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old) and 12 (18.5%) adult subjects ≥ 65 years old were also registered in the study. The 
median (range) age was 52.0 (15, 76) years, and the median (range) body mass index (BMI) 
was 22.98 (18.0, 37.8) kg/m2. 

Consistent with the eligibility criteria, all subjects were on treatment with medium- or 
high-dose ICS (39 [60.0%] and 26 [40.0%] subjects, respectively) and at least one additional 
maintenance asthma controller medication at baseline. In total, 64 (98.5%) subjects were on 
LABA as additional maintenance treatment, including 36 (55.4%) subjects on LABA alone 
and 24 (36.9%) subjects on LABA + LTRA. One (1.5%) subject was receiving a stable 
maintenance dose of OCS at baseline, with a prescribed dose per day at baseline converted to 
prednisone equivalent of 6.0 mg. 

All subjects had recorded at least one asthma exacerbation event within 12 months prior to 
study entry, with the majority recording just one event (47 [72.3%] subjects). At baseline, the 
median (range) time since asthma diagnosis was 11.00 (1.0, 58.0) years, the mean (standard 
deviation [SD]) pre-BD FEV1 was 2.257 (0.744) L (78.6% [18.4%] predicted normal value), 
and the mean (SD) eosinophil count was 340 (326) cells/μL. 

The most common past medical history system organ class (SOC) was infections and 
infestations (14 [21.5%] subjects), and the most common current medical history by SOC was 
respiratory, thoracic, and mediastinal disorders (40 [61.5%] subjects). In total, 
55 (84.6%) subjects had a history of allergies. 

All 65 (100.0%) subjects received allowed concomitant medications (which included 
maintenance ICS medications) during the on-treatment period, the most common being 
adrenergics in combination with corticosteroids or other drugs (excluding anticholinergics), 
(63 [96.9%] subjects) by Anatomical Therapeutic Chemical class. All uses of restricted or 
prohibited medications during the study, including prednisolone (2 subjects), montelukast 
(dose/regimen changes; one subject), ranibizumab (one subject), and dexamethasone sodium 
phosphate (one subject), were related to the treatment of AEs or medical histories and were 
reported as important or non-important protocol deviations as applicable. The mean (SD) 
number of days of systemic corticosteroid treatment for asthma exacerbations up to Week 52, 
received by 5 subjects in total, was 7.4 (0.5) days. None of these subjects were on stable 
maintenance doses of OCS during the study. 

Subjects were advised to take their background asthma medications throughout the study. The 
mean (SD) treatment compliance with tezepelumab was 99.41% (2.47). 

The COVID-19 pandemic is not judged to have meaningfully impacted the overall quality of 
the study, including conduct, data, and interpretation of the results. In total, 5 (7.7%) subjects 
had ≥ one disruption due to the COVID-19 pandemic, including missed, delayed, or remote 
visits (5 [7.7%] subjects), missed doses of tezepelumab (4 [6.2%] subjects), and/or 
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tezepelumab treatment discontinuation (1 [1.5%] subject). There were no issues related to the 
COVID-19 pandemic that affected the evaluation of safety or efficacy in this study. 

Summary of Safety Results 
All 65 registered subjects were included in the safety analysis set, which comprised all 
subjects who received at least one dose of tezepelumab. 

The median (range) duration of exposure was 370.0 (251, 375) days, with a total of 
64.80 subject-years of exposure to tezepelumab. Treatment interruptions were reported for 
6 subjects in the study due to AEs (2 subjects; one missed dose each due to AEs of 
somnolence and gastroenteritis viral, respectively) or because the subjects declined site visits 
due to COVID-19 pandemic concerns (4 subjects; 1, 2, 2, and 4 consecutive missed doses, 
respectively). 

Adverse events were coded using the Medical Dictionary for Regulatory Activities 
(MedDRA), Version 23.1. Overall, 39 (60.0%) subjects experienced a total of 94 AEs during 
the on-treatment period, and 42 (64.6%) subjects experienced 101 AEs during the on-study 
period, with a total of 7 additional AEs reported in 3 additional subjects during the 
post-treatment period; therefore, AE data for the on-treatment period were comparable with 
data for the on-study period. 

The most common AEs by preferred term (PT) during the on-treatment period were 
nasopharyngitis (13 [20.0%] subjects), pharyngitis (4 [6.2%] subjects), back pain, herpes 
zoster, and upper respiratory tract inflammation (3 [4.6%] subjects each); all other AE PTs 
were reported in a maximum of 2 (3.1%) subjects each. The most common SOCs were 
infections and infestations (28 [43.1%] subjects), musculoskeletal and connective tissue 
disorders (9 [13.8%] subjects), and injury, poisoning, and procedural complications 
(6 [9.2%] subjects each). 

The maximum reported intensity of AEs was mild in 32 (49.2%) subjects, moderate in 
5 (7.7%) subjects, and severe in 2 (3.1%) subjects during the on-treatment period; AEs of 
severe intensity included atrial fibrillation and lung abscess (1 [1.5%] subject each). 
Two (3.1%) subjects had one AE each during the on-treatment period that were assessed as 
causally related to tezepelumab by the Investigator. These were mild AEs of injection site 
erythema that lasted 2 days and 7 days, respectively, and resolved without treatment. 

Adverse events of special interest (AESIs) were reported in 11 subjects in the categories of 
severe infections (9 [13.8%] subjects: herpes zoster, oral herpes [2 subjects each], 
gastroenteritis viral, genital herpes simplex, influenza, lung abscess, and tonsillitis [1 subject 
each]) and injection site reactions (2 [3.1%] subjects: injection site erythema). There were 
3 serious AEs (SAEs) among the AESIs, all severe infections: PTs lung abscess, 
gastroenteritis viral, and tonsillitis (1 [1.5%] subject each). No subject had confirmed immune 
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