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Study Objectives: 
Primary objectives: 
The primary objectives of the study and the corresponding outcome measures are presented in Table 2-1. 
Table 2-1 Primary Objectives and Outcome Measures 

Primary Objectives Outcome Measures 

Part 1a (SAD) 

To assess the safety and tolerability of 
AZD0449 following inhaled administration of 
single ascending doses (SAD) to healthy 
volunteers. 

Adverse events (AEs); vital signs (supine BP, pulse, 
respiratory rate and body temperature); 12-lead ECG; 12-
lead dECG; telemetry; physical examination; laboratory 
assessments (hematology, biochemistry and urinalysis); 
spirometry and SpO2  

Part 1b (IV Cohorts) 

To characterize the blood plasma PK of 
AZD0449 following intravenous 
administration of two single doses to healthy 
volunteers. 

Where possible the following PK parameters were 
assessed: Cmax, tmax, λz, t½λz, AUC(0-24), AUClast, 
AUCinf, CL, Vz, AUC(0-24)/D, AUCinf/D, Cmax/D, 
tlast. 

Part 2a (Patients with Mild Asthma) and Part 2b (Healthy Volunteers) 

To assess the safety and tolerability of 
AZD0449 following inhaled nebulized (Neb) 
administration of multiple ascending doses 
(MAD). 

AEs; vital signs (supine BP, pulse, respiratory rate and 
body temperature); 12-lead ECG, 12-lead dECG; 
telemetry; physical examination; laboratory assessments 
(hematology, biochemistry and urinalysis); spirometry 
and SpO2. 

Part 3a (Patients with Mild Asthma) and Part 3b (Healthy Volunteers) 

To assess the safety and tolerability of 
AZD0449 following repeated inhaled 
administration using a DPI. 

AEs; vital signs (supine BP, pulse, respiratory rate and 
body temperature); 12-lead ECG, 12-lead dECG; 
telemetry; physical examination; laboratory assessments 
(hematology, biochemistry and urinalysis); spirometry 
and SpO2. 

Secondary objectives: 
The secondary objectives of the study and the corresponding outcome measures are presented in Table 2-2. 
Table 2-2 Secondary Objectives and Outcome Measures 

Secondary Objectives Outcome Measures 

Part 1a (SAD) 

To characterize the blood plasma PK of 
AZD0449 following inhaled administration of 
SAD of AZD0449. 

Where possible the following PK parameters were 
assessed: Cmax, tmax, λz, t½λz, AUC(0-24), AUClast, 
AUCinf, CL/F, Vz/F, AUC(0-24)/D, AUCinf/D, Cmax/D, 
tlast. 

Part 1b (IV Cohorts) 

To assess the safety and tolerability of 
AZD0449 following intravenous 
administration of two single doses to healthy 
volunteers. 

AEs; vital signs (supine BP, pulse, respiratory rate and 
body temperature); 12-lead ECG, 12-lead dECG; 
telemetry; physical examination; laboratory assessments 
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** Period of in-house monitoring from last dose until discharge from the unit. If permitted by local relevant 
regulatory authorities and considered feasible and safe to do so, the safety monitoring period for Part 2b, 3a, 
and 3b might be conducted as non-residential visits. 

Study Subjects: 

Included: Randomized: Completed Study: 

125 subjects Part 1a: 48 subjects (36 AZD0449/12 placebo). 
Part 1b: 14 subjects (8 from Part 1a and 6 new 
subjects). 
Part 2a: 18 subjects (12 AZD0449/6 placebo). 
Part 2b: 9 subjects (7 AZD0449/2 placebo). 
Part 3a: 36 subjects (18 AZD0449/18 placebo). 
Part 3b: 8 subjects (6 AZD0449/2 placebo). 
Total Randomized subjects: 125 subjects 

In all 3 parts all randomized 
subjects completed the study. 

Main Inclusion Criteria: 
Subjects who met the following criteria were considered eligible to participate in the study: 
• Provision of signed and dated, written informed consent before any study specific procedures. 
• For Part 1a/b, Part 2b and Part 3b - healthy male and female volunteers (for Part 1a and Part 1b first IV 

cohort, female volunteers must be of non-childbearing potential), aged 18 to 55 years with suitable veins 
for cannulation or repeated venipuncture. 

• For Part 2a and Part 3a - male and female (including WOCBP) patients with mild asthma aged 18 to 
55 years with suitable veins for cannulation or repeated venipuncture. 

• For all parts, female patients were non-lactating and had a negative pregnancy test at the Screening Visit 
and on admission to the Clinical Unit. 

• For healthy volunteers: had a BMI between 18 and 30 kg/m2 inclusive and weighed at least 60 kg. 
For patients with mild asthma: had a BMI between 18 and 35 kg/m2 inclusive and weighed at least 50 kg. 

• Healthy volunteers had a FEV1 ≥80% of the predicted value regarding age, height, gender, and ethnicity 
at the Screening Visit. 

• For patients with mild asthma (Part 2a and Part 3a): 
- Physician diagnosed (mild) asthma for at least 6 months prior to screening. 
- Lung function ≥70% predicted for FEV1 at the Screening Visit and at the 12 h time point on Day -1, 

in accordance with the ATS/ERS criteria. 
- Had a FeNO of ≥30 ppb at the Screening Visit and at the 12 h time point on Day -1. 

• Male volunteers and their WOCBP partners were willing to use highly effective contraception measures 
and refrained from donating sperm or fathering a child from the first day of dosing until 3 months after 
the last dose of IMP. 

• Female volunteers in Part 1b second IV cohort, Part 2a/b and Part 3a/b were willing to use highly 
effective contraception measures from the first day of dosing until 1 month after the last dose of IMP. 

• Provision of signed, written, and dated informed consent for optional genetic research. If a volunteer 
declined to participate in the genetic component of the study, there was no penalty or loss of benefit to 
the volunteer. The volunteer was not excluded from other aspects of the study described in the CSP. 
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