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Forward-Looking Statements

This presentation contains forward-looking statements that involve substantial risks and uncertainties. All statements, other than 
statements of historical facts, included in this press release regarding Vaxart’s strategy, prospects, plans and objectives, results from 
preclinical and clinical trials, commercialization agreements and licenses, beliefs and expectations of management are forward-looking 
statements. These forward-looking statements may be accompanied by such words as “should,” “believe,” “could,” “potential,” “will,” 
“expected,” “plan” and other words and terms of similar meaning. Examples of such statements include, but are not limited to,
statements relating to Vaxart's ability to develop and commercialize its product candidates, including its vaccine booster products; 
Vaxart's expectations regarding clinical results and trial data, and the timing of receiving and reporting such clinical results and trial 
data; and Vaxart's expectations with respect to the effectiveness of its product candidates. Vaxart may not actually achieve the plans, 
carry out the intentions, or meet the expectations or projections disclosed in the forward-looking statements, and you should not place 
undue reliance on these forward-looking statements. Actual results or events could differ materially from the plans, intentions,
expectations, and projections disclosed in the forward-looking statements. Various important factors could cause actual results or 
events to differ materially from the forward-looking statements that Vaxart makes, including uncertainties inherent in research and 
development, including the ability to meet anticipated clinical endpoints, commencement, and/or completion dates for clinical trials, 
regulatory submission dates, regulatory approval dates, and/or launch dates, as well as the possibility of unfavorable new clinical data 
and further analyses of existing clinical data; the risk that clinical trial data are subject to differing interpretations and assessments by 
regulatory authorities; whether regulatory authorities will be satisfied with the design of and results from the clinical studies; decisions 
by regulatory authorities impacting labeling, manufacturing processes, and safety that could affect the availability or commercial 
potential of any product candidate, including the possibility that Vaxart's product candidates may not be approved by the FDA or non-
U.S. regulatory authorities; that, even if approved by the FDA or non-U.S. regulatory authorities, Vaxart's product candidates may not 
achieve broad market acceptance; that a Vaxart collaborator may not attain development and commercial milestones; that Vaxart or its 
partners may experience manufacturing issues and delays due to events within, or outside of, Vaxart's or its partners' control; 
difficulties in production, particularly in scaling up initial production, including difficulties with production costs and yields, quality control, 
including stability of the product candidate and quality assurance testing, shortages of qualified personnel or key raw materials, and 
compliance with strictly enforced federal, state, and foreign regulations; that Vaxart may not be able to obtain, maintain, and enforce 
necessary patent and other intellectual property protection; that Vaxart's capital resources may be inadequate; Vaxart's ability to 
resolve pending legal matters; Vaxart's ability to obtain sufficient capital to fund its operations on terms acceptable to Vaxart, if at all; 
the impact of government healthcare proposals and policies; competitive factors; and other risks described in the "Risk Factors"
sections of Vaxart's Quarterly and Annual Reports filed with the SEC. Vaxart does not assume any obligation to update any forward-
looking statements, except as required by law.
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Protocol VXA-NVV-201 Study Design

Screening
(45 days)

Vaccination Phase
(28 Days)

Dose 1
(Day 1)

Safety Follow-up Period (through Day 365)
(SAEs, AESIs, NOCIs)

Challenge
(Day 29 +30)

End of Active Period
(Day 57)

Day 365
End of Study 

Protocol Title: A Phase 2b Double-Blinded, Randomized, Placebo-Controlled, Human Norovirus 
GI.1 (Norwalk Virus Inoculum) Challenge Study Following Administration of an Oral, Single-dose 
Norovirus Vaccine expressing GI.1 VP1 and dsRNA adjuvant to Protect Against Norovirus 
Gastroenteritis (NVG) in Healthy Adult Volunteers

Challenge Phase
(Day 29-thru Day 57)

No. of subjects Product/Test Agent 

85VXA-G1.1-NN oral vaccine tablets [1x1011 IU±0.5 log] 

85Placebo identical to NVV 

140Challenge Norwalk Virus Strain [Lot 001-09NV and Sublot 2 (1x106 GC)] 
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Objectives and Endpoints

Primary Objectives
• To determine the clinical efficacy of our monovalent norovirus vaccine candidate 

compared to placebo, to protect against norovirus acute gastroenteritis, or AGE, caused 
by the Norwalk strain challenge inoculum and

• To evaluate the VP1 specific IgA antigen secreting cells, or ASCs, HBGA blocking 
antibody, and VP1 specific serum IgG responses to the vaccine

Primary Endpoints
• Rate of norovirus Norwalk virus infection post vaccine and post challenge

• Rate of clinical norovirus AGE

• Induction of VP1-specific Immunoglobin A (IgA) antibody-secreting cells at Day 8 
compared to placebo

• Histo-blood group antigen (HBGA) blocking antibodies by blockade titer (BT50) at Day 28 
compared to placebo

• VP1-specific serum Immunoglobin G (IgG) at Day 28 compared to placebo

• VP1-specific serum Immunoglobin A (IgA) at Day 28 compared to placebo

Additional Pre-specified Endpoint
• Reduction in viral shedding
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VXA-NVV-201 Topline Safety

• No vaccine-related Serious Adverse Events (SAEs)

• No vaccine-related solicited Grade-3 Adverse Events (AEs)

• Benign safety and tolerability data profile consistent with safety of the 
platform in previous studies
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Analysis of Norovirus Infection Rate by Vaccination Group 

p-valuec

Relative Risk 
Reduction in 
Infection (%)n  (%)N*Vaccination GroupAGE CalculationPopulation

0.0032944 (57.9)76VXA 
24-Hour Rolling 
Window

Full Analysis
53 (81.5)65Placebo 

Note: N = Number of subjects in the specified analysis population and vaccination group; N* = Number of subjects chall
enged (N* is the denominator for percentages);
n = Number of subjects meeting the composite endpoint of Norovirus Infection.
a Difference is calculated as Placebo-VXA

c P-value calculated using a two-sided Chi-Squared Test.
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Analysis of Norovirus Gastroenteritis (NVG) Rate by Vaccination 
Group Composite Score of AGE + NV Infection

p-valuec
Differencea

(95% CI)
Protective

Efficacy (%)n  (%)N*Vaccination GroupAGE CalculationPopulation

0.14912.2 [-4.3, 27.7]21.434 (44.7)76VXA (N=86)
24-Hour Rolling 
Window

Full Analysis
37 (56.9)65Placebo (N=79)

Note: N = Number of subjects in the specified analysis population and vaccination group; N* = Number of subjects with evaluable Nor
ovirus gastroenteritis (N* is the denominator for percentages);
n = Number of subjects meeting the composite endpoint of Norovirus Gastroenteritis (NVG).
a Difference is calculated as Placebo-VXA

c P-value calculated using a two-sided Chi-Squared Test.
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85% Reduction in Viral shedding – Norovirus challenge results
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Norovirus IgA ASC Response Results by Vaccination Group and 
Study Day - Immunogenicity Population

Placebo
(N = 79)

VXA
(N = 86)StatisticStudy Day

7981nDay 1 (Baseline)

0.4 (0.1, 0.8)0.4 (0.1, 0.6)Mean (95% CI)a

0.0 (0.0, 12.2)0.0 (0.0, 8.9)Median (Min, Max)

7981nDay 8

26.0 (-12.5, 64.4)374.8 (251.4, 498.1)Mean (95% CI)a

0.0 (0.0, 1427.5)188.7 (0.0, 3375.5)Median (Min, Max)

2.5 (0.3, 8.8)79.0 (68.5, 87.3)% Positive IgA ASC Response (95% CI)b

<0.001-p-valuec for the mean spot count, 
Active vs Placebo

N = Number of subjects in the immunogenicity population.; n = number of subjects with non-missing data
A positive VP1 specific IgA ASC response at Day 8 compared to Day 1 is defined as ≥ 23 mean spots/well/10^6 PBMC and at least 2 stan
dard deviations higher than mean of Day 1 ASC counts.
a Confidence interval calculated based on the Student's t distribution.
b Exact binomial confidence interval calculated using the Clopper-Pearson methodology.
c p-value calculated from the Mann-Whitney test.
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HBGA Blocking Antibodies Against Norovirus by Vaccination 
Group and Study Day – Immunogenicity Population

Placebo
(N = 79)

VXA
(N = 86)StatisticStudy Day

7985nDay 1 (Baseline)

43.6 (36.8, 51.7)42.5 (35.7, 50.5)GMT (95% CI)a

7182nDay 28

43.2 (36.3, 51.4)133.9 (105.2, 170.3)GMT (95% CI)a

1.00 (0.95, 1.06)3.23 (2.70, 3.86)GMFR (95% CI)a

<0.001-p-valueb for fold-rise, Active vs. Placebo

Note: N = Number of subjects in the immunogenicity population.; n = number of subjects with non-missing data
GMT = Geometric mean titer. GMFR = Geometric mean fold rise in antibody compared to pre-dosing (Day 1).
a Confidence interval calculated based on the Student's t distribution.
b p-value calculated from the Mann-Whitney test.
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Norovirus IgA Serum Response Results by Vaccination Group and 
Study Day – Immunogenicity Population

Placebo
(N = 79)

VXA
(N = 86)StatisticStudy Day

7986nDay 1 (Baseline)

713161.3 (500564.8, 1016050.5)790823.2 (545933.4, 1145563.5)GMC (95% CI)a

7182nDay 28

717918.6 (497425.5, 1036149.4)5698018.2 (3902409.7, 8319836.8)GMC (95% CI)a

1.01 (0.98, 1.03)7.14 (5.54, 9.22)GMFR (95% CI)a

0.0 (0.0, 5.1)65.9 (54.6, 76.0)% 4 fold-rise (95% CI)b

<0.001-p-valuec for fold-rise, Active vs. Placebo

Note: N = Number of subjects in the immunogenicity population.; n = number of subjects with non-missing data
GMC = Geometric mean concentration. GMFR = Geometric mean fold rise in antibody compared to pre-dosing (Day 1).
4-Fold Rise represents the percentage of subjects with at least a 4-Fold Rise in antibody compared to pre- vaccination dosing (Day 1).
a Confidence interval calculated based on the Student's t distribution.
b Exact binomial confidence interval calculated using the Clopper-Pearson methodology.
c p-value calculated from the Mann-Whitney test.
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Norovirus IgG Serum Response Results by Vaccination Group and 
Study Day – Immunogenicity Population

Placebo
(N = 79)

VXA
(N = 86)StatisticStudy Day

7986nDay 1 (Baseline)

808246.9 (613312.9, 1065138.3)967454.6 (738896.0, 1266712.1)GMC (95% CI)a

7182nDay 28

780088.5 (588889.2, 1033366.1)4488823.4 (3280492.5, 6142228.9)GMC (95% CI)a

0.99 (0.98, 1.01)4.64 (3.83, 5.63)GMFR (95% CI)a

0.0 (0.0, 5.1)57.3 (45.9, 68.2)% 4 fold-rise (95% CI)b

<0.001-p-valuec for fold-rise, Active vs. Placebo

Note: N = Number of subjects in the immunogenicity population.; n = number of subjects with non-missing data
GMC = Geometric mean concentration. GMFR = Geometric mean fold rise in antibody compared to pre-dosing (Day 1).
4-Fold Rise represents the percentage of subjects with at least a 4-Fold Rise in antibody compared to pre- vaccination dosing (Day 1).
a Confidence interval calculated based on the Student's t distribution.
b Exact binomial confidence interval calculated using the Clopper-Pearson methodology.
c p-value calculated from the Mann-Whitney test.
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Mucosal Immune Responses after Norovirus Vaccination

Mixed-Effects analysis

n = 141
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Key Takeaways / Next Steps

Key Takeaways
• GI.1 vaccine was safe and well tolerated

• No vaccine-related SAEs or grade 3 AEs

• Robust immune response to vaccine consistent with what we have seen in 
past studies

• Vaccine efficacy for prevention of Noro-AGE (Full Analysis) was 21.4%
• Two-sided Chi-square p value 0.149

• While not statistically significant, we believe the numerical reduction is encouraging 
and believe that real-world may studies may show enhanced efficacy

• Vaccine norovirus relative risk reduction in infection (Full Analysis) was 29%
• Two-sided Chi-square p-value of 0.003

• Virology (AUC, shedding endpoints) are promising
• Further analyses continuing
• Focus on bivalent candidate
Next Steps
• Conduct Phase 2b dose confirmation study of bivalent candidate
• Identify correlate of immunity, which could reduce the size and duration of a 

Phase 3 registration study
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