Moderate or severe 65.2% 970 ltch=6 61.5% baseline differences between the groups.

. Cros.s-sectlor)al analysis using delde'ntlfl_ed data_ from the C_orEwta_s AD Registry, a > ltch 26 34.7% - Sloepst 20.0%% - Checklist “Lack of Treatment Response” was not assessed given the
non-interventional, prospective, longitudinal registry for patients with AD under the S teen ok . limitations of this data set; subsequent research is needed to address
care of a dermatologist or advanced practice practitioner. 83.9% o ooy 163 78.4% this section.

 Patients enrolled in the CorEvitas AD registry between July 21, 2020 — July 31, < EHEE L T G bationt indicates that AD *  The study did not include a negative control due to registry limitations.

0
2023 (N:3,331) » Patient indicates that AD has a major impact on their quality of life 7L7% has a major impact on QoL 459 66.8%
» Patient indicates that there is an inadequate response to appropriate prescription topical therapy RESULTS
StUdy pOpU|ation and an aIySiS OVERALL Demographic characteristics of AD patients who met 21 criterion of
_ - _ . 92 1% Meet Tﬁ Cfi;efiadffBom 192 92.3% Checklista vs. those who did not meet criteria?, stratified by CorEvitas
Patients who initiated systemic therapy at enrollment All other therapeutic approaches are insufficient because Y N secionAan comparison groups
Patients (218 or within 12 months prior to enroliment at least one or more of the following criteria is fulfilled: ©s ° CorEvitas systemic therapy ~ CorEvitas non-systemic
years) diagnosed (N:1’488) : : — : . Validit for the “When to Start Svstemic Th group (N=1,488) therapy group (N=208)
with AD included - » Inadequate response to appropriate prescription topical therapy for moderate-to-severe AD Chaelcklli{‘,{rias',si:reth:rCoerEvita:lS o aist yzsemlecref:::r?ge Didnotmeet . Didnotmeet -
in this stud _ _ _ . » No provider expectation of success with prescription topical therapy alone g gistry Characteristic Overall  checklist criteria? checklist  checklist
y dard _
B Patients with moderate-to-severe AD who did not initiate standar N=1,696 criteria® N=798 e
(N_11696) systemic therapy at enrollment (V|GA-ADTM23 and EASI>1 2a) » Prescription topical therapy, as needed for control, is not safe or feasible N=690 N=105 N=103
(N:208) ) ’ OVERALL AGREEMENT 81.7% [CI: 79.8%, 83.5%] Age (mean [SD], years) 50.3(18.7) 51.7 (18.5) 49.8 (18.8) 48.3 (18.4) 46.9(19.6)
3.Summary Males, n (%) 709 (41.8) 292 (42.3) 317 (39.7) 54 (51.4) 46 (44.7)
;2gl)éx1§|ff§ems with moderate-to-severe AD who enrolled before January 1, 2023, were required to have VIGA-AD23 Systemic treatment is indicated because one or more Yes No Percentage of;ubjects withdagreement bet\f/veen =1 criteria in thr? “Clinical White, n (%) 1,174 (69.3) 524 (75.9) 523 (65.8) 66 (62.9) 61 (59.2)
= : : . : : Severity” or “Subjective Burden” sections of the checklist AND the CorEvitas . . .
Analysis criterion from each of the sections A, B, and C is fulfilled (b) systemic therapy initiation status among all subjects in the study Geographic region, n (%)
: . . : L USA

[ b-

The_Co_rEwtz_as registry outcome measures were compared against the checklist criteria®; when Treatment to be initiated with: .- Northeast 219(12.9) 87 (12.6) 122 (15.3) * *

a criterion did not match a measure, either a proxy measure was selected or that part of the Midwest 611(36.0) 361 (52.3) 162 (20.3) 53 (50.5) 35 (34.0)

queStlonnalre was eXCIUded a. Langan SM, Thomas KS, Williams HC. What is meant by a “flare" in atopic dermatitis? A systematic review and proposal. Arch Dermatol. 2006 Sep;142(9):1190-6. “Data fo-r “AP flares’ in Section A, “inad,,equate EeSponse 10 appropriate_ topical therapy” ir.] ?eCtion B, and Section C South 546 (322) 163 (236) 350 (439) 14 (133) 19 (184)

 Overall percent agreement with corresponding 95% confidence intervals (Cls) was calculated by Tl i TSl crerion Rt a e RCal SppopraIS nr SysIIGicIierapy, Soremmpe, SR ARnd B et tausling, Sucmipiclherigy s o sute 3ﬁgrfostsﬁr;gab'§$c§ é?iZﬁ'e“vZ?f_tr_c?:t?!;iie_"éé?éwgﬁ Z’ETrggiSstt?;. >eeme Therap% creckist C_OUId " _be ev_aluated West 202 (11.9)  39(5.7) 98 (12.3) 32(30.5)  33(32.0)
comparing CorEvitas systemic therapy initiation status with Checklist criteria. rzae, bekizumab, omalizumaby: algble amal molecuies (upadacitnb, abroatinby: shgible small moleciies prescrized Canada 18(7.0)  40(5.8) 66 (8.3) : :

o All ana|yses were descriptive in nature. © 2023 Eli Lilly and Company. All Rights Reserved. off-label for AD (including baricitinib, apremilast, tofacitinib); and eligible non-biologic systemics prescribed off-label for

AD (including azathioprine, cyclosporine, methotrexate, mycophenolate mofetil, mycophenolic acid, tacrolimus aMet at least one criterion from Clinical Severity and Subjective Burden sections of the checklist and had a Current Use of Topical

Prescription Therapy at Enroliment in the CorEvitas registry
*Data not shown since there were some data points with less than 5 observations.

bData for "AD flares” in Section A, “inadequate response to appropriate topical therapy” in Section B, and Section C addressing “lack of treatment response” of the “When
To Start Systemic Therapy Checklist”, could not be evaluated due to the absence of relevant data in the CorEvitas AD registry.
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