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Table 14.1.1 Disposition 

 

 

 

Overall (N=27) 

n(%) 

All participants enrolleda   27 

Participants enrolled within 7 days after first dose of VAXZEVRIA (AZD1222)a    6 ( 22.2) 

Participants who completed follow-up period:  

    1 week   26 ( 96.3) 

    4 weeks   23 ( 85.2) 

    8 weeks    9 ( 33.3) 

Participants withdrawn from study    2 (  7.4) 

 
a Informed consent received. 

Percentages determined using number of participants enrolled as denominator. 
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Table 14.1.2 Analysis sets by age group 

 

 

 

<60 (N=16) 

n(%) 

>=60 (N=11) 

n(%) 

Overall (N=27) 

n(%) 

Full analysis seta   16   11   27 

Primary analysis setb    1 (  6.3)    5 ( 45.5)    6 ( 22.2) 

               

 

 

                  

 
a Defined as all participants enrolled. 
b Defined as all participants enrolled within 7 days of first dose of VAXZEVRIA(AZD1222). 
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Table 14.2.1 Key demographic and baseline characteristics by age group - Full Analysis Set 

 

 

 

<60 (N=16) 

n(%) 

>=60 (N=11) 

n(%) 

Total (N=27) 

n(%) 

Age (years) Mean (95% CI)a   48.4 (  44.4 -   52.5)   64.0 (  61.9 -   66.1)   54.8 (  50.9 -   58.7) 

Min          

Median   50.0   65.0   57.0 

Max          

 

Gender, n (%) Female     5 ( 31.3)     6 ( 54.5)    11 ( 40.7) 

Male    11 ( 68.8)     5 ( 45.5)    16 ( 59.3) 

 

 

 

Yes                    

No               

 

Height (cm) Mean (95% CI)a  179.8 ( 174.8 -  184.8)  172.1 ( 166.9 -  177.3)  176.7 ( 173.0 -  180.4) 

Min       

Median  179.5  171.0  177.0 

Max       

 

 

Max Maximum.  Min Minimum.  N Number of subjects in analysis set. n Number of subjects included in analysis. 
a NC due to low participant number. 
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Table 14.2.1 Key demographic and baseline characteristics by age group - Full Analysis Set 

 

 

 

<60 (N=16) 

n(%) 

>=60 (N=11) 

n(%) 

Total (N=27) 

n(%) 

Weight (kg) Mean (95% CI)a   94.9 (  79.3 -  110.6)   85.0 (  76.6 -   93.4)   90.9 (  81.3 -  100.5) 

Min          

Median   87.5   84.0   85.0 

Max       

 

BMI (kg/m2) Mean (95% CI)a   29.1 (  25.3 -   32.9)   28.7 (  26.3 -   31.0)   28.9 (  26.6 -   31.2) 

Min          

Median   27.4   29.9   29.4 

Max          

 

Country of birth, n (%) Germany             

 

Country of residence, n (%) Germany             

 

 

Max Maximum.  Min Minimum.  N Number of subjects in analysis set. n Number of subjects included in analysis. 
a NC due to low participant number. 
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Table 14.2.1 Key demographic and baseline characteristics by age group - Full Analysis Set 

 

 

 

<60 (N=16) 

n(%) 

>=60 (N=11) 

n(%) 

Total (N=27) 

n(%) 

Employment status, n (%)               

                    

                  

                  

                    

             

 

Smoking status/Smoking 

history, n (%) 

                

               

                

             

 

 

Max Maximum.  Min Minimum.  N Number of subjects in analysis set. n Number of subjects included in analysis. 
a NC due to low participant number. 
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Table 14.2.2 Key demographic and baseline characteristics by age group - Subpopulation of pregnant women 

 

 

 

<60 (N=0) 

n(%) 

>=60 (N=0) 

n(%) 

Total (N=0) 

n(%) 

No data to report     

 

Max Maximum.  Min Minimum.  N Number of subjects in analysis set. n Number of subjects included in analysis. 
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Table 14.2.3 Key demographic and baseline characteristics by age group - Subpopulation of breastfeeding women 

 

 

 

<60 (N=0) 

n(%) 

>=60 (N=0) 

n(%) 

Total (N=0) 

n(%) 

No data to report     

 

Max Maximum.  Min Minimum.  N Number of subjects in analysis set. n Number of subjects included in analysis. 
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Table 14.2.4 Key demographic and baseline characteristics by age group -  

 

 

 

<60  

n(%) 

>=60 ) 

n(%) 

Total ( ) 

n(%) 

Age (years) Mean (95% CI)a 

Min 

Median 

Max 

 

Gender, n (%) Female 

Male 

 

 

 

 

 

Height (cm) Mean (95% CI)a 

Min 

Median 

Max 

 

Weight (kg) Mean (95% CI)a 

Min 

Median 

Max 

 

 

Max Maximum.  Min Minimum.  N Number of subjects in analysis set. n Number of subjects included in analysis. 
a NC due to low participant number. 
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Table 14.2.4 Key demographic and baseline characteristics by age group -  

 

 

 

<60 ) 

n(%) 

>=60 ) 

n(%) 

Total  

n(%) 

BMI (kg/m2)  

 

Country of birth, n (%) 

 

Country of residence, n (%) 

 

Employment status, n (%) 

 

Smoking status/Smoking 

history, n (%) 

 

 

Max Maximum.  Min Minimum.  N Number of subjects in analysis set. n Number of subjects included in analysis. 
a NC due to low participant number. 
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Table 14.2.5 Key demographic and baseline characteristics by age group -  

 

 

 

 

<60  

n(%) 

>=60 ) 

n(%) 

Total  

n(%) 

Age (years) 

 

Gender, n (%) 

 

Height (cm) 

 

Weight (kg) 

 

 

Max Maximum.  Min Minimum.  N Number of subjects in analysis set. n Number of subjects included in analysis. 
a NC due to low participant number. 
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Table 14.2.5 Key demographic and baseline characteristics by age group -  

 

 

 

 

<60  

n(%) 

>=60 (  

n(%) 

Total ) 

n(%) 

BMI (kg/m2) 

 

Country of birth, n (%) 

 

Country of residence, n (%) 

 

Employment status, n (%) 

 

Smoking status/Smoking 

history, n (%) 

 

 

Max Maximum.  Min Minimum.  N Number of subjects in analysis set. n Number of subjects included in analysis. 
a NC due to low participant number. 
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Table 14.2.6 Demographic characteristics by age group - Subpopulation of frail participants with comorbiditiesa 

 

 

 

<60 (N=0) 

n(%) 

>=60 (N=0) 

n(%) 

Total (N=0) 

n(%) 

No data to report     

 

Max Maximum.  Min Minimum.  N Number of subjects in analysis set. n Number of subjects included in analysis. 
a Refer to SAP 1.0 (28May2021), table 1. 
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Table 14.3.1 Total number of SAEs reported during follow-up interval by age group - Primary Analysis Set 

 

 

Follow-up interval 

<60 (N=1) 

n(%) 

>=60 (N=5) 

n(%) 

Total (N=6) 

n(%) 

No data to report    

 

SAE Serious AE. 
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Table 14.3.2 Total number of AESIs reported during follow-up interval by age group - Primary Analysis Set 

 

 

Follow-up interval 

<60 (N=1) 

n(%) 

>=60 (N=5) 

n(%) 

Total (N=6) 

n(%) 

No data to report    

 

AESI Adverse event of special interest. 
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Table 14.3.3 Total number of medically-attended AEFIs reported during follow-up interval by age group - Primary Analysis 

Set 

 

 

Follow-up interval 

<60 (N=1) 

n(%) 

>=60 (N=5) 

n(%) 

Total (N=6) 

n(%) 

No data to report    

 

AEFI Adverse event following immunization. 
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Table 14.3.4 Total number of SAEs reported during follow-up interval by age group - Full Analysis Set 

 

 

Follow-up interval 

<60 (N=16) 

n(%) 

>=60 (N=11) 

n(%) 

Total (N=27) 

n(%) 

No data to report    

 

SAE Serious AE. 
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Table 14.3.5 Total number of AESIs reported during follow-up interval by age group - Full Analysis Set 

 

 

Follow-up interval 

<60 (N=16) 

n(%) 

>=60 (N=11) 

n(%) 

Total (N=27) 

n(%) 

No data to report    

 

AESI Adverse event of special interest. 
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Table 14.3.6 Total number of medically-attended AEFIs reported during follow-up interval by age group - Full Analysis Set 

 

 

Follow-up interval 

<60 (N=16) 

n(%) 

>=60 (N=11) 

n(%) 

Total (N=27) 

n(%) 

No data to report    

 

AEFI Adverse event following immunization. 
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Listing 1.1 Serious AEs / AESIs / medically-attended AEFIs with death as possible outcome - Key Subject Information 

 

 

Subj. ID 

Agea/ 

Sex 

Type of 

Eventb 

System Organ Class / 

Dictionary- 

derived Termc Start date 

Days after 

1st dose of 

VAXZEVRIAd Duratione Intensity Outcomef 

No data to 

report 

        

 

 
a Age measured in years. 
b Indicate if SAE, AESI or medically-attended AEFI. 
c Adverse events are coded using MedDRA version 24.0. 
d Days after 1st dose of VAXZEVRIA are derived as: (AE Start Date - Date of 1st dose of VAXZEVRIA) +1. 
e Duration is derived as: (AE End Date - AE Start Date) +1. 
f If applicable, add death as possible outcome. 
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