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The Vaccine

• ß-propiolactone-inactivated whole 
virion SARS CoV2

• Adjuvanted with Aluminium hydroxide 
and CpG oligodeoxynucleotides



The study

• Phase I/II first-in-human dose 
finding and safety study

• 150 healthy volunteers, aged 18-55y

• Given 2 doses, 3 weeks apart, IM

• Randomised to low, medium, high dose

• 5 sentinels open label, then 45 
randomized in each group

• 4 UK sites

• Follow up ongoing



How it went..

• 153 enrolled – 51 per group

• 150 completed to date per protocol 
(pregnancy, haematuria, COVID)

• Median age 31y, slightly male>female, 
predominantly white

• Characteristics of 3 groups – similar



Reactogenicity
Solicited AEs



Unsolicited AEs

• 60 (39.2%) by day 36 of which:
– 1 considered serious

– 27 considered treatment-related

– 4 medically attended

– No dose effect observed

• 1 adverse event of special interest:
– Chilblains 4 days after dose 1

– SARS CoV2 PCR negative, dose 2 OK

• 2 COVID cases, mild & moderate



Immuno- methods

• Microneutralisation assay- ND50
– Vero/E6 cells

– Serum heat-inactivated 56°C for 30 min

– Plaques visualized with anti-S RBD AB

• Pre-Fusion Spike IgG ELISA

• IFNgamma ELISpot (Oxford Immunotec)

– N, S and M peptide pools

– 6 spot minimum cut off



Neutralising ABs



Neutralising Abs day 36



Neut ABs vs Binding AB



ELISpot – Cell mediated 
Immune response



Conclusions

• Safety profile of VLA2001-201 was 
within the expected range for an 
inactivated-adjuvanted vaccine, no 
safety signals detected

• High dose group has been selected 
for Phase 3 development stage based 
on comparable safety profile and 
superior immunogenicity results in 
VLA2001-201
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