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Cautionary note regarding forward-Looking statements
This presentation includes forward-looking statements. These forward-looking statements generally can be identified by the use of words such as “anticipate,” “expect,”
“plan,” “could,” “may,” “will,” “believe,” “estimate,” “forecast,” “goal,” “project,” and other words of similar meaning. These forward-looking statements address various
matters including information relating to the future of Novavax, its key strategic priorities for 2022, its 2022 financial guidance, including total revenue, its operating plans,
objectives and prospects, its partnerships, its future financial or business performance, conditions, or strategy, including expectations regarding revenue, product demand,
operating expenses, gross margin and cash usage, the timing of clinical trials and expected results, the ongoing development of NVX-CoV2373, a bivalent vaccine
candidate, a COVID-19-Influenza combination vaccine candidate and other vaccine candidates, the scope, timing and outcome of future regulatory filings and actions,
including Novavax’ plans for additional global submissions, the potential impact of Novavax and NVX-CoV2373 in addressing vaccine access, controlling the pandemic and
protecting populations, including the potential reach of NVX-CoV2373, the efficacy, safety and intended utilization of NVX-CoV2373 and Novavax’ other vaccine candidates,
Novavax' plans to supplement global regulatory filings with additional data and supplement existing authorizations with data from the additional manufacturing sites in
Novavax' global supply chain, the global market opportunities for NVX-CoV2373, including to supply primary, booster, and pediatric vaccinations, and expand label and
policy indications, the readiness of Novavax’ global supply chain and future availability of NVX-CoV2373 at a global scale, the manufacture, commercialization, and
expected delivery of NVX-CoV2373.
Each forward-looking statement contained in this presentation is subject to risks and uncertainties that could cause actual results to differ materially from those expressed or
implied by such statement. Applicable risks and uncertainties include, among others, challenges satisfying, alone or together with partners, various safety, efficacy, and
product characterization requirements, including those related to process qualification and assay validation, necessary to satisfy applicable regulatory authorities;
unanticipated challenges or delays in conducting clinical trials; affect of the emergence and transmissibility of variants of the SARS-CoV-2 virus on market acceptance or sales;
difficulty obtaining scarce raw materials and supplies; resource constraints, including human capital and manufacturing capacity, on the ability of Novavax to pursue planned
regulatory pathways; challenges meeting contractual requirements under agreements with multiple commercial, governmental, and other entities; and the risks identified
under the heading “Risk Factors” in Novavax' most recent Annual Report on Form 10-K and third quarter Form 10-Q, as well as subsequent filings with the Securities and
Exchange Commission. Novavax cautions investors not to place considerable reliance on the forward-looking statements contained in this presentation. Investors are
encouraged to read Novavax’ filings with the Securities and Exchange Commission, available at www.sec.gov and on our website at www.novavax.com, for a discussion of
these and other risks and uncertainties.
The forward-looking statements in this presentation speak only as of the date of this presentation, and we undertake no obligation to update or revise any of these statements.
Our business is subject to substantial risks and uncertainties, including those referenced above. Investors, potential investors, and others should give careful consideration to
these risks and uncertainties.
NovavaxTM (and all associated logos) is a trademark of Novavax, Inc. Matrix-MTM is a trademark of Novavax AB.
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Non-GAAP financial information
Information in this presentation and during this conference call will include a financial measure that
was not prepared in accordance with U.S. generally accepted accounting principles (GAAP), which
we refer to as adjusted cost of sales and have included reconciliation on slide 35. We are presenting
this non-GAAP financial measure to assist an understanding of our business and its performance.
Adjusted cost of sales includes an estimate of standard manufacturing costs that were previously
expensed to research and development prior to regulatory approvals for NVX-CoV2373 that would
otherwise have been capitalized to inventory. Any non-GAAP financial measures presented are not,
and should not be viewed as, substitutes for financial measures required by GAAP, have no
standardized meaning prescribed by GAAP and may not be comparable to the calculation of
similar measures of other companies.

© 2022 NOVAVAX. All rights reserved.

3

3Q 2022 Earnings call
Agenda
Welcome
Introduction
COVID-19 Clinical
Development
Commercial Updates

Silvia Taylor

EVP, Chief Communications Officer

Stanley C. Erck

President and Chief Executive Officer

Filip Dubovsky, MD

EVP, Chief Medical Officer

John J. Trizzino

EVP, Chief Commercial Officer and Chief Business Officer

Financial Results
Key Strategic Priorities

Jim P. Kelly

EVP, Chief Financial Officer and Treasurer

Stanley C. Erck

President and Chief Executive Officer

© 2022 NOVAVAX. All rights reserved.

4

Achieved Q3 2022 total revenue of $735 million
Demonstrated ongoing utility of prototype vaccine with
initial results from Omicron Phase 3 strain change trial

Recent
highlights

Reinforced prototype vaccine’s breadth of immune
responses against variants with homologous and
heterologous boost data
Expanded label with additional booster and
adolescent authorizations globally, including in the U.S.
Continued development of Malaria vaccine with
Oxford University; data to be published in Q4 2022
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SECTION

1

COVID-19 Clinical
Development
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Recently disclosed clinical highlights
302: UK Phase 3 study1
• 82.5% (75; 87.7) efficacy against any infection (symptomatic or asymptomatic) collected over
6-month observation window (median 101 days surveillance)
301: Adult U.S./Mexico Phase 3 boosting data2
• Achieved primary regulatory endpoint, supporting boosting in U.S. population
• Homologous boosting achieves durable, broad immune responses against Omicron subvariants associated with protection
301: Adolescent U.S. Phase 3 boosting data2
• Achieved primary regulatory endpoint, supporting boosting in U.S. adolescent population
• Homologous boosting induces antibody responses superior to those seen in adults and
achieves levels to Omicron subvariants associated with protection

1. Heath, PT et al., 2022. DOI: 10.1093/cid/ciac803
2. Áñez, G. World Vaccine Congress, Barcelona, October 2022
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Lot-to-lot consistency
study
Preliminary top-line results
•

Achieved lot-to-lot endpoint

•

Magnitude of Heterologous Boost Response

•

Breadth of Heterologous Boost Response

Bennett, C. World Vaccine Congress,
Barcelona, October 2022
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Study 307 design: Lot-to-lot Consistency
• Subjects 18-49 years of age, N=911
• No history of COVID-19 in past 4 months AND 2 or 3 doses of COVID vaccine with last dose >6
months prior to enrollment
• Priming series:
1.

Moderna:

2 doses

(N=125)

AND 3 doses (N=130)

2.

Pfizer:

2 doses

(N=187)

AND 3 doses (N=254)

3.

Janssen/J&J:

1 dose

(N=19)

AND 2 doses (N=6)

4.

Novavax:

2 doses

(N=7)

• Boost - Novavax x1 dose
Open Label

≥ 6 months

Immunology

NVX-CoV2373 boost
Lot 1
Lot 2

Prior COVID-19
vaccines

+/- boost with
same vaccine as
primary series

Lot 3

Day 0

Day 28
© 2022 NOVAVAX. All rights reserved.
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Study 307: Demographics and baseline characteristics
Lot 1
(N = 298)

Lot 2
(N = 303)

Lot 3
(N = 304)

37.0 (19 - 49)

38.0 (18 - 49)

38.0 (18 – 49)

58.7%

54.5%

61.2%

White

73.5%

73.6%

75.0%

Black or African American

18.1%

20.1%

16.8%

Asian

3.7%

3.3%

3.0%

266

269

262

Previous vaccine Pfizer x 2

23.5%

24.1%

19.7%

Previous vaccine Pfizer x 3

26.5%

29.4%

33.9%

Previous vaccine Moderna x 2

16.4%

14.9%

17.1%

Previous vaccine Moderna x 3

17.1%

15.2%

14.1%

PCR positive at Baseline

2.3%

2.6%

2.0%

Age (years) – median (range)
Female
Race

Median interval to boost (Days)
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IgG levels: Non-inferior immunogenicity of 3 lots
Primary endpoint achieved*

Anti-rS IgG GMT (BAU/mL)
with 95% CI

10,000

GMFR: 2.7

GMFR: 2.6

GMFR: 2.7

1,000

100

10

Baseline

Lot 1

N = 269

Day 28

Baseline

Day 28

Lot 2

N = 274

Baseline

Day 28

Lot 3

N = 284

*

Equivalence was determined if the 95% CIs of GMEUs for all pairs of lots are within the pre-specified equivalence range of 0.67 to 1.5.
Validated assay conducted by Novavax Clinical Immunology1

†

CI, confidence interval; GMT, geometric mean titer; Ig, immunoglobulin; NI, non-inferiority.
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Study 307: NVX-CoV2373 boost after primary series of
authorized vaccines (IgG titers, 28 days post-boost)
Last dose of primary vaccination series >6 months prior to boost dose
10,000

95% VE*
Phase 3 Levels

Anti-rS IgG GMT (BAU/mL)
with 95% CI

88% VE*

1,000

100

10

2 Doses Novavax
+ 1 Novavax Boost

2 Doses Moderna
+1 Novavax Boost

2 Doses Pfizer
+1 Novavax Boost

1 Dose J&J
+1 Novavax Boost

(N = 7)

(N =125)

(N = 187)

(N = 19)

Recombinant Protein Vaccine Correlates of Protection Thresholds derived from US/Mex Phase 3 (Fong et al.)
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Study 307: NVX-CoV2373 boost after primary series + homologous
boost of authorized vaccines (IgG titers, 28 days post-boost)
Last boosting dose >6 months prior to NVX-CoV2373 boost dose

Anti-rS IgG GMT (BAU/mL)
with 95% CI

10,000

Phase 3 Levels
1,000

100

10

3 Dose Moderna
+1 Novavax Boost

3 Dose Pfizer
+1 Novavax Boost

(N = 130)

(n = 254)

2 Doses J&J
+1 Novavax Boost
(N = 6)
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Novavax prototype booster provides robust breadth of immunity
IgG comparable with levels associated with protection against prototype in U.S./Mexico Phase 3 study

Anti-rS IgG GMT (EU/mL)
with 95% CI

100,000

100,000

95% VE*

100,000

88% VE*
10,000

10,000

10,000

1,000

1,000

1,000

100

100

100

10

10

10

Novavax x2 Moderna x3
+ Novavax + Novavax

Prototype

Pfizer x3 +
Novavax

Novavax x2 Moderna x3
+ Novavax + Novavax

BA.1

*Inferred from the CoP established from prototype data to emerging variants (BA.1 and BA.5)
Novavax x2 + Novavax = 7; Moderna x3 + Novavax = 60; Pfizer x3 + Novavax = 58 to 60

Pfizer x3 +
Novavax

Novavax x2 Moderna x3
+ Novavax + Novavax

Pfizer x3 +
Novavax

BA.5
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Boost with prototype, BA.1
and bivalent vaccine
formulation
Preliminary top-line results
•

Variant strain-change study

•

Utility of variant and bi-valent vaccine

•

Boosting following 2 and 3 doses of mRNA

© 2022 NOVAVAX. All rights reserved.
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Study 311 design: Boost with prototype vs BA.1 vs Bivalent
• Subjects 18-64 years of age, N=955
• 2 or 3 doses of mRNA COVID vaccine with last dose >90 days prior to enrollment (median = 180
days)
• Priming series:
•
•

2 doses of mRNA vaccine N=123*
3 doses of mRNA vaccine N = 832

•

Prototype OR Omicron BA.1 OR bivalent ( Prototype + Omicron BA,1)

• Boost - Novavax x1 dose

• Primary endpoint in individuals with 3 priming doses and baseline anti-N seronegative
Open Label

≥ 3 months

Immunology
Prototype

Prior mRNA
COVID-19
vaccines

+/- boost with
mRNA COVID
vaccine

* 2 dose group: Last dose at least 180 days prior to boost

Omicron BA.1
Bivalent
(Prototype + BA.1)

Day 0

Day 14

Day 28
© 2022 NOVAVAX. All rights reserved.
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Study 311: Demographics and baseline characteristics
BA.1 Vaccine
(N = 279)

Prototype Vaccine
(N = 273)

Bivalent Vaccine
(N = 277)

42.0 (18 – 64)

41.0 (18 – 64)

41.0 (18 – 64)

53.4%

52.0%

56.3%

White

81%

78.4%

82.3%

Asian

13.3%

16.5%

14.1%

Other

2.9%

2.9%

2.2%

Median interval to boost (Days)

177.0

182.0

180.0

Previous vaccine Pfizer x 3

75.6%

78.0%

73.3%

Previous vaccine Pfizer x 2, Moderna

23.3%

20.5%

24.5%

Anti-N or PCR positive

49.5%

52.4%

50.5%

Age (years) – median (range)
Female
Race
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Study achieved primary strain-change endpoint
Geometric mean ratio of BA.1 wild-type neutralizing responses (Day 14) Study Arm*
Group Comparisons
Neutralizing antibodies for BA.1

BA.1 vaccine to
Prototype vaccine

Bivalent vaccine to
Prototype vaccine

Bivalent vaccine to
BA.1 vaccine

Geometric Mean Ratio (GMR)

1.6

1.2

0.7

GMR 95% Confidence Interval

1.31, 2.03

0.94, 1.44

0.57, 0.89

Achieves strain-change
immunologic endpoint

*

Participants not previously infected

Study met primary
endpoint
BA.1 vaccine titers greater
than Wuhan vaccine titers
as lower-bound of 95% CI
for GMT ratio is > 1

Bivalent vaccine titers Bivalent vaccine titers
similar to Wuhan
lower than BA.1
vaccine titers
vaccine titers
Does not support benefit of
bivalent format vaccine
© 2022 NOVAVAX. All rights reserved.

18

Anti-BA.1 IgG responses by study arm in all participants
Day 14: Responses were similar irrespective of study arm

100,000
43,474

49,827

42,060

BA.1

Prototype

Bivalent

N = 233

N = 235

N = 217

IgG GMT (EU/mL)
with 95% CI

10,000

1,000

100

10

Validated assays performed at Novavax Immunology
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Anti-prototype IgG responses by study arm in all participants
Day 14: Responses were similar irrespective of study arm

100,000

90,875

76,093

BA.1

Prototype

Bivalent

N = 233

N = 235

N = 217

72,015

IgG GMT (EU/mL)
with 95% CI

10,000

1,000

100

10

Validated assays performed at Novavax Immunology
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BA.5 pseudoneutralization responses by study arm in all participants
Day 29: No benefit observed with BA.1 or bivalent formulation

Pseudovirus Neutralization GMT
with 95% CI

10,000

1,000

100

10

BA.1

N = 65
Fit-for-purpose assays conducted by Novavax Immunology

Prototype

Bivalent

N = 66

N = 65
© 2022 NOVAVAX. All rights reserved.
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Local solicited symptoms similar across study groups
100%

All grades
Grades 3+

80%

60%

40%

20%

0%
BA.1

Prototype

Bivalent

Pain/Tenderness

BA.1

Prototype

Swelling

Bivalent

BA.1

Prototype

Bivalent

Erythema
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Systemic solicited symptoms similar across study groups
100%

All grades
Grades 3+

80%

60%

40%

20%

Fatigue*

Headache

Muscle pain

Joint pain

N/V
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0%

Fever

*

Fatigue and malaise
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Data support use of prototype Novavax vaccine for both homologous and
heterologous boosting
301: Adult U.S./Mexico Phase 3 boosting
• Homologous boosting induced a durable response that achieves antibody levels against
omicron sub-variants associated with protection
301: Adolescent U.S./Mexico Phase 3 boosting
• Homologous boosting induces immune responses against omicron sub-variants associated with
protection
307: Adult Lot-to-lot/heterologous boosting
• Lot-to-lot endpoint achieved demonstrating consistent manufacturing process
• Heterologous boosting induces broad immune responses against omicron sub-variants and
achieves levels associated with protection in Phase 3 studies
311: Prototype, BA.1 and Bivalent heterologous boosting
• Immunologic strain-change criteria achieved - demonstrating ability to shift to new variants
• No benefit observed with bivalent format vaccine
• Reassuring reactogenicity profile irrespective of variant vaccine
• Boosting with prototype induces robust immune responses to prototype, BA.1 and BA.5
© 2022 NOVAVAX. All rights reserved.
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SECTION

2

Commercial
Updates
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Strong commercial execution during Q3 2022 resulted in significant
increase in global deliveries

Doses Delivered
Globally
•

Over 94 million doses delivered to date,
including partners

•

Over 38 million doses delivered by Novavax in
Q3 2022

•

Over 19 million doses delivered to date by
strategic partners (Serum Institute of India, SK
bioscience and Takeda)

Key Highlights

•

1 million initial doses delivered to the UK

•

Additional doses delivered to the European
Union (EU), with ongoing discussions for supply
into 2023

•

3.2 million doses delivered to the U.S. with
potential for additional supply

© 2022 NOVAVAX. All rights reserved.
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Near-term opportunity to drive uptake in adolescent and booster
populations globally
Vaccinated/Boosted

U.S. Near-term Opportunity
Adolescents (12 – 17 years)

EU4 + UK Near-term Opportunity
Adolescents that have
NOT completed
primary series

61%

Primary Series

39%

Adolescents (12 – 17 years)

Primary Series

Adults (18+ years)

52%

Adolescents that have
NOT completed
primary series

48%

Adults (18 - 59 years)
78%

Primary Series

1st Boost er

Eligible for Vaccination/Boosting

53%

22%

47%

Vaccinated
adults NOT
boosted

Primary Series

1st Boost er

86%

80%

Source: Data per U.S. CDC, Our World in Data and European Centre for Disease Prevention and Control COVID-19 Vaccine Tracker.
Note: EU4 includes Germany, Italy, Spain, France.

14%

20%

Vaccinated
adults NOT
boosted

© 2022 NOVAVAX. All rights reserved.
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Significant progress globally expanding label for adults, boosting and
adolescents

Adult
Primary
Vaccination

Adult
Boosting

Adolescents
(12 – 17)
Primary
Vaccination

Adolescents
(12 – 17)
Boosting

Pediatrics
(7-11)
Primary
Vaccination

© 2022 NOVAVAX. All rights reserved.
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Long-term global market opportunity expected for COVID-19
Annual need for revaccination creates recurring opportunity in 2023+

U.S. Longterm
Opportunity

~225M people
Potentially eligible for annual
booster doses in 2023+

Positioned to Capture
Significant Market
Share

ü Competitive
product profile,
including utility
against variants

EU4 + UK
Long-term
Opportunity

~250M people
Potentially eligible for annual
booster doses in 2023+

ü Ongoing label
expansion to
ensure widespread
accessibility

ü Manufacturing and
supply network
supporting global
distribution

Source: Internal forecasts. Data per U.S. CDC, Our World in Data and European Centre for Disease Prevention and Control COVID-19 Vaccine Tracker.
Note: EU4 includes Germany, Italy, Spain and France. Potentially eligible populations for annual booster doses in 2023+ include individuals that have
completed a primary vaccination series and are eligible to receive a booster and individuals that have received a booster.
© 2022 NOVAVAX. All rights reserved.
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Novavax’ COVID-19 vaccine: offering vaccine choice
and portfolio approach
Protein-based vaccine, developed using an innovative
approach to traditional technology
Generally well-tolerated with high efficacy against variants
that circulated during two Phase 3 studies
Immunologic correlates of protection against variants tested
suggests ongoing utility in an evolving pandemic

*Novavax COVID-19 Vaccine,
Adjuvanted in the U.S.

Data reinforces broad coverage against a range of variants
with durability of immune responses
Demonstrated efficacy in protection against COVID-19
infection, both symptomatic and asymptomatic
Ease of distribution and administration enabled by
refrigeration cold chain

*The Novavax COVID-19 Vaccine, Adjuvanted has not been approved or licensed by the U.S. Food and Drug Administration (FDA).
The trade name NuvaxovidTM has not yet been approved by the FDA.
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Commercial strategy in place to drive success in 2023+
Executing key priorities to prepare for transition to commercial market
Global Commercial
Footprint

•
•

European and APAC presence to execute regionally
Commercial structure across the Americas including U.S., Canada
and Mexico

Label Updates & NITAG
Support

•

Booster label expansion and supportive policy
recommendations to achieve broad market access

Brand Awareness

•

Communicate and educate healthcare professionals and
consumers regarding vaccine benefits

Product Presentation

•

Adapting product presentation to deliver pre-filled syringes in 2023

© 2022 NOVAVAX. All rights reserved.
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Q3 2022 Financial results
$ in millions

Q3 2022 Total revenue
$735

• Third quarter of 2022 total revenue of
$735 million includes $626 million of
Product sales from NVX-CoV2373, $2
million of Royalties & other revenue
and $106 million in Grant revenue
• Reported net loss of $169 million for
Q3 2022

$179

3Q 2021

• $1.3 billion in cash as of 9/30/2022

3Q 2022

© 2022 NOVAVAX. All rights reserved.
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Q3 2022 Financial results
Q3 2022

($ in millions, except per share amounts)

Product sales
Grants
Royalties & other
Total revenue

$

Cost of sales
Research & development
Selling, general & administrative
Total expenses

Q3 2021
626
106
2
735

$

135
44
179

435
304
123
862

-408
78
486

Income (loss) from operations

(127)

(307)

Interest income (expense)
Other income (expense)
Income (loss) before income tax expense

(4)
(35)
(166)

(5)
(4)
(316)

Income tax expense
Net income (loss)

$

2
(169) $

6
(322)

$

(2.15) $

(4.31)

Net income (loss) per share
Basic and diluted
Weighted average number of common shares outstanding
Basic and diluted

78

75

© 2022 NOVAVAX. All rights reserved.
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Q3 2022 Financial results
$ in millions
Q3 2022 Cost of sales

Period cost of sales

$435

62%
As Reported1

$444

77%

•

Includes $249 million related to excess, obsolete, or expired
inventory and losses on firm purchase commitments under our
third-party supply agreements.

•

The recognition of these costs were driven by our efforts to align
our supply and third-party future purchase commitments with
anticipated demand for NVX-CoV2373.

Reduced cost inventory & gross margins
•

Adjusted cost of sales for the third quarter of 2022 would have
been approximately $444 million if not for the reduced cost
inventory in the period

•

Our NVX-CoV2373 gross margins on sales to high-income
countries are expected to be between 70% and 85% of product
sales based on our standard costs

As Adjusted 2

1.

Prior to regulatory authorizations for NVX-CoV2373, certain manufacturing costs were expensed to research and development that would otherwise have been capitalized to inventory

2.

As adjusted reflects estimated cost of sales based on the company’s standard cost which is $9 million higher than as reported
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4

Key Strategic
Priorities
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Delivering doses globally to achieve revenue guidance

Key strategic
priorities for
Q4 2022

Achieving competitive label and policy support to
ensure broad market access
Initiating COVID-19-Influenza Combination vaccine
Phase 2 trial by end of 2022 to enable Phase 3 efficacy
trial in 2023

© 2022 NOVAVAX. All rights reserved.
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Q&A
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