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PIR-CSV-001 Number of Participants (Planned and Analysed): 
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Approximately 280 participants (approximately 140 participants in Part A and approximately 
140 participants in Part B [i.e., approximately 70 participants in each vaccine arm]) were 
planned to be vaccinated and 52 participants in each vaccine arm were planned to be 
inoculated with the challenge virus. 
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Part A: 74 participants in the monovalent 
modRNA arm and 75 participants in the 

QIV comparator arm 

Part B: 69 participants in the bivalent 
saRNA arm and 67 participants in the 

bivalent modRNA arm. 

Randomised (N= 285) 

Part A: 74 participants in each vaccine 
arm 

Part B: 67 participants in each vaccine 
arm 

Vaccinated (N= 282) 

Inoculated with challenge virus (N= 208) 

Part A: 56 participants in the monovalent 
modRNA arm and 48 participants in the 

QIV comparator arm 

Part B: 52 participants in each vaccine 
arm. 

Part A: 55 participants in the monovalent 
modRNA arm and 48 participants in the 

QIV 
comparator arm; 

Part B: 52 participants in each vaccine 
arm 

Completed (N= 207) 
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Summary of Results 

Demographic and Other Baseline characteristics: 

All enrolled participants were randomised to treatment and all randomized participants were 
vaccinated, except for 1 participant in the QIV comparator arm who withdrew and 2 participants 
in the bivalent saRNA arm who were withdrawn due to investigator’s decision. 

Another 54 participants were in a separate control group from a previous study. These 
individuals were not vaccinated in this study but were included in the data analysis for 
comparison. 

Overall, demographic characteristics were well balanced across the treatment arms, with no 
notable differences observed in age, ethnicity, or BMI. The proportion of female participants was 
slightly higher in the QIV comparator arm (35.1%) compared to the other treatment arms (range: 
27.8 to 29.7%). Participants were predominantly White across all treatment arms (61.1% to 
77.0%). While minor variations in racial distribution were observed across treatment arms, 
these differences are not expected to have influenced the study outcomes. 
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Immunogenicity and Efficacy: 

All vaccines elicited antigen-specific antibody and cell-mediated immune responses. 
Vaccination with monovalent modRNA, bivalent modRNA, bivalent saRNA, or QIV prior to 
inoculation with the challenge virus showed a significant reduction of VL-AUC determined by 
qRT-PCR and by viral culture following viral challenge compared with placebo (Wilcoxon p-value 
<0.001; α=0.05 2-sided).  
 

 

 

Safety: 

 

Vaccination with monovalent or bivalent modRNA, bivalent saRNA, or quadrivalent influenza 
vaccines and subsequent challenge with the study virus was safe and well tolerated. No deaths, 
AESIs, or SAEs were reported, and none of the AEs led to withdrawal from the study. The 
incidence of challenge-emergent AEs (CEAEs) or CEAEs related to viral challenge was 
comparable between the active vaccine arms. Most AEs were of mild intensity and were 
resolved at the end of the study. 
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Overall Conclusion: 

Vaccination with monovalent modRNA, bivalent saRNA, or bivalent modRNA induced humoral 
and cell-mediated immune responses and protected from subsequent challenge with study 
virus by significantly reducing the incidence of infection, symptomatic infection, febrile 
infection, viral loads, and clinical disease.  

Vaccination with monovalent modRNA, bivalent saRNA, bivalent modRNA, or quadrivalent 
influenza vaccines and subsequent challenge with the study virus was safe and well tolerated. 


