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PROSPECTUS SUPPLEMENT

(To Prospectus dated October 17, 2013)

79,570,000 Shares

Common Stock
We are offering 79,570,000 shares of our common stock.

Our common stock trades on The NASDAQ Capital Market under the symbol DVAX . On October 24, 2013, the last reported sale price of our
common stock on The NASDAQ Capital Market was $1.17 per share.

Concurrently with this offering of common stock and pursuant to a separate prospectus supplement, we are offering 43,430 shares of our Series
B Convertible Preferred Stock (and the common stock issuable from time to time upon conversion of the Series B Convertible Preferred Stock).

Per share Total
Public offering price $ 1.07500 $ 85,537,750
Underwriting discounts and commissions® $ 0.05375 $ 4,276,887
Proceeds to us, before expenses $ 1.02125 $ 81,260,863

(1) See Underwriting beginning on page S-28 for a description of the compensation payable to the underwriters.
Investing in our common stock involves a high degree of risk. See _Risk Factors on page S-6 of this prospectus supplement and in the
documents incorporated by reference into this prospectus supplement.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of these securities or
passed upon the adequacy or accuracy of this prospectus supplement or the accompanying prospectus. Any representation to the
contrary is a criminal offense.
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The underwriters expect to deliver the shares of common stock on or about October 30, 2013.

Sole Book-Running Manager

Cowen and Company

Co-Manager

William Blair

Prospectus Supplement dated October 25, 2013
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ABOUT THIS PROSPECTUS SUPPLEMENT

This document is in two parts. The first part is this prospectus supplement, which describes the terms of this offering of common stock and also
adds to and updates information contained in the accompanying prospectus and the documents incorporated by reference into this prospectus
supplement and the accompanying prospectus. The second part, the accompanying prospectus dated October 17, 2013, including the documents
incorporated by reference therein, provides more general information. Generally, when we refer to this prospectus, we are referring to both parts
of this document combined. To the extent there is a conflict between the information contained in this prospectus supplement, on the one hand,
and the information contained in the accompanying prospectus or in any document incorporated by reference that was filed with the Securities
and Exchange Commission, or SEC, before the date of this prospectus supplement, on the other hand, you should rely on the information in this
prospectus supplement. If any statement in one of these documents is inconsistent with a statement in another document having a later date  for
example, a document incorporated by reference in the accompanying prospectus the statement in the document having the later date modifies or
supersedes the earlier statement.

We have not, and the underwriters have not, authorized anyone to provide you with information different from that contained in or incorporated
by reference into this prospectus supplement, the accompanying prospectus and in any free writing prospectus that we have authorized for use in
connection with this offering. If anyone provides you with different or inconsistent information, you should not rely on it. We are not, and the
underwriters are not, making an offer to sell these securities in any jurisdiction where the offer or sale is not permitted. You should assume that
the information appearing in this prospectus supplement, the accompanying prospectus, the documents incorporated by reference in this
prospectus supplement and the accompanying prospectus, and in any free writing prospectus that we have authorized for use in connection with
this offering, is accurate only as of the date of those respective documents. Our business, financial condition, results of operations and prospects
may have changed since those dates. You should read this prospectus supplement, the accompanying prospectus, the documents incorporated by
reference in this prospectus supplement and the accompanying prospectus, and any free writing prospectus that we have authorized for use in
connection with this offering, in their entirety before making an investment decision. You also should read and consider the information in the
documents to which we have referred you in the sections of this prospectus supplement titled Where You Can Find More Information and
Incorporation Of Certain Information By Reference.

We are offering to sell, and seeking offers to buy, shares of our common stock only in jurisdictions where offers and sales are permitted. The
distribution of this prospectus supplement and the accompanying prospectus and the offering of common stock in certain jurisdictions may be
restricted by law. Persons outside the United States who come into possession of this prospectus supplement and the accompanying prospectus
must inform themselves about, and observe any restrictions relating to, the offering of the common stock and the distribution of this prospectus
supplement and the accompanying prospectus outside the United States. This prospectus supplement and the accompanying prospectus do not
constitute, and may not be used in connection with, an offer to sell, or a solicitation of an offer to buy, any securities offered by this prospectus
supplement and the accompanying prospectus by any person in any jurisdiction in which it is unlawful for such person to make such an offer or
solicitation.

Unless otherwise mentioned or unless the context requires otherwise, all references in this prospectus supplement to Dynavax, we, our or similar
references mean Dynavax Technologies Corporation and its subsidiaries.

This prospectus supplement, the accompanying prospectus and the information incorporated herein and therein by reference include trademarks,
service marks and trade names owned by us or other companies. All trademarks, service marks and trade names included or incorporated by
reference into this prospectus supplement or the accompanying prospectus are the property of their respective owners.
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PROSPECTUS SUPPLEMENT SUMMARY

This summary highlights certain information about us, this offering and selected information contained elsewhere in or incorporated by
reference into this prospectus supplement or the accompanying prospectus. This summary is not complete and does not contain all of the
information that you should consider before deciding whether to invest in our common stock. For a more complete understanding of our
company and this offering, we encourage you to read and consider carefully the more detailed information in this prospectus supplement and
the accompanying prospectus, including the information incorporated by reference in this prospectus supplement and the accompanying
prospectus, and the information included in any free writing prospectus that we have authorized for use in connection with this offering,
including the information under the heading Risk Factors in this prospectus supplement on page S-6 and the documents incorporated by
reference into this prospectus supplement.

The Company
Business Overview

We are a clinical-stage biopharmaceutical company that discovers and develops novel products to prevent and treat infectious and inflammatory
diseases and cancer. Our lead product candidate is HEPLISAV | a hepatitis B vaccine product candidate in Phase 3 development.

In addition to HEPLISAV, our pipeline comprises clinical-stage product candidates including an autoimmune program partnered with
GlaxoSmithKline, an asthma program partnered with AstraZeneca AB and a cancer immunotherapy program as well as a preclinical
development program utilizing nanoparticle adjuvant technology. We compete with pharmaceutical companies, biotechnology companies,
academic institutions and research organizations in developing therapies to prevent or treat infectious and inflammatory diseases and cancer.

According to IMS HEALTH, the U.S. market for adult hepatitis B vaccines is approximately $270 million. We believe that the US market has
the potential to double in size, if HEPLISAV is approved, primarily as a result of expanded use in diabetic patients along with the promotion of
HEPLISAYV and better compliance with a 2 dose regimen.

Recent Developments

Following discussions with the U.S. Food and Drug Administration (FDA), we recently finalized the design of a new clinical study of
HEPLISAYV, our investigational adult hepatitis B vaccine. Study HBV-23 is intended to provide a sufficiently-sized safety database for FDA to
complete its review of Dynavax s Biologics License Application (BLA). It will be a Phase 3, observer-blinded, randomized, active-controlled,
multicenter trial of the safety and immunogenicity of HEPLISAV compared with Engerix-B® in adults 18 to 70 years of age. The study will
include 5,500 HEPLISAYV subjects and 2,500 Engerix-B subjects, stratified by age and diabetes diagnosis. HEPLISAV subjects will receive two
doses at 0 and 1 month, while Engerix-B subjects will receive three doses at 0, 1 and 6 months.

The primary objectives of HBV-23 will be: (1) to evaluate the overall safety of HEPLISAV with respect to clinically significant adverse events
and (2) to demonstrate the noninferiority of the peak seroprotection rate (SPR) induced by HEPLISAYV versus Engerix-B in subjects with type 2
diabetes mellitus. All HEPLISAYV subjects will be evaluated for safety for one year following the second dose and all potential autoimmune
events will be adjudicated by a Safety Evaluation and Adjudication Committee. Immunogenicity assessments will be conducted in a subset of
subjects, including those with type 2 diabetes. We intend to initiate this study in the first quarter of 2014 and conclude subject visits by the end
of 2015 and estimate the external costs of the study to be in the range of $50-55 million.

S-1

Table of Contents 5



Edgar Filing: DYNAVAX TECHNOLOGIES CORP - Form 424B5

Table of Conten

In Europe, our Marketing Authorization Application for HEPLISAYV is currently under review by the European Medicines Agency s (EMA). In
late 2012, we received the 120-Day List of Questions which relate to Suitability of different patient populations, Safety database, Good
Manufacturing Practices (GMP) and Good Clinical Practices (GCP) matters. In the early summer EMA added to the list of questions, resetting
the clock for our response. EMA has also inspected some study sites, Dynavax and our clinical contract research organization. The focus of the
GCP inspection was HBV-17, a 500 patient study in CKD patients that is part of the EMA application but not the US application. We are
currently preparing our response to the 120-Day Questions and expect to submit the response before the end of 2014. EMA will consider our
responses and in the first quarter of 2014 will issue the 180-Day List of Outstanding Issues (LOI). We anticipate that the discussion regarding
the patient group who would most likely benefit, and some of the GMP/GCP matters will need to be resolved following issuance of the 180-Day
LOL

Corporate Information

We were incorporated in California in August 1996 under the name Double Helix Corporation, and we changed our name to Dynavax
Technologies Corporation in September 1996. We reincorporated in Delaware in 2001. Our principal offices are located at 2929 Seventh Street,
Suite 100, Berkeley, California 94710-2753. Our telephone number is (510) 848-5100. We maintain an Internet website at www.dynavax.com.
Information contained on, or accessible through, our website does not constitute part of this prospectus supplement or the accompanying
prospectus.

Concurrent Offering of Series B Convertible Preferred Stock

Concurrently with this offering of common stock, we are offering 43,430 shares of our Series B Convertible Preferred Stock (and the common
stock issuable from time to time upon conversion of the Series B Convertible Preferred Stock), which we refer to herein as the Series B
Preferred Stock offering. The Series B Preferred Stock offering is being conducted as a separate public offering by means of a separate
prospectus supplement. This offering is not contingent upon the completion of the Series B Preferred Stock offering and the Series B Preferred
Stock offering is not contingent upon the completion of this offering. We cannot assure you that either or both of the offerings will be
completed.

S-2
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The Offering
Issuer Dynavax Technologies Corporation
Common stock offered by us in this offering 79,570,000 shares

Common stock to be outstanding immediately after 262,557,918 shares
this offering

Use of proceeds We intend to use the net proceeds from this offering and the concurrent Series B
Preferred Stock offering primarily to fund development activities associated with
conducting an additional Phase 3 study of HEPLISAYV and seeking regulatory approval to
commercialize the vaccine in the United States and Europe, and for other general
corporate purposes, including working capital. See Use of Proceeds on page S-25 of this
prospectus supplement.

Risk factors Investing in our common stock involves a high degree of risk. See Risk Factors on page
S-6 of this prospectus supplement and the documents incorporated by reference into this
prospectus supplement.

NASDAQ Capital Market symbol DVAX

Concurrent Series B Preferred Stock offering Concurrently with this offering, we are offering 43,430 shares of our Series B
Convertible Preferred Stock (and the common stock issuable from time to time upon
conversion of the Series B Convertible Preferred Stock). The Series B Preferred Stock
offering is being conducted as a separate public offering by means of a separate
prospectus supplement. This offering is not contingent upon the completion of the Series
B Preferred Stock offering and the Series B Preferred Stock offering is not contingent
upon the completion of this offering.

The number of shares of our common stock to be outstanding immediately after this offering as shown above is based on 182,987,918 shares

outstanding as of June 30, 2013, and excludes as of that date:

12,463,973 shares of common stock issuable upon the exercise of warrants, having a weighted average exercise price of $1.96 per
share;

17,621,510 shares of common stock issuable upon the exercise of stock options, having a weighted average exercise price of $3.19 per
share;

1,660,000 unvested restricted stock units;
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an aggregate of 12,251,371 shares of common stock reserved for future issuance under our stock option and employee stock purchase
plans; and

43,430 shares of our Series B Convertible Preferred Stock being offered by us in connection with our concurrent Series B Preferred
Stock offering.

S-3
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Summary Consolidated Financial Data

We present below a summary of certain of our historical consolidated financial data. We have derived our summary consolidated statements of
operations data for the years ended December 31, 2012, 2011 and 2010 from our audited consolidated financial statements included in our
Annual Report on Form 10-K for the year ended December 31, 2012 and incorporated by reference in this prospectus supplement and the
accompanying prospectus. We have derived our summary consolidated statements of operations data for the six months ended June 30, 2013,
and our summary consolidated balance sheet data as of June 30, 2013, from our unaudited condensed consolidated financial statements included
in our Quarterly Report on Form 10-Q for the quarter ended June 30, 2013 and incorporated by reference in this prospectus supplement and the
accompanying prospectus.

Our historical results are not necessarily indicative of the results to be expected in any future period. The following summary information should
be read in conjunction with Management s Discussion and Analysis of Financial Condition and Results of Operations and our consolidated
financial statements and related notes included in our periodic reports on file with the SEC and incorporated by reference in this prospectus
supplement and the accompanying prospectus.

Six Months
Ended
June 30, Years Ended December 31,
2013 2012 2012 2011 2010
(Unaudited)
(In thousands, except per share data)
Consolidated Statements of Operations Data:
Total revenues $ 5477 $ 5,034 $ 9714 $ 21,614 $ 23,950
Operating expenses:
Research and development 26,969 23,781 49,146 51,322 53,680
General and administrative 16,436 11,750 28,164 17,570 16,879
Amortization of intangible assets 299 980
Total operating expenses 43,405 35,531 77,310 69,191 71,539
Loss from operations (37,928) (30,497) (67,596) (47,577) (47,589)
Interest income 126 117 291 103 85
Interest expense (59) (1,176) (2,351) (1,957) (1,654)
Other income (expense) (128) (59) (293) 834 (8,150)
Net loss (37,989) (31,615) (69,949) (48,597) (57,308)
Basic and diluted net loss per share attributable to Dynavax
common stockholders $ (0.21) $ (0.20) $ (041 $ (039 $ (0.69)
Shares used to compute basic and diluted net loss per share
attributable to Dynavax common stockholders 182,934 161,564 170,469 125,101 82,463

(1) Includes the impact of the anti-dilution provision associated with the common stock and warrants issued to Symphony Capital Partners,
L.P. and Symphony Strategic Partners, LLC (collectively, Symphony ) and the change in fair value of the Symphony-related long-term
contingent and warrant liabilities for the year ended December 31, 2010. See Note 8 to the Consolidated Financial Statements included in
our Annual Report on Form 10-K for the year ended December 31, 2012.
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As of
June 30, 2013
(Unaudited)

(In thousands)
Consolidated Balance Sheet Data:
Cash, cash equivalents and marketable securities $ 89,161
Working capital $ 77,521
Total assets $ 104,012
Accumulated deficit $ (473,480)
Total stockholders equity $ 84,659

Preliminary Third Quarter 2013 Results

We estimate that our cash, cash equivalents and marketable securities were approximately $76 million as of September 30, 2013. This amount is
preliminary, unaudited, subject to change upon completion of our quarterly review, and may differ from what will be reflected in our
consolidated financial statements as of and for the quarter ended September 30, 2013. Additional information and disclosures would be required
for a more complete understanding of our financial position and results of operations as of September 30, 2013. Our consolidated financial
statements will not be available until after this offering is complete, and consequently will not be available to you prior to investing in this
offering.

S-5
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RISK FACTORS

An investment in our common stock involves a high degree of risk. Before deciding whether to invest in our common stock, you should consider
carefully the risks described below and discussed under the section captioned Risk Factors contained in our Quarterly Report on Form 10-Q
for the quarter ended June 30, 2013, which is incorporated by reference in this prospectus supplement and the accompanying prospectus in its
entirety, together with the other information in this prospectus supplement, the accompanying prospectus, the information and documents
incorporated by reference and any free writing prospectus that we have authorized for use in connection with this offering. If any of these risks
actually occurs, our business, financial condition, results of operations or cash flows could be seriously harmed. This could cause the trading
price of our common stock to decline, resulting in a loss of all or part of your investment.

Risks Related to this Offering
Our ability to use our net operating loss carryforwards and certain other tax credits may be limited.

Sections 382 and 383 of the Internal Revenue Code as enacted by the Tax Reform Act of 1986 limits the annual use of net operating loss and tax
credit carryforwards by a corporation that has undergone an ownership change. Similar rules may apply under state tax laws. Due to past equity
issuances and changes in the ownership of our stock, we believe that our ability to use some of our net operating losses and tax credits may be
limited. As a result, if we earn net taxable income, our ability to use our net operating loss carryforwards or other tax attributes to offset United
States federal and state taxable income and taxes may be subject to limitations. If we experience an ownership change in connection with this
offering or as a result of future changes in our stock ownership, some of which changes are outside our control, the tax benefits related to our net
operating loss carryforwards may be further limited or lost.

Management will have broad discretion as to the use of the proceeds from this offering and our concurrent Series B Preferred Stock
offering, and we may not use the proceeds effectively.

Our management will have broad discretion in the application of the net proceeds from this offering and our concurrent Series B Preferred Stock
offering, and could spend the proceeds in ways that do not improve our results of operations or enhance the value of our common stock. Our
failure to apply these funds effectively could have a material adverse effect on our business, delay the development of our product candidates
and cause the price of our common stock to decline.

Our stockholders will experience substantial additional dilution upon the conversion of Series B Convertible Preferred Stock to be issued
pursuant to our concurrent Series B Preferred Stock offering.

The issuance of shares of our common stock upon conversion of Series B Convertible Preferred Stock to be sold pursuant to the Series B
Preferred Stock offering would be substantially dilutive to the outstanding shares of common stock. Any dilution or potential dilution may cause
our stockholders to sell their shares, which would contribute to a downward movement in the stock price of our common stock.

If you purchase the common stock sold in this offering you will experience immediate and substantial dilution in your investment. You will
experience further dilution if we issue additional equity securities in future fundraising transactions.

Since the price per share of our common stock being offered is substantially higher than the net tangible book value per share of our common
stock, you will suffer substantial dilution with respect to the net tangible book value of the common stock you purchase in this offering. Based
on the public offering price of $1.075 per share and our net tangible book value as of June 30, 2013, if you purchase shares of common stock in
this offering, you will suffer immediate and substantial dilution of $0.453 per share with respect to the net tangible book value of the common
stock, excluding the effect of conversion of shares of Series B Convertible Preferred Stock to be issued in our concurrent Series B Preferred
Stock offering. See the section titled Dilution in this prospectus supplement for a more detailed discussion of the dilution you will incur if you
purchase common stock in this offering.

S-6
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We have a significant number of stock options and unvested restricted stock units outstanding. To the extent that these options are exercised
and/or the restricted stock units are vested, investors purchasing our common stock in this offering may experience further dilution. In addition,
if we issue additional common stock, or securities convertible into or exchangeable or exercisable for common stock following the expiration of
the lock-up agreement we entered into with the underwriters as described in the section titled Underwriting, our stockholders, including
investors who purchase shares of common stock in this offering, could experience additional dilution, and any such issuances may result in
downward pressure on the price of our common stock.

Risks Related to our Business

The success of our product candidates, in particular HEPLISAV, depends on regulatory approval. The FDA or foreign regulatory agencies
may determine our clinical trials or other data regarding safety, efficacy, consistency of manufacture or compliance with GMP regulations
are insufficient for regulatory approval. Failure to obtain regulatory approvals could require us to discontinue operations.

None of our product candidates has been approved for sale by any regulatory agency. Any product candidate we develop is subject to extensive
regulation by federal, state and local governmental authorities in the United States, including the FDA, and foreign regulatory agencies. Our
success is primarily dependent on our ability to obtain regulatory approvals for our most advanced product candidates. Approval processes in the
United States and in other countries are uncertain, can take many years and require the expenditure of substantial resources.

For our lead product, HEPLISAV, our BLA must be approved by the FDA and corresponding applications to foreign regulatory agencies must
be approved by those agencies before we may sell the product in their respective geographic area. Obtaining approval of a BLA and
corresponding foreign applications is highly uncertain and we may fail to obtain approval. The BLA review process is extensive, lengthy,
expensive and uncertain, and the FDA or foreign regulatory agencies may delay, limit or deny approval of our application for many reasons,
including: whether the data from our clinical trials, including the Phase 3 results, or the development program is satisfactory to the FDA or
foreign regulatory agency; disagreement with the number, design, size, conduct or implementation of our clinical trials or a conclusion that the
data fails to meet statistical or clinical significance; acceptability of data generated at our clinical trial sites that are monitored by third party
clinical research organizations; the results of an FDA or other advisory committee that may recommend against approval of our BLA or may
recommend that the FDA or other agencies require, as a condition for approval, additional preclinical studies or clinical trials; and deficiencies
in our manufacturing processes or facilities or those of our third party contract manufacturers and suppliers, if any. For example, in our 2013
Complete Response Letter from the FDA (the Complete Response Letter ), HEPLISAV was not approvable for the proposed indication based on
insufficient patient safety data for an indication in adults 18-70 years of age without further evaluation of safety. There can be no assurance that
additional clinical studies will support approval. The FDA also requested additional data from our process validation program as well as
clarifying information on the manufacturing controls and facilities with respect to quality assurance of commercial product. There can be no
assurance that Dynavax can successfully produce the requisite data in a timely manner or that the data will be sufficient for approval.

In addition, we obtain guidance from regulatory authorities on certain aspects of our clinical development activities and seek to comply with
written guidelines provided by the authorities. These discussions and written guidelines are not binding obligations on the part of the regulatory
authorities and the regulatory authorities may require additional patient data or studies to be conducted. Regulatory authorities may revise or
retract previous guidance during the course of a clinical trial or after completion of the trial. The authorities may also disqualify a clinical trial
from consideration in support of approval of a potential product if they deem the guidelines have not been met. The FDA or foreign regulatory
agencies may determine our clinical trials or other data regarding safety, efficacy or consistency of manufacture or compliance with GMP
regulations are insufficient for regulatory approval.

Failure to receive approval or significant delay in being able to provide the safety and manufacturing information required for approval of our
BLA for HEPLISAV would have a material adverse effect on our business and results of operations. Even if approved, the labeling approved by
the relevant regulatory authority for a product

S-7
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may restrict to whom we and our potential partners, if any, may market the product or the manner in which our product may be administered and
sold, which could significantly limit the commercial opportunity for such product.

Before granting product approval, the FDA must determine that our or our third party contractor s manufacturing facilities meet current GMP
requirements before we can use them in the commercial manufacture of our products. We and all of our contract manufacturers are required to
comply with the applicable current GMP regulations. Manufacturers of biological products must also comply with the FDA s general biological
product standards. In addition, GMP regulations require quality control and quality assurance as well as the corresponding maintenance of
records and documentation sufficient to ensure the quality of the approved product. Failure to comply with the statutory and regulatory
requirements subjects the manufacturer to possible legal or regulatory action, such as delay of approval, suspension of manufacturing, seizure of
product or voluntary recall of a product.

The FDA may require more clinical trials for our product candidate than we currently expect before granting regulatory approval, if
regulatory approval is granted at all. Our clinical trials may be extended which may lead to substantial delays in the regulatory approval
process for our product candidates, which will impair our ability to generate revenues.

Our registration and commercial timelines depend on further discussions with the FDA and corresponding foreign regulatory agencies and
requirements and requests they may make for additional data or completion of additional clinical trials. Any such requirements or requests
could:

adversely affect our ability to timely and successfully commercialize or market these product candidates;

result in significant additional costs;

potentially diminish any competitive advantages for those products;

potentially limit the markets for those products;

adversely affect our ability to enter into collaborations or receive milestone payments or royalties from potential collaborators;

cause us to abandon the development of the affected product candidate; or

limit our ability to obtain additional financing on acceptable terms, if at all.
Clinical trials for our product candidates are expensive and time consuming, may take longer than we expect or may not be completed at all,
and their outcomes are uncertain.

We expect to commence additional trials of HEPLISAV and other product candidates in the future. Each of our clinical trials requires the
investment of substantial planning, expense and time and the timing of the commencement, continuation and completion of these clinical trials
may be subject to significant delays relating to various causes, including scheduling conflicts with participating clinicians and clinical
institutions, difficulties in identifying and enrolling participants who meet trial eligibility criteria, failure of participants to complete the clinical
trial, delay or failure to obtain IRB or other regulatory approval to conduct a clinical trial at a prospective site, unexpected adverse events and
shortages of available drug supply. Participant enrollment is a function of many factors, including the size of the relevant population, the
proximity of participants to clinical sites, the eligibility criteria for the trial, the existence of competing clinical trials and the availability of
alternative or new treatments.

We depend on medical institutions and clinical research organizations, or CROs, to conduct our clinical trials in compliance with Good Clinical
Practice, or GCP, and to the extent they fail to enroll participants for our clinical trials, or are delayed for a significant time in the execution of
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our trials, including achieving full enrollment, we may be affected by increased costs, program delays or both, which may harm our business.

Failure by us or our CROs to conduct a clinical study to GCP standards could result in disqualification of the clinical trial from
consideration in support of approval of a potential product.

In addition, we conduct clinical trials in foreign countries which may subject us to further delays and expenses as a result of increased drug
shipment costs, additional regulatory requirements and the engagement of foreign
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CROs, as well as expose us to risks associated with less experienced clinical investigators who are unknown to the FDA, and different standards
of medical care. Foreign currency transactions insofar as changes in the relative value of the U.S. dollar to the foreign currency where the trial is
being conducted may impact our actual costs.

Clinical trials must be conducted in accordance with FDA or other applicable foreign government guidelines and are subject to oversight by the
FDA, other foreign governmental agencies and IRBs at the medical institutions where the clinical trials are conducted. In addition, clinical trials
must be conducted with supplies of our product candidates produced under cGMP and other requirements in foreign countries, and may require
large numbers of participants.

The FDA or other foreign governmental agencies or we ourselves could delay, suspend or halt our clinical trials of a product candidate for
numerous reasons, including:

deficiencies in the trial design;

deficiencies in the conduct of the clinical trial including failure to conduct the clinical trial in accordance with regulatory requirements
or clinical protocols;

deficiencies in the clinical trial operations or trial sites resulting in the imposition of a clinical hold;

the product candidate may have unforeseen adverse side effects, including fatalities, or a determination may be made that a clinical
trial presents unacceptable health risks;

the time required to determine whether the product candidate is effective may be longer than expected;

fatalities or other adverse events arising during a clinical trial that may not be related to clinical trial treatments;

the product candidate may appear to be no more effective than current therapies;

the quality or stability of the product candidate may fail to conform to acceptable standards;

our inability to produce or obtain sufficient quantities of the product candidate to complete the trials;

our inability to reach agreement on acceptable terms with prospective CROs and trial sites, the terms of which can be subject to
extensive negotiation and may vary significantly among different CROs and trial sites;

our inability to obtain IRB approval to conduct a clinical trial at a prospective site;

our inability to obtain regulatory approval to conduct a clinical trial;
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lack of adequate funding to continue the clinical trial, including the occurrence of unforeseen costs due to enrollment delays,
requirements to conduct additional trials and studies and increased expenses associated with the services of our CROs and other third
parties;

our inability to recruit and enroll individuals to participate in clinical trials for reasons including competition from other clinical trial
programs for the same or similar indications; or

our inability to retain participants who have initiated a clinical trial but may be prone to withdraw due to side effects from the therapy,

lack of efficacy or personal issues, or who are lost to further follow-up.
In addition, we may experience significant setbacks in advanced clinical trials, even after promising results in earlier trials, such as unexpected
adverse events that occur when our product candidates are combined with other therapies and drugs or given to larger populations, which often
occur in later-stage clinical trials. In addition, clinical results are frequently susceptible to varying interpretations that may delay, limit or prevent
regulatory approvals. Also, patient advocacy groups and parents of trial participants may demand additional clinical trials or continued access to
drug even if our interpretation of clinical results received thus far leads us to determine that additional clinical trials or continued access are
unwarranted. Any disagreement with patient advocacy groups or parents of trial participants may require management s time and attention and
may result in legal proceedings being instituted against us, which could be expensive, time-consuming and distracting, and may result in delay of
the program. Negative or inconclusive results or adverse medical events, including participant fatalities that may be attributable to our product
candidates, during a clinical trial may necessitate that
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it be redesigned, repeated or terminated. Further, some of our clinical trials may be overseen by an independent data safety monitoring board, or
DSMB, and the DSMB may determine to delay or suspend one or more of these trials due to safety or futility findings based on events occurring
during a clinical trial. Any such delay, suspension, termination or request to repeat or redesign a trial could increase our costs and prevent or
significantly delay our ability to commercialize our product candidates.

HEPLISAYV and most of our earlier stage programs rely on ISS-based technology. Serious adverse event data relating to either 1018 ISS or
other ISS-based technology may require us to reduce the scope of or discontinue our operations.

HEPLISAYV incorporates our 1018 ISS compound and most of our research and development programs use ISS-based technology. If any of our
product candidates in clinical trials produce serious adverse event data, we may be required to delay, discontinue or modify our clinical trials or
our clinical trial strategy. Most of our clinical product candidates contain ISS, and if a common safety risk across therapeutic areas were
identified, it may hinder our ability to enter into potential collaboration arrangements or commercialize our product candidates. If adverse event
data are found to apply to our ISS-based technology as a whole, we may be required to significantly reduce or discontinue our operations.

We have no commercialization experience, and the time and resources to develop sales, marketing and distribution capabilities for
HEPLISAYV are significant. If we fail to achieve and sustain commercial success for HEPLISAV, either directly or with a partner, our
business would be harmed.

Although certain of our employees have commercialization experience, as a company we currently have no sales, marketing or distribution
capabilities. HEPLISAYV product sales are currently expected to generate a substantial portion of our future revenue, if HEPLISAV is approved.
To commercialize HEPLISAV, we must either develop sales, marketing and distribution capabilities, or make arrangements with third parties to
perform these services, which will require resources and time and we may not be able to enter into these arrangements on acceptable terms. If we
decide to market HEPLISAV directly, we must commit significant resources to develop a marketing and sales force with technical expertise and
with supporting distribution capabilities. In particular, significant resources may be necessary to successfully market, sell and distribute
HEPLISAV to patients with diabetes, a group recently recommended by the CDC and ACIP to receive hepatitis B vaccination. Moreover, our
pricing and reimbursement strategies with respect to our initial approval plans for HEPLISAV may significantly impact our ability to achieve
commercial success in this potential patient population.

Factors that may inhibit our efforts to commercialize HEPLISAV directly or indirectly with a partner if approved include:

our inability to recruit and retain adequate numbers of effective sales and marketing personnel;

the inability of sales personnel to obtain access to or persuade adequate numbers of physicians to administer our products;

the lack of complementary products to be offered by sales personnel, which may put us at a competitive disadvantage relative to
companies with more extensive product lines;

our inability to expand and sustain qualified manufacturing capacity to meet demand, in particular if there is a significant increase in
demand due to the recommendation to vaccinate persons with diabetes if we should obtain approval to market to those patients;

our inability to determine appropriate pricing and reimbursement strategies for HEPLISAV in the potential patient populations that
may use HEPLISAV, particularly in the diabetes market; and

possible claims against us, including enjoining sales of HEPLISAYV, based on the patent rights of others; and
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unanticipated delays, costs and expenses associated with manufacturing and commercialization of our products, including costs of
maintaining and scaling up manufacturing capabilities and creating and sustaining an independent sales and marketing organization in
various territories.
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If we, or our partners, if any, are not successful in setting our marketing, pricing and reimbursement strategy, recruiting sales and marketing
personnel or in building a sales and marketing infrastructure, we will have difficulty commercializing HEPLISAV, which would adversely affect
our business and financial condition. To the extent we rely on other pharmaceutical or biotechnology companies with established sales,
marketing and distribution systems to market HEPLISAV, we will need to establish and maintain partnership arrangements, and we may not be
able to enter into these arrangements on acceptable terms or at all. To the extent that we enter into co-promotion or other arrangements, certain
revenues we receive will depend upon the efforts of third parties, which may not be successful and are only partially in our control.

We rely on our facility in Diisseldorf, Germany and third parties to supply materials or perform processes necessary to manufacture our
product candidates. We rely on a limited number of suppliers to produce the ISS we will require for commercialization. Additionally, we have
limited experience in manufacturing our product candidates in commercial quantities.

We rely on our facility in Diisseldorf and third parties to perform the multiple processes involved in manufacturing our product candidates,
including ISS, certain antigens, the combination of ISS and the antigens, and the formulation, fill and finish. Termination or interruption of these
relationships may occur due to circumstances that are outside of our control, resulting in higher cost or delays in our product development or
commercialization efforts.

We have relied on a limited number of suppliers to produce ISS for clinical trials and a single supplier to produce our 1018 ISS for HEPLISAV.
To date, we have manufactured only small quantities of ISS and 1018 ISS ourselves for development purposes. If we were unable to maintain
our existing supplier for 1018 ISS, we would have to establish an alternate qualified manufacturing capability, which would result in significant
additional operating costs and delays in developing and commercializing our product candidates, particularly HEPLISAV. We or other third
parties may not be able to produce 1018 ISS at a cost, quantity and quality that are available from our current third-party supplier.

We currently utilize our facility in Diisseldorf to manufacture the hepatitis B surface antigen for HEPLISAV. The commercial manufacturing of
biological products is a time-consuming and complex process, which must be performed in compliance with current GMP regulations.

In addition, we may not be able to comply with ongoing and comparable foreign regulations, and our manufacturing process may be subject to
delays, disruptions or quality control/quality assurance problems. Noncompliance with these regulations or other problems with our
manufacturing process may limit, delay or disrupt the commercialization of HEPLISAV and could result in significant expense. Moreover,
depending on the level of market acceptance of HEPLISAV, if approved, we may not have the capacity in our existing facility to meet all of our
future commercial supply needs. Our current manufacturing capacity could supply up to approximately 2 million doses of hepatitis B surface
antigen annually, and our ability to expand Diisseldorf manufacturing capacity by improving utilization in our existing facility, improving upon
our current production yields or using a new facility will take time to implement and could result in substantial cost. In the event that demand
exceeds our current capacity plans, we may experience a shortage in supply of HEPLISAV, which could have a material adverse effect on the
success of HEPLISAV. Likewise, in the event that HEPLISAYV is not approved, we would have to consider other alternatives for the facility in
Diisseldorf, including its sale or closure, and any such efforts would be complex, expensive, and time-consuming.

If we receive regulatory approval for our product candidates, we will be subject to ongoing FDA and foreign regulatory obligations and
continued regulatory review.

We and our third party suppliers are required to comply with applicable current GMP regulations and other international regulatory
requirements. The regulations require that our product candidates be manufactured and our records maintained in a prescribed manner with
respect to manufacturing, testing and quality control/quality assurance activities. Suppliers of key components and materials must be named in a
BLA submitted to the FDA for any product candidate for which we are seeking FDA approval. Additionally, these third parties and our
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manufacturing facility must undergo a pre-approval inspection before we can obtain marketing authorization for any of our product candidates.
Even after a manufacturer has been qualified by the FDA, the manufacturer must continue to expend time, money and effort in the area of
production and quality control to ensure full compliance with GMP. Manufacturers are subject to regular, periodic inspections by the FDA
following initial approval. Further, to the extent that we contract with third parties for the manufacture of our products, our ability to control
third-party compliance with FDA requirements will be limited to contractual remedies and rights of inspection.

If, as a result of their inspections, the FDA determines that the equipment, facilities, laboratories or processes do not comply with applicable
FDA regulations and conditions of product approval, the FDA may not approve the product or may suspend the manufacturing operations. If the
manufacturing operations of any of the suppliers for our product candidates are suspended, we may be unable to generate sufficient quantities of
commercial or clinical supplies of product to meet market demand, which would harm our business. In addition, if delivery of material from our
suppliers were interrupted for any reason, we might be unable to ship our approved product for commercial supply or to supply our products in
development for clinical trials. Significant and costly delays can occur if the qualification of a new supplier is required.

Any regulatory approvals that we receive for our product candidates are likely to contain requirements for post-marketing follow-up studies,
which may be costly. Product approvals, once granted, may be modified based on data from subsequent studies or commercial use. As a result,
limitations on labeling indications or marketing claims, or withdrawal from the market may be required if problems occur after
commercialization.

Failure to comply with regulatory requirements could prevent or delay marketing approval or require the expenditure of money or other
resources to correct. Failure to comply with applicable requirements may also result in warning letters, fines, injunctions, civil penalties, recall
or seizure of products, total or partial suspension of production, refusal of the government to renew marketing applications and criminal
prosecution, any of which could be harmful to our ability to generate revenues and our stock price.

We may develop, seek regulatory approval for and market our product candidates outside the United States, requiring a significant
commitment of resources. Failure to successfully manage our international operations could result in significant unanticipated costs and
delays in regulatory approval or commercialization of our product candidates.

We may introduce certain of our product candidates, including HEPLISAV, in various markets outside the United States. Developing, seeking
regulatory approval for and marketing our product candidates outside the United States could impose substantial burdens on our resources and
divert management s attention from domestic operations. International operations are subject to risk, including:

the difficulty of managing geographically distant operations, including recruiting and retaining qualified employees,
locating adequate facilities and establishing useful business support relationships in the local community;

compliance with varying international regulatory requirements, laws and treaties;

securing international distribution, marketing and sales capabilities;

adequate protection of our intellectual property rights;

obtaining regulatory and pricing approvals at a level sufficient to justify commercialization;

legal uncertainties and potential timing delays associated with tariffs, export licenses and other trade barriers;

diverse tax consequences;
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the fluctuation of conversion rates between foreign currencies and the U.S. dollar; and

regional and geopolitical risks.
We submitted HEPLISAV for marketing approval in Europe. The Complete Response Letter from the FDA and requirement to provide
additional safety data may result in further consideration of our MAA in Europe and
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we may not obtain foreign regulatory approvals on a timely basis, if at all. Specifically, a failure or delay in obtaining regulatory approval in one
jurisdiction may have a negative effect on the regulatory approval process in other jurisdictions. If we are unable to successfully manage our
international operations, we may incur significant unanticipated costs and delays in regulatory approval or commercialization of our product
candidates, which would impair our ability to generate revenues.

If any products we develop are not accepted by the market or if regulatory agencies limit our labeling indications or marketing claims, we
may be unable to generate significant revenues, if any.

Even if we obtain regulatory approval for our product candidates and are able to commercialize them, our products may not gain market
acceptance among physicians, patients, healthcare payors and the medical community.

The degree of market acceptance of any of our approved products will depend upon a number of factors, including:

the indication for which the product is approved and its approved labeling;

the presence of other competing approved therapies;

the potential advantages of the product over existing and future treatment methods;

the relative convenience and ease of administration of the product;

the strength of our sales, marketing and distribution support;

the price and cost-effectiveness of the product; and

sufficient third-party reimbursement.
The FDA or other regulatory agencies could limit the labeling indication for which our product candidates may be marketed or could otherwise
limit marketing efforts for our products. If we are unable to achieve approval or successfully market any of our product candidates, or marketing
efforts are restricted by regulatory limits, our ability to generate revenues could be significantly impaired.

We face uncertainty regarding coverage, pricing and reimbursement and the practices of third party payors, which may make it difficult or
impossible to sell our product candidates on commercially reasonable terms.

In both domestic and foreign markets, our ability to achieve profitability will depend in part on the negotiation of a favorable price or the
availability of appropriate reimbursement from third party payors, in particular for HEPLISAV where existing products are already marketed.
Existing laws affecting the pricing and coverage of pharmaceuticals and other medical products by government programs and other third party
payors may change before any of our product candidates are approved for marketing. In addition, third party payors are increasingly challenging
the price and cost-effectiveness of medical products and services, and pricing and reimbursement decisions may not allow our products to
compete effectively with existing or competitive products. Because we intend to offer products, if approved, that involve new technologies and
new approaches to treating disease, the willingness of third party payors to reimburse for our products is uncertain. We will have to charge a
price for our products that is sufficient to enable us to recover our considerable investment in product development and our operating costs.
Adequate third-party reimbursement may not be available to enable us to maintain price levels sufficient to achieve profitability and could harm
our future prospects and reduce our stock price.

We are unable to predict what impact the Health Care and Education Reconciliation Act of 2010 or other reform legislation will have on our
business or future prospects. The uncertainty as to the nature and scope of the implementation of any proposed reforms limits our ability to
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forecast changes that may affect our business. In Europe, the success of our products, in particular HEPLISAV, will depend largely on obtaining
and maintaining government reimbursement because many providers in European countries are unlikely to use medical products that are not
reimbursed by their governments. Many countries in Europe have adopted legislation and increased efforts 