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Table 17  Number (%) of Subjects Reporting at Least 1 Adverse Event from Dose 1 to date 

cutoff date (14 Nov 2020) – Subjects with 2 months follow-up time after dose 2 for Phase 

2/3 Analysis – Safety Population

 

 

 

Overall, in participants with 2 months follow up after dose 2, 21.4% / 12.6% (vaccine/placebo) and 

13.6%/3.6% experienced at least 1 AE and 1 related AE, respectively. It is noted that the frequency of 

AEs and related AEs is lower compared to individuals with a median follow up of 2 months 

(27%/12.5% and 20.8%/5.1%).  

The frequency of individuals experiencing AEs were slightly higher in the younger compared to older 

individuals (29.3% and 23.8% vaccine arm; 13.2% and 11.7% placebo arm). SAEs and deaths were 

however balanced in both study arms in both age groups. 

The frequency of immediate AEs after dose 1 was low in participants with median 2 months of follow-

up after Dose 2 (0 !"#$%&'$()*$+),-*$.,./-%(0,&$123 4"#, belonging mostly to the SOC general 

disorders and administration site conditions, primarily injection site reactions. No participant reported 

an immediate allergic reaction to vaccine. 


