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Novavax, Inc: An Undervalued Stock with Big Promise

One strategy | have repeatedly leveraged during my overtwo decades ofinvestingin the biotech
sectoris beingaware ofkey trial milestoneand approval dates before enteringa positionina
developmental concern. As you hopefully already know or will learn, small developmental biotech
and pharma stock prices revolve heavilyaround these dates and the news that follows.

If results are positive, you should expect furtherupside in the stock, however, it can be surprising
how often large gains can occurin the weeks leading up to these types ofevents. | like investingin
stocksthathave upcomingcatalysts such as datesfor FDA approvalsandtrial readoutsasitis one of
the areas inthe sectorthatlhave seensome of my biggestsuccesses and forthe reas ons | stated
above. ltis areliable waytolocatestocks with near-termupsideaswellasgetinearly before the
rest of the investing crowd takes notice.

Giventhis, itis now time to highlight anintriguing vaccine development company with a key product
thatshould announce critical Phaselll trial results sometime nearthe end of September. Ifresults
are positive as expected, this should lead to FDAapproval by the summer of2017. Therefore, this
keytrial readout should be a nice catalystfor a stock with otherattractive features.

Company Overview:

Novavax, Inc. (NASDAQ: NVAX) is a clinical-stage smallvaccine maker which focuses on
recombinant nanoparticlevaccines and adjuvants. The company produces its vaccines usingits
proprietary recombinant nanoparticlevaccinetechnology and has several nearterm market
catalystsonthe horizon. The company currently s ports a market capitalization of approximately
$2 billionandtradesaround $7.20 a share as ofthis writing.

Pipeline:

Novavax owns a robust product pipeline which includes animportant respiratory syncytialvirus
(RSV) vaccine candidatein Phaselll clinical trials for elderly and maternal immunization, a pediatric
RSV candidate in Phase I clinical trial, a seasonal quadrivalentinfluenza and pandemicH7N9 vaccine
inPhase Il clinical trials, a vaccine candidate against Ebola Virus in Phase | clinical trials, a
combination respiratory vaccine candidate and seasonalinfluenza vaccine candidatein pre-clinical
trials, and a rabies G protein vaccine candidate in Phase I/ll clinical trial. What a mouthful, the
pipelinechart onthe next page willgive you a betteridea of the differentvaccines and their
developmental progress.

The company also has pre-clinical stage programs forvarious infectious diseases, including the
Middle Eastrespiratory syndrome coronavirus (MERS), and develops technology for the production
of immune stimulating saponin-based adjuvants.
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A number of the company’s vaccine candidates focus on preventingillnesses that haveserious
impacts forvulnerable populations including infants, the elderly, and the developing world. The
company reports there aresome 37 million RSVinfections annuallyinthe US, EU, and Asia resulting
inanestimated annual cost burden ofroughly $80to $100 billion. Inthe elderly (>65) U.S.
populationalone, there are around 4.3 million RSV, Influenza, and Pneumonia infections which
resultin over800,000 hospitalizations and 50,000 deaths annually. And nearly 60% ofinfants in the
United States areinfected during their first RSV season with nearlyall children having been infected
atleastoncebyage 3.

Let’s takea closerlook atsome of Novavax’s important candidates with upcoming catalysts.

RSV F Vaccine (Respiratory Syncytial Virus Fusion Protein Vaccine)

WhatitDoes:Itis a novel vaccinedeveloped using recombinant nanoparticletechnology to target
the fusion protein, or F-protein, ofthe RSV virus.

Key Differentiator:

e RSVisacommonillness withserious symptomsand dangers (including death) affecting the
veryyoungandthe veryold.

e EFFICACY: Itis the Firstand ONLY candidate to demonstrate protection fromRSVinany
population, breakthrough efficacy in olderadults, breakthrough proof-of-principlein
maternalimmunization.

Phase / Status:

e KeyPhaselllreadoutisexpected verysoon (officialdate is September30th, but could be
sooner)havingbeenfasttracked forolderadults. Assuming positive data, the company will
fileaBLAearlyin2017.
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e Top-line Phase llclinicaltrial results were positive, indicating the candidateis safe, well -
tolerated and effective at protectinginfants when they are mostatrisk, via maternal
immunization. APhase lll trial is now underway in the United States, South America, Africa,
and Australia andis now being expanded into Mexico, Europe, and Asia in alignment with
intentions ofan $89 million grant from the Bill & Melinda Gates Foundation. Preliminary
resultsare now expectedin2018.

e Aphaselclinical trial underway for pediatricuse (6 months to 5 years).

e Aphasellclinicaltrialbeing planned to assess the addition ofa boosterforolderadults.

Expected Market: The company estimates worldwide RSV F Vaccine revenue opportunityat $6 to
S8 billion peryear. Initially, Novavaxsees some 100 million individuals that would benefit from RSV
immunizationinthe U.S. marketincluding pregnancies >27 weeks, infants and toddlers, high risk
patients between 50-59 years old, and alladults over60. The price range of existing comparable
vaccines is $30t0S$75.

Other Considerations:

e Thisimportantvaccine wasawarded a grantfromthe Bill and Melinda Gates Foundation for
up to $89 million of development support with the goal of protecting infants viaaffordable
maternal immunizationin the developing world.

e Has the potential to be useful forotheremergingviruses such as Ebolaand H7N9.

T ey T e | Prumonia

Number of Infections 2,400,000 2,883,052 1,286,556
Hospitalization 203,600 262,095 339,853
Deaths 14,000 14,607 22,449

Influenza Vaccines

What it Does: Influenza (the flu) is a world-wide infectious disease that causes mild to life-
threateningillness.

Key Differentiator:
e Novavaxis usinga recombinant baculovirus and insect cells for more rapid manufacture and
adaptationtochanginginfluenza strains.

e Useofa quadrivalentand novelinfluenza nanoparticle vaccine candidates may elicit
broader protection from circulating influenza strains.

Phase / Status:

¢ Novavax hassuccessfully completed Phasell clinical trials for the quadrivalent seasonal
influenza vaccine)

e Expected Market: The Company expects seasonal influenza vaccinesin the top seven
markets toreach $5.3 billion by the 2021/2022 influenza season.
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Other Considerations:

e Thereare currently four quadrivalent seasonalinfluenza vaccines licensed in the U.S. and
additional quadrivalent seasonal influenza vaccines are expected to be licensed over the
nextseveralyears.

The company is also optimistic about combining the RSVF and influenza nanoparticlevaccinesina
pre-clinical trial. They are bringing togetherthe vaccine approach thatinduces broadly neutralizing
antibodies against both influenza and RSV (building on the strategy taken with the RSVvaccine). A
vaccine covering both influenza and RSV, which togetherare the majorcause ofserious respiratory
infectionsin olderadults and pediatrics, would be a majoradvancefor public healthand would
likely be in high demand. Inaddition, the company believes the new vaccinewillhave the capacity
to neutralize the influenza virus across multiple strains.

Novavaxis alsoworking on leveragingits nanoparticle vaccineapproach to quickly develop vaccines
for emergingthreats such as Ebolaand MERS. Their pipelineislikely to continuetore-leverage
existing capabilities for additionalemerging diseases as the balance sheet supports this evolution.

Balance Sheet and Analyst Commentary:

The financial results for the quarterended June 30th, 2016 showed a cash burn rate of
approximately $70 to $75 million, including significant R&D expenses related to ongoingtrials.
Novavax has over $365 million ofcash on hand afterstrengtheningits balance sheetthrougha $325
million convertible note offering earlierin 2016.

Revenue froma contractvalued atup to $179 million overseveral years with BARDA to develop
recombinantvaccines for the prevention of seasonal and pandemicinfluenza is windingdownand
settoconcludeinSeptember2016. BARDAIs the Office of Biomedical Advanced Researchand
Development Authority within the U.S. Department of Health and Human Services. However, the
loss ofthis revenue is partially offset by the $89 million grant from the Bill & Melinda Gates
Foundation for RSV F vaccine development.

Additionally, Novavayx, is adding staffin preparation fora commercial launch ofthe RSV F Vaccinein
the United States, assuming positive study results come out soon and the filing ofa BLA (Biologic
License Application)in 2017. Novavax is simultaneously exploringa number of potential
partnerships forcommercialization ofthe RSV F vaccine outside ofthe United Statesin anticipation
of the upcoming Phase lll dataresults announcements.

Lookingaheadtothe expected Phase Il RSVvaccine datafrom Novavax by the end of September,
PiperJaffrayindicated that Novavax could be an acquisition target by a largervaccine playerinlate
June andrecommends the stock as Buy with a $14 pricetarget. Piper’s analyst further noted “Based
onthe Phase Il study, we are confidentthe RSV Phase lll trialis sufficiently powered to achieve
statistical significance...”

In August, FBR Capital also recommended Novavax as a Buy with a price target of $17, indicatingthe
global expansion ofthe Phase lll trial for maternal immunizations is aligned with the intentions of
the grantit was awarded, and inthe neartermtheyremain “focused onthe anticipated 3Q16
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releaseoftop-line data from the RESOLVE Phase lll study in elderly adults as a potentially positive
catalystforthe stock.”

Guggenheimon August 26th tagged Novavax asits “Best Idea” asitbelieves “Ifthe RSV vaccineis
safe and effective, we believe it willbecome the first active vaccine marketed for preventing RSV
infection. Asignificant, global unmet medical need should position Novavax well in negotiations
with potential partners seeking ex-U.S. commercial rights, we believe. Release of the Resolve data
could createsubstantial share volatility and we remind investors that the company possesses other
assets thatcould also create sharevalue, namely, the seasonalinfluenza vaccine and programsin
otherinfectious diseases such asZika.” The analyst firm puta whopping $25 price target on the
shares.

Outlook:

The companyis highly likely toreceive approval forits RSV vaccineand have itonthe marketin
2017. Novavaxiswellfunded, has a diverse pipeline aimed at addressable markets, and could also
make a logical acquisition target. In addition, the stock has been hurt by the bearmarketthathas
existed onthe biotech sectoroverthe pastyear. The shares 52-week highisjustover$14.00 a
share, justunderthe median pricetarget onthe stock by the analyststhat coverit. RSV puts some
200,000 elderly individuals in the hospital every yearjustinthe States, soitis nota stretch to think
thatifthe vaccine does hitthe market thatit will be in high demand from the public. The vaccine
should be a majorsource ofrevenuesin comingyears andif Novavax’'s pipeline continues to
develop, itwillbe the first of several significant recurringincome streams.

Recommendation: Buy NVAX up to $8.50 a share.
Position: Long NVAX

QAlInvestors Alley




The Vaccine Maker Stock About to Pop on Phase Ill Trials

© 2016 Investors Alley Corp. All rights reserved. Any reproduction, copying, orredistribution, in
whole orinpart, is prohibited without written permission from Investors Alley Corp., 41 Madison
Avenue, 31°'Floor, New York, NY 10010 or www.investorsalley.com.

All data, including equity prices andyields currentas of when this report was published.

For completeterms and conditions governing the use of this publication please visit
www.investorsalley.com.

QA Investors Alley



http://www.investorsalley.com/
http://www.investorsalley.com/

