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Summary of Serum Pharmacokinetic Results 

After a single      dose, the geometric mean maximum serum concentration (Cmax) was 

similar for AZD8895 and AZD1061 at 16.52 and 15.27 μg/mL, respectively, which was 

reached at a median time to maximum serum concentration of approximately 14 days for both 

antibodies. Between-participant variability (percent coefficient of variation [%CV]) in 

AZD8895 area under the curve (AUCinf) and Cmax after      administration was 

29.75% and 35.56%, respectively, and 31.25% and 38.53%, respectively, for AZD1061. The 

PK of AZD8895 and AZD1061 up to Day 361 were similar. The bioavailability of AZD7441 

administered by  at    calculated as the ratio of geometric mean AUCinf after   to 

, was 68.69% and 65.02% for AZD8895 and AZD1061, respectively. 

After     administration, between-participant variability (%CV) in AZD8895 AUCinf 

and Cmax was 13.75% and 10.24%, respectively, and 14.17% and 12.31%, respectively, for 

AZD1061.  

After    administration, between-participant variability (%CV) in AZD8895 AUCinf 

and Cmax was 12.58% and 11.31%, respectively, and 11.69% and 14.66%, respectively, for 

AZD1061.  

After     administration, administered as    of AZD8895 over 75 minutes 

followed by    of AZD1061 over another 75 minutes (Cohort 3), the 

between-participant variability (%CV) in AZD8895 AUCinf and Cmax was 10.85% and 

10.54%, respectively, and 11.71% and 11.09%, respectively, for AZD1061. After 3000 mg  

administration, with   of AZD8895 and    of AZD1061 administered at the 

same time over 60 minutes (Cohort 4), the between-participant variability (%CV) in 

AZD8895 AUCinf and Cmax was 11.89% and 8.980%, respectively, and 11.82% and 11.62%, 

respectively, for AZD1061.  

Overall, the Cmax and AUC increased linearly with increasing IV dose. Administering 

AZD8895 and AZD1061 separately or together did not alter the PK of the mAbs as indicated 

by the nearly identical serum drug concentration-time curves for the two     dosing 

regimens. In addition, key exposure PK parameters such as AUC and Cmax for AZD8895 and 

AZD1061 were similar for those dosing regimens. 

The mean t1/2λz calculated for both antibodies from all cohorts was 88.33 days, ranging from 

86.97 to 95.33 days for AZD8895 and 79.78 to 91.08 days for AZD1061. 

Summary of Immunogenicity 

At the time of final analysis, all 60 participants in the study (50 of whom received AZD7442 

and 10 placebo) had a non-missing baseline and at least 1 non-missing post baseline ADA 

result.  
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One out of 50 participants in the AZD7442 cohorts tested positive for ADA to AZD8895. The 

participant was in Cohort 1a (  ), and had a positive ADA result at Day 361 only and 

negative results at all other assessments. The ADA titer was low, at the limit of detection of 

80. Seven out of 50 participants in the AZD7442 cohorts tested positive for ADA to 

AZD1061, 4 in Cohort 1a (    ) and 3 in Cohort 1b (  ), including the 

participant who was ADA-positive to AZD8895. All 7 participants had a positive ADA result 

at Day 361 only and negative results at all other assessments. All ADA titers were low, either 

reported as borderline positive (≤ 40) or close to the limit of detection of 40. No participants 

who received placebo were ADA-positive. 

Overall, 7 out of 50 participants were ADA-positive to AZD7442 (defined as having a 

positive result to AZD8895 and/or AZD1061) in the study. All 7 participants had a positive 

ADA result at Day 361 only and negative results at all other assessments; ADA titers were 

consistently low across all 7 participants. 

Summary of Safety Results 

The safety and tolerability data over the whole study period (361 days) did not raise any safety 

concerns in any of the cohorts.  

A total of 26 (52.0%) participants receiving AZD7442 reported at least one AE.  

• Cohort 1a (AZD7442     ) 2 (20%) participants reported 3 AEs. 

• Cohort 1b (AZD7442   ) 5 (50%) participants reported 15 AEs. 

• Cohort 2 (AZD7442   ) 6 (60%) participants reported 14 AEs. 

• Cohort 3 (AZD7442   ) 7 (70%) participants reported 16 AEs. 

• Cohort 4 (AZD7442    co-administered) 6 (60%) participants reported 10 AEs.  

 
In total, 8 (80%) participants in the pooled placebo group reported 14 AEs. 

Overall, there were no clinically meaningful imbalances in AEs across treatment groups. All 

AEs reported (72) were either mild (52) or moderate (20) in intensity; there were no AEs of 

severe intensity. The number of participants with AEs that were possibly related to the IMP 

were similar between the total AZD7442 group (8 [16%] participants) and the pooled placebo 

group (2 [20%] participants). The AEs had no impact on PK. 

There were no deaths or SAEs, or AEs resulting in discontinuation of IMP in any participant. 

There was one case of dose interruption due to an AE and 2 other infusion interruptions due to 

an air bubble and air in the infusion line. 
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