BACKGROUND METHODS

Patients With Atopic Dermatitis

. . . » Atopic dermatitis (AD), a chronic inflammatory skin disease, can be associated Study Design and Treatment * To contextualize incidence rates in the upadacitinib phase 3 trials, MACE, VTE,
USlng Oral Contrace ptlve Pills or with MACE, VTE, and malignancy (excluding NMSC)™ » Data were pooled from the phase 3, randomized, double-blind, multicenter, and rlnettllignancy (excludindg.NMS(f) back?.roung ratest.in thle ?e_nerag)l USdAD "
) » Upadacitinib, an oral selective Janus kinase (JAK) inhibitor, is approved for the placebo-controlled Measure Up 1 (NCT03569293),° Measure Up 2 population were assessed in a retrospective observational claims-based analysis
Hormone Replacement Thera PY.- treatment of moderate-to-severe AD in adolescents and adults* (NCT03607422),° and AD Up (NCT03568318) trials utilizing data from Optum’s de-identified Clinformatics® Data Mart database
.- * An integrated analysis of up to 6 years of safety data from phase 3 studies of - Adolescents and adults (aged 12—75 years) with moderate-to-severe AD were ~ This real-world reference population included female patients with an AD
Long -Te m Safety Of U padaCItl ni b upadacitinib in patients with moderate-to-severe AD showed that the incidence randomized 1:1:1 to receive either once-daily orally administered upadacitinib 15 mg, diagnosis during the study period (March 2017-September 2024) determined
- - of MACE (cardiovascular death, nonfatal myocardial infarction, or nonfatal upadacitinib 30 mg, or placebo as a monotherapy (Measure Up 1 and 2) or with by International Classification of Diseases 9th or 10th edition codes
fOI’ Major Adve rse Card IOvascu Iar stroke), VTE (deep vein thrombosis or pulmonary embolism [fatal and nonfatal]), concomitant topical corticosteroids (AD Up) for 16 weeks (21 inpatient or 22 outpatient claims for AD), and age restrictions from the
- and malignancy (excluding NMSC) was similar to or lower than real-world » After the 16-week double-blind treatment period, patients receiving upadacitinib upadacitinib phase 3 studies (12-75 years) were implemented
Events! Venous Th rom boem bOI Ism’ background rates reported in the United States in patients with AD® continued treatment with their assigned doses in the blinded extension period, — Background rates were weighted to mimic the age and sex distribution in the
or Mal ig nancy (EXCI ud i ng » Risk factors contributing to MACE, VTE, and malignancy (excluding NMSC) while patients treated with placebo were rerandomized (1:1) to upadacitinib 15 mg combined upadacitinib trial population
may include OCP or HRT use®?®; therefore, we evaluated long-term or 30 mg in the blinded extension period (patients could continue treatment up to « Safety analysis cohorts were stratified by OCP use (yes vs no) among females
NOnmelanoma Sk| N Cance r) exposure-adjusted incidence rates of MACE, VTE, and malignancy (excluding week 524) aged 15-55 years in the upadacitinib trial population and females aged
NMSC) according to baseline OCP and HRT use among female patients with 12—75 years in the real-world reference population
e BEln Bk WoTE Bemer |1 Eeuiien-asly Ra) Bet by T Bei 5 SeUSE elis sinesy moderate-to-severe AD with up to 6 years of upadacitinib treatment Assessments - Safety analysis cohorts stratified by HRT use (yes vs no) were evaluated among
e e el & ek Ayman G, Deame M. Dley + Incidence rates of adjudicated MACE, adjudicated VTE, and malignancy females aged >55 years in the upadacitinib trial population
'"Dermatology Clinical Research, Henry Ford Health _System, Detro:_'t, MI, USA; 2Department of Dgrmatolog)_/, Yale University, New Have_n, C7; USA; (eXCIUding NMSC) were evaluated among females and reported as
o Medioie and Scionce North Chicago, IL, USA: “Center for Medios! Dermatoiogy + Immanology, Research, Ofieago, L. USA; ‘Department of exposure-adjusted incidence rates per 100 patient-years (n/100 PY)

Dermatology, Las Vegas Dermatology, Las Vegas, NV, USA; ‘Dermatologists of the Central States, Cincinnati, OH, USA; 8Department of Dermatology,
Brigham and Women’s Hospital, Harvard Medical School, Boston, MA, USA; °Department of Dermatology, Hospital Aleman, Buenos Aires, Argentina;
"°Department of Dermatology, National Taiwan University Hospital and National Taiwan University College of Medicine, Taipei, Taiwan;
""Department of Dermatology and Program in Translational Biomedicine, Yale University, New Haven, CT, USA; ?AbbVie Inc., North Chicago, IL, USA; R E S U LTS
SDepartment of Dermatology, The George Washington University School of Medicine and Health Sciences, Washington, DC, USA

Patients Table 2. Baseline Characteristics From the * A total of 22,139 females were included in the real-world reference population;
- A total of 1178 females in the upadacitinib phase 3 studies were evaluated US Real-World Reference Population of these, 5137 were using OCPs, and 17,002 were not using OCPs
OBJ ECTIVE (upadacitinib 15 mg, n = 593; upadacitinib 30 mg, n = 585)  Among females using OCPs in the real-world reference population compared
. | | » Rates of comorbidities and risk factors were similar between females using OCP No OCP with those who weren't using OCPs, mean age and the proportion of patients
To assess long-term incidence rates of major adverse cardiovascular OCPs and females not using OCPs, while baseline data among females using Characteristic (n = 5137) (n = 17,002) with CV risk factors was lower (Table 2)

events (MACE), venous thromboembolism (VTE), and malignancy HRT and females not using HRT were limited by a small sample size (Table 1)
(excluding nonmelanoma skin cancer [NMSC]) by baseline oral contraceptive Age, years, mean (SD) 26.8 (8.6) 33.1(17.4)

pill (OCP) and hormone replacement therapy (HRT) use among female Table 1. Baseline Safety Characteristics Among Females
patients with moderate-to-severe atopic dermatitis who received up to in the UPA AD-Term Safety Analysis by OCP and HRT Use

Incidence of MACE, VTE, and Malighancy (Excluding NMSC) by OCP Use
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